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OG0 yrBepxnennu [Ipasun Hagexkamei mpakTuku papmakoHaa3opa EBpasutickoro
3KOHOMHYECKOI'O COI03a

Pemennie CoBera EBpasuiickoit 3koHOMUYecKoi komuccuu oT 3 Hostopst 2016 roma Ne 87.

B cootBercTBuM co cratbel 30 JloroBopa o EBpa3suiiCkoM 3KOHOMHUYECKOM COKO3€ OT 29
mas 2014 rona, crarbeit 12 CornamieHus 0 €AUHBIX MPUHIUIIAX U MPaBUIaX OOpalieHus
JIEKApCTBEHHBIX CPEJCTB B paMKax EBpa3niicCKOro 3KOHOMHYECKOTO cOr03a OT 23 nekadps
2014 roma, mynktom 81 mnpunoxenus Ne 1 k Permamenty pabGorbl EBpasuiickoi
DKOHOMUYECKOM KOMHMCCHUHU, YTBepxkIAeHHOMY Pemenuem Bricmiero EBpasuiickoro
HKOHOMHUYECKOTO coBeTa oT 23 nexadps 2014 r. Ne 98, u Pemenuem Briciiero EBpaswuiickoro
sKOHOMHUYECKOTo coBeTa OoT 23 nekabps 2014 r. Ne 108 "O peanuzanuu CornameHust o
€IMHBIX TPUHIUMNAX M MpaBWiIaXx OOpalleHus] JEeKapCTBEHHBIX CPEJACTB B paMKax
EBpa3zuiickoro skoHomuueckoro corosa" CoBeT EBpa3zuiickoii 3KOHOMHUYECKONW KOMHCCUH
pemmi:

YrBepaute npunaraembie [lpaBuna Hajmexameid NpakTUKU (GapMakoHaI30pa
EBpazuiickoro s3xoHoMu4eckoro corosa (nanee - [lpasuna).

Hacrosmee Pemenue BCTymaeT B Cuiy 1o ucteueHuu 10 KajgeHAapHBIX JHEW ¢ JaThl
BCTymuieHus: B cuity [lpoTokona, moanucanHoro 2 aekadbps 2015 rona, o mpucoeIUHEHUN
PecnnyOnuku Apmenust k COTNameHuio O €IWHBIX MPUHITUIIAX U TpaBUiiax oOpamieHus
JIEKapCTBEHHBIX CPEJCTB B paMkax EBpa3uiickoro sKOHOMHYECKOTO cOro3a oT 23 jaexadps
2014 roga, HO He paHee 4eM Mo ucrteueHuu 10 KajdeHIapHBIX JHEW ¢ AaThl O(QUIIHATIBLHOTO
OImyOJIMKOBaHUs HacTosIero Pemenus.

Paznen 4 [IpaBun BcTynaer B cuity ¢ 1 aaBaps 2017 1.

AG3arr isaTeii noganyHkra 7.2.1 myHnkra 7.2 u myHKT 7.4 pazaena 7 [lpaBui BcTymarT B
cuny ¢ 1 urons 2016 r.

Uensr CoBeta EBpasuiickolf 5KOHOMHYECKOH KOMHCCHH!

Ot Pecnybnuku Ot Pecnmybmmknm Ot Pecnybomukum Ot  Kwipremckoit Ot Poccwuiickoit

Apmenust Benapych Kazaxcran PecmyOnuku Denepanuun
B. I'abpremsa B. MariomeBckmit A, MamuH O. [Tankparos N. lllyBanos
YTBEPXJEHDI

Pemennem Cosera
EBpa3zuiickoii 3KOHOMU4ECKOW KOMUCCUU
oT 3 Hos6pst 2016 . Ne 87
(B penakuuu Pemenust Coseta
EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUI
ot 19 mas 2022 r. Ne 81)

ITPABHJIA napnexameit nmpakTuku papMakoHaa3opa EBpasuiickoro 3k0HOMHIECKOro CO03a



Cuocka. IlpaBuna - B penakuuu penienus Coeta EBpa3suiickoii 5KOHOMHUYECKOMH
komuccun oT 19.05.2022 Ne 81 (BctymaeT B cuiny 1o ucredyeHuu 180 kaneHIapHBIX JTHEW ¢
JIaThl €ro OPUIMATBLHOTO OIMyOJIUKOBAHUA).

I. O0mue mosoxKeHus

1. Hactosimue IlpaBuina pazpaboTaHbl B COOTBETCTBUHU cO cTaTtheid 12 CornamieHus o
€MHBIX TPUHIMIIAX M TMpaBujax oOpalleHus JEeKapCTBEHHBIX CPEACTB B paMKax
EBpazuiickoro 3xkoHOMUYECKOTO coro3a oT 23 nexadps 2014 roga u onpenenstoT MopsaoK
ocyuiecTBiIeHHs hapMaKkOHAA30pa B TOCYIapCTBax — WwieHax EBpa3uiickoro 3KOHOMUYECKOTO
coro03a (J1ajiee COOTBETCTBEHHO — rocyiapcTBa-uieHbl, Coro3s).

[enssmu hapmakoHaa30pa SBISIFOTCS:

MpeoTBpallieHue HeOIaronpusiTHLIX MOCIECTBUI HeXeIaTeIbHbIX PEAKIIUi Y YyeIoBeKa,
Pa3BUBAIOIINXCS TIOCIIC TIPUMEHEHUS 3aPETHUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMPENapaToB B
COOTBETCTBUH WJIM HE B COOTBETCTBUU C YCIOBUSIMU PETUCTPAIMOHHOTO YIOCTOBEPEHHUS WU
B pe3yJIbTaTe BO3JEHUCTBUS, CBA3aHHOIO C MPO(HECCUOHAIBHOU NESITENHHOCTBIO;

oOecrieyeHue 6e€30macHoro u 3PEeKTUBHOTO MPUMEHEHUS JIEKAPCTBEHHBIX MIPENapaTos, B
YaCTHOCTH TMOCPEJICTBOM MPEAOCTABICHUSI CBOEBPEMEHHONW HMH(pOpMauu 0 O€30MacHOCTH
JIEKapCTBEHHBIX CPEJACTB MaIMeHTaM, CIIEIMaJIUCTaM CHUCTEMbI 3JPaBOOXPAHECHUS H
HACEJICHUIO.

Jua nenent Hacrosimux [IpaBui nCnonb3yroTCs MOHATHS, KOTOPBIE 03HAYAIOT CIEAYIONIEE:

"ayaut" (audit) — cucTeMaTUYeCKUM, YINOPSTOUYCHHBIN, HE3aBUCUMBIN H
JOKyMEHTHUPOBAHHBIN MPOIIECC MOTYUYEHUS U OOBEKTUBHOM OICHKH ayIUTOPCKUX (PAKTOB,
XapaKkTepU3yIIMX paboTy cUCTEMBbI (papMakoHAA30pa, C LEIbI0 OMPEACIICHUS CTENEHU
BBITIOJTHEHUS KPUTEPUEB ayIUTA;

"BaXHBIA MIECHTU(DHUIIMPOBAHHBIN pUCK", "BaXKHBIA MOTEHIIMAIBHBINA pUCK" (important
identified risk and important potential risk) — wuaeHTUDUUIUMPOBAHHBIA pUCK WU
MOTEHIIMATBLHBIN PUCK MPUMEHEHUS JICKAPCTBEHHOTO Tpemnapara, KOTOPhle MOTYT OKa3aTh
BJIUSIHUE HA COOTHOIIICHHE "T0JIb3a — PUCK" WM UMETh MOCIEACTBUS I OOIIECTBEHHOTO
310poBhs. OmNpeeieHne pUcKa Kak BaKHOTO 3aBUCHT OT HECKOJBKUX (PaKTOPOB, BKIIOUAS
CTENEHb BJIMSIHUS Ha YEJIOBEKA, CEPbE3HOCTh PUCKA M BIUSHUE Ha OOIECTBEHHOE 370POBhE (
310pOBbE HacesieHus ). JIroOoi pUCK, KOTOPBIM MPEANOI0KUTEIHLHO HEOOXOAUMO BKIIIOUUTH B
paszien 0 MPOTHMBOIIOKA3aHUSIX M Mepax MPEeJOCTOPOKHOCTH, OTHOCUTCS K YUCITY Ba)KHBIX
PHUCKOB, €CJIH JIepKATEJIEM PErUCTPAIMOHHOTO YA0CTOBEPEHUSI HEOOOCHOBAaHHO MHOE;

"pamunmanus curHana" (signal validation) — mporiecc OIEHKU JaHHBIX O BBISIBICHHOM
CUTHAJIE C 1eJIbI0 BepU(UKAIIUU U TIOJITBEPKICHUs TOTO (haKkTa, 4TO JOCTyIHAs UH(pOpMaIus
COJEPKUT JOCTATOYHBIC JIOKA3aTENbCTBA JUISI TOATBEPKICHUS BBHISIBICHUS HOBOU
NOTCHIIUAIILHOW TPUUYUHHO-CICICTBEHHOW CBS3M WJIM HOBOTO acleKTa W3BECTHOU
B3aUMOCBSI3H |, CIEIAOBATEIIBHO, SIBISIETCI 00OCHOBAHUEM HEOOXOIUMOCTH OCYIICCTBICHUS
KOMIUIEKCa JaJIbHEUIIIUX AEUCTBUI MO aHAIU3y CUTHANA;



"BanmmnupoBanHbii curHan" (validated signal) — curnan, st KOTOporo B mpolecce
BBITIOJTHCHUSI BaJTUJAIIMM W OICHKHW TOJATBEPXKIAIOIMIMX JaHHBIX YCTAHOBJICHO, YTO
UMEIOMIAsCS JIOKyMEHTAIllMsl JOCTAaTOYHA [Jig TPEAMNOJIOKECHUS HaIU4Yus HOBOU
NOTEHIIMATbHON TMPUYMHHO-CICACTBEHHON CBS3W WJIM HOBOTO acIleKTa WM3BECTHOU
B3aMMOCBSI3U MEXAY NMPUEMOM TOJ03PEBAEMOT0 JICKAPCTBEHHOTO Mpemapara U pa3BUTHEM
HEOIaronpusITHOIO TMOCIEJACTBUS, M, CIEI0BATENbHO, OIpeaeIeHa HE00XO0IUMOCTh
OCYIIECTBIICHUSI KOMILUICKCA TATIbHEUIINX JEUCTBUM MO OLIEHKE CUTHAJIA;

"BO3/I€CTBUE, CBSI3aHHOE C poAoM 3aHATHIl" (occupational exposure) — Bo3jeicTBHE
JIEKapCTBEHHOIO TpernapaTa, KOTOPOMY MOJBEPICs YEIOBEK B Pe3yJIbTaTe BBHIMOTHEHHS KaK
npo¢eCCUOHATBLHON JEATeTbHOCTH, TaK U WHOW JesATeNbHOCTU. [laHHOE BO3/EHCTBUE HE
BKJIFOYAET CIydad BO3JCHCTBHUS OJHOTO W3 MHTPEIUCHTOB JIEKAPCTBEHHOTO Mperapara Ha
JTane MPOM3BOJICTBA /IO BBITYCKA KaK TOTOBOTO JICKAPCTBEHHOTO TIPemapara;

"BeIsiBJIeHHE curHajia" (signal detection) — mporecc moucka u (WiIM) UASHTU(DUKAIIUN
CHUTHaJa C UCTIOJIB30BAHUEM JIFOOBIX UCTOYHUKOB IaHHBIX O O€30MaCHOCTH;

"mara okoHuaHus coopa ganHbIX" (data lock point) — nata 3aBepiieHust cOopa JaHHBIX
JUTSI BKITFOUCHHSI B TIEPUOINYECKIN OOHOBJISIEMBIN OTUET MO 0€30MacHOCTH, OCHOBAaHHAs Ha
MEXIYHApOJHON JlaTe peructpanuu. B pamkax otdera nmo 6€30macHOCTH pa3pabaTbiBaeMoro
JIEKapCTBEHHOTO CpEICTBa — JaTa 3aBeplIeHHs cOopa MaHHBIX JUIsl BKIIOUEHHUS B OTYET,
OCHOBaHHAass Ha MEXIyHApOJHOW JaTre OJI00peHHus pa3padaThiBaeMOTO JEKapCTBEHHOTO
cpencrtsa. Jlata okoHYaHuUsl cOOpa JAHHBIX BKIIOUAET B c€0s ICHb U MECHIII;

"3aBepiieHHOe KIMHUYecKoe uccaeaoanue” (completed clinical trial) — nuccinenoBanue,
10 KOTOPOMY TIOJITOTOBJIEH 3aKJIFOYUTENIbHBIN OTYET O KIMHUYECKOM HCCIIEI0BAHNH;

"3akpeIThiid curHan" (closed signal) — curnain, oneHka KOToporo Obula 3aBepllieHa B
OTYETHBIN MEPUOJ COCTABICHUS IEPUOIUNIECKOTO OOHOBIISIEMOT0 OTUETa MO 0€30MaCHOCTH;

"350ynoTpedaeHne JekapcTBeHHBIM MpenapatoMm” (abuse of a medicinal products) —
MOCTOSIHHOE WJIM Pa30BO€ NMpEIHAMEPEHHOE Ype3MEepHOE yMNoTpebiieHHe JeKapCTBEHHOTO
mpemnapara, KOTOpPOE COMPOBOXKAACTCS HEONaronpusITHBIMA (U3HOTOTUYECKUMHU WU
MICUXOJIOTUYECKUMHU 3P heKTamu;

"unentudunupoBanHbii puck" (identified risk) — HexemaTenbHOE MOCIEICTBUE
(dhapmakoTepanuu, B OTHOIICHHH KOTOPOTO TIOTYyYEHBI JOCTATOYHBIE TOKA3aTEIhCTBA HATMIUS
B3aMMOCBSI3H C MT0I03PEBAEMbBIM JIEKAPCTBEHHBIM IIPENapaToM;

"UHIUBUYAIbHOE COOOIIeHrEe 0 HexenaTeapHol peakiuu'” (individual case safety report
(ICSR) (adverse (drug) reaction report)) — uadopmanusi, eperaBacMas B COOTBETCTBUU C
YCTaHOBIIEHHBIMU (OPMOI U cojaepkaHHeM, 00 OAHOW WM HECKOJbKHX TO0JI03PEBAEMBIX
HEXEeJaTeIbHBIX PEaKIUAX Ha JIEKAapCTBEHHBIA IpemnapaT, BO3HUKAIOMIUX Yy OTACIHHOTO
NalueHTa B ONpPeIeIeHHbI MOMEHT BPEMEHU;

"HHIUJEHT 1O JIEKapCTBEHHOMY mpemapaty" (incident) — cuTyauusi, mpu KOTOPOH
NPOUCXOJAUT COOBITHUE WM TOCTymaeT HoBas uH(opMmamus OTHOCUTEIHHO
3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO MperapaTa, He3aBUCUMO OT TOTO, SBIISETCS JU OHA



UM HE SABJISETCS OOMIEJOCTYIMHOM, KOTOpas MOXXET HMETh CEpPhe3HOE BIIMSHHE Ha
00111eCTBEHHOE 3]I0POBKE (3/I0POBHE HACEIICHUS);

"HCTOYHUKY TOTYyYCHUS] HHIUBUTyTHHBIX COOOIEHNN O HEXKENATEIbHBIX PEaKIUIX 10
3anpocy" (solicited sources of individual case safety reports) — opraHu30BaHHbBIE CUCTEMBI 110
cOOpy JaHHBIX, KOTOPBIE BKIIOYAIOT B C€0sl KIMHUYECKUE HCHOBbITaHUS (KCCIIeIOBaHUs),
peecTphl, MOCTPETUCTPALIMOHHBIE MPOrpaMMBbl MEPCOHATU3UPOBAHHOTO MCMIOJIb30BAHUS
JIEKapCTBEHHOTO Mperapara, APYyrue IpOorpaMMbl 1O MOACPKKE MAIUEHTOB U MOHUTOPHUHTY
3a00J€BaHM, ONMPOCY MAIMEHTOB WM JIeYaluX Bpadeil wiu mno coopy uHbopmanuu 06
3¢ (HEKTUBHOCTH TepaIUX U IPUBEPKCHHOCTH TAIMEHTOB K JICUCHHIO;

"kadecTBO cuctembl (hapmakoHam3opa" (quality of a pharmacovigilance system) — Bce
XapaKTEePUCTUKU CHCTEMbI (apMaKoOHaI30pa, KOTOPhIE B COOTBETCTBHHM C OIICHKOM
BEPOSITHOCTH TPUBOJAT K pPeE3yJbTaraM, COOTBETCTBYIOIIUM TIIEJSM CHUCTEMBI
(bapmakoHaa30pa;

"knuaudeckoe uccnenoBanue” (clinical trial (study)) — xkinmHHYeckoe H3yuyeHHE

JIEKapCTBEHHOTO TIpernapara, y10BJIETBOPSIOIIEe XOTs Obl OTHOMY U3 CJIEIYIONIUX YCIOBHIA:

Ha3Ha4YCHUE CYOBEKTY KIMHHYECKOTO HCCIEAOBaHUS KOHKPETHOW TepareBTHYCCKON
cTpareruu (BMEIIATeNIbCTBA) MIPOUCXONUT 3apaHee U HE SIBISETCS PyTUHHOW KIMHUYECKOU
MPAKTUKOU (TO €CTh 1MIa0JOHHBIMU (OJHOTUITHBIMH) MEIUIIMHCKUMHU TUATHOCTUYECKUMH U
Je4eOHBIMU TIPOLICTyPaMU, TEXHOJIOTUSIMH HIIA MEPOTIPUATUSIMHU, KOTOPBIEC BBHITTOTHSIIIOTCS JISI
JAHHOM TPYIIIbI MAallMEHTOB WJIM JAHHOTO CTaHAAapTa OKa3aHHWs MEIULMHCKON MOMOIIH) B
rocyJapcTBe-uieHe, UCCIeIOBATEILCKIE IIEHTPHI KOTOPOTO MPUHUMAIOT yY4acTUE B JAHHOM
KJIMHUYECKOM HCCIIEIOBAHUY;

perieHrne 0 Ha3HAYEHWH HMCCIIEAYEeMOTro JICKApCTBEHHOTO IMperapara IPUHUMAETCS
COBMECTHO C PEIICHHEM O BKIIFOUEHHH CYObhEKTa B KIMHUYECKOE UCCIIECI0BAHNUE;

B OTHOIIICHUH CYOBEKTOB KIMHUYECKOTO UCCICTOBAHMUS, TTOMUMO MPOIEAYP PYTUHHON
KIIMHUYECKOW TPAKTUKH, BBITIONHIIOTCS JOMOTHUTEIBHBIE MPOLEIYPhl TUATHOCTUKH WIIH
MOHUTOPHWHTA;

"KOHTpOJIb M O0ecIieueHrne KadecTBa CUcTeMbl dapmakonamzopa” (quality control and
assurance) — MOHHUTOPHHI, OILIEHKa, oOecrnedyeHue >(OPEKTUBHOCTH M COOTBETCTBUSA
CTPYKTYPHBIX DJIEMEHTOB U TMPOIECCOB CHUCTEeMBI (papMakoHaA30pa yCTAaHOBICHHBIM
TpeOOBaHUSIM;

"nekapctBeHHOe cpenctBo" (medicinal product)" — cpencTBo, mpeacTaisitoniee co0oit
b0 cojepiKaliee BEIIECTBO WM KOMOWHAIIUIO BEIIECTB, MpeHA3HAYCHHBIC ISl JICUCHUS,
PO UITAKTUKHN 3a00JI€BaHUIA YEJIOBEKA WM BOCCTAHOBJICHHS, KOPPEKIIUHA WIIM U3MCHEHUS
¢busnonornyeckux HyHKIHN mocpeacTBOM (HapMaKOIOTHIECKOT0, MMMYHOJIOTUYECKOTO JTH00
METa00JIUYECKOTO BO3ICHCTBUS WU JJIs1 TUATHOCTUKH 3a00JI€BaHUN U COCTOSIHUSI YEJIOBEKA;

"nekapcTBeHHBIN mpemapatr” (drug, remedy) — JexapcTBEHHOE CPEACTBO B BHUJE
JIEKapCTBEHHOM (hOpMBI, BCTYMAIOIIEE B KOHTAKT C OPraHU3MOM YEJIOBEKa;



"Macrep-daiin cucremsl hapmakonaazopa” (pharmacovigilance system master file (PSMF
)) — moapoOHOE oOmMCaHWe CHCTeMBbI (hapMakoHaA30pa, MPUMEHSIEMOHN JaeprKareieM
PETUCTPAIMOHHOTO YJAOCTOBEPEHHUS B OTHOIICHWHM MaHHBIX 00 OJHOM WM HECKOJIBKHUX
3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MpeNaparax;

"MeXTyHapoIHas JaTa 0J00peHust pa3pabaThiBaeMoro JeKapcTBeHHOro mpemnapata (
development international birth date (DIBD)) — nata nepBoro ogo6penus (Wi aBTOpU3AIIUN )
MIPOBEICHHSI HHTEPBEHIIMOHHOTO KIIMHUYECKOTO NCCIICOBAHMS B JIFOOOW CTpaHEe MHPA;

"MexxayHapoHas nata peructpanuu’ (international birth date (IBD)) — nata nepBoit
peructpanu (0J00peHUsT K MNPUMEHEHHIO) B JIIOOOM TOCyJapCTBE JEKapCTBEHHOTO
npernapara, CoJIepKallero OnpeeIeHHOe IeUCTBYIOIIEE BEUIECTBO;

"Mepbl MUHUMM3AIMKU prcka" (risk minimization measure, risk minimisation activity) —
KOMIUUIEKC MEpPOMPHSATHN, HAMpaBICHHBIX Ha TMPEJAOTBPANICHUE WIH YyMEHbBIICHUE
BEPOSITHOCTA BO3HUKHOBEHHSI HEXKENATENbHBIX PEaKIMi, CBSI3aHHBIX C BO3JCHCTBUEM
JEKapCTBEHHOTO TIpernapara, MO0 Ha YMEHBIIEHWE CTENEHH TSHKECTH W BIIUSHUS
HEKeJIaTeIbHBIX Peakluii Ha MAIMeHTa B CIy4Yae UX pPa3BUTHS;

"MUHHUMAaJIbHBIE TPEOOBAHMS K HH(POPMALIMK B COOOIIEHUN O HEeXenaTeIbHOU peakiuun” (
minimum criteria for reporting) — MHUHUMaJIbHBIA HAOOp MTAHHBIX MPEJCTABISEMBIX B
YIIOJITHOMOYCHHBIE OpraHbl B chepe (hapMaKoHaI30pa O CIIydasX BBISSBICHHS I10/103PEBACMBIX
HEXEJIATeIbHBIX peakiuil (BKItoUas HACHTUPHUITUPYEMOTO penoprepa, HACHTHPUITUPYEMOTO
NanueHTa, HeXKeNaTeNbHYI0 PEeaKIUIo U M0103pEBAEMbIN JIeKapCTBEHHBIH Mpernapar);

"HabOp AAHHBIX [T aHaK3a" — MUHUMAaJIbHBIN HA00p JTaHHBIX, KOTOPBINA TpeOyeTcs s
BBITIOJIHEHUS] CTATUCTUYECKOrO0 aHAIN3a, HEOOXOAMMOTO ISl MOJYy4YEeHHUsS Pe3yJbTaToB IO
MIEPBUYHBIM IIEJISIM UCCIICOBAHNS;

"Hajuiexkamas npaktuka papmakonanazopa” (good pharmacovigilance practices (GVP)) —
PYKOBOJICTBO IO OCYIIECTBICHHUIO (hapMaKOHaA30pa B rocyaapcTBax-djieHax, TpeOoBaHuUs
KOTOPOTO PACIpPOCTPAHSIIOTCS Ha JepKaTeleld PEerucTPaloOHHBIX YIOCTOBEPEHHH U
YIIOJTHOMOUYEHHBIE OpraHbl B cpepe papMaKkoHaA30pa;

"Havayio UccieqoBaHus" — 1aTa Havajga coopa JaHHBIX;

"Hayasio cOopa JaHHBIX" — JaTa PerucTpaIK JaHHBIX O IEPBOM MAIlMEHTE, BKIIFOUEHHOM
B HCCIIEJIOBaHUE, B JIOKYMEHTapHOU (opMe (JIEKTpOHHOM Oa3e cOopa JaHHBIX) WU AaTa
HayvaJla U3BJICUEHHUS JAHHBIX (B CIyyae MOBTOPHOTO MCIOIB30BAHMS IAHHBIX );

"HeBanmuaupoBaHHbIM curHan" (non-validated signal) — curnan, s KOTOPOTO MO
pe3yibTaTaM BBITIOJIHEHMS BATUIAIMKN M OLIEHKU TOJATBEPKIAIONINX JAHHBIX YCTAHOBIICHO,
YTO UMCIOIIHUECS TAHHBIE ABJISIOTCS HETOCTATOYHBIMH JIJISI TIPEAIOI0KEHUS O HATMYUY HOBOM
MOTEHIUAIBHON NPUYUHHO-CJIEICTBEHHON CBSI3M WJHA HOBOIO AacCIEKTa HW3BECTHOU
B3aMMOCBSI3U U, CJI€I0BATEIbHO, TAaTbHEHIINI aHAIN3 CUTHAJa He SIBIISIETCS 000OCHOBaHHBIM;

"HexenaTenpHas peaknusa’ (adverse reaction) — HempeTHaAMEpEeHHAS HEOIArompusITHAS
peakuusi OpraHu3Ma, CBsI3aHHAas C MPUMEHEHUWEM JIEKapCTBEHHOrO TMpemnapara u
npeoararonas Halndrue B3auMOCBS3H C IPUMEHEHHEM T0I03PEBAEMOT0 JIEKAPCTBEHHOTO



npenapata. B cinydae mosyyeHus CIIOHTAHHOTO COOOIICHHUS O Pa3BUTHH HEXKEIATEIbHOTO
SBJICHUSI, B KOTOPOM NPUUYUHHO-CIEICTBEHHAs CBSI3b HEU3BECTHA WM HE YyKas3aHa
CIEUATUCTOM CHUCTEMbI 3JAPABOOXPAHECHUS WIH MOTPEOUTEIEM, SBISIIOIIUMCS
MEPBOMCTOYHUKOM, JIAHHOE HEXKEJIaTeJIbHOE SBJICHUE PAacCCMaTpPUBACTCS KaK HeKelaTelbHas
peaknus. Bce mocTymaromniye COHTaHHBIC COOOIIEHUS, MPEACTABISEMbIC CTICIHATNCTaMU
CUCTEMBI 3JIpaBOOXPAHEHUs WU MOTPEOUTENSIMU, PACCMATPUBAIOTCS KaK I10/103pEBacMbIe
HEeXKeJaTeIbHbIE PEaKIIMU UCXO/IS U3 TOTO, YTO UX MPECTABICHUE COIECPKUT MPEANOI0KECHHUE
MEePBOUCTOYHUKA O HAJIUYMU B3aUMOCBS3U. lcKirodeHWe COCTaBISIOT COOOIIEHUS, B
KOTOPBIX TEPBOMCTOUYHUKOM CJIeJIaHO YyKa3aHUE Ha OTCYTCTBUE B3aUMOCBSI3M MEXIY
HEXKEJIATEIbHBIM SBJICHUEM W IPUEMOM MOJ03PEBAEMOr0 JIEKAPCTBEHHOrO IIpernapara.
HexenarenbHple peakiiiid MOTYT BO3HUKATh MPU MPUMEHECHHUH JIEKApCTBEHHOTO Mpenapara B
COOTBETCTBUU C 0JJOOPEHHBIMU YCIOBUSIMU TPUMEHEHUS JIEKAPCTBEHHOTO Mpenapara, uiu B
CBS3U C MX HapyILIEHUEM, WIH B pe3yJibTaTe BO3JIEUCTBUS, CBI3AHHOTO C POJAOM 3aHSITHUH.
Cnyyau npuUMEHEHHUsI ¢ HapylIeHHEeM OJ0OpPEHHBIX YCIOBUM MPUMEHEHUS JIEKAPCTBEHHOTO
npernapara BKIIOUYAIOT B ce€0si MPUMEHEHUE HE B COOTBETCTBUU C OOIIEH XapaKTepUCTUKON
JIEKapCTBEHHOr'0 TMpernapara WIM HHCTPYKUHEH 10 MEIUIIMHCKOMY MPUMEHEHHUIO,
MePeI03UPOBKY, 3TI0YNOTpeOIeHNE, HEMPABIWIBHOE TPUMEHEHUE U OIMOKY TPUMEHEHUS;
"HexenatenbHOe sBieHue" (adverse event) — m000e HeOMArONpUATHOE U3MEHEHUE B

COCTOSIHUH 3/I0POBbSI TIAITUEHTA WJIH CYObEeKTa KIIMHUYECKOTO MCCIIEIOBAHNS, TPOU3OIIEIIIICE
nocJie MPUMEHEHUS JIEKapCTBEHHOI0 Mpenapara, HE3aBUCUMO OT NMPUYUHHO-CIIEICTBEHHOU
CBSI3U C €ro mpuMeHeHueM. HexenaTenpHOe SBICHHE MOXKET MPEACTaBIATH cO00H Tr000e
HEOJAaronpusaTHOE M HENpeJHAMEpeHHOE H3MEHEeHHE (B TOM YHUCIE OTKIOHEHHUE
J1a00paTOPHOTO MOKa3aTessl OT HOPMbI), CUMIITOM WM 3a00JIeBaHUE, BPEMsI BOSHUKHOBEHUS
KOTOPBIX HE MCKIIOYAET CBSI3M C MNPUMEHEHUEM JIEKapCTBEHHOrO Ipemnapara, BHE
3aBUCHUMOCTH OT HAJIMYUSI WU OTCYTCTBHUSI B3aHMMOCBSI3U C IPUMEHEHUEM JIEKAPCTBEHHOTO
npenapara;

"HexenaTeNbHOe ABIeHUe ocie nMmMyHu3anuu" (adverse event following immunization)
— M000€e HeXeNaTeIbHOE SBJICHUE, PA3BUBIIIEECS MTOCIE UMMYHU3AINU, BHE 3aBUCUMOCTH OT
HAJIMYUS WA OTCYTCTBUS B3aUMOCBSI3U C MPUMEHEHHEM BaKIMHbI. HexenareiabHoe siBIEHUE
MocJie WMMYHHM3allMd MOXET TMPEACTaBlIsATh CcO00H I000e HEeOIaronpusaTHOEe W
HenpeaHaMEpPeHHOEe M3MEHEHHUE (B TOM YKCIIe OTKJIOHEHHE JIa0OPaTOPHOTO MOKa3aTess OT
HOPMBbI), CHMIITOM WJIU 3200JIEBAHME;

"HEMHTEePBEHIIMOHHOE uccienoBanue’ (non-interventional studies) — uccienoBanue, Mpu
KOTOPOM BBITIOJIHSIIOTCSI CJICTYIOIINE YCIOBUS:

JIEKapCTBEHHBIN TpernapaT Ha3HA4yaeTCsl B COOTBETCTBUU C OOIIECH XapaKTEePUCTUKOM

JIEKapCTBEHHOT'O IIpenapara;

pelIeHre O Ha3HAYCHUM MAaIlMEeHTY OMpPEEICHHOIO JICUCHHS] IPUHUMAETCS HE 3apaHee
COTJIaCHO MPOTOKOJTY MCCIIEIOBAHUS, & B COOTBETCTBUU C PYTUHHON KIIMHUYECKON MPAKTUKOU



, 1 Ha3HAYEHUE JICKApCTBEHHOTO Tpernapara 4eTKO OTIEICHO OT PEIICHHS O BKIIOYEHUU
MaIMeHTa B UCCIIEI0OBaHMUE,

B OTHOIICHUW TAIMEHTOB HE MPUMEHSIOTCA KaKHe-TU0O JTOMOJTHUTEIbHBIC
JTUATHOCTUYCCKUE WM KOHTPOJBHBIC MPOIEAYpPHl, a ISl aHajln3a IMOJYyYCHHBIX JTaHHBIX
WCITOJIB3YIOTCS ATTUACMHUOIOTUYECKUE METOIBI;

"HempaBWIbHOE MpUMEHeHHue" (misuse) — HaMEepEeHHOE HeHaJIeXkalee MPUMEHEHNUE
JEKapCTBEHHOTO TIpernapara, HE COOTBETCTBYIONICE YCIOBUSM, YCTAaHOBJICHHBIM IIPHU
pEerucTpaIum JeKapcTBEHHOTO Mpernapara;

"HenpaBWJIbHOE MPUMEHEHHE ¢ HE3aKOHHOM 1enbio” (misuse of a medicinal product for
illegal purposes) — HEenmpaBUILHOE MPUMEHEHHE C JOTOTHUTEIHHBIM CKPBITHIM HAMEPEHHUEM
HEHaJIC)KAIIEr0 MPUMEHEHHS JICKapCTBEHHOTO TIpernapara ¢ Ielbl0 OKa3aHUs BO3JICHCTBUS
Ha japyroe juio. HempaBunbHOE NMpUMEHEHHE C HE3aKOHHOW IIEIBI0 BKIIOYAET B ceOs
OpOJaXy APYroMy JIMIy JI€KapCTBEHHBIX IMPENapaToB MJig PEKpEalMOHHBIX Ieyell U
MCITOJIP30BAHUE JICKAPCTBEHHOTO TIperapaTa JJisi COBEPIICHHSI MPECTYTHBIX ACHCTBUMH;

"HempenBUICHHAs HexenarenbHas peakinus" (unexpected adverse reaction) —
HEeXenaTelbHas PEaKIysl, XapakTep, CTCTICHb TSHKECTH WU UCXOJ] KOTOPOW HE COOTBETCTBYET
uH(popManuu, cojepKalieiicss B AeUCTByIONEH 00IIel XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara. K 4ucity HenmpeIBUICHHBIX HEKEIATSIbHBIX PEaKIIUi OTHOCSTCS CBONCTBEHHBIE
st apMaKoIoruueckoro kimacca 3(@eKThl, yka3aHHbIE B OOIIEH XapaKTEPUCTUKE
JEKapCTBEHHOr0 Ipemapara, KOTOpble HE ObUJIM ONHCAaHbl KaK CBA3aHHbIE C
HETIOCPEJICTBEHHBIM TMPUMEHEHUEM JIEKapCTBEHHOTO Tmpemapara. [l JieKapCTBEHHBIX
npenapaTroB, 3apeTUCTPUPOBAHHBIX B  COOTBETCTBUU C  3aKOHOJATEIbCTBOM
rocyJapcTBa-4jieHa, MPUMEHSETCS 00Ias XapaKTEepUCTUKA JICKAPCTBEHHOTO TIperapara,
0JI00peHHasi YIOJTHOMOYEHHBIM OpraHoM B cdepe (papmakoHaa30pa rocynapcTBa-ujieHa,
KOTOPOMY HampaBJIEHO COOOIIEHHE O HEXKENAaTeIbHON peaKiniy;

"HOBBIN BhIsIBJICHHBIN curHai" (newly identified signal) — curnan, BepBbie BHISBICHHBIN
B TEUCHHUE OTUETHOTO TEePUOJa MEPUOANUECKOTO OOHOBISIEMOTO OTYETa MO OE30MacHOCTH,
SIBJIISIOIINICS OCHOBAHUEM I TaJbHEHUININX JSHMCTBUI HJIM €T0 OIICHKH,

"okoHYaHuEe cOopa JaHHBIX" — /aTa, MO COCTOSHUIO HA KOTOPYIO BIEPBBIE MOJHOCTHIO
nocTymnHa 6a3a cOopa JaHHBIX, TPUTOIHAS AJIs IPOBECHHS aHAIN3a;

"opranuzanus" — IOPUIUYECKOE JUI0, MPABOMOYHOE BBITIOIHATH JAEATEIBHOCTH IO
(hapMakoHA30py U HECYIIee OTBETCTBEHHOCTH 3a BHITIOJHEHNE JaHHOU JIEATEILHOCTH,

"ocHOBHas HHGOpPMAIIHS O OE€30MACHOCTH JIepKaTels PErUCTPAIMOHHOTO YI0CTOBEpEeHUSs"
(company core safety information (CCSI)) — undopmaiusa, uMeromas OTHOIIEHUE K
0€30macHOCTH JIEKAPCTBEHHOTO TIpemnapara, CoIep K aIiasics B MepeyHe OCHOBHBIX JTAHHBIX O
JIEKapCTBEHHOM TIpernapare JepxaTeisl perucTpallMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOTO
npenapara, pa3paboTaHHass UM U MPEACTaBIsieMas TI0 €Tr0 3asBJICHUIO B YIOJIHOMOYCHHBIC
opransl B cdepe (papMakoHaaA30pa TOCYAAPCTB-UJICHOB, HA PbIHKaX KOTOPBIX pean3yeTcs
JTAHHBIA JICKapCTBEHHBIN TIpernapar, 3a HCKIIOYEHHEM CIydaeB, Korja B HHGOPMAIUIO



BHOCSITCSI WM3MEHEHHS 10 TPEOOBAHUIO JTUX YIOJHOMOUYEHHBIX OpraHOB B cdepe

dhapmakonanzopa. OcHoBHas MHGOpPMaIKS O OE30MACHOCTH AEPKATENsl PErUCTPAIMOHHOTO
YIAOCTOBEPEHUSI TPEACTaBiIsieT coO0W WH(OpMaIHMIO CIPAaBOYHOTO XapakTepa, KoTopas
OTIPE/IETISIET CTATYC MEPEYNCICHHBIX M HETIEPEUHUCICHHBIX HEXKENATeIbHBIX PEAKIINNA C IENTBIO
COCTaBJICHUSI MEPUOIUYECKOTO OOHOBIISIEMOTO OTYETa MO OE30MACHOCTH JIEKAPCTBEHHOTO
npenapara, HO He ONpeJeNsieT 0XKHUIaeMble U HEOKUJIaHHbIE HEXKeNaTeIbHbIe pPeaKIuu IS
BBITIOJTHEHUSI TPeOOBaHUN MO He3aMEeIUTEILHOMY TMPEICTABICHUIO COOOIIECHUN O

HEXEJNATEeNbHBIX PEaKIINsIX;

"OCHOBHBIE JTaHHBIE O JIEKAPCTBEHHOM CpPEJICTBE AepiKaTelis PEerHCTPallMOHHOTO
yaoctoBepeHusi" (company core data sheet) — moxymeHT, pa3paOOTaHHBIN JepKaTeIeM
PErUCTPALIMOHHOTO YJOCTOBEPEHUS M cojepKaluii uHbopManui o Oe30MacHOCTH,
MOKa3aHUSIX K MPUMEHEHUI0, PEXUME JO03UPOBaHUs, (PapMaKOIOTHUECKUX CBOMCTBAX M
IPYTryI0 HHPOPMAIIHIO, KACAIOIIYIOCs JIEKapCTBEHHOTO IIpenapara;

"oTkyioHeHHbIH curHan" (refuted signal) — BamuIUpOBaHHBIM CHUTHAN, KOTOPBIM MO
pe3yibTaTaM TOCHEAYIOUe OIEHKH OB OmpeJeNieH KakK JOXHBIH B CBSI3U C
HEBO3MOXKHOCTHIO TTOATBEPKACHUS HAIWYUS MPUYMHHO-CIEACTBEHHON CBS3M Ha TEKYIIUH
MePHO]T BpEMEHHU;

"oTcyTcTBYIOmas mH@opmamusa" (missing information) — HeZOCTATOK CBEAEHUU O
O0e3zomacHOCTH WM 00 OCOOCHHOCTSIX TPUMEHEHHS JIEKapCTBEHHOTO TIpernapara y
OTPEIEIICHHBIX TPYII MAIIMEHTOB, KOTOPHIE MOTYT SIBISTHCS KIIMHUYECKU 3HAUUMbBIMU;

"oT4eT mo 6e30MacHOCTH pa3padaThIiBaEMOro JIEKapcTBEHHOTO mpenapara” (development
safety update report (DSUR)) — nepuonnueckuit 0OHOBIISIEMBIN OTYET MO OE30MACHOCTH
JIEKapCTBEHHOT'O MIpenapara, HaXoIAEerocs B pa3padoTKe;

"oreHka curHana" (signal assessment) — rpoiiecc 1aabHENIIEH OIIEHKN BaTUIUPOBAHHOTO
CUTHajia C UCIOJB30BAHUEM BCEX MMEIOIIUXCS JAHHBIX C IEJbI0 U3YUYCHHS JTOKa3aTelbCTB
MPUYUHHO-CJICACTBEHHON CBS3M HOBOTO pPHCKAa C JCHCTBYIOIIUM BEIIECTBOM WU
JIEKapCTBEHHBIM TIPEmapaToM JIMOO0 OMpeeeHUsS N3MCHCHHS XapaKTEPUCTUKH HU3BECTHOTO
pUCKa;

"ommbOKka TpUMEHEHHUS JieKapcTBeHHOro mpemapara" (medication error)" —
HENpeIHaMEPEeHHAs OIIMOKa B MPOIECCe MPUMEHEHHSI JIEKapCTBEHHOTO Mpemnapara, KoTopas
IpUBEJIA UM MOTJIa IPUBECTH K MPUUUHEHUIO BpeIa MalueHTy;

"mepeno3upoBka” (overdose) — MpUMEHEHHE JICKAPCTBEHHOTO TIpenaparta 3a 1 mpuem audo
KYMYJISITUBHO B KOJIMYECTBE, KOTOPOE MPEBBIIAET PEKOMEHIYEMYI0 MAaKCUMAIBHYIO 103y B
COOTBETCTBUH C JICUCTBYIOIIEH OOIIEH XapaKTEPUCTUKOM JIEKapCTBEHHOIO Mperapara;

"eproAMYECKIil 0OHOBIISIEMBIH OTYeT 10 Oe3omacHocTH" (periodic safety update report (
PSUR)) — oTuer nis npeacTaBieHus OIIEHKH COOTHOIIEHHUS "TI0JIh3a — PUCK" JIEKApCTBEHHOTO
npernapara Jep>KaTeleM PEeTUCTPALMOHHOTO YJIOCTOBEPEHUS JIEKapCTBEHHOTO MperapaTa B
OTIpEJICTICHHBIN TIEPUOJT BPEMEHHU B TEUEHHE MOCTPETUCTPAIMOHHOTO JTaIa;



"maH aynuta" (audit plan) — onrMcanue 3amIaHUPOBAHHOM NESITEILHOCTH U OpraHU3aluu
OTJENBHOTO ayIUTa;

"maH ynpasieHus puckamu' (risk management plan) — mogpo6HO€E onrcaHue CUCTEMBI
yIpaBJICHHS PUCKAMU;

"manupoBanue kadecTBa" (quality planning) — co3manue CTPYKTYPhI CHCTEMBI KA4eCTBA
CUCTEMBI (papMaKOHA/130pa U TUIAHUPOBAHKE MHTETPUPOBAHHBIX U COTIIACOBAHHBIX MPOIIECCOB
CHCTEMBI Ka4eCTBa CUCTEMBI (hapMaKOHAI30pa;

"MOCTperucTpalmoHHOe uccienoBanue 6ezonacHoctu" (post-authorisation safety study (
PASS)) — uccnenoBanue, uMeroliee OTHOIIEHUE K 3apETUCTPUPOBAHHOMY JIEKAPCTBEHHOMY
npenapary, IpOBEIEHHOE B IIENIAX OMpPENETCHUS XapaKTEPUCTHKU WM KOJUYECTBEHHOU
OILICHKH yTpO3bl 0€30MacHOCTH, MOATBEPKIACHUS MPOPUiIsi 6€30MaCHOCTH JIGKAPCTBEHHOTO
mpemapata WiIM OUEHKH SPEPEKTUBHOCTH Mep MO YNOPaBICHUIO PHUCKaAMH.
[TocTpeructpanmoHHoe HcclieloBaHue 0€30MacHOCTU OPraHU3yeTcsl KaKk MHTEPBEHIIMOHHOE
KJIMHAYECKOE HCCIEeIOBAHNE WM MPOBOAMUTCS KaK HCCIEI0BaHWE HAOIIOAATEIbHOTO
HEMHTEPBEHIIMOHHOTO JAW3aiiHa, B TOM YHUCJE C UCIOJb30BAHHEM JaHHBIX pealbHOM
KIIMHAYECKON TTPAKTUKH;

"moTeHIMaNbHBINA pUCK" (potential risk) — HexenaTenbHOE TOcHeCTBUE (PapMaKoTepanuu
, B OTHOIIICHHH KOTOPOT'O UMEIOTCSI OCHOBAHUS JIJISl TTOJI0O3PEHUI Ha HAIMYUE B3aMMOCBSI3U C
JIEKapCTBEHHBIM MpEnapaToM, KOTopas HaJjexamuM o0pa3oM He ObLIa MOATBEPIKICHA;

"moTpedburenp" (consumer) — MalKMeHT, JUIO, OCYLIECTBIAIONIEE YXO/ 3a MalMEHTOM,
B3aMMOJICHCTBYIOIIIEE C HHUM, HPH 3TOM HE SABISIONIEECS CIEIUATUCTOM CHUCTEMBI
3/IpaBOOXPaHEHUS;

"mpuBep:keHHOCTh KauecTBY" (quality adherence) — BblllosniHeHME 3aa4 U 005I3aHHOCTEN B
COOTBETCTBHHU C TPEOOBAaHUSIMH K KaUECTBY;

"mpUMEHEHNE HE B COOTBETCTBUU C O0IIEH XapaKTepUCTUKON JIEKapCTBEHHOTO Mpemnapara
WM WHCTPYKIMEH 1Mo MeauimHckoMy npumeHeHuto (off-label) — namepenHoe mpuMeHeHHEe
JIEKapCTBEHHOTO Tpernapara ¢ MEAWIIMHCKON IeNbI0 HE B COOTBETCTBHH C YCIOBHUSMH,
oTpeensieMbIMU 00IeH XapaKTepUCTUKON JIEKapCTBEHHOTO MpernapaTa WId HHCTPYKLIHEH 110
MEAUIIMHCKOMY MPUMEHEHHIO;

"MpUMeHEeHHE JIEKapCTBEHHOTO Mpernapara, HA3HAYEHHOTO B CBA3H C UCKIIOYUTEIbHBIMH
00CTOSITENIbCTBAMU M3 cooOpakeHHit cocTpamaHus" (compassionate use of a medicinal
product) — Ha3HaYE€HHUE JEKAPCTBEHHOTO CPEICTBAa U3 COOOpa)KEHUM COCTpajaHus TpyIe
MalMEeHTOB C XPOHUYECKUMH, WHBAIUIUUPYIOMIUMU WM YIPOXKAIOIUMHU KU3HU
3a007eBaHUSIMH, a TaKXke C 3a00JeBaHUSMH, KOTOpPhIE HE MOTYT OBITh BBUICUYCHBI
3aperuCTPUPOBAHHBIMU JICKAPCTBEHHBIMHU MperapaTaMu (COOTBETCTBYIONINN JIEKaPCTBEHHBIN
npenapar J0JKeH HaXOAUTHCS Ha 3Tare perucTpaluu JM00 KIMHUYECKUX UCCIIeIOBAaHUN);

"mpuoputuzanus cur"ana" (signal proritisation) — mporecc, KOTOPHIN BBITOIHIETCS
HEMPEpPhIBHO Ha BCEX JTamax YMNpaBJIE€HHUS CHUTHAJIOM U IEJNbI0 KOTOPOTO SBISETCS
UACHTA(DUKAIHS CUTHAJIOB O MPEAINOoJIaraeMbIX PUCKAX C MOTEHIIUAIHHBIM BaXHBIM BIUSHUEM



Ha 3JI0POBbE MAIUEHTOB WJIH OOIIECTBEHHOE 3/I0POBbE (3I0POBHE HACEIICHHS ) HJIU CUTHAJIOB,
KOTOpBbIE MOTYT OKa3aTh CYIIECTBEHHOE BIIMSHUE HAa COOTHOLIEHUE 'Mojb3a — PUCK"
JIEKapCTBEHHOTO TIpemnapara M, COOTBETCTBEHHO, HE3aMEIJIUTEIbHO TPEeOyIOT NEeWCTBUN U
NPUHITHS MEP YIIPABICHUSI PUCKOM;

"mpobaema o 6e3omacHocTH" (safety concern) — BaKHbBIN UICHTU(DHUIIMPOBAHHBIN PUCK,
BaYXHBIN MOTEHIIMATIBHBIN PUCK WM OTCYTCTBYIOIIAs MH(DOpMAIus;

"mporpamma ayauta" (audit programme) — MOCI€J0BaTENbHOCTD, COCTOSAIIAS U3 OJHOTO
uiau 0oJiee ayIMTOB, 3alJIAHUPOBAHHBIX HA OMNPECICHHBIM NMEPHOJI BPEMEHU M UMEIOIIHNX
KOHKPETHYIO 11€J1b;

"mpoospKaroleecs KIMHu4eckoe uccnenoBanue” (ongoing clinical trail) — uccnenoBanue
, B KOTOPOM HauajoCh BKIIIOUEHHE MAIMEHTOB, JaK€ €CJIM HUCCIeIOBAaHUE TPUOCTAHOBICHO
WJIM €T0 aHAJIU3 3aBEPIIICH, HO UTOTOBBIN OTYET O HEM OTCYTCTBYET;

"psimoe HGOPMUPOBAHKE CIICITUATMCTOB cucTeMbl 3ApaBooxpanenus” (direct healthcare
professional communication) — cpeICTBO HHPOPMAIIMOHHOTO B3aUMOJEHCTBUS, TPU TTOMOIIIH
KOTOPOTO BaskHAsi MHGOPMAIIHS TTPEIOCTABISETCA HAMPAMYIO ONPECICHHBIM CIIeIIHAIUCTaM
CHCTEMBI 3/[paBOOXPAHEHUS CO CTOPOHBI JIepKaTelsl PETUCTPALMOHHOTO YAOCTOBEPEHUS WU
YIIOJITHOMOYEHHOTO0 opraHa B cdepe dapMakoHaa3opa ¢ Mebl0 UX WHPOPMUPOBAHUS O
HEO0OXOMMOCTH TIPUHSATHUS ONPEICICHHBIX MEP WM U3MEHEHUSI PYTUHHON NIPAKTUKH B CBS3H
C TIOJTyY€HHBIMU HOBBIMH BRXXHBIMU JJAHHBIMH O JICKAPCTBEHHOM TIpETapare;

"paccMmaTpuBaeMblii curHan" (ongoing signal) — cUTHaJ, KOTOPBIM MPOXOIUT MPOLETYPY
OIIEHKH TI0 COCTOSHHIO Ha JaTy OKOHYaHWsS cOopa MaHHBIX [JIs TEePUOIAYECKOTO
OOHOBJISIEMOTO OTYETa MO0 0€30MaCHOCTH;

"peakuusi, 0OycCIOBJIEHHAs] OECIOKOMCTBOM O MOBOJY MMMyHHU3amuu'" (Immunisation
anxiety-related reaction) — HexeJaTeNbHOE SBJICHHUE MOCIE UMMYHHU3aIUH, PA3BUBAIOIIIEECS
BCJIEZICTBUE OECIIOKOWCTBA 110 TTIOBOTY MMMYHH3AIINH;

"peructp" (registry) — opraHM30BaHHAs CHCTEMa, B KOTOPOM HCIIOJIB3YIOTCS METOJIbI
HaOMoIeHusT sl cOopa CTaHJApPTU3UPOBAHHBIX JAHHBIX 00 aHAJIM3UPYEMBIX HCXOJaX B
MOMYJIAIAY TAITUEHTOB C OTMPEICICHHBIMU 3a00JICBAaHUSMH, COCTOSTHUSMH WA TTAIIHEHTOB,
MOJIBEpraloluXcs ONPeAeIICHHOMY BO3IEHCTBUIO;

"pesynbTaThl ayauta" (audit findings) — pe3yJabTaThl OIEHKHW COOTBETCTBUS (DAKTOB,
MOJIYYEHHBIX 110 Pe3yJIbTaTaM ayJauTa, KpUTEPUSIM ayauTa;

"pekomenaanuu ayauta" (audit recommendation) — onucaHue HanpaBieHUs JEHCTBUH,
KOTOpbIE PYKOBOJICTBO BIIPABE MPEANPUHSATE JUIsl HCIIPABJICHUSI BBISIBJICHHBIX 10 PE3yJIbTaTaM
ayMTa HEJAOCTAaTKOB, HECOOTBETCTBHH M JII MHUHHUMH3AIIUU CJIA0BIX CTOPOH CHCTEM
YIIPABJICHUYECKOTO KOHTPOJIS,

"penopTupoBaHue" — MpoIlecc Mepeaadyd B YCTaHOBIECHHOW (popme MHpopmaiuu o
HEXEJATEIbHBIX PEaKIUsIX B yMOJHOMOYEHHBIE OpraHbl B chepe dapMaKoHAA30pa WU
AKCIIEPTHBIE OpPraHu3aliy, B chepy KOMIIETEHIIMU KOTOPBIX BXOIUT hapMaKoHaA30p;



"pHUCKH, CBA3aHHBIC C TPUMEHEHNEM JIeKapcTBeHHOTO Tipemapara (risks related to use of a
medicinal product) — pucku, cBA3aHHbIE C KAYE€CTBOM, O€30MACHOCTHIO WK 3(h(PEKTUBHOCTHIO
JIEKapCTBEHHOTO Tperapara Mo OTHOIICHHWIO K 3J0POBBIO MAIMEHTOB WM HACEICHUS WU
BEJIyIIME K HeXKEJaTeIbHOMY BO3JICCTBUIO HA OKPYIKAIOITYIO CPEY;

"cepbe3Has HeXenaTenbHas peaknus' (serious adverse reaction) — HeXellaTelIbHAs
peakiusi, KoTopasi IpUBOAUT K CMEPTH, MPEJICTABISET YIPO3y AJI KU3HU NalMeHTa, TpeOyeT
rOCIUTAIU3ANN MAllMeHTa WIN €€ MPOJJICHUs, MPUBOJUT K CTOUKON JIMOO BBIPAXKEHHOMN
HETPYAOCTOCOOHOCTH WM HMHBAIUIHOCTU, K BPOXKICHHBIM aHOMAJUSM WU TOPOKaM
pazButus. Jlto0Oas HenpeaHaMmepeHHasl Mojo3peBaeMas nepeaadya MH(YEKIIMOHHOTO areHTa
yepes JIEKAPCTBEHHBIN MPENnapaTr TAKKE CUUTACTCS CEPhE3HOM HEKEIIATEIbHON PEaKIIUEH.

ITon coctosiHMEeM, MPEACTABISIONIMAM YTpo3y IJIsl KU3HU, B JTAHHOM KOHTEKCTE
MOHUMAETCS PEAKIUS, TPU KOTOPOU KU3HB MAIMEHTAa HAXOIUJIACh TIOJI yTPO30il HA MOMEHT
pa3BUTHUs peakuuu. JJaHHOE COCTOSIHME HE OTHOCUTCA K PEaKIMU, KOTOpas TUIMOTETUYECKH
MorJia Obl IPUBECTHU K CMEPTH B ciiydae 0oJjiee TAXKEI0ro TeUeHus 3a001eBaHusl.

Petienrie OTHOCUTEIBLHO OTHECEHMS] CUTYyallMM K YUCITY CEPhE3HBIX HEXKENaTebHBIX
peakIuii, HampuMep, 3HAYMMBIX C MEIUIIMHCKOW TOYKH 3PEHHS COOBITHH, KOTOpPHIE HE
MPEACTABISAIOT COOON HEMOCPEACTBEHHYIO YIpo3y IJisl KU3HHU TAaIMEeHTa, HE MPUBOIAT K
CMEPTU UM TOCHHUTAIM3ALMNHU, HO TMOJBEPraloT MallMeHTa PHUCKY WIH TPeOyIT
BMEIIIATENILCTBA [IJISl MPEIOTBPAIICHUS OJHOTO M3 HMCXOJOB, MPUBEICHHBIX B YKa3aHHOM
onpeeeH!, TPUHUMAETCS HA OCHOBE MEIUIIMHCKONW M HAy4YHOU OLIEHKH, B TOM YHCIIE TS
COCTOSIHHM, TPEOYIONIUX MPOBEICHUS NHTEHCUBHOW TEpAIlMy B IPUEMHOM OTACIICHUH WA B
JOMAIIHUX YCJIOBUSX TMPU AUIEPrUYECKOM OPOHXOCHa3Me WM CyAO0porax, KOTOpble He
MPUBOAAT K TOCIHUTAIM3AlUM, a TAaKKE Pa3BUTUM 3aBUCHUMOCTU WM 3J0yNOTPEOICHUS
JEKapCTBEHHBIM TMpEnapaToM, KOTOpPbIE TakKXe CIEeAyeT CYHUTaTh CEPbhE3HBIMHU
HEXENaTeIbHBIMU SBJICHUSIMU;

"curnan" (signal) — nH(GOpMaIUs, TOCTyHAIOMAas OT OAHOTO I HECKOJBKUX UCTOYHHKOB
, BKJIIOYass HaOJIOJIEHUS U DKCIEPUMEHTHI, KOTOpas MpejrnojaraeT HaJIudue HOBOM
MOTEHIUAIBHON NPUYUHHO-CJIEICTBEHHON CBSI3M WJIHA HOBOIO AacCIEKTa W3BECTHOU
B3aMMOCBSI3M MEXJIy BO3JCHCTBHEM JEKApPCTBEHHOTO Mpenapata M SBJICHUEM WU
COBOKYITHOCTBHIO B3aMMOCBSI3aHHBIX SIBICHUHN, HEXKEIATEIbHbIX WU OJIarOMPUSITHBIX,
OllCHUBaeMasi KakK JOCTaTOYHAasl JUIsl NajJbHEWIIUX NEUCTBUU MO BepU(]PHUKAIMKU CUTHAJA.
HoBbie acmekThl U3BECTHON B3aMMOCBS3M MOTYT BKJIIOYAaTh B C€0Sl U3MEHEHUSI YacCTOTHI,
pacmpocTpaHeHUs HEeXKeNaTeIbHON peakiuu (HarmpuMmep, Mo Moy, BO3pacTy, TEPPUTOPHUN),
MPOJIOIKUTETLHOCTH, CTENIEHU TSHKECTH WIIM UCXOJTy HEXENaTeIbHOM peaKIun);

"cucteMa KadecTBa cucTemsbl dapmakonaazopa” (quality system of a pharmacovigilance
system) — opraHM3allMOHHas CTPYKTypa, 00sI3aHHOCTHU, MPOUEAYPhI, POLIECCHl U PECYPCHI
CUCTEMBI (hapMaKOHaA30pa, BKIIOYAs HAJJIeKaIee YIPABICHUE PECypCcaMu, TOKyMEHTaIuen
Y COOTBETCTBHE HOPMaM PETyJIUPOBAHUS;

"cucrtema ynpasieHus: puckamu" (risk management



system) — KOMIUIEKC JEHCTBHN M MEpONpHUsATUN 1Mo ¢dapMaKoHAI30py, HANPaBICHHBIX Ha
BBISIBIICHHE, XapaKTEPUCTHUKY, TPEIOTBPAICHUE WM MUHHUMHU3AIHUIO PUCKOB, CBSA3aHHBIX C
JIEKapCTBEHHBIMH TIpemapaTamMu, BKJIIOYas OIEHKY S(PGEeKTUBHOCTH JTHX IEUCTBUU U
MEpOIIPUSITUH;

"cucrema apmakonamgzopa" (pharmacovigilance system) — cuctema, opraHuzyemas
JepKaTeNsIMU PETUCTPAIMOHHBIX YJOCTOBEPEHUU JIEKAPCTBEHHBIX MIpPENapaTtoB U
YIIOJTHOMOYEHHBIMU OpraHaMu B cdepe (apmakoHam3opa sl BHIIOJIHEHUS 3a1ad U
00s13aHHOCTEH
mo QapMakoHaa30py, TMpEIAHA3HAUYCHHAS MJII KOHTPOJS O€30MacHOCTH JICKAPCTBEHHBIX
MpenapaToB, CBOEBPEMEHHOTO BBISIBJICHHS BCEX M3MEHEHUH B OIEHKE COOTHOIICHHS "TOJIh3a
— puCK" JIGKapCTBEHHBIX IMPENapaToB, s pa3padOTKU M BHEIPCHUS MEp MO 00CCTICUCHHIO
MPUMEHEHUS JICKAPCTBEHHBIX MPENapaToB MPHU MPEBBINICHUH TIOJIb3bI HAJl PUCKOM;

"crieruanuct cucteMel 3apaBooxpanHenus” (healthcare professional) —nuia, umerorniue
METUITMHCKYIO KBATH(PUKANIO (HAIPUMED, BPadd, MPOBU30PHI, (hapMarieBThI, MEAUITTHCKHAC
CECTPBI M CyJeOHO-MEIUIIMHCKUE SKCIIEepPThI). J[aHHOE ompenesieHne UCIOoJIb3yeTCsl, B TOM
quclie, B paMKax IpeICcTaBlIeHUs HH(POPMAITUHU O IMOJ03PEBAEMBIX HEKEIATCIbHBIX PEAKIIHUIX;

"CIIOHTaHHOE cO0OIIeHUE (CTIOHTaHHOE M3BeleHne)" (spontaneous report (spontaneous
notification)) — 70OpoBOJIbHAS Tepe/lada CHEIUATUCTOM CUCTEMbl 3APAaBOOXPAHEHUS WIIH
noTpeduTeneM yHNOTHOMOYEHHOMY oprany B cdepe (dapmakoHaa3opa, AEp>KaTeNro
PETUCTPAlMOHHOTO  YJOCTOBEPEHHUS] JIEKAaPCTBEHHOTO Ipemnapara WM Jpyrou
YIOJIHOMOYEHHOW OpraHu3anuu (B ToM yucie BcemMupHOW opraHu3anyy 31paBOOXpPaHEHNUs,
PErMOHATIBHBIM IIEHTpaM (apMaKkoHaA30pa, TOKCUKOJIOTUYECKUM LIEHTpaM) JaHHBIX, KOTOpHIE
COJICpKaT OMNMUCAHWE OJHOW WM HECKOJNBKUX HEXEJIaTEIbHBIX PEaKIWi y TaIUeHTa,
MPUHUMABIIETO OJMH WJIA HECKOJIbKO JICKAPCTBEHHBIX MPENapaToB, U KOTOPhIE HE ObLIH
MOJTYYCHBI B XOJI€ TMPOBEACHUS KIMHUICCKOTO UCCIICTOBAHNS WIIM TPUMEHEHHUS HHOTO METO/1a
OpPraHU30BaHHOTO COOpa JaHHBIX;

"cripaBoyHas uHQpopmalus o 0€30MacHOCTH JIEKapCTBEHHOro npenapara’ (reference
safety information) — uadopmarus o 6€30MacCHOCTH JEKAPCTBEHHOTO Tpernapara, KoTopas
BKJIIOUEHA B OCHOBHYIO HH(QOpPMALHMI0O O JEKapCTBEHHOM IIpernapare JepKaTeis
PETUCTPAIIMOHHOTO yAOCTOBEpECHUS (HAIpUMep, TMepedeHb OCHOBHBIX JaHHBIX O
JIEKApCTBEHHOM TIpernapare JAepiKaTelisi PErucTPallMOHHOTO YJIOCTOBEPEHHUS) U KOTOPYIO
JepKaTeab PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS JOJDKEH YKa3aTh B IEPHOJIHYECCKHUX
OOHOBIIIEMBIX OTYETaX MO OE30MaCHOCTH BO BCEX T'OCYJAapCTBaxX, B KOTOPHIX PEaM3yeTCs
JIEKapCTBEHHBIN Tpemapar, 3a UCKIFOYCHUEM CydaeB, KOT/a YIIOJTHOMOYCHHBIH OpraH B
chepe papmakoHaa30pa TpeOyeT BHECEHNE U3MEHEHHH B CIIPaBOYHYIO HH(OPMAITHIO;

"CylIeCTBEHHbIE M3MEHEHHS! MPOTOKOJA HCCIIEeNOBaHUA" — M3MEHEHUsl MPOTOKOJa
WCCIICIOBAHMS, KOTOPhIE MOTYT OKa3aTh BIHMSHHUE Ha 0€30MacHOCTh, (PU3MUECKOE WU
NICUXUYECKOE 0JIaronoyiydynue CyObeKTOB MCCIEIOBAHUS WIM MOBIHUATH HA MHTEPHPETALMIO
pPE3YIBTaTOB HCCIECNOBaHUS (HAampuMep, W3MEHEHHWE TEPBUYHBIX M BTOPUYHBIX IeTeH



UCCIIeIOBAHMsI, HMCCIEAYEeMOUM TMOMysiiuu, o0beMa BBIOOPKH, du3ailHAa HCCIeTOBaHMUS,
WMCTOYHHMKA TOJyYaeMbIX JaHHBIX, METO/Ja cOOpa [aHHBIX, OMpENEJIEHUS OCHOBHOTO
BO3JICHCTBHSI, ICXOJ0B 1 KOMOMHUPOBAHHBIX MIEPEMEHHBIX B CTATHCTHYECKOM TJIAHE aHAIN3a
JTAHHBIX );

"TpeboBanus Kk KadecTBY" (quality requirements) — XxapaKTepHUCTUKH CUCTEMBbI KauecTBa,
KOTOpBIE C OIMPEACIIEHHON BEPOSITHOCTHIO MPUBOJIAT K TOCTHXKEHHUIO TPEOYyEMBIX PE3yJIbTaTOB
WM LIeJIeH CHCTEMBI KauecTBa,;

"yiyumenne kadecta" (quality improvement) — BHECEHHUE HEOOXOAMMBIX U3MEHEHUM B
CTPYKTYpY U MPOIIECCHl CUCTEMBI KaueCTBa CHCTEMBI (hapMaKOHa130pa ¢ LEIbI0 YIIydIIeHUs
CUCTEMBI KaueCTBa,

"ympaBneHnue curnaioM" (signal management) — KOMIUIEKC MEPOIIPUSTUM, POBOJUMBIX B
[EJISX OMpPEICNICHNUs] HATMIUsI HOBBIX PUCKOB, CBSI3AHHBIX C JIEHCTBYIOIIUM BEIIECTBOM WJTU
JIEKapCTBEHHBIM MpenapaToM, WK U3MEHEHUS U3BECTHBIX PUCKOB MO pe3yibTaTaM U3y4eHUs
WHIUBUIYATbHBIX COOOIICHUN O HEXKEIAaTeNIbHBIX PEaKIHUAX, COBOKYIHBIX JaHHBIX,
MOJIYYEHHBIX W3 JEUCTBYIONIMX CHCTEM AaKTHBHOTO MOHHUTOPHUHIA WM HCCIEIOBAHUH,
HAyYHOW METUIIMHCKOW JUTEpaTypbl WM WHBIX UCTOYHUKOB JAHHBIX, a TAKXKE B IIEIAX
NPUHATUS HEOOXOMUMBIX pPEKOMEHIAIuW, pelieHui, obmeHa uHpopMaUe W
MPOCIICKUBAHNS,

"(hapmakonamzop" (pharmacovigilance) — Bu HayqHOM M MPAKTUUECKON NESITEIBHOCTH,
HaIpaBJICHHbIN Ha BBISIBJICHUE, OLICHKY, IOHUMAHUE U MPEJOTBpAllleHHE HEXKelaTeIbHbIX
MOCJICICTBUN TPUMEHEHHUS JIEKApPCTBEHHBIX MpemnapaTtoB. DapMakoHAI30p MPEICTABISICT
co00M1 1eSITeIbHOCTh, HATIPABJICHHYIO HA 3aIlIUTY 3[0POBbS MAIIMEHTOB U HACEICHUS;

"menesas nomnyJsinua" (target population (treatment) (treatment population target)) —
MAIMEHThI, KOTOPHIM Ha3HAYAETCs JIEKAPCTBEHHBIN Ipernapar B COOTBETCTBUM C MOKa3aHUSAMHU
K TPUMEHCHHWIO W TPOTHBOINOKA3aHHUIMH, IMPETYCMOTPEHHBIMHU JCHCTBYIONICH 0OIIeH
XapaKTePUCTUKON JIEKAPCTBEHHOTO TIpernapara;

"skcTpeHHas mpobisiema, cBs3aHHas ¢ Oe3omacHOCThiO" (emerging safety issue) —
npoOsiema, cBsi3aHHas C O€30MacCHOCTHIO, OLIGHEHHAsl JepiKaTelieM PEerucTPaliuOHHOTO
yI0CTOBEpPEHUs Kak TpeOyrolias CpOYHOro BHUMAaHUS YIIOJIHOMOYEHHOTO opraHa B cdepe
dbapmakoHaa30pa MO MPUYUHE MOTEHIIMATBFHOTO 3HAYUTENLHOTO BIUSHUSA Ha COOTHOIIEHHUE "
noyib3a — pPHUCK" JIEKApCTBEHHOro mpemnapatra U (WiM) Ha 3J0pOBbE MAIMEHTOB WIIU
OOIIECTBEHHOE 3/I0pPOBhE (3I0POBbE HACEJEHMS) M [0 MNPUYHUHE TMOTEHIUAIbHOU
HEOOXOMMOCTH  HE3aMEIUIUTEILHOTO TPHUHATHUS  PETYJISITOPHBIX  JIEHUCTBUUA U
WH()OPMUPOBAHHKS MAIIMEHTOB M CIICIIMAJIMUCTOB CUCTEMBI 3IpaBOOXPaHEHUSI.

[Tousitue "cootHouienue "mosib3a — puck'”, UcHoyib3yemoe B HacTosmux [IpaBuiax,
OpUMEHSIETCd B 3HA4Y€HUU, omnpenesieHHoM [IpaBuinaMu peructpaluuu M SKCIEPTHU3bI
JEKAPCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO TPUMEHEHHUs, YTBEPKICHHBIMU PermeHuem
Coseta EBpasmiickoil skoHOMHUYeCcKON kKomuccuu OT 3 Hos0ps 2016 r. Ne 78 (manee —
[IpaBuma perucTpamnuu u SKCICPTU3HI).



II. TpeboBaHMs kK CHCTEME KadecTBa
1. Cucrema kagecTBa

3. CucteMa KadecTBa SBJISIETCS HEOTHEMIIEMON COCTABIAIOLIEH CUCTEMBI
dbapmakonaazopa. IlpumenurensHo K Hajiexaned MnNpakTuke (apmakoHaa3opa,
onpenenstoueil TpeOoBaHus K CTPYKTYpE U MpoLieccam CUCTEMBI (papMaKOHaA30pa, Ka4eCTBO
oTpeesieTcsl Kak COBOKYIMMHOCTb XapaKTEPUCTUK CUCTEMbI (hapMaKOHa30pa, MO3BOJISIOIINX
B COOTBETCTBHUU C MPEANOIAra€MON BEPOSTHOCTIO JOCTUIaTh PE3YIbTATOB pa0OTHI CUCTEMBI,
corjacymomumxcs ¢ ueiasiMu papmakonaazopa. HeoOXoMMOCTh OLIEHKH CTENEHU JOCTHKEHUS
TpeOyeMoro ypoBHs KauecTBa CHCTEMBbI OINpeaensieT HeOOXOAUMOCTh HaJIUYMs
IpeABapUTEIbHO ONpeneNsieMblXx TpeOoBaHUN K KauecTBY. TpeOoBaHUS K KauyecTBY
MPEACTABIIAIOT COO0M YCTaHABIMBAEMbIE XapaKTEPUCTUKU CUCTEMBI, BBINIOJHEHUE KOTOPBIX C
ONPENEIECHHON BEPOATHOCTHIO MO3BOJISIET JOCTUIaTh IUIAHUPYEMBIX PE3YJIbTATOB, TO €CTh
neneil cucteMbl kadectBa. OOHMe eI CUCTEMbI KayecTBa B cucTeMe (apMaKoHaaA30pa
onpeaensoTcss B myHkTe 6 Hactosmux [IpaBun. Cneunduueckue nenu U TpeOOBaHUS TIO
KayeCTBY ISl OT/ACIBHBIX CTPYKTYP U MPOIECCOB CUCTEMBI (papMaKoHaA30pa OMPEACIIIOTCS
B pazaenax [V — VII u [X — XIII mactosmux [Ipasu.

4. Cucrtema KauecTBa JOJDKHA OXBAaThIBATh OPTaHU3ALMOHHYIO CTPYKTYpY, 00JacTH
OTBETCTBEHHOCTH, MPOLEIYPHI, MIPOLECCH U pecypchl cucTeMbl (apmakoHaazopa. Cucrema
KayecTBa JI0JKHA BKJIIOYATh B ceOsl:

HaJJIeKallee yrpaBieHUue pecypcamu;
KOHTPOJIb COOTBETCTBHs TpeOOBaHUSIM akTOB opraHoB Co103a M 3aKOHOJATEIHCTBA
rocyJapCTB-4JI€HOB;
a TaKKe yIpaBJeHUE TOKYMEHTalUEH.
5. Cucrema kauecTBa INpeaycMaTPUBAET LUKINYECKOE MPOBEICHHUE CIEAYIOMIMX
MEPOIIPUATUNA:
a) TUTAaHUPOBaHWE KavyecTBa padboT 1mo papMakoHaI30py;
0) BBIMIOJIHEHUE 3aJ1ay U 00s3aHHOCTEH B COOTBETCTBUU C TPEOOBAHUSIMU K KAYECTBY (
MIPUBEPKEHHOCTh KAYECTBY);
B) MOHUTOPHUHT U OlIeHKa 3(P(PEKTUBHOCTU OpPraHu3aIii U paboThl CTPYKTYP U MPOLECCOB
cucteMbl (hapmMakoHaa30pa (KOHTPOJIb U 00ECIIEUeHHE KauecTBa);
I') KOPPEKTUPOBKA U YIYyUIIEHUE CTPYKTYPhI U MPOLIECCOB CUCTEMBbI (hapMaKkoHaI30pa (
YIIy4IICHHE KaueCTBa).
6. O01MMU 1eNIIMU CUCTEMbI Ka4eCcTBa B CUCTEME (papMaKOHAA30pa SIBISIOTCS:

a) BBINOJIHEHHE TPeOOBaHUI U 00sA3aHHOCTEN MO (papMaKOHAI30py B COOTBETCTBHHU C
akTaMu opraHoB Co103a 1 3aKOHO/IaTeIbCTBOM I'OCY/1apCTBa-UICHA;

0) mpenoTBpalIeHUE HEeXKENATEIbHbIX MOCIEICTBUM MPUMEHEHHUS 3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MIPENapaTos;



B) o0OecrieueHre MpUMEHEHHUs JIEKapCTBEHHBIX MPETNapaToB MPH MPEBHIIIICHUH TOJIb3bI HaJY
PHCKOM;
T') COJICUCTBHUE 3aIIUTE 3J0POBbS MAIMEHTOB M OOIIECTBEHHOTO 370POBbs (3I0POBBS
HACEeJICHUS).

2. ITpuHIMIE HajuIeXKamed IpakTuky papMaKoHaI30pa

7. J1ns BBITIOJIHEHUS 1eNied, yKa3aHHbIX B MyHKTe 6 HacTosumux [lpaBun, ciemyer
MIPUACPKUBATHCS CIETYIONTUX IPUHITUIIOB TP pa3paboTKe CTPYKTYP M MPOIECCOB CHCTEMBI
(bapmakoHaa30pa, a TAKXKE MPH BHIMOJIHEHUH BCEX 3a7a4 U 00sI3aHHOCTEH:

a) obOecrieueHre yAOBICTBOPEHUS MOTPEOHOCTEN MAIIMEHTOB, MEIUIIMHCKUX PAOOTHUKOB
1 00IIeCTBa B 11€JIOM B OTHOIICHUH 0€30MaCHOCTH JICKAPCTBEHHBIX MPETapaToB;

0) obecnieueHue >PGHEKTUBHOrO PYKOBOJCTBA MO BHEJIPEHUIO CUCTEMbl KadyecTBa U
MOTHBAIIMHY TIEPCOHAJIA B OTHOIIIEHUH TIEJIEH CHCTEMbI KaueCTBa;

B) BOBJICUCHHE BCEX COTPYIHUKOB OpPTaHMU3alUU (MPEANPUATHS) B MPOIECC MOIACPKKH
CUCTEMBI (papMaKoHa[30pa Ha YPOBHE BO3JI0KEHHBIX Ha HUX O0S3aHHOCTEHH;

I') BOBJICUCHHUE BCEX COTPYJAHUKOB OpraHu3anuu (IpeaAnpusaTus) B MOCTOSIHHBINA MPOIECC
MOBBIICHUS KaueCcTBa CUCTEMBI (hapMaKOHAI30pa COTJIACHO ITUKIMYHOCTH MEPOTPUSITHH,
YKa3aHHBIX B IIYHKTE S5 Hactosux [IpaBui;

J1) OpraHMW3amus PEeCypcHOW 0a3bl M PENICHHWE TMOCTABJICHHBIX TMEPe] CUCTEMOMU
dbapmakonaa3zopa 3amad B (opMe CTPYKTyp U TPOIECCOB TaKUM 00pa3oM, dYTOOBI
oOecreunBaTh aKTUBHYI0, COOTBETCTBYIOIIYIO YPOBHIO PHCKA, HEMPEPBIBHYIO PadOTy IO
(dhapmMakoHaI30pY;

€) YYET U OLIeHKa UMEIOIIUXCS 0Ka3aTeIbHBIX JaHHBIX O COOTHOILIEHUH "TI0JIb3a — PUCK".
JIJIst IpUHATHS TaTbHEHTITNX PEIICHUH TOKHBI PACCMaTPUBATHCS M OIICHUBATHLCS BCE JTAHHBIC
, KOTOpBIE MOT'YT OKa3aTh BIUSHUE HA JAHHOE COOTHOIIIEHUE U TPUMEHEHHUE JIEKaPCTBEHHOTO
npernapara,

) COACHCTBUE Pa3BUTHIO d(PPEKTUBHOTO COTPYIAHHYECTBA MEXKIY pa3pabOTUMKaAMU,
JAepKaTeNIIMHA  PETUCTPAIIMOHHBIX  yJAOCTOBEPCHUH JIEKAaPCTBEHHBIX IIPEIapaTos,
YIIOJTHOMOYCHHBIMU OpraHaMu B cdepe dapmMakoHaa30pa (Janee — ynoJHOMOYCHHBIE OPTaHbI
), YUPEKICHUSMHU 3IpAaBOOXPAHEHUS, TAUEHTAMU, MEAUIIMHCKUMU PAaOOTHUKAMU, HAYYHBIMU
OpraHW3amusIMUd W JPYTHMU 3aWHTEPECOBAHHBIMU JIMIIAMH B COOTBETCTBHHU C
3aKOHOJIATEIHCTBOM I'OCY1apCTB-UJICHOB.

3. OTBETCTBEHHEIC 32 CHCTEMY KadecTBa

8. 3a obecnieueHre paboOTHl cucTeMbI (hapMaKOHA130pa B COOTBETCTBUU C TPEOOBAHUSAMHU
K CHCTEME KayeCTBa HECYT OTBETCTBEHHOCTh BCE CIICIIMAIIUCTHI, BHITIOJHSIONINE PabOTy 10
OpraHM3alu CHUCTEeMbl KadecTBa. OpraHusaius A0JDKHA O0O0ECMeUYUTh JOCTATOYHOE
KOJTMYECTBO KOMIIETCHTHBIX W OOYUYEHHBIX CICIHATUCTOB, UMCIOIINX COOTBETCTBYIOIIYIO



npodeccuoHadbHYI0 TMOJATOTOBKY, JIS BBINOJHEHUS TpebyemMoro obbeMa paboT 1o
(dhapMakoHaA30py Ha HaAJIekKaIeM YpoBHE. B X 00s3aHHOCTH JJOJKHO BXOAUTH COOJTIOICHUE
MEPOIPUITUNA, U3JI0KEHHBIX B MyHKTE 5 HacTosAmux [Ipasui.

9. PykoBoauTensIMU OpraHHM3alMi JTOJDKEH OBITh 00€CTICYCH CHUCTEMHBIM MOAXOJ K
o0ecIeueHnI0 KauecTBa CUCTEMBI (papMakoHam3opa. PykoBoguTenn opraHu3aiuil B paMKax
BBITIOJIHEHUS (DYHKIIMI TT0 00ECIEeUeHUI0 CUCTEMHOTO MOJX0/Ia HECYT OTBETCTBEHHOCTH 32
obecrieueHue:

a) TOKyMEHTHUPOBAHMS CUCTEMbI Kaue€CTBa B COOTBETCTBUU C TPEOOBAHUSIMH MOPA3ICIIOB
9 — 11 nacrosmiero pasaena;

0) HamIexamero KOHTPOJS U JOKYMEHTHPOBAHUS BCEX HM3MEHEHHUM B CHCTEME
(dhapMakoHaa30pa U cCUCTEME KadecTBa (papmMakoHa30pa;

B) TpEOYEMBIMU peCypCaMHt JIJisl HaJIJIEKAIIEro 00yUeHHUS;

r) TpeOyeMbIMU pecypcaMu (B TOM 4YHUCIE HEOOXOAUMBIMH IMOMEIICHUSIMU U
000pyIOBaHUEM U T. 1.);

1) HaJIJISKAIIIETO YIPaBICHUSI COOTBETCTBUEM;

€) Ha/IJIeXKAILEeT0 YIPABJICHUS 3aMUCSIMU;

) BBITIOJTHEHUSI PETYJIIPHON OIIEHKH pabOThl CUCTEMBbI (papMaKOHAA30pa, BKIHOYAs
WHTETPUPOBAHHYID CHCTEMY KadecTBa, C MOATBepXkaeHHeM ce dddekTuBHOCTH. [Ipm
HEOOXOJUMOCTH JOJKHBI PEa30BBIBATHCS KOPPEKTUPOBOUYHBIE W TPEAYNPEIUTEIbHBIC
MEPOIPUSTHUS;

3) Hanmuuus dQPEKTUBHOTO MEXaHU3Ma pean3allii COOTBETCTBYIOIMIUX MEp B Ciydae
BBISIBIICHUSI M3MEHEHUM Mpoduis Oe30MacHOCTH pa3padaThiBAEMbIX M BBITYCKAEMbIX
JIEKapCTBEHHBIX MPENapaTos;

1) CBOEBPEMEHHOTO BBISBICHUS U IPUHATHUS [IPU HEOOXOAUMOCTH KOPPEKTUPOBOUYHBIX U
MpEeAyNPEAUTEIBHBIX MEp B CiIydae HECOOIOJCHUS TPEOOBAHHMH K KAa4ECTBY CHCTEMBI
(bapmakoHaa30pa;

K) TIPOBEICHUS PETYJISAPHBIX ayIUTOB CUCTEMBI.

4. O6y4eHre nepcoHaia

10. Bo3MoxHOCTh OOecTieueHus] TpeOyeMOoro KadecTBa BBIMOJTHEHUS TPOIECCOB,
CBSI3aHHBIX C (PapMAKOHAI30POM, U MOITYYaeMbIX PE3yJIbTaTOB HEMOCPEACTBEHHO CBSI3aHA C
HAJIMYUEM JIOCTATOYHOTO KOJMYECTBAa KOMIIETEHTHOTO, KBATM(UIIMPOBAHHOTO U 00yYEHHOTO
nepcoHaa.

11. B opranusanuu 10mKeH ObITh pa3pa0d0TaH U JTOJDKEH BBIMIOIHATHCS IJIaH 00yYeHHUs
CHEIMAIMCTOB 10 (hapMaKOHAI30PY, a TaKKe TOMKHO 00ECTIeunBaThCs BEACHHUE 3aITUCEH TI0
JTOKYMEHTUPOBAHHUIO OOYyYEHHUs, TOJJAEPNKAHUIO WM PA3BUTUIO YPOBHS KOMIIETCHIIUU
nepcoHana. [lman oOy4eHHs TOMKEH OCHOBBIBATHCS HA OIIEHKE HEOOXOJAMMOCTH OO0yUYECHUSI.
Pa3zpaboTka 1 BEITIOSHEHNE TJIaHA TOJIEKAT KOHTPOII0 U MOHUTOPUHTY.



12. O6yueHne JOJDKHO BKIIIOYATH B C€0s1 BBOJHOE 00OYUCHHE U MOCIIeayIolIee 00yueHne
Ha MPOTSHKECHUU BCETO MEpHoia pabOThl B COOTBETCTBUU C BBIMOTHAEMBIMU (DYHKITUSIMH |
MOCTaBICHHBIMM 3anadamu. OOydeHHEe IOKHO OBITh HAampaBJICHO Ha IIOBBIIICHUE
COOTBETCTBYIOIIHMX MPO(ECCHOHANBHBIX HABBIKOB, BHEJIPCHUE HAYYHBIX JOCTH)KCHHH B
MPAKTUKY ¥ BBITIOJHSIEMBIC MPOIEAYPhI, 00E€CIICUCHHE COOTBETCTBUS BCEX CIICIIHAIFCTOB
TpeOOBaHUSAM K KBadu(dUKAINHU, NMPOo(EeCCHOHATIbHBIM HaBbIKaM, 3HAHUSAM W TMOHUMAaHHIO
BBITIOJTHSIEMBIX TPOIICAYP, CBI3aHHBIX ¢ (hapMaKoHAI30pOM. Bce COTpyIHUKH JOIKHBI OBITh
00yUYeHBI BBITIOJIHEHUIO TPOIEAYP, MPEAYCMOTPEHHBIX MPH TMOJIYUYCHUH HWH(POPMAIMH O
npo0ieme, CBI3aHHOU ¢ 0€30MacHOCThIO JIEKAPCTBEHHBIX MPEMapaToB.

13. JleWicTByromue B OpraHU3aIlUHM MPOIECCH M0 MPOBEACHUIO OOYUYCHHS JTOKHBI
MPEeyCMaTPUBATh AJIEMEHTBI KOHTPOJIS PE3yIbTaTOB O0YUEHHUS 10 JOCTHKCHUIO TPeOyeMOoro
MOHUMAaHUsI W BBIMOJHEHUS QYHKIUA 10 (apMakoHAA30py, a TaKKe OMpPEaeisiTh
HEO0OXOIUMOCTb TOCJICAYIONIETO O0YUYEeHHUSI B COOTBETCTBUH C IJIAHAMU MPO(HECCUOHATBHOTO
Pa3BUTHS OPTaHU3AINN U CIICITUATMICTOB.

14. B opranmzanuu TpeOyeTcs MNPOBEICHHE COOTBETCTBYIOIIEro OOydYeHUS
OTIPE/ICJICHHBIM acrekTaM (apMaKoHaa30pa CIEIUATUCTOB APYTUX IOJpa3acIcHUH,
JESTEIbHOCTh KOTOPBIX CIOCOOHA MOBJIHATH Ha MOKAa3aTeIu CHUCTEMBI (hapMaKoHaaA30pa U
BBITIOJIHCHHME (PYHKIIUN 1O papMaKOHAI30py. YKa3zaHHAS JEATeIbHOCTh BKIIFOYACT B ceOs B
TOM YHUCJIE TPOBEJCHUE KIMHUYECKUX HCCIETOBAHUM, pabOTy C Kajo0aMu, MOJATOTOBKY
MEIUITMHCKONW HH(OpMaIuM, MPOJaXKy M MApPKETHHT, IOJTOTOBKY PErucTpalliOHHBIX
JOKYMEHTOB, ITPAaBOBBIC BOMPOCHI U Ay IHT.

5. Cpencra u 06opynoBarue A hapMakOHAA30pa

15. JoctuxeHue TpeOyemMoro ypoBHS KadyecTBa OCYIIECTBIEHUS IPOLIECCOB
(dbapMakoHa/I30pa U MOJYYaE€MbIX PE3YJIbTATOB CBSI3aHO TakKe C O00ECIIEUEHHEM CHCTEMBI
HEOOXOJIMMBIMH CPEJICTBAMHU U 000PYAOBAHUEM, UCTIOIB3YEMBIMHU B 3TUX IPOIleccax.

16. CpenctBa u 000pyI0BaHHUE JOJDKHBI PAClojararhbCsi, ObITh CKOHCTPYHPOBAHHBIMH,
aaTUPOBAHHBIMU M OOCIY>KMBAa€MBIMH TakKUM 0Opa3oM, 4YTOOBI COOTBETCTBOBATH
MOCTABJICHHOM 1IN COTJIACHO IeJIsiM KadecTBa B (papmakonamzope. CpeacTa, 000pya0BaHHE
U UX QYHKIIMOHAJIbHbIE CBOMCTBA, BayKHbIE JIJIs1 OCYILECTBIEHUs (PapMaKoHa130pa, MOjIexar
COOTBETCTBYIOIIEH TNpoBepKe, KBaduukanuu U (Wid) BaIUAAUMU JJIs MOJATBEPXKIACHUS
COOTBETCTBHUS 11end. J1Jig onpeneneHus: MaciTaba npoBepKHU, KBATM(PUKAIIMN WU BaIUIAllUN
CJIEIyEeT HCMOJIb30BaTh JOKYMEHTHUPOBAHHYIO OLIEHKY pUCKA. IDTOT METOJ yIpaBlICHUS
pUCKaMU HEO0OXOJIMMO TPUMEHSITh B TEUEHHE BCEro CpPOKa JKCIUIyaTallMu CPENCTB U
000pyZI0BaHUSI C y4€TOM Takux (PakTopoB, Kak BIUSHHE Ha OE€30MACHOCTH MAIMEHTA U
Ka4eCTBO JaHHBIX, a TAKXKE CJIIOKHOCTh COOTBETCTBYIOIIMX CPEJCTB U 00OpPYIAOBaHUS.
Opranuzanus GyHKIIMOHUPOBAHUS WH(POPMAIIMOHHBIX CHCTEM JOJDKHA IMpeaycMaTpuBaTh



HAJIMYUE TIPOIECCOB OOCCIEUYCHHUSI COOTBETCTBUS HCIOJb3yEMOW TEPMHUHOJIOTUH
NEUCTBYIOIMM OOHOBJICEHHBIM BEPCHUSIM HCIIOJb3YEMON MEXTyHAPOJIHOM TEPMHUHOJIOTHUU C
BHEJIPCHHEM CBOEBPEMEHHBIX H3MEHECHHH B UCITOIb3YEeMble HH(POPMAITMOHHBIC CUCTEMEI.

6. OGecnieueHNE epPHKATEIAMHA PETUCTPAIHOHHBIX YAOCTOBEPEHHIA JIEKapCTBEHHEIX IIPEIapaToB
COOTBETCTBHS TPeOOBaHMIM aKTOB OpraHoB Coi03a ¥ 3aKOHOAATEIECTBA TOCYJaPCTB-WICHOB

17. B nensax obecnedeHusi COOTBETCTBUS TpeOOBaHUSAM akTOB opraHoB Coro3a u
3aKOHOJIATENbCTBA TOCYAAPCTB-UJICHOB AEPKATEISIMHU PErUCTPALMOHHBIX YJIOCTOBEPEHUMN
JIEKapCTBEHHBIX IPENapaToB JOJDKHBI BBIMOJHATHCS MPOLIECCHl OOECIeUYeHHs] KadyecTBa
CUCTEMBI, LEIIMU KOTOPBIX SABIISIFOTCS:

a) BBIIIOJIHEHUE TOCTOSSHHOTO MOHUTOPUHTA JIAHHBIX MO (papMaKoHAA30py, pa3paboTka u
BHEJPEHUE ME€pP MUHUMU3ALMKA PUCKOB MPHU ONPEACICHUH UX HEOOXOAMMOCTH, HajJIexKanias
OLICHKA JAHHBIX O 0€30ITaCHOCTH BHE 3aBUCUMOCTH OT UICTOYHUKA UX MOJy4YEHHS (CO CTOPOHBI
NAIMEeHTOB, MEIUIIMHCKUX U (hapMalleBTUUECKUX paOOTHUKOB, OMyOJMKOBAHHBIX B HAYUYHON
MEIUIMHCKON JTUTEPATYPE, BBISBICHHBIX B X0/1€ MOCTPETUCTPALMOHHBIX UCCIIEIOBAHUN);

0) BBIMOJIHEHUE HAYYHOUM OIEHKH Bcel MHpOpManuu 1no npopuiito 06e30MacHOCTH
JEKapCTBEHHOTO IIpenapara, BKJIOYas HHQOpPMAIMI0O O HEXeNaTelIbHbIX peaKlusX,
Pa3BUBIIMXCS B TOM YHUCJE NPU NPUMEHEHHH B COOTBETCTBUM U HE B COOTBETCTBUU C
YTBEPKICHHON OOIIEH XapaKTepUCTUKON JIEKapCTBEHHOTO MpenapaTa Wik UHCTPYKIUEH 10
MEIMIMHCKOMY NPUMEHEHUIO (JMCTKOM-BKJIAAbIIeM) (Jajnee — MHCTPYKUUA IO
MEAUIIMTHCKOMY MPUMEHEHHUIO);

B) BBINOJHEHHE TpeOoBaHUM akToB opranoB (Coro3a U 3aKOHOJATEILCTBA
rocy/apCTBa-ujieHa MO MPEACTABICHUIO B YNOJHOMOYEHHBIA OpraH IMOJHON, TOYHON M
JOCTOBEpPHOM HH(pOpMaNUM O HEXKEJIATEIbHBIX pEaKUUsAX W HHOM HuHPOpMaUUH O
0€30MacHOCTH JIEKAPCTBEHHBIX IIpPErnapaToB B COOTBETCTBUM C YCTAaHOBJIEHHBIMU
3aKOHOJATEIBCTBOM IOCYIapCTBA-WIEHA CPOKAMU PETIOPTUPOBAHUS;

r) obecrieueHue KayecTBa, LEJOCTHOCTU U MOJHOTHI MpeACTaBiIsieMoi HH(pOpMaIl O
pUCKaxX JIEKapCTBEHHBIX MpernapaToB, BKJIIOYas MPOLIECCHl MCKIIOUEHUS ITyONHpYyIOIIeH
uH(bOpMaIMU U HAJJIeKAIIeH BaTuAAlNA CUTHAJIOB,

1) obecrieueHue >PGHEeKTUBHON B3aUMOCBS3U C YIIOJTHOMOYEHHBIMU OpraHaMH, BKIIIOYast
nH(popMupoBaHuE 00 M3MEHEHUAX MPOuiIs 0E30MaCHOCTU JIEKAPCTBEHHBIX MPENApaToOB U
HOBBIX PUCKaxX, MacTep-daiiie cucteMbl (hapMakoHaA30pa, CUCTEMBI YIIPaBJICHUs PUCKaMH,
Mepax MUHHMH3aLHMKU PUCKA, MEPUOJUYECKOr0 OOHOBISIEMOro OT4YeTa MO OEe30MacHOCTH,
KOPPEKTUPOBOYHBIX U MPEIyNPEIUTEIbHBIX MEpPaX, MOCTPETUCTPALIMOHHBIX HCCIEI0BAHUAX
0e30IaCHOCTH;

e) obecrieueHne COOTBETCTBUS MH(GOPMAIIUU O JICKAPCTBEHHBIX Mpemaparax (o0rmei
XapaKTEePUCTUKU JIEKAPCTBEHHOTO IMpenapara, MHCTPYKIUU 110 METUIIUHCKOMY MPUMEHEHHUIO)
COBPEMEHHOMY YPOBHIO Hay4UHbIX 3HAHUN;



K) obecriedeHre MEAUITMHCKUX PAOOTHUKOB U MAIIMEHTOB HH(pOpMaIUe 0 6€30MaCHOCTH

7. OGecnieueHre YIOIHOMOYCHHEIME OPraHAMH COOTBETCTBHS TPEOOBAHUAM aKTOB OPTaHOB
Coro03a ¥ 3aKOHOZATEIHCTBA FOCYJAPCTB-WICHOB

18. YostHOMO4YEHHBIE OpTaHbl TOJDKHBI IMETh COOTBETCTBYIOIIYIO CHCTEMY 00eCIIeUeHUS
KadecTBa MPOIIECCOB B IETIAX:
a) OIIEHKH Ka4yeCTBa MPEJICTABIIEMbIX TaHHBIX O (hapMaKOHaA30pe;
0) orleHKHU U 00pabOTKHU JTaHHBIX O (papMaKOHAI30pPE B COOTBETCTBUU C TPEOOBAHUSIMU
akToB opraHoB Coro3a ¥ 3aKOHO/IAaTEILCTBA FOCYIapPCTB-UJICHOB;
B) oOecrieyeHus rapaHTUPOBAHHON HE3aBUCHUMOCTH B BBITIOTHEHUU JEATCIBHOCTU TI0
bapmakoHaI30py;
r) 3¢ hexTHBHOTO MHOOPMAITMOHHOTO B3aUMOJICHCTBHSI C MAIUEHTAMHU, MEIUIIMHCKUMHA
paboOTHUKAMHU, JIEPKATEISIMA PETUCTPAIIMOHHBIX YIOCTOBEPEHU U O0IIECTBOM B IICJIOM;
1) MPOBEACHUS MHCTIEKIINIA, BKJTFOYAs TOPETUCTPAITMOHHOE WHCIICKTHPOBAHUE.
19. He3aBUCUMOCTD BBITIOJHEHHS JEATEIBHOCTU MO (apMaKOHAA30py OIpeeisieTcs
MPUHATHEM BCEX PETYJIATOPHBIX PEIICHUN TOJHKO B WHTEpPECax 3I0POBbS IMAIMEHTA U
00IIECTBEHHOTO 3I0POBbSI (370POBhS HACETICHUS).

8. YmpaBnenne noKyMeHTamuen

20. Cucrema ynpaBiieHUSI JOKYMEHTALMEH SIBIISIETCS YaCTbIO CHUCTEMBI KauecTBa,
pacrpoCTpaHsieTCs Ha BCE JOKYMEHTBHl CHUCTEMbI (apMakoHaJ30pa U oOecrneyuBaeT
BO3MOXHOCTb MOUCKA JJAHHBIX U MPOCIEHKUBAEMOCTb BBIMOJHIEMbBIX MPOILEAYp, BKIIOUAS
OpolEeayphl OLEHKH HOBBIX JAaHHBIX W paccielloBaHUsl MpoOJeM, CBS3aHHBIMU C
0€30MacHOCThI0O MPUMEHUTEIBHO K MPaBWJIHBHOCTU BBITIOJHEHUS MPOIIECCOB, BPEMEHU
BBINOJIHEHUS PACCIIEAOBAHUMN U IIPUHSATUS PELICHUN.

21. CucteMa yrpaBiieHUsI IOKYMEHTAIlMEH JTOJKHA 00eCIeunBaTh:

a) yIpaBJIeHHE Ka4eCTBOM JIaHHBIX 0 hapMaKOHAA30pe, BKIIIOYAs KX MOJIHOTY, TOYHOCTh U
IIEJIOCTHOCTh;

0) CBOEBPEMEHHBIN JOCTYII KO BCEM 3aIIUCSAM;

B) 3¢ (EeKTUBHYIO BHYTPEHHIOIO U BHEIIIHIOIO TIepeiayy JaHHBIX;

I) XpaHEHHUE JTOKYMEHTOB, UMEIOIIMX OTHOIIEHUE K cucremMaM (apmakoHaa3opa u
OCYIIECTBIECHUIO (hapMaKOHAA30pa MO KaXJAOMY U3 JIGKAPCTBEHHBIX IMPENnapaToB, COTIACHO
MIPUMEHUMBIM CPOKaM XpaHEHUSI.

22. [lepxaTeib perucTpalliOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara (Janee —
JepKaTesib PETUCTPALIMOHHOTO YJIOCTOBEPEHHMS) JIOJDKEH OO0eCnedyuTh Haiexaliee
JOKYMEHTHPOBaHHE, OOpalieHne U XpaHeHne Bceil mHpopmari o papMakoHaa30pe ¢ METbI0
BBITIOJIHEHUS MPOIEAYP TOUHOTO PENOPTUPOBAHUS, UHTEPIIPETALUN U BEpUPUKALUU TAHHBIX.



JlepkaTenemM perucTpalmoHHOTO YJIOCTOBEpPEHHUs JOJKHA OBbITh OOecIieueHa CcUcTeMa
MPOCIEKUBAEMOCTH U MOCIEAYIOIIET0 HAOIIOIEHUS 32 HEXKEIaTeIbHBIMU PEAKLIUSAMH.

23. CucreMa ympaBiieHUs JOKYMEHTAIIUEH OJDKHA BKIIOYATh B ce0si KOMILJIEKC Mep 10
obecrieueHu0 0€30MacHOCTH M KOH(PHUICHIIMATBbHOCTH JAHHBIX B IIEJISAX BBIMOJHEHUS
TpeOOBaHMI TIO 3aIUTE TMEPCOHATBHBIX JAHHBIX MMAIIMEHTOB B COOTBETCTBUH C TPEOOBAHUSIMHU
3aKOHOJ/IATENIbCTBA TOocyAapcTBa-wieHa. CucTeMa YNpaBieHUs JOKYMEHTaluMen JOJIKHA
MpeycMaTpUBaTh CleIUaIbHbIE MEPhl HA KaXKJAOM dTale XpaHeHus, 00padOTKU U mepenadn
JTAHHBIX 0 (hapMakoHaI30pe ¢ oOecreueHneM 0€30MaCHOCTH U KOH(UICHITMATBHOCTH JaHHBIX
. YKa3aHHbI€ MephI JOJDKHBI BKIIIOYATh B ¢€0sl CTPOTO€ OTpaHUUYCHHE JOCTyNa K JaHHBIM,
COTJIACHO KOTOPOMY JOCTYI K JIOKYMEHTAIMU U 0a3aM NaHHBIX JOJDKEH OBITh OTpaHWYeH
aBTOPU30BAHHBIMU JTUI[AMH.

24. CucreMa ympaBlIeHHs JOKyMEHTalUeW JOJKHA BKJIIOYATh B C€0S MPOIECCHI
oOecrieyeHust 3aUThl HHPOpMaluu 0 papMaKoHaA30pe OT MOTEPH U pa3pyIICHHUS.

25. CucreMa yrpaBlieHUs TOKYMEHTAIMEH JT0JKHA ObITh OMKMCaHa
B MOJIUTUKE YIIPABJICHUS JOKYMEHTAIIMEH.

9. JIoKyMeHTaIus CHCTEMBL KAYECTBA

26. Bce sneMeHThl, TpeOOBaHUS U TMOJOKEHUS CUCTEMbl KAa4eCTBA JOJKHBI OBITH
JOKYMEHTUPOBAHbl U CUCTEMATU3UPOBAHBl COOTBETCTBYIOIIUM OOpa3oM B BHJIE IUIaHa IO
KAau4eCTBY, PyKOBOJICTBA IO KAYECTBY, ITPOLIETYP 10 KAYECTBY U OTYETOB 110 KAYECTBY.

27. Ilnan mo Ka4yecTBY OMpENEesieT OCHOBHBIC 1I€JIM CUCTEMbI KauyecTBa M MPOIIECCHI,
KOTOpBIE JOJKHBI OBITh BHEAPEHHI JIJISl TOCTHIKEHUS MOCTaBIEHHBIX Iieneil. [Iponeaypsl mo
Ka4yeCTBY MPEICTaBIAIOT COOO0I ONMMCAHNE YCTAHOBJICHHOTO MOPSIKA BHIMOIHEHUS MTPOILIECCOB
1 MOTYT UMETh ()OPMY CTaHJAPTHBIX ONMEPALMOHHBIX MPOLEAYP U PaOOUUX UHCTPYKIUN WU
PYKOBOJACTB. PyKOBOACTBO MO KauyecTBY ompejesieT 00JacTh paclpOCTpaHEHUs CHUCTEMBbI
KaueCcTBa, MPOIECCHl CUCTEMbI KAUECTBA U UX B3aUMOCBS3b. OTUETHI 110 KAYECTBY BKJIHOYAIOT
B ce0s MOJMy4YeHHBIE PE3yJbTaThl PA0OTHl CUCTEMBI JTUOO MOJTBEPKICHUS BBITOIHICMOM
NS TENbHOCTH.

28. Jlns obecnieyeHus] CHCTEMHOTO TIO/IX0/1a TIPH TUTAHUPOBAHUH KauyeCTBa OpraHU3aIlHsI
JIOJI’KHA OTPEEIIUTD:

a) 1eau B 00JIaCTH KadyecTBa B COOTBETCTBUHU C OOLIMMU LIEISAMH CUCTEMbBl Ka4eCTBY
CUCTEMBI (hapMaKOHA30pa COrIaCHO MyHKTY 6 Hactosimux [IpaBun u cnenupuyeckuMu asis
OTJIEJBHBIX CTPYKTYP U MPOLECCOB LEISIMHU B 00JJACTH KaY€CTBA COTJIACHO COOTBETCTBYIOLIUM
pasaenam Hactosux [IpaBu;

0) MeTOIbl MOHUTOPUHTA Y(PHEKTUBHOCTU CUCTEMBI (papMaKOHa130pa.

29. Hanuuue u paboTa CUCTEMBI KaueCTBa JOKYMEHTUPYETCS C TOMOIIBIO:

a) TOKyMEHTaluu 00 OpraHu3alMOHHON CTPYKTYpe U 00513aHHOCTAX MEepCoHAaa;
0) IJIaHOB OOYYEHUS U 3aMKUCEN O MPOBEICHHOM OOYUYEHUU;



B) MHCTPYKLUHMH IO BBIIOJIHEHHUIO IPOLECCOB YNPABICHUS B COOTBETCTBHHU C
3aKOHOAATENBCTBOM I'OCYIapCTBA-UJIEHA;

I') HHCTPYKIMU 1O BBIIOJHEHUIO MPOLECCOB, PEATU3YEMBbIX B YCIOBHUIX CHUTYallHH,
TpeOyIolIel NPUHATUS CPOUYHBIX MEp, BKIIIOYAsl MPOLEIypbl 0OeCrieYeHUs] HeMPEPhIBHOCTH
NEATEIBHOCTH;

1) MHAUKATOPOB BBIMIOJIHEHUS MPOILIECCOB, KOTOPHIE MUCIOIB3YIOTCS ISl TOCTOSTHHOTO
MOHUTOPHUHIA HA/IJIEXKAIIETO BBIMOTHEHUS QYHKUIUN IO (hapMaKOHAA30pY;

€) OTYETOB IO AYJWUTY M IOCIECAYIOUIEMY AayJIHTY CHUCTEMBI KayecTBa, BKIIIOYas
ITOJTyYEHHBIE JAHHBIE U PE3YJIbTATHI.

30. loxymeHTalusi 0 CUCTEME KauecTBa JOJDKHA TAaKXKe BKIKOYATh B CEOs:

a) MEeToAbl MOHUTOPHUHTA 3P(HEKTUBHOCTU CHUCTEMbI KauecTBa W, B YaCTHOCTH, €€

CHOCOOHOCTH IOCTUTaTh L€ CUCTEMbI KaueCTBa;
0) MOJIUTUKY YIIPABJICHUS TOKYMEHTALUEH;

B) JIOKYMEHTBl O PE3yJIbTaTax BBINOJHEHHBIX HPOLEAYyp MO (apMaKOHAA30DY,
NOATBEPKAAIOLINE BBIIIOIHEHUE MTPEYCMOTPEHHBIX 3TAINIOB U IEUCTBUM;

r) JOKYMEHTBl M OTYEThl O CpPEACTBaX M OOOpPYIOBaHHUM, BKJIIOYas MPOBEPKY
(GyHKLIHOHAIBHBIX CBOMCTB, JEATEIBHOCTh MO KBAIM(PUKALIMM U BaJlUJAlUU, KOTOPBIE
MTOATBEPKIAIOT BBINIOJHEHUE BCEX CTaIHWi, HPELYCMOTPEHHBIX COOTBETCTBYIOLINMH
TpeOOBaHUSAMHU, IPOTOKOJIAMHU U MPOLIETypaMu;

1) TOKYMEHTBI, MOATBEPKIAIOIIME KOHTPOJIb HEJOCTATKOB W OTKJIOHEHHH OT
YCTAHOBJICHHON CHUCTEMBI KauyeCTBa, IPUHATHE NPEAYNPEAUTENBHBIX U KOPPEKTUPYIOIIUX
MEPOIPUSATUH, OLIEHKY d(PPEKTUBHOCTH MIPUHATHIX MEP.

10. {onomHwTENBHAS JOKYMEHTAIAA O CACTEME Ka4eCTBa JISPIKATENS PErHCTPAIIOHHOTO
yZIOCTOBEpEHUA

31. B nononHeHue Kk TpeOyemMoil JOKYMEHTAIlMU O CHUCTEME KadecTBa JepiKaTeib
PETUCTPALIMOHHOIO YIOCTOBEPEHHUS JOJDKEH TOKYMEHTUPOBATD:
a) yIpaBJeHHUE YeTOBEYECKUMU PECYPCaMU;
0) 00s13aHHOCTH ¥ (PYHKITUHU TIEpCOHAJIa CUCTEMBI (DapMaKOHA130Da;
B) OPraHU3allMOHHYI0 CTPYKTYpPY, OINPEACISIOIIYI0 HEPAPXUYECKYI0 B3aHMOCBS3b
YIIPABISIOMIETO U KOHTPOIUPYIOLIETO MIEPCOHANA, a TAKKE CUCTEMY YIIPABIICHHS PECYPCAMHU;
') HHCTPYKUHUU IO BBIITOJTHEHUIO KPUTUUYECKHUX MPOLIECCOB;
1) CUCTEMY yHpaBJICHUS JOKYMEHTAIUEH.

11. ﬂOHOJIHI/lTeJII:Haﬂ AOKYMCHTAaIlMA O CHCTEME KauCCTBa YIIOJJHOMOYCHHBIX OPraHOB

32. B nononHeHue K TpeOyeMoi TOKYMEHTAIlUU O CUCTEME KaueCTBa YIOJIHOMOYEHHBIN
OpraH JNOJDKEH JNOKYMEHTHPOBATh OPTaHU3ALMOHHYIO CTPYKTYPY, paclpeielieHue 3a1ad U
OTBETCTBEHHOCTH MEXK/IYy BCEM MEPCOHATIOM CUCTEMBbI (PapMaKOHAA30pa, & TAKXKE OMPEACIIUTh



KOHTAKTHBIX JINI OJIA oOecneueHus B33HMO,Z[€I>1CTBH$I MCXKAY YIIOJIHOMOYCHHBIMH OpPraHaMH,
ACPIKATCIIMHA  PCTUCTPAITMOHHBIX YIIOCTOBepeHI/Iﬁ n JMOoaMu, MHOpCeAaACTaBIAIOIINMHA
HH(i)OpMaI_II/IIO O PHUCKax JICKAPCTBCHHBIX IIPCIIAPATOB IIPHUMCHHUTCIIBHO K HMX BJIHAHHIO Ha
3A0POBLHC MMAIUCHTOB U O6HI€CTBCHHO€ 3A0pPOBLC (SJIOPOBBC HaCCHCHI/IH).

12. Kpurnaeckue mporeccsl B papMaKkoHAIB30pe

33. Kputnueckue npouecchbl B papMakoHaA30pe BKIOYAIOT B CeOs:
a) HEMPEPbIBHBIN MOHUTOPHUHT NMPOQUiIs OE30NaCHOCTH U COOTHOILLIEHHU "M0JIb3a — pUCK"
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPENApaTOB;

0) BHEIpEHUE, peaau3alio U OLIEHKY CUCTEMbl YIPABICHUS PUCKaMu (B TOM 4HCIIE
OIIEHKY 3(P(PEKTUBHOCTH MEP MUHUMUBAINH PUCKA);

B) pa0OTy ¢ MHAMBUIYAIbHBIMU COOOIIEHUSIMU O HEXeNaTeNbHBIX peakuusx (coop,
00paboTKy, ympaBie€HHE, KOHTPOJIb KadecTBa, MOJy4YeHHE HEJOCTAIOMIMNX JaHHBIX,
IPUCBOCHHE HOMEpa, KJIACCU(UKALMIO, BBISIBIEHUE MOBTOPHBIX COOOIIEHMM, OLEHKY M
CBOEBPEMEHHOE MPEJICTABIECHUE);

I') yIpaBJi€HHE CUTHAJIAMU;
1) pa3paboTKy, MOATOTOBKY (BKJIOYas OLIEHKY JAaHHBIX M KOHTPOJIb KayecTBa),
IPEJICTABICHNUE U OLIEHKY ePUOIUYECKUX OOHOBIISIEMBIX OTYETOB IO OE30MACHOCTH;

€) BBIMOJIHEHUE 0053aTeNIbCTB U MPEACTaBICHUE OTBETOB HA 3aIIPOCHl YIIOJIHOMOYEHHBIX
OPraHoB, COJEPKAIINUX JTOCTOBEPHYIO U MOJIHYIO HHPOPMAIIHIO;

*) obecriedueHue B3aUMOJICUCTBUSI MEXAY (papMakoHaI30pOM U CUCTEMON KOHTPOJIS
KAaueCcTBa JIEKAPCTBEHHBIX NPENapaToB;

3) UHQOPMUPOBAHHUE YIOJHOMOYEHHBIX OPIaHOB O BCEX MpoOJeMax, CBS3AHHBIX C
0e30MacHOCThIO (BKJIIOYash K3MEHEHHUS B OLEHKE COOTHOIIEHHUs '"monb3a — puck”
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX NPENApaTOB);

1) UHPOPMHUPOBAHUE MEIULIMHCKUX U (DapMalleBTUUECKUX pPaOOTHUKOB, NALIUEHTOB 00
M3MEHEHUSIX B OIIEHKE COOTHOIICHUS "T0JIb3a — PUCK" B MENAX 0OecreueHusi 6€301macHOTo 1
3¢ (HEKTUBHOTO MPUMEHEHUS JIEKAPCTBEHHBIX MTPENapaToB;

K) oOecrieuyeHrne COOTBETCTBUSI MHPOPMAIMH O JICKAPCTBCHHOM TIperapare (BKIt0Yast
OOLIyI0 XapaKTEPUCTHKY JIEKAPCTBEHHOI'O Ipenapara Juisi MEIULHUHCKOTO NPUMEHEHUs)
COBPEMEHHOMY YPOBHIO HAYYHBIX MEIMIMHCKHX 3HAHUH, B TOM YHUCJE 3aKIIOYEHUSAM 00
OLIEHKE U PEKOMEHAINSAM YIIOJTHOMOYEHHBIX OpPraHoB;

J) peanu3aluio U3MEHEHHI PEerucTpalOHHOIO JOChe MO MPUYMHAM, CBSI3aHHBIM C
0€3011acCHOCTbhI0, B COOTBETCTBUHU CO CPOKAMMU BBITIOJTHEHHS] HEOOXOAUMBIX JEHCTBUI.

34. Ilnan obecneyeHus: HENPEPHIBHOCTH MPOLECCOB JOJIKEH pa3padaThIBaTHCA HA OCHOBE
PHUCK-OPUEHTHUPOBAHHOI'O MIOJIX0/1a U JOJIKEH BKIJIIOUATh B CEOS:

a) ompenelieHue COOBITHI, KOTOpPhlE MOTYT CYLIECTBEHHO MOBJHUSTH Ha MEPCOHAI

OpraHM3allMM B LIEJIOM JIHOO0 Ha CTPYKTYPBI U MpoLecChHl (papMakoHaa30pa B YaCTHOCTH;



0) pe3epBHBIC CUCTEMBI Ha CiIydail HEOOXOMMOCTH SKCTPEHHOTO 0OMeHa nHpopManueit
BHYTPH OpTaHHW3alUd, C JPYTUMH OPTaHHU3aIUSMH, BBITOTHSIONUMHA (QYHKIIUA T10
dbapmakoHaI30py, C JPYTUMH pPa3pabOTUYMKaAMH, ASPKATCIAMH PETUCTPAIIMOHHBIX
yJIOCTOBEPECHHM M YITOJITHOMOYCHHBIMU OpraHaMH.

13. KonTpois ¢pyHKImoEMpOBaHUA ¥ 3P PEKTHBHOCTH CHCTEMEI ()apMaKOHA30pa B €€ CHCTEMEI
Ka9ecTBa

35. MeTtoabl KOHTPOJISI AEATENbHOCTH U 3((PEKTUBHOCTH CUCTEMBI (hapMaKOHAA30pa
OJDKHBI BKJIFOYATh B ce0sI:

a) 0030p U aHAJIN3 CUCTEMBI JIMLIAaMH, OTBETCTBEHHBIMU 32 YIPABJICHUE CUCTEMOM;
0) ayIUTHI;

B) KOHTPOJIb COOTBETCTBUS TPEOOBAHUSM;

') HHCTICKIINH;

1) OLeHKY 3()(PEKTUBHOCTH MPUHSTHIX MEP MUHUMH3AIMU PUCKA U 00ECIICUCHUIO
6e3omacHOro 1 3(pPEeKTUBHOrO MPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB.

36. B mensix BBIMOJTHEHUS] MOHUTOPUHTAa B OpPTaHU3AIlMU JIOJKHBI OBITH 3apaHee
OnpeieSIeHbl MHIUKATOPHI, IO KOTOPHIM BBITIOJIHSAETCS] HEMPEPhIBHAS OIleHKA 3P(HEKTUBHOCTH
(GyHKIIMOHUPOBAHUS CUCTEMBI (DapMaKOHa130pa ¢ TOYKU 3peHUs TpeOOBaHMI KaueCTBa.

37. Db dexTuBHOCTh (YHKIIMOHUPOBAHUS CHCTEMBI KaueCTBa JOJKHA PETYISPHO
OLICHUBATHCSI PYKOBOJUTEIEM, BBIIOJHIIOIMUM 0030p TOKYMEHTALIMM CUCTEMBI KayecTBa,
4acTOTa W CTENEeHb HMHTEHCUBHOCTH KOTOPOTO OMNPEACNSIOTCS MPeABAPUTEIbHBIM
IJIAHUPOBaHKWEM, OOOCHOBAaHHBIM PHUCKOM, M pa3pabaTbiBa€MbIMU IMporpamMmamu o0030pa
cuctembl. O030p CHCTEMBI KauecTBa JOJDKEH BKIIOYATh B Cce0S OIEHKY CTaHAapTHBIX
OTIEPAllMOHHBIX MPOLEAYpP M PabouMX HHCTPYKIMMA, OTKIOHEHHH (YHKIHMOHUPOBAHUS
CUCTEMBI OT YCTAHOBJICHHBIX MOKA3aTeNel, OTUETHI 110 ayAUTY U HHCIIEKTUPOBAHUIO, a TAKKE
MHIUKATOPbI 3 (HEKTUBHOCTH MPOLIECCOB.

38. AyauT cucTeMbl KaueCcTBa, OCHOBAHHBIN Ha OIIEHKE PUCKA, JOJDKEH BBIMOIHATHCS
pEeryJsipHO 4epe3 OIpe/leJIeHHble HWHTEpBaldbl BPEMEHH C IEIbI0 MOATBEPKICHUS
COOTBETCTBHUSI YCTAHOBJICHHBIM TPEOOBAHUAM K KayeCTBY M ompeneiaeHus 3PpGeKTUBHOCTH.
AyauT cucTeMbl KauecTBa JIOJDKEH BKIIIOYATH B ceOsl ayJUT CUCTEMBbI (papMakoHaA30pa, B
KOTOPYI0 MHTErpUpOBaHa CUCTEMa KadecTBa. MeTOIbpl M MPOLECCHl ayAuTa U3J0KEHBI B
pasnene V nacrosmux [IpaBun. Ilo pe3ynpraraM KaxJoro ayaura CUCTEMbI KauyecTBa U
MOCJHEAYIOUIEro ayJuTa JOJDKEH COCTABJISATHCS OTYET, MOJUIeKAaIIUui OLIEHKE JIMIAMHU,
OTBETCTBEHHBIMHU 3a OpPraHMU3alUI0 COOTBETCTBYIOIIMX ayJupyeMbIX MpoueccoB. OTuer
JOJIKEH BKIIIOYATh B C€0s pe3yJIbTaThl ayIUTa OpraHu3aliil WiK JIUll, KOTOPBIM JIepKaTesieM
PETUCTPAIMOHHOTO YAOCTOBEPEHUsI ObUIM JENEeTHpOoBaHbl (YHKUUU MO (papMaKOHAI30pY,
MIOCKOJIbKY OHHU SIBJISIIOTCS YaCThbIO CUCTEMBI (hapMaKOHAA30pa JAepKaTeNsl perUCTPAIIMOHHOTO
YAOCTOBEPEHUSI.



39. Ilo pe3ynpTaTam BBIIOJHEHUS MOHUTOPUHIA CUCTEMBI (hapMaKOHa/A30pa U CUCTEMBI
KauecTBa CHUCTEeMbl (apMaKoOHaI30pa, BKJIOYAas pe3yibTaThl ayJIWTOB, B CiIy4yae
HEOOXOAUMOCTH cleAyeT pa3paldarbiBaTh U BHEAPATH KOPPEKTUPYIOLIUE U
peaynpeUTEIHHBIC MEPHI.

40. YnoIHOMOYEHHBIE OpPTaHbl JOJKHBI 00ECIEYUTh MOHUTOPUHT BBIMOJHEHHUS
JepKaTeIsIMU PETUCTPAIIMOHHBIX YJOCTOBEPEHHH YCTaHOBIEHHBIX 3aKOHOJIATEIHCTBOM
rocyJlapcTB-ujeHOB (DyHKUMHA W oOsi3aHHOCTEN Mo (papmakoHan3opy. B umcio mep mo
00€eCleYeHN0 MOHUTOPUHIA BXOJUT WHCIEKTHUPOBAHUE JEp)KaTeledl perucTpalioHHbIX
YAOCTOBEPEHUI CO CTOPOHBI YIIOJTHOMOYEHHBIX OPTaHOB.

14. O6s3aHHOCTH AepxKaTeNell perACTPaHOHHBIX YAOCTOBEpEeHHH 0 (PapMaKkOHAI30py

41. JlepxaTenau perucTpaliMOHHBIX YJIOCTOBEPEHUM SIBJISIIOTCS OTBETCTBEHHBIMH 32
BBITIOJTHEHUE 3a/1ad M O0s3aHHOCTEH MO (apMaKOHAI30py OMPEASTIeMbIX HACTOSIIIMHU
[IpaBuiamMu M 3aKOHOAATEIBCTBOM T'OCYJIapCTB-WICHOB, C IEJbI0 TapaHTUPOBAHHOIO
BBIMIOJIHEHUSI 0053aT€IbCTB U MPUHATUA NPU HEOOXOJUMOCTH TPEeOyeMbIX MeEp MO
(dbapMakoHa/I30py B OTHOILIECHUH 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB. C 3ToM
LHENbI0  JIEpXKATENU PETUCTPALMOHHBIX  YJIOCTOBEPEHUM JIOJKHBI  00ECHeYUuTh
(GYHKIIMOHUPOBAHUE CHCTEMBI (hapMakOHAJ30pa Ha TEPPUTOPHUSAX TOCY/IaPCTB-UJICHOB,
BKJIIOYAsi BHEJpEHHEe Hajjexamed U 3PPeKTUBHOW CUCTEMBl KauyecTBa CHUCTEMBI
dbapmakoHaa3opa.

42. Ilpu ompeneneHHBIX OOCTOSTENbCTBAX JEpPKATEISIMU PETUCTPALIMOHHBIX
YIAOCTOBEPEHUN JOIMYyCKAeTCS OPTaHM30BaTh Oojiee OMHOW CHUCTEMBI (hapMakoOHAI30pa,
Harpumep, B ciaydae (HOpMHUPOBAHHUS OTACIBHOW CHCTEMbl (apmMakoHaa30pa s
ONpPENICJICHHBIX TPYNN JEKApCTBEHHBIX TMpenapaTroB (B YaCTHOCTU [JiS BaKIIUH,
0e3perenTypHBIX JEKAPCTBEHHBIX MPENapaToB).

43. Onucanue cucteMbl papMakoHaa30pa (hopMupyercs Aep:KaTeaeM perucTpamoOHHOrO
yaocToBepeHus B (hopmare macrep-daiisia cucTeMbl (hapMaKOHaI30pa U MOIJICPKUBACTCS Ha
MPOTSHKEHUU BCETO IMEpPHUOJia EUCTBUS PETUCTPAIMOHHBIX YAOCTOBEPEHUN B OTHOIIECHUU
BCEX 3aperMCTPUPOBAHHBIX JICKAPCTBEHHBIX MpenapaToB. Jlepikareilb perucTpalliOHHOTO
yIOCTOBEPEHUS TAaK’KE€ HECET OTBETCTBEHHOCTD 3a Pa3pabOTKYy, BBHIIIOJIHEHHUE U MOJJEp>KaHNe
CHUCTEM YIIPABJICHUS PUCKAMH, AJANTHUPOBAHHBIX MJII KaXXJOTO M3 3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPEnapaToB.

44. TpeboBaHUSl K CTPYKTypaM M MpolleccaM CHUCTEMbl (papMakoHa30pa AeprKaTens
PETUCTPALlMOHHOTO YJIOCTOBEPEHHUSI ONPENEISIIOTCS B COOTBETCTBYIOIIMX pa3Jieliax
Hacrosawmmx [Ipasui.

15. YIoIHOMOYEHHOE JIAIIO IO (hapMaKoHaA30py



45. JlepkaTenb pEerucTPallMOHHOTO YJIOCTOBEPEHHMS JTOJDKEH HAa3HAYUTh U UMETH B
MOCTOSIHHOM ~ PAacHoOpsKEHUM YIOJHOMOYEHHOE JMIO 1o (apMakoHaa3opy B
rocygapcTBax-wieHax, oOnagarpmiee TpeOyemoit kBamudukanumeid. [lepxkarenn
PErUCTPALIMOHHOTO yIOCTOBEPEHUSI coo0IIaeT (haMIINI0 U KOHTAKTHYIO MH(opManuio 06
YIOJIHOMOYEHHOM JIMIle 10 (apMakoOHaA30py B YIOJHOMOYEHHBIE OpPTaHBI
rocyaapcTB-wieHoB. [Ipu u3mMeHeHun 3Toi mMHMOpManUM AepKaTelb PEerucTPalioOHHOTO
YIOCTOBEPEHHS [IOJDKEH HE3aMeIJIUTENbHO, B TeueHue 30 KaJleHIapHBIX [IHEW,
UH()OPMUPOBATH 00 3TOM YIOJTHOMOYEHHBIE OPTaHbl TOCYIAPCTB-YICHOB.

46. O03aHHOCTH YIOJHOMOYEHHOIO JIMIA TI0 (hapMaKOHAI30PY JOHKHBI OMPEAETIATHCS
JOJKHOCTHOW MHCTPYKIMEH. Pacmosokenre yrnoJHOMOYEHHOTO JIMIIa 1Mo (hapMaKoHaI30py |
€ro B3aMMOJICHCTBHE C APYTMMH JIMIIAMHU JIOJDKHO OIPENENAThCS B OpraHU3allMOHHOU
CTPYKTypE Ha YPOBHE YINPABJIEHYECKOrO IEPCOHANA JIepKATeNsl PETHCTPALMOHHOIO
YAOCTOBEPEHHUS.

47. Nudopmannss 00 yNmOJHOMOYEHHOM JIMIE MO (papMaKOHAA30py AOJKHA OBITh
BKJIIOYEHA B MacTep-(daill cucteMbl (apMakoHaA30pa JepiKaTesis PErucTparuoHHOTO
YAOCTOBEPEHUSI.

48. B xaxnoil cucreMe (papMakoHaa30pa JOMYCKAETCS TOJIBKO OJHO YIOJIHOMOYEHHOE
U0 1o papMaKkoHaA30py. Y ciayraMu yroJHOMOYEHHOTO JIMIA MO0 (papMaKkoHaA30py BIpaBe
MOJIb30BaThCs 00Jiee OJAHOTO JepKaTelsl peruCTPallMOHHOTO YAOCTOBEPEHUS B OOIIMX WIIH
OTZIENIbHBIX CHCTEMax (apMaKOHAA30pa, WIM TAKOE JIMIO BIPaBE BBIMOIHATH (YHKIIUU
YIIOJHOMOYEHHOI'0 JHUa no ¢apMakoHag3opy Oojee 4YeM [JJsi OJHOM CHUCTEMBI
(dbapmakoHa30pa OJHOTO JEpKaTelsl PETUCTPAIMOHHOTO YAOCTOBEPEHUS MIPU YyCIIOBUU, YTO
YIOJIHOMOYEHHOE JIUIIO 10 (hapMaKOHA30PY B COCTOSIHUU BBIMIOJIHATH BCE CBOM O0SA3aHHOCTH

B [1omonHeHne K Ha3HAUYECHUIO YIOJIHOMOYEHHOIO Jula 1o (apMakoHAI30py
YIIOJJHOMOYEHHbIE OpraHbl BIpaBe TpeOOBaTh HAa3HAUYEHUS KOHTAKTHOTO JMLA IO
dbapMakoHaA30py, MOJOTYETHOTO YMOJHOMOYEHHOMY JIMIy MO (apMakoHaI30py.
[lomoTueTHOCTH, B JAHHOM CJIydyae OTHOCHTCA K 3aJlayaM U OOS3aHHOCTSIM IO
dbapmakoHaa30py U HEOOA3aTENBPHO O3HAYAET HEMOCPEACTBEHHOE moaunHeHne. KontaktHoe
JUILO BMOpaBe BBIMOJHATH (DYHKIMHM YMOJHOMOYEHHOTO JHula Mo (papMaKkoHAIA30py.
Opranuzanusi cuctemMsl (papMaKkoHaA30pa AepKaTelsl pErucTPallMOHHOTO YOCTOBEPEHUS Ha
TEPPUTOPUU TOCYAApCTBa-UJIeHa JOHKHA 00ecredrBaTh BBIMOJHEHHE TPeOOBAaHHI aKTOB
opranoB Coro3a M 3aKOHOAATENbCTBA TOCYIApCTB-4JIEHOB B cdepe (apmakoHaa30pa
3¢ (eKTUBHOE B3aUMOJIEUCTBUE C YIIOTHOMOYEHHBIM OpPraHOM M OTCYTCTBHUE MPEMNSTCTBUI B
cOope U pe/ICTaBICEHUU CBEICHUI O BBISIBIIEHHBIX HEXKEJIATEIbHBIX PEAKIUAX HA TEPPUTOPUU
rocyJapcTBa-uieHa.

49. lepkaTenb perucTpalliOHHOrO YIOCTOBEPEHHUS MPEIOCTABISIET YIIOJTHOMOYEHHOMY
JUIy 10 (apMaKOHaI30py AOCTATOYHBIE MOJHOMOYHUS MO YIPABICHUIO AEATEIbHOCTHIO 10
(dbapMakoHaI30py U CHUCTEMOM KadecTBa. Jlepikarellb perucTpalioHHOTO YIOCTOBEPEHUS
MPEAOCTABISET YIMOJIHOMOUYEHHOMY JIMIy IO (papMakoHaI30py IOCTyN K Mactep-(dailry



CUCTEMBI (papMaKOHAA30pa, a TaKKE€ COOTBETCTBYIOIME IOJTHOMOYHUS U OOecreuuBaeT
noyueHue uHhopmaiuu o JTH0bIX U3MEHEHUSX B MacTep-(daitie cucteMbl hapMakoHaaA30pa.
[TonHomouus, kacaromuecs cuctembl (apMakoHaa3zopa M Mactep-(aitna cucremsl
dbapMakoHaa30pa, JOJKHBI MO3BOJSATH YIMOJTHOMOYEHHOMY JHIy N0 (apMaKkoHAA30py
BHOCUTh M3MEHEHHs B CUCTEMY, IUJIaHBl YNPABICHUS PHUCKAMU, a TAaKKe B IMOJITOTOBKY
PEryJIMpyIOMMX ACHCTBUI B OTBET Ha BBISBICHHE DKCTPEHHOW MPOOJIEMBbI, CBSI3aHHOU C
0€30MacHOCTHIO.

50. JlepkaTenb perucTpalmOHHOTO YIOCTOBEPEHUSI 00ECIIeYMBACT HAJTUYHE BCEX CUCTEM
U TMPOLECCOB, MO3BOJISIOUIMX YHIOJHOMOYEHHOMY JIHMIYy MO (apMaKOHAA30py BBINOIHATH
BO3JIOKEHHbIE Ha Hero oOs3aHHocTH. C 3TOM IeNbl0 JAepKaTelb PErucTPallOHHOTO
YAOCTOBEPEHUS pa3padaThIBAET MEXaHU3MBI, IIPU MOMOIIH KOTOPBIX YIIOIHOMOYEHHOE JIUIIO
no apMakoHaA30py UMEET JOCTYI KO BCEM JaHHBIM, KOTOPbIE €My MOTYT OTpeOOBaThCs, U
MOJIy4aeT BCIO HEOOXO0IMMYI0 HH(OPMAIINIO, HAPUMED:

a) u"dopmanuio o0 SKCTPEHHBIX MpobieMax Mo 0e30MaCHOCTH, CBA3AHHBIX C
U3MEHEHUsIMU TIpoduiis 0e30MacHOCTU U JAPYyro MHGOpMalnMU B OTHOIIEHWU OLIEHKU
COOTHOILIEHHUS "TO0JIb3a — PUCK' JIEKAPCTBEHHBIX IIPENAPATOB, HA KOTOPBIE PACIIPOCTPAHSIETCS
cucrema (hapMaKoHa30pa;

0) nHopmaIuo 0 MPOAOIKAIOIINXCSI U 3aBEPIICHHBIX KIMHUYECKUX UCCIEAOBAHUIX U
MPOYMX MCCIEAOBAHUAX, O KOTOPBIX 3HAET JIePKaTeNb PETUCTPALMOHHOTO YIOCTOBEPEHUS U
KOTOpbIE MOTYT UMETh OTHOIIIEHHE K 0€30MACHOCTH JICKAPCTBEHHBIX MPENapaToB;

B) MH(POPMALIKIO, MOJYYCHHYIO U3 HHBIX HCTOYHHKOB, KPOME MCTOUYHUKOB JIE€pKaTes
PETUCTPAILIMOHHOTO YJOCTOBEPEHUS (HAIpUMEpP, U3 HUCTOYHUKOB, C KOTOPBIMHU JI€piKATEh
PErHCTPAlMOHHOTO YOCTOBEPEHUSI UMEET KOHTPAKTHBIE I0OTOBOPEHHOCTH);

r) uH(pOpMaILMIO O MPOLEaypax, UMEIOIINX 3HaYeHUe s papMaKkoHaaA30pa, KOTOPhIE
pa3pabaThIBaeT JAepKaTeilb PErUCTPALMOHHOIO YIOCTOBEPEHHS Ha KaXJIOM YPOBHE C LEJbIO
o0ecredeHus COrIacOBaHHOCTHU U COOIO/IEHUs TpeOOBaHMI B Mpeiesax opraHu3aim.

51. YnonHomoueHHoe JHIO0 N0 (apMaKoHAA30py MojydaeT HUHOOpPMAIUIO OT
PYKOBOJSIIEr0 NEpPCOHANa O Pe3ysbTaTax MOCTOSHHBIX O030pOB CUCTEMBI KadyecTBA H
NPUHATBIX MEPAX, TaHHBIE O COOTBETCTBUHU TPEOOBAHUSAM, TUIAHUPYEMBIX ayAUTaX CUCTEMBI
(dbapmakoHag3opa. YMOJIHOMOYEHHOE JUIO N0 (apMaKOHAA30py HMMEET MOJIHOMOYMS
UHUIIMUPOBATH AyIUT B CIIy4ae HEOOXOIMMOCTH.

52. PyxoBomsuuii mepcoHan NPEeNOCTaBIAET YHOIHOMOYEHHOMY JHIy IO
(dhapMakoHa/30py KOMHUIO IJIaHa KOPPEKTUPYIOUMUX U MPEIyHPEAUTEIbHBIX MEPOIPUITHMA
MOCJE KaXKJIOro ayJuTa, UMEIOIIEro 3Ha4eHUe Uil CUCTEeMbl (apMakoHaaA30pa, 4TOOBI
YIOJIHOMOYEHHOE JHULIO 10 (apMakoHaa30py MOrjo YyOeIUThCcs B MNPUHSATHH
COOTBETCTBYIOIIUX KOPPEKTUPYIOLIUX MEp.

53. Jlepxatelib pPErHCTPALlMOHHOTO YJAOCTOBEPEHHUsI 00eCreYynBaeT BO3MOXKHOCTh
MOJIyYeHUS! YIIOJHOMOYEHHBIM JIUIIOM 10 (apMaKoHaa30py uHGoOpMaIuu u3 0a3bl JaHHBIX
HEXXEJATEIbHbIX pEaKUuid, UMEIOIIEICS B €ro paclopsKeHHH, B JIF00OE€ BpeMsl B cllydae



HEOOXOJUMOCTH HE3aMEIJIUTEILHOTO OTBETa HAa DKCTPEHHBIN 3alpoC YMOJIHOMOYEHHOTO
opraHa. JlepkatenemM perucTpallMOHHOTO YIOCTOBEPEHHUsI JOJDKHBI OBITH IPOBEICHBI
COOTBETCTBYIOIIME OPraHU3AIMOHHBIC MEPOINPHUATHS, MO3BOJSIONINE YITOIHOMOYCHHOMY
Uity mo (hapMakoHaa30py UMETh JOCTYI K 0a3e JaHHBIX HEXENATCIbHBIX PEaKIUi, B TOM
quclie B Hepabouee BpeMsi.

54. Jlepkartelib perucTpallMOHHOTO YJOCTOBEpPEHUsI oOecrieuynBaeT HHHOPMUPOBAHUE
YIIOJITHOMOYEHHOTO JIUIA 10 (papMakoHaA30py OTHOCHUTEIHLHO HAMEPEHHH 1O BKIIFOUCHHIO B
UMEIOIIUICS TIepeUeHb JOTIOTHUTEIBHBIX JEKAPCTBEHHBIX MPENapaToB MyTeM MPUOOPETCHUS
Apyroil KoMmaHuWU JMOO OTACIBHBIX JICKAPCTBEHHBIX TMpPEMapaToB IPYroro JepiKaTels
PETUCTPAIIMOHHOTO YJOCTOBEPEHHUS. YTMOJTHOMOYEHHOE JHUI0 MO (apMaKoOHAA30Py
BBITIOJTHSICT OIICHKY BO3MOYKHOTO BJIMSTHUS BKJIIOUCHHUS HOBBIX JICKAPCTBEHHBIX IMPENapaToB
Ha JICUCTBYIONIYIO CHCTeMYy (hapMakoHaa30pa, oOecTieurBaeT HEOOXOAUMYIO aJarTaIliio
CUCTEMBbI (papMaKOHAaJ30pa, a TaKXKe ONpeaeNseT JaHHble O (papMakoHaI30pe, KOTOpbIE
JIOJIKHBI OBITH TIPEIOCTABICHBI MTPEKHUM JICPKATEIEM PErUCTPAIIMOHHOTO yIOCTOBEPCHHUS, U
CpPOKHU TmpenocTaBiieHus. [lepkaTenb perucTpalmoHHOTO YJIOCTOBEpEHHUs o0OecredrBaeT
WHPOPMUPOBAHUE YIIOJHOMOYEHHOTO Juma 1o ¢GapMaKOHAA30py OTHOCUTEIHHO
KOHTPAKTHBIX 00s3aTeJIbCTB CTOPOH B YAaCTH JICATEILHOCTH IO (hapMaKOHAI30py U 0OMEHY
JTAHHBIMHU O O€30ITaCHOCTH, a TaK)Ke HAJE/IsIET €ro MPaBOM BHECCHHSI M3MCHCHHS B JaHHOM
YaCTU KOHTPAKTHBIX 0053aTEIbCTB. YTMOJHOMOYEHHOE JHI0 10 (apMakoHAA30py
UHOPMUPYET JAeprKaTelsi PEerucTPalMoOHHOTO YAOCTOBEPEHHS B Cilyyae HEOO0XOIMMOCTHU
peanu3anuu JOTIOTHUTEIBHBIX YCIOBHHA C IENbI0 00SCTIeYeHHUsT HAJICKAIIETO BBITTOJTHCHUS
00s13aTenbCTB M0 (papMakoHAA30py B OTHOUIEHWU JAHHBIX JIEKAPCTBEHHBIX IPENapaTos,
BO3MOYXHOCTh BBITIOJTHEHHS JaHHBIX O00s3aTeNbCTB 1O (papMakoHAI30py TOJDKHA
MPUHUMATHCSI BO BHHUMAaHUE MPU TMPUHATHU PEUICHUS] M OINPENCIICHUU KOHTPAKTHBIX
0053aTeNbCTB CTOPOH.

55. Jlepkatenb perucTpaliioHHOTO YJIOCTOBEPEHUsI oOecrednBaeT HHGOPMUPOBAHUE
YIOJITHOMOYEHHOT'0 JIMIa 1o (apMaKOHAA30Py OTHOCHUTEIBHO HMEIOIIETOCS HaMepeHHUS
YCTaHOBJICHUS COTPYIHUYECTBA C APYTUM JEPKaTelIeM PETUCTPAIMOHHOTO YIO0CTOBEPEHUS,
opraHuzanueit 1Moo pU3NUECKUM JUIIOM, KOTOPOE CIIOCOOHO MPSIMO UM KOCBEHHO OKa3aTh
BIIMSIHUE Ha cHCTeMy (hapMakoHaa30pa, 10 3aKIIOUYCHUS KOHTPAKTHBIX JOTOBOPEHHOCTEH B
CPOK, TOCTaTOYHBIN JIJIs1 BBITIOIHEHHUSI YIIOJIHOMOUYEHHBIM JIMIIOM 110 (hapMaKOHA30py OIICHKU
BO3MOJKHOTO BJIMSHUS JAHHOTO COTPYJHHYECTBA Ha cUCTeMy (apmakoHaa3opa. Jlepkarenn
PETHCTPALIMOHHOTO yAOCTOBEPEHUS HAJIEISET YIOTHOMOUYECHHOE JIUI0 1O (hapMaKoHAI30py
MOJTHOMOYHSMH Ha BHECCHHE IMPEMJIOKCHHUH W HW3MEHEHHWH B YaCTH KOHTPAKTHBIX
00513aTeNIBCTB, UMEIOIINX OTHOIIIEHUE K cucTeMe (papMakoHaa3opa.

16. KBanuukanus ynmoIHOMOYEHHOTO JIHIA IO (hapMaKOHAA30py

56. YIOJIHOMOYEHHOE JTUII0 TI0 (hapMaKOHAA30PY JOJDKHO UMETh TEOPETHUCCKUE 3HAHMSI
U MPAKTUYECKUIM ONBIT B 00JIACTH OCYIIECTBJICHUS NEITEIHHOCTH MO (hapMaKOHAA30pY,



YPOBEHb TOATOTOBKH KOTOPBIX OINpEHENsieTcsl JepKaTeJeM PerucTpardoHHOTO
YAOCTOBEPEHUS B JTOHDKHOCTHON MHCTPYKIIMU YIIOJIHOMOYEHHOT'O JIUIIA 10 (papMaKoHaI30py.
YrnonHoMo4eHHOE WO MO0 (apMaKOHAA30py MOKHO HMETh HABBIKU YyIPaBICHUS
cucreMamMu (dapMaKoHaJ30pa, a TaK)Ke MPOBEJICHUS SKCIEPTHU3bI WM WMETh JIOCTYI K
MIPOBEACHUIO DKCTIIEPTH3HI B TAKUX 00JIACTAX KaK, MEIUIIMHA, (papMarieBTUYECKUE HAYKH, a
TaKKe SMMUEMHUOIIOTHS M OMOCTaTUCTHKA.

57. JlepxaTelib PETUCTPALMOHHOTO YJOCTOBEPEHHUS MPOBOJAUT OOyUYEHUE
YIOJIHOMOYEHHOTO JIMIa 1o (hapMaKkoHaI30py B 00JIaCTH CBOEH cUcTeMbl (hapMaKOHaI30pa
nepes TeM, Kak YMOJHOMOYEHHOE JHI0 Mo (apMakoHAA30py 3ailiMeT AOKHOCTHh
YIOJHOMOYEHHOTO Jinma. OO0ydeHre U ero pe3yiabTaThl JOJKHBI HaJJIeXKamuM o0pa3om
JTOKYMEHTHPOBATHCA.

17. ®yHKIMA YIIOJIHOMOYEHHOT'O 110 apMaKOHAA30DPY JIHIa

58. YnosHOMOUYEHHBIE JIUIIO TI0 (hapMaKOHAI30pPY ABISETCS (PU3NIESCKUM JTUIIOM.

59. YnonHoMo4eHHOE JULO MO (apMakOHAA30py AOJKHO MMETh KBAIHM(PUKALUIO B
COOTBETCTBUU C TyHKTaMu 56 m 57 Hacrosmux [IpaBunm u OBITH B TOCTOSTHHOM
paclopsHKeHUH AeprKaTellss PEeTUCTPAMOHHBIX YAOCTOBEpeHUH. JInIo, yImoIHOMOYEHHOE Ha
BBITIOTHEHUE (DYHKIIMN YIIOJTHOMOUYEHHOTO JIMIa TO (papMaKOHAA30py Ha TEPPUTOPHIX
roCyJapCTB-4JEHOB, MOJDKHO MPOXKHUBATh U pabOTaTh B OJHOM M3 TOCYJIapCTB-UJICHOB.
JlepkaTenaeM PpEerucTpaliOHHOTO YAOCTOBEPEHHUS AOHKHO OBITh 00ECIeueHO HalIuyue
PE3EpBHBIX MPOILEIYyp Ha CIy4ail BPEMEHHOTO OTCYTCTBHS YMOJTHOMOYEHHOTO JIUIA TIO
bapmMakoHaI30py C OMpeAeICHUEM JIUIA, BBITOIHAIOMIET0 00I3aHHOCTH YIIOJTHOMOYEHHOTO
aunia mo (apMakoHaI30py B €ro OTCyTCcTBHE. JlepkareleM perucTparioHHOIO
YAOCTOBEpEHUS JOJKHA OBITH 0OecredeHa BO3MOKHOCTD BBITIOITHEHUS JIUIIOM, 3aMEIIAI0IINM
YIOJIHOMOYEHHBIE JUI0 MO (papMakoHaa30py, o0s3aHHOCTEH 1o PpapmakoHaa30py. B sTom
clly4ae 3aMellaromiee JUI0 JOJDKHO OBITh JOCTYIHO MPU HCTIOJIb30BAaHUM KOHTAKTHBIX
JaHHBIX YIOJIHOMOYEHHOTO JIMIa Mo (apMaKoHa30py.

60. YorHOMOYEHHOE JIUIO 0 (papMaKkoHaA30py HECET OTBETCTBEHHOCTH 3a CO3/IaHUE U
(GyHKIIMOHUPOBAaHUWE CHUCTEMBbl (apMakoOHAJ30pa JepKaTels pPEerucTpamoOHHOTO
yIOCTOBEPEHUS U, CIEA0BATEIHHO, IMEET JOCTATOYHO TTOJTHOMOYHA JJIsSI OKa3aHUs BIUSHUS
Ha OCYUIECTBJICHHUE MAEATEIbHOCTH MO (papMakoHAA30py M CHCTEMY KauecTBa CHCTEMBI
dbapmakoHaa30pa, COMEHCTBUS, COOIIIOICHUS U TIOBHIIICHUS YPOBHS COOIOICHUS TPeOOBaHMIA
akToB opranoB Coro3a 1 3aKOHOJATeNbCTBA TOCYAAPCTB-WICHOB. Y IOJTHOMOUYEHHOE JIUIO IO
(bapmakoHaA30py JOJKHO 00J1aJaTh MOJHOMOYHUSIMU M OTBETCTBEHHOCTHIO B OTHOLIEHUU
MacTep-(aiiina cucteMbl (hapMaKoHaI30pa, ¢ TEM YTOOBI 0OeCTIeunBaTh U MOBHIIIATH YPOBEHb
coOmoieHus TpeOoBaHMi akToB opraHoB Coro3a 1 3aKOHOAATEIbCTBA IOCYJapPCTB-UJICHOB.

61. B oTHOIICHNH JIEKapCTBEHHBIX MPENapaToB, Ha KOTOPBIC PACTIPOCTPAHSETCS CUCTEMA
dbapmakoHaa30pa AepKaTeNs peruCTPAlMOHHBIX YA0CTOBEPEHUH, YITOJIHOMOUYEHHOE JIUIIO IO
(hapMakoHaa30py 0053aHO:



a) UMeTh 0030p npoduseit 6e30MacCHOCTH JEKAPCTBEHHBIX MPEMapaToB U BBISBISIEMbBIX
npo0seM, CBI3aHHbBIX C 0€30MaCHOCTHIO;

0) BmameTh B MOJHOM 0O0BeMe WH(opmanmed 00 yCIOBHSIX U O0S3aHHOCTSAX,
YCTaHOBJICHHBIX TIPH BbIJIau€ PETHCTPAIMOHHBIX YIAOCTOBEPEHUH, U IPYTUX 00s3aTEIbCTBAX,
MMEIOIINX OTHONICHHE K O€30MacHOCTH WM O€30MacCHOMY NMPUMEHEHUIO JICKAPCTBEHHBIX
penaparos;

B) BJIQJICTh B MIOJTHOM 00BbeMe HHPOPMAIHEH 0 MEpax MUHUMH3AITUN PUCKOB;

') IPUHUMATh Y4acTHE B OLIEHKE M YTBEPKIACHUU MPOTOKOIOB MOCTPETUCTPAIIMOHHBIX
HCCIIeIOBaHNI 0€30aCHOCTH;

1) BIIaJIETh MOJHOW WH(GOpPMANMEH O MOCTPETHCTPAIMOHHBIX HCCIEIOBAHUAX IO
0€30macHOCTH, TPOBEACHUE KOTOPHIX HA3HAYCHO YMOJHOMOYCHHBIM OPraHOM, BKIIIOYAs
PE3yNbTAaThl TAKUX MCCIIECIOBAHU;

€) BiajeTh MHGOpPMALUE O CONep)aHUM TUIAHOB yIpPaBJICHHUS PUCKAMU U HUMETh
J0CTaTOYHBIC TTOJTHOMOYHS JIJIS1 BHECEHUS N3MEHEHUH B TUTAHBI YIIPABIICHUS PUCKAMY,

) obecreynBarh BBINMOJHEHHWE QYHKIUMN TT0 papMaKoOHAI30py U MPEACTaBICHUE BCEX
JOKYMEHTOB, MMEIOIINX OTHOIICHUE K (papMakoHAI30py, COTJIACHO TPEeOOBAHHSIM aKTOB
opranoB Coro3a 1 3aKOHOJIaTeIhCTBA TOCYAAPCTB-YICHOB;

3) obecnieynBaTh HEOOXOAUMOE KaueCTBO (BKJIIOUYAsi TOUYHOCTh U MOJHOTY) JAHHBIX O
(dhapmakoHaI30pe, MPEACTABISIEMBIX B YIIOJTHOMOYEHHBIE OPTaHBI;

u) o0OecrnieunBaTh MPEACTABICHUE B MOJHOM OOBEME M CBOEBPEMEHHO OTBETOB Ha
3ampOChl YIIOJHOMOYCHHBIX OPTaHOB O MPEJCTABICHUH OMOJHUTEIHHON WH(OpMAIUH,
HEO0OXOIUMOM IS OIEHKH TOJIb3bI M PUCKA JIEKAPCTBEHHBIX MPENapaToB;

K) IPEJICTABISITh JI00YI0 HHPOPMAIIHIO, UMEIOIYI0 OTHOIIEHNE K OIICHKE COOTHOIICHHS "
0J1b3a — PUCK'', B YIIOJITHOMOYEHHbIE OPTaHblL;

J) OKa3bIBaTh MOMOIIL B TIOJTOTOBKE PETYISATOPHBIX MEp MPH BBISBICHUU MPOOJIEM,
CBSI3aHHBIX C 0€30MAaCHOCTHIO (HAIPUMEDP, U3MEHEHHS B PEKOMEHAIUAX 110 MEAUIIMTHCKOMY
MPUMCHEHHUIO, CPOYHBIC OTpPAaHWYCHHUS W JOBEICHHE HHGOPMAIMHU 0 IAIlMCHTOB H
METUITMHCKIX PAaOOTHUKOB);

M) (DYHKIIMOHMPOBATh B KQUE€CTBE €JUHOTO KOHTAKTHOTO JHIa Mo (hapMaKkoHAA30py IS
YIIOJITHOMOYEHHBIX OPTaHOB TOCYJapPCTB-UWICHOB, a TAK)KE B KQUeCTBE KOHTAKTHOTO JIMIIA JIJIS
MHCIIEKINI B 00nacTu (apMakoHaa30pa ¢ 00ecreuyeHneM KpyriiocyTOuHOTO (24-4acoBoro)
J0CTyIa YIMOJHOMOYEHHOTO OpraHa K YIOJHOMOYEHHOMY JHUIly 1O (apMaKOHaI30py.
YonHOMOYeHHOE JIUIIO O hapMaKOHAI30PY OCYIIECTBISET KOHTPOJIb (DYHKIIMOHUPOBAHUS
BCEX AaCMEKTOB CHCTEeMBI (papMakoHaa30pa, BKJIIOYAs €€ CHUCTEMYy KadecTBa (Hampumep,
CTaHJapTHBIC ONEPAIMOHHBIC MTPOIIEAYPHI, KOHTPAKTHBIC IOTOBOPEHHOCTH, OTIEpaIiK ¢ 0a30U
JAHHBIX, BBIMOJHEHUE TpeOOBaHUN CHUCTEMBbl KadyecTBa, COONIOJIeHHE TpeOOBaHUM K
PENOPTUPOBAHUIO B YACTH MOTHOTHI M CBOEBPEMEHHOCTH, MPECTABICHUIO MIEPUOTUICCKUX
OOHOBIIIEMBIX OTYETOB MO 0€30MacHOCTH, OTYETOB 00 ay/nuTax U OOy4YEeHUU MepcoHala B
obsactu (apmakoHaa3opa). YIOJTHOMOUYEHHOE JUIO 1O (apMakoOHAI30py JOJHKHO



pacrionarath wHGOpMaIMe O BalUJAlMOHHOM CTaTyce 0a3bl JaHHBIX HEXKeNaTeIbHBIX
peakiMii Ha JIeKapCTBEHHbIE MpernapaThbl (BKJIIOYas BCE BBISBICHHBIE B XOJE€ BaJIUJALUU
HEJI0YEThl U TMPEANPUHATHIC KOPPEKTUPYIOIMNUE ACUCTBHUA), a TaKkKe MHPOpMAIHE 0 Bcex
CYIIECTBEHHBIX MU3MEHEHHSIX, BHECCHHBIX B 0a3y JIaHHBIX (HArpuMep, U3MEHEHHUS, KOTOPbhIC
MOTYT OKa3aTh BIUSHUE HA JEATEIBHOCTD M0 (hapMaKOHAIA30pY ).

62. YoJHOMOYEHHOE JIMI0 Mo (apMakoHAI30py BIpaBe JEIETHPOBATH BBHITIOJHEHHE
cnenu(pUUEecKUX 3aJaHHil MOJ CBOMM HAOJIOJEHUEM JIMIAaM C COOTBETCTBYIOIIEH
kBajupukanuern u oOydeHweMm (HampuMep, OCYIIECTBICHHE ACATEIbHOCTH B KadyeCTBE
HKCIIEPTOB MO OE30MAaCHOCTH OINPEECICHHbBIX JIEKAPCTBEHHBIX MPEMAPATOB) MPU YCIOBHH, YTO
YIOJTHOMOYEHHOE JHULO 1Mo (apmakoHaa3opy OyIeT OCYLIECTBIATh KOHTPOJb
(YHKIIMOHUPOBAHUSI BCEH CHUCTEMbl M Mpoduiieid 0e30MacHOCTH BCEX JIEKapPCTBEHHBIX
npenapaTtoB. Takoe JeNerupoBaHUE BBIMOTHAEMBIX (DYHKIIUN MOKHO OBITH HAAJICKAITUM
00pa3oM JOKYMEHTHUPOBAHO.

18. Cnenudraeckue mpomeccsl CHCTEMEI KA9eCTBa Y JiepKaTeNe perucTpaHOHHBIX
YAOCTOBEpEHUH

63. [lepxkarenb perucTpallMOHHOTO YJIOCTOBEPEHUSI pa3padbaThiBaeT IOMOIHUTEIbHBIC
CHelUalbHbIE ITPOLIECCH CUCTEMBI Ka4eCTBa B LIEJIAX:

a) MpeACTaBICHUS AAHHBIX O HEXEJNaTeJIbHbIX peakUusX B 0a3bl JaHHBIX
rocyJapCTB-4JICHOB M €AMHYI0 HWH()OPMALMOHHYIO 0a3y [aHHBIX IO BBISIBICHHBIM
HEeXelaTeIbHbIM peakiusM (IeUCTBUSM) Ha JICKAPCTBEHHBIE CPEJCTBA, BKIIOYAIOIIYIO
coo0mieHus 0 He3(hPEKTUBHOCTHU JIEKAPCTBEHHBIX CPEACTB B CPOKH, YCTAHOBIICHHBIE aKTaMU
opranoB Coro3a ¥ 3aKOHOJIaTE€IbCTBOM T'OCYJapCTB-YICHOB;

0) MOHUTOPHHIA KUCIOIb3YEMOM TEPMUHOJIOTUH, BBIMOJIHIEMOr0 HaA CUCTEMaTHYECKON
100 perysipHON OCHOBE;

B) COXpaHEHHUs TOKYMEHTOB MacTep-(aiisia cucteMsl (hapMaKkoHa130pa A0 TeX Mop, MoKa
JeMCTByeT CUCTEMa, OMMCAaHHAas B MacTep-dailiie cuctemMbl papmMakoHaa30pa, U B TEUCHUE HE
MEHEE 5 JIET MOCJIe MPEKPALICHUS €€ JEHCTBHUS;

I') COXpaHEHHUs JaHHBIX O (papMaKkOHAA30pe U JOKYMEHTOB, UMEIOIINX OTHOLIEHUE K
3apEeruCTPUPOBAHHBIM JIEKAPCTBEHHBIM IpenapaTaM, B TeueHue He MeHee 10 ner mocrie
IIPEKPALLECHUS IEUCTBUS YIOCTOBEPEHUN O TOCYAAPCTBEHHONW PErUCTPaLUY;

1) oOHOBJIeHHUs] MHGOPMAIIUU O JICKAPCTBEHHBIX Mpernaparax COrjJacHO MOCIEIHUM
Hay4YHbIM 3HAHMUSAM (BKJIIOYas OLEHKY NMpo@uiisi 6€30MacHOCTH M COOTHOLIEHUE '"Moib3a —
puck"), a TakKe peKOMEHAAIUAM, Pa3MEIIEHHbIM Ha CalTaX YIOJIHOMOYEHHBIX OpPraHOB B
HH(pOPMAIMOHHO-TEJIEKOMMYHUKaIMoHHON ceTu "NHtepHet" (manee — cetb MuTepuer). C
ATOU LENBI0 JIEpKATEb PETHCTPALMOHHBIX YIOCTOBEPEHUN IMOCTOSIHHO MPOBEPSET CAUTHI
YIOJIHOMOYEHHBIX OPTaHOB I'OCYAApCTB-WICHOB HAa HAJTUYUE COOTBETCTBYIOIINX U3MEHEHUN B
orieHKe mpoduiia 0€30MacCHOCTH U COOTHOIIEHUS "MOJb3a — pUCK', BKIIIOYask U3MEHEHUS B
PEKOMEHAAIUAX IO MEAUIMHCKOMY MMPUMEHEHUIO U UHBIE MEPBI PETYJIATOPHOTO XapaKkTepa.



64. B TeueHue cpoka XpaHEHHUsS AOKYMEHTAIMHU JEp>KaTeIH PETHUCTPALlMOHHBIX
YAOCTOBEpPEHUI 00eCeYnBalOT BOCCTAHABIMBAEMOCTh JOKYMEHTOB.

65. JIoOKyMEeHTBI MOKHO XPaHUTh B AJIEKTPOHHOM (popMaTte mpH YCIOBUU HaIekKaIIEH
BAJIMJIAIIMHU SJICKTPOHHON CHUCTEMBI U CYIIIECTBOBAHUSI JOTOBOPEHHOCTEN IO 3aIIUTE CUCTEMBI,
NOCTYNly W PE3€pBHOMY KONMUPOBAHMIO JaHHBIX. B cilydae mepeBoja JOKYMEHTOB W3
OymaxHoro ¢opmMara B DJJIEKTPOHHBIM TpoIecC NEepeBOJia JOJDKEH TapaHTUPOBATh
COXpaHeHUue Bceil nHpopMaluu B OpUTHHAIBHOM (opmaTte U oOecreyeHHe COXpaHEHHS
YUTAEMOCTH Ha MPOTSIKEHUU BCEr0 BPEMEHHM XPAHEHUS CPEACTBAMH, UCIOJIb3yEMbIMU IS
XpaHEHMUS.

66. B ciyuae noryoieHus Jpyroi opranu3aiueii OusHeca aepxKaTesi perucTpaiuoHHOTO
YIOCTOBEPEHUS BCE IOKYMEHTHI IOJKHBI ObITh TIEpeaHbl M COXpPaHEHHI B TIOJTHOM 00BbEME.

19. TpeGoBaHms K CHCTEME Ka9eCTBa IPH ACIETAPOBAHAHA JEPIKATEIIEM PETHCTPALIMOHHOTO
YZIOCTOBEpEHHUA BRIIOMHAEMBIX 3a/1ad 10 apMaKOHA30PY

67. Jlep:kaTtenp perucTpalmOHHOTO YAOCTOBEPEHUS BIIPABE JEIECTUPOBATH BCE WIIM 4acTh
CBOMX 3ajauy 1o (apmakoHaazopy (Bkiouas (GYHKIUMHA YINOJTHOMOYEHHOTO JHIA IO
(apMakoHa30py) ApPYroMd OpraHu3aldd WU JIULY (€CAM K TaKOMy JIMIY MOTYT OBITh
NpUMEHEHBl Takue ke TpeOoBaHUs, Kak K opraHuzauuu). [Ipm 3ToM OTBETCTBEHHOCTH 3a
BBINIOJIHEHUE 3aJlad U 00s3aHHOCTEeW Mo ¢apMakoHaA30py, OOECleYeHUe KadecTBa U
LEJIOCTHOCTh CHCTEMBI (papMaKoHaJA30pa HECET Jep)KaTelb PErucCTPALMOHHOIO
YAOCTOBEPEHHUS.

68. B cinyuae nenmerupoBaHHs ONpPEAENEHHBIX 3a4ay N0 (apMakOHAA30py APYroi
OpraHU3alluU JIEP/KATENb PETUCTPALMOHHOIO YAOCTOBEPEHUS] HECET OTBETCTBEHHOCTH 3a
npuMeHeHrne 3(PPEeKTUBHON CUCTEMbI KaUECTBAa UCIIOIHEHUS JAHHBIX 3a7ady. TpebdoBaHuUs K
cucreMme (hapmMakoHa130pa, ONpeaeseMble HalIeKalleil MpakTUKoi papMakoHaa30pa, TaKKe
IIPUMEHSIOTCS K 9TOWU OpraHu3aLyH.

69. Ilpu nenerupoBaHuM 3ajad APyrod OPraHU3aLMM AEPKATEIb PErUCTPALUOHHOTO
yAOCTOBEpEHUs O0OeclneYnBaeT MoApOOHOE, YETKOE M TMOCTOSIHHO OOHOBIIsEMOE
JOKyMEHTaJIbHOE O(OpMIICHHE KOHTPAKTHBIX TOTOBOPEHHOCTEW MEXIYy HHM H JPYyroi
OpraHHM3allUedl C ONHMCAHUEM JOTFOBOPEHHOCTEN O [IEJIETMPOBAaHHBIX 3ajadax u
OTBETCTBEHHOCTH Ka)KJIOM M3 CTOpOH. OmNucaHue AEIETMPOBAHHBIX 3a/1ad JOJDKHO OBITh
BKJIIOYEHO B MacTep-ailn cuctemsl (apmakoHanzopa (C yKa3aHHEM KOHTPAKTHBIX
OpraHM3alMii B NPUIOKEHUH K MacTep-¢ainy). Jpyras opraHusanus MHOJABEpraeTcs
MHCIIEKTUPOBAHUIO HAa COOTBETCTBUE BBIMOJIHAEMON NEATENBHOCTH MO (hapMaKOHAI30py
corjacHo TpeboBaHMSIM HacTOAIMX [[paBuil Mo yCMOTpEHHUIO yIIOJTHOMOYEHHOTO OpraHa.

70. KoHTpaKTHBIE JOTOBOPEHHOCTH O JISJASTUPOBAHUH 3a7a4 B 00acTH (hapMaKoHaI30pa
JOJDKHBI OOecreunBaTh BBINOJIHEHUE CTOpOHAMM TpeOoBaHU akTOB opraHoB Coro3a u
3aKOHOJIaTEJIbCTBA TOCYIapCTB-WICHOB B cdepe papmakoHaazopa. Co CTOPOHBI JiepKaTes
PErUCTPAIMOHHOTO YJIOCTOBEPEHUS JOJDKHO OBITh OOECIEeUeHO BKIIOUYEHHE B JOTOBOP



MOAPOOHOTO OMKCAHUS IETErUPyEMBbIX 3aa4, crioco0a B3auMOCHCTBUSA U OOMEHa JaHHBIMH,
BPEMEHHBIX 00s3aTEIBCTB, UCMIOJIB3YEMON TEPMUHOJOTHH, MOJAJEpKaHUs 0a3 JaHHBIX,
MOHUTOPUHTA BBITIOJTHAEMON JESATEIbHOCTH W WHBIX AaCTIEKTOB, HEOOXOJAUMBIX IS
HAJIJIC)KAIIET0 BBIMOJHEHUS JEJICTUPYyEeMbIX 3a1ad. B 1ensix KOHTPOJIS BBIMOJTHEHUS
KOHTPAKTHBIX JIOTOBOPEHHOCTEHN JeprKaTelieM PEerucTPallMOHHOTO YJOCTOBEPEHHUS CIEIyeT
BBITIOJIHATH PETYJISIPHBIE ayIUThl OPTaHU3alUNi, KOTOPHIM OBbUIM JEJIETUPOBAHBI 3a/layu IO
(dhapmakoHaa30py.

20. O6mme 06s3aHHOCTH IO (hapMaKOHAI30py B paMKax akToOB opraHoB Coro3a

71. YOJTHOMOYEHHBIE OpraHbl HECYT OTBETCTBEHHOCTH 3a BBIMOJHEHHUE 3aj]lad IO
(dbapMakoHaA30py, BO3JAaraeMbIX Ha HHUX akTamMu opraHoB Coro3a M 3aKOHOJATEIbCTBOM
rocynapcrBa-wieHa. C 3TOM 1enbl0 KaXAblil YIMOJIHOMOYEHHBI OpraH oOecrneyuBaeT
(GYHKITMOHUPOBAHUE CHCTEMBI (hapMaKOHAA30pa, CO3JAET W TPUMEHSIET HaJICKAIIYIO
3 (HEKTUBHYIO CUCTEMY Ka4ECTBA OCYLIECTBISEMON IeATETbHOCTH 1O (hapMaKOHAI30DYy.

72. I'ocynapcTBa-4jieHbl COTPYJHUYAIOT B LEIAX MOCTOSIHHOTO COBEPIIEHCTBOBAHUS
cucteM (papMakOHaJ30pa U JOCTHXKEHHS BBICOKMX CTAHAAPTOB 3alIUTHI OOIECTBEHHOTO
310pOBbS (340POBbsI HACEJEHUs), BKIIIOYAsl MCIOIb30BAHNE OOBEIMHEHHBIX PECYPCOB IS
ONTUMU3AIMHU UCIIOJIb30BaHUs UMEIOLINUXCS pecypcoB B pamkax Coro3a.

73. T'ocynapcTBa-4ja€Hbl ONPENCISIOT KOHTAKTHBIE TOYKH C LEJIbIO YIPOIICHUS
B3aMMOJICMCTBUSL  YINOJIHOMOYEHHBIX OPraHOB, JepXkKaTeled PEerucTpalmoOHHBIX
yIOCTOBEPEHUM U JIUII, MPEICTABIAIOMUX MHPOpMALIHIO 0 (papMaKkoHaI30pe.

21. OyHKIMY YIIOJIHOMOYEHHEIX OPraHOB

74. Kaxnoe rocyaapcTBO-4WI€H AOJDKHO Ha3HAYWUTh YIOJHOMOYEHHBIM Opras,
OTBETCTBEHHBIN 3a OCYIIECTBICHHE (PapMaKOHA130pa.

75. Kaxxaplii yroJHOMOYEHHBIA OpraH JIOKEH BHEAPUTHh M o0ecreuuTh 3 PeKTUBHOE
(YyHKIIMOHUPOBAHUE CUCTEMBI (DAPMAKOHA130pa MPHU BHIITOJIHEHUH CBOMX 3a]a4 U yYaCTUH B
AeATeNbHOCTH 1O (apMmakoHan3opy B pamkax Corwosza. B  naHHOM KOHTEKCTe
YIOJIHOMOYEHHBI OpraH HECET OTBETCTBEHHOCTb 3a KOHTPOJIb O€30MacHOCTH KaxKJI0TO
3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOTO IIpernapara BHE 3aBUCUMOCTH OT IPOLEAYpPHI
pErucTpanuu JEKApCTBEHHOTO Mpernapara.

76. 3agaun u 005S3aHHOCTH YIOJTHOMOYEHHBIX OPraHoOB M0 (hapMaKOHAI30py BKIIOYAIOT B
ce0st COTPYAHUYECTBO MPU OOHAPYKEHUH CUTHAJIOB U MMPUMEHEHHWE MEp MUHUMH3AIIMU PUCKA
IIPU MPUHATUU COOTBETCTBYIOIMX pelIeHU. B ciryyae HE0OX0AUMOCTH MPUHATHS CPOUHBIX
Mep i oOecleueHUsl 3aluuThl OOLIECTBEHHOIO 310pOBbS (310pOBbSl HACENEHHUs) B
OTHOLIEHUM JIEKAPCTBEHHOIO INIpernapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBHHM C



IIPOLEYPON B3aMMHOTO IPU3HAHUSA, YIIOJHOMOYEHHBIM OpraH rocyAapcTBa IPU3HAHUSA
MPUHUMAET HEOOXOIMMbIE MEPBI, BKIIIOUAsl OT3bIB C PbIHKA MM OCTAHOBKY MPUMEHEHUS Ha
TEPPUTOPHUU CBOETO IOCYIapCTBA.

77. YOJIHOMOYEHHBIE OpPraHbl HECYT OTBETCTBEHHOCTbH 3@ KOHTPOJIb BBIIIOJIHEHMS
JepKaTeIsIMU PETUCTPAIIMOHHBIX YJOCTOBEPEHUN 00s3aTeIbCTB MO (papMaKOHAA30py B
OTHOIIIEHUHU JIEKAPCTBEHHBIX IpENapaToB Ha TEPPUTOPUU CBOErO TOCYIAPCTBA, BKIIIOYAs
BBIIIOJIHEHHE MHCIEKUMI cucteM (apMakoHaa30pa JepKaTeleil perucTpauuoOHHbBIX
YAOCTOBEPEHUH, BHE 3aBUCUMOCTH OT IPOLIEAYPbI PETMCTPALINN JIEKAPCTBEHHBIX MPENapaToB
Ha TEPPUTOPHUSIX FOCYNAPCTB-WICHOB. Y IOJHOMOYEHHBIN OpraH OJHOTO rocyAapCcTBa-4ieHa
oOecreynBaeT MpeACTABICHUE AAHHBIX O (hapMaKOHAA30pe B YNOJHOMOYEHHBIE OpraHbl
OPYTUX TOCYAAPCTB-YWIECHOB B COOTBETCTBUM C aKTaMH opraHoB Coro3a M 3aKOHOJATEIbCTBOM
roCy1apCTB-YJICHOB.

22. IInarupoBaHWEe TOTOBHOCTH K ()apMaKOHAA30py IPH BOSHAKHOBCHUM SKCTPEHHBIX CHTYaIUi B
ctepe 00mEeCTBEHHOr0 3APaBOOXPAHCHHUS

78. CucteMbl (hapMakoHaa30pa JepkKaTeIeH PErucTpPalMOHHBIX YIOCTOBEPEHUM H
YIIOJTHOMOUYEHHBIX OPTaHOB JIOJKHBI OBITh aIalITUPOBAHBI K SKCTPEHHBIM CUTYyaIUsaIM B cepe
OOIIECTBEHHOTO 3/IPaBOOXPAHEHUS, BKIIIOUYasl pa3pabOTKy IJIaHa TOTOBHOCTH K AKCTPEHHBIM
CUTYaLUSIM.

79. DkcTpeHHas cuTyanus B cdepe OOIMIEeCTBEHHOTO 3APaBOOXPAaHEHUS MPEICTaBIsET
co0oit yrpo3y oOLIECTBEHHOMY 3/I0pPOBbIO (3I0pOBbIO HAceIeHUs ), Mpu3HaHHY0 BecemupHoi
opraHu3aluyen 3ApaBooXpaHeHust TUOO YIOJIHOMOYEHHBIMU OpraHaMH.

80. TpeboBanus k cucreme GhapMaKOHAA30pa B CIydyae BOZHUKHOBEHHS YKCTPEHHBIX
CUTyaluil B cdepe 001IECTBEHHOTO 3/[paBOOXPAHEHHUS B KAXKIOM U3 CIIy4aeB ONPEAEIIIIOTCS
YIIOJTHOMOYEHHBIMUA OpraHaMy U JOBOJSTCS JO CBEACHUS JepikaTelled perucTpalliOHHBIX
YIOCTOBEPEHUM M OOIIECTBEHHOCTH. Y IOJTHOMOUYEHHBIE OpraHbl MyOJIUKYIOT YBEIOMIICHUS
00 PKCTPEHHBIX CUTYAIUSIX Ha CBOMX O(PHUIIMAIBHBIX caiiTax B ceTu MHTepHeT.

1. Macrep-aiin cucreMsl papMakoHag30pa
1. Crpykrypa MacTep-daiina cucteMsl papMakoHAA30pa

81. Macrep-daiin cucremsl hapMakoHaA30pa MpeAHA3HAYCH /I ONMUCAHUS CUCTEMBI
(hapmMakoHaI30pa U JOKYMEHTAIBHOTO MMOATBEPKICHUS €€ COOTBETCTBUS TPEOOBAHUSIM aKTOB
opranoB Coro03a W 3aKOHOJATEIbCTBA TOCYIApCTB-WICHOB. Mactep-(daitn cucTeMbl
dhapmakoHa30pa MO3BOJISIET HaJIEkKAIUM OOpa30M OCYIIECTBUTh IUIAHUPOBAHUE W
MPOBEICHUE ayJAUTOB CHUCTEMBI (apMakoHaa30pa JAepiKaTeIeM pPErucTPaAlMOHHOTO
YAOCTOBEPEHHUS, a TaK’Ke MHCIICKTHPOBAHWN YITOJTHOMOUYEHHBIMU OpraHamMu. Mactep-daiin



cucteMbl apMakoHa30pa BKIIOYAET B ceOsi 0030p cuctembl (papMakoHaA30pa JIeprKaTels
PETUCTPAIMOHHOTO YJIOCTOBEPEHHS, YTO TO3BOJSAET CHAENaTh €€ OOIIYyI0 OIICHKY
YIOJIHOMOYEHHBIMU OpraHaMU Ha PETUCTPAIIMOHHOM U TIOCTPETUCTPAIIMOHHOM JTarax.

82. CocraBneHnue macrtep-(aiiia cucteMmbl (GapMaKOHAA30pa W aAKTyaTU3aIHs
uHpOpMAIUK, COAEpPXKAIICHCS B HEM, TO3BOJISIIOT JEPXKATENI0 PErUCTPAITMOHHOTO
YIOCTOBEPEHUS U YIIOJTHOMOYEHHOMY JIMILY IO (hapMaKOHaA30py:

a) yoemuThCsl B TOM, UYTO cMCTeMa (papMaKOHaI30pa BHEIpPEHa COTIACHO TPeOOBaHUAM
akToB opraHoB Coro3a 1 3aKOHO/IATEIHCTBA TOCYAapCTB-UJICHOB;
0) MOATBEPAUTH COOTBETCTBUE CUCTEMBI ACHCTBYIOIIUM TPEOOBAHUSM;
B) TOJIyYUTh MH(POPMAIUIO O HEJOCTAaTKaX CHUCTEMBbI WU BBIIBUTH HECOOIIOJICHUE
TpeOOBaHMIA;
T') MOJTYYUTh UH(OPMAIHIO O pUCKaX WX HeI()PEKTUBHOCTH BHITIOJIHCHUS OTPEICICHHBIX
HaIPaBJICHUH IEATeTLHOCTH 1O (hapMaKOHAI30DYy.

83. Hcnonw3oBanue mactep-daitna cucteMsl (papMakoHag30pa CHOCOOCTBYET
ONTUMM3AIIMH TIPOIIECcCa HAJIJIEKAIIETO YITPaBICHUSI CUCTEMOM, a TAK)Ke COBEPIIICHCTBOBAHUIO
cucTeMbl (apmakoHaa3opa. TpeboBaHUS K MPEACTABICHUIO KPAaTKOTO OMHMCAHUS CUCTEMBI
dbapmakoHam3opa JepKaTeNss pPETHCTPAIMOHHOTO YJIOCTOBEPEHHS, MPEICTaBICHUIO
Mactep-daiiyia cucteMbl (hapMakoOHaA30pa, a TaKKe XPOHOJOTUs (MOCJIeI0BATEIbHOCTH)
BHECCHHS HW3MCHCHHM o00JIer4aloT IIaHupoBaHHe W A(PGdEKTHUBHOE NPOBEIACHHE
YIOJIHOMOYEHHBIMU OpraHaMu TOCYyAapCTB-WICHOB HHCHEKIMA Ha OCHOBaHWU METOJa
OIICHKH PHCKOB.

2. Peructpanus 1 nmoaaepkaHue B aKTyaJJbHOM COCTOSHMH MacTep-(daiina cucTeMsl
(dapmakoHaB3Opa

KpaTkas XapakTepUCTHKa CHCTEMBI (hapMaKOHA/30pa AepiKaTelIsd PErACTPAAOHHOTO
YZIOCTOBEPESHUA.

84. B coorBercTBUM ¢ TpeOoBaHusAMHU [IpaBuin perucrpanuu U 3KCHEPTU3bI KpaTKas
XapaKTEPUCTUKA CUCTEMBI (DapMaKoHa130pa JAepKaTeNsl PEruCTPAIIMOHHOTO yI0CTOBEPEHUS
npeacrasisieTca B paszaene 1.10 momynss 1 perucTpanimOHHOTO JOCHE JIEKAPCTBEHHOTO
mpernapara B ClIy4yae, €CIM IpU NPEALIECTBYIOIIEH IOJade PErucTpalMOHHOTO JOChE
JepKaTelieM PEruCTPAallMOHHOTO YAOCTOBEPEHMsI ObUI MPEACTaBIEH B YIMOJIHOMOYEHHBIN
opran mactep-¢ailn cucteMbl (papmMakoHaa30pa JAEpiKATeNs] PErUCTPAlMOHHOIO
yaoctoBepenus. Kparkas xapakrepucTuka CUCTEMbI papMakoHaA30pa JOJKHA BKIKOYATh B
ce0s1 CeAYIONIUE AIEMEHTHI:

a) MUCbMEHHOE MOATBEPKICHUE JIepKaTelIeM PETUCTPAIIMOHHOIO YIOCTOBEpeHUs (hakTa
HaJIM4YMsl YIIOJITHOMOYEHHOIO JIUIA 10 (papMaKoHA130pYy;

0) HaMMEHOBAaHHUE TOCYAApCTBa, B KOTOPOM IPOKUBAET U BBHITIOJHIET CBOU (DYHKIIUU

YIOJHOMOYEHHOE JIULIO N0 (papMaKoOHAI30pY;



B) KOHTAaKTHbIE JAaHHBIC YMOJTHOMOYECHHOI'O JIMI[a U KOHTAKTHOTO JIMIIA IO
(bapmakoHaazopy (Ipu HATMYKK);

r) 3adBJeHUE (AeKiapainus), MNOJMNHCAHHOE JAEPKATEIEM PEruCTPAllHOHHOTO
yIIOCTOBEPEHHUS, O TOM, YTO OH 00S3yEeTCsI BBIOJHATD 3314l M 00S3aHHOCTH, OTIPE/Ie/IsieMbIe
HacrosmumH [IpaBunamu;

J1) MECTOHAXOXKJICHHE (aJIpec XpaHeHus) MacTep-(daiisia cucTemMsl papMaKkoHa130pa.

TpeboBaHma K MECTOHAXOXKIAECHMIO MacTep-(aiina cucreMsl papMaKoHaI30pa

85. Macrep-daitn cuctembl (papmMakoHan30pa JOJIKEH XPAHUTHCS HAa TEPPUTOPUHU
rocygapcrBa-ujeHa Ju00 1Mo MecTy (aKTUYECKOrO0 BBIMOJHEHHS JIepiKaTeaeM
PETUCTPALIMOHHOTO yIOCTOBEPEHUSI OCHOBHOMN JIEATEIBHOCTHU MO (papMaKoHAA30py, U000 Mo
aZipecy OCHOBHOI'O MECTa OCYLIECTBJIEHUS CBOEH IESITEIbHOCTH YIIOTHOMOYEHHBIM JIUIIOM 110
dbapmakoHaa30py, HE3aBUCHUMO OT (popmara gaHHOTO Macrtep-(aiina (B OyMakKHOM WU
AIEKTPOHHOM BHJI€). YTIOJTHOMOYEHHBIH OpraH rocyJapcTBa-ujieHa JJOJDKEH ObITh
NPOMH(POPMHUPOBAH O MECTE XpaHEHUs1 MacTep-(ailyia cucteMbl (papMakoOHAA30pa, a TAKKe
JOJDKEH OBITh He3aMeIUTENbHO, He mo3aHee 30 KaleHIapHbIX IHEH, HHGOPMHUPOBAH O
moObIX M3MEHEHUAX MecTa ero xpaHeHus. TpeOyemas uHpopmauus O PacloiIOKEHUU
Mactep-daiiia BKIIOYaeT B ce0s MECTO HAXOXKIEHUs (aJpec) AepKaTessl PErucTpaliuoOHHOTO
YAOCTOBEPEHUS] WJIM TPEThEW CTOPOHBI COTJIACHO COIVIAIICHHIO. JTO MECTO HAXOXKACHUS (
azpec) MOXKET OTIMYAThbCS OT MECTa HaXOXJCHHS (agpeca) 3asBUTENS WU JepikKaTels
PErUCTPAILIMOHHOTO YJAOCTOBEPEHHUSI, HAIpUMEpP, B Cllydyae yKa3aHUsi MecTa HaxXOXJeHHUs (
aapeca) apyroro oduca naepkareis PErucTPallMOHHOTO YJAOCTOBEPEHHUS WIM B Clydae
BBITIOJIHEHUS OCHOBHOM JI€SITEIbHOCTH TPEThEM CTOPOHOM cOryiacHo coriaimienuto. [lpu
ONpENEeICHUM OCHOBHOIO Me€CTa OCYIIECTBIEHHUS AEATEIbHOCTH MO (papMakoHaI30py
JepKaTeslb PErUCTPALMOHHOIO YAOCTOBEPEHUS TOJKEH ONPEIETUTh MECTOHAX0XKICHUE NS
cucTeMbl (hapMaKoHaA30pa B ILEJIOM, YTOObI OOeCneunTh (PYHKUHOHUPOBAHHE CHCTEMBI
dbapmakonaazopa. JlepxkaTeiap pErucTpPalMOHHBIX YAOCTOBEPEHUH JOJKEH HMETh
COOTBETCTBYIOIIIEE 0OOCHOBAHUE ISl IPUHATHS PELICHUS O pACIIONIOKEHUU MacTep-(Paitna. B
CUTyallUH, KOIJIa OCHOBHAsl JEATEIbHOCTh OCYIIECTBIAETCS B TPETbUX CTpaHAX WIH
HEBO3MOYKHO OIPEJEIUTh OCHOBHOE MECTOHAXOXKECHUE, IO YMOJIYAHUIO MECTOM XpaHEHHUs
Macrtep-Qaiiia sSBISEeTCS MECTO OCYILIECTBIEHUS IEATEIbHOCTH YIOJHOMOUYEHHOIO JULA 1O
(bapmakoHaa30py.

Ilepenaua o6s3aHHOCTEH IO BEACHHUIO MacTep-daiina cucteMsl papMakoHAA30pa

86. Ilepenauy o0si3aHHOCTEN MO BEeIEHHIO MacTep-(aitna cucteMsl hapMakoHaA30pa
HE0O0X0IUMO O(QOPMIIATh JOKYMEHTAJIBHO M KOHTPOJUPOBATH C IEIBIO TMOATBEPIKICHUS
BBITIOJTHEHUS JIEPKATEIEM PETHUCTPAIMOHHOTO YJIOCTOBEPEHHS CBOMX OOS3aHHOCTEH.
YTOJIHOMOYEHHOE JHUI0 MO (apMaKOHAI30py MOJDKHO OBITh MPOMH(POPMHUPOBAHO 00



M3MEHEHUAX, BHOCHUMBIX B MacTep-(aiia cucrtembl (apmakoHag30opa, B TOM YHUCIE
HE3aMeJUTUTEIHHO O CISAYIONINX U3MEHEHUSX

a) U3MEHEHU s, BHOCUMBIE B MacTep-(aiis cucteMsl hapMaKkoHaI30pa, I U3MEHEHHE €T0
MECTOHAXO0XICHHS, CBEJICHUS O KOTOPBIX JIOJDKHBI COOOMIATHCS B YIIOJITHOMOYCHHBIC OPTaHbI
roCyJapCTB-4JICHOB;

0) nmoOaByiieHre WHGOPMAIIUU O KOPPEKTHPYIOIMUX W (WJIM) MPEAyNpeauTeIbHBIX
MEpONPHUATUAX B MacTep-(aitn cuctemsl dapMakoHam30pa (Hampumep, Mo pe3ysbTaTam
MPOBECHUS AyJUTOB U WHCIIEKINH). YTIOJHOMOYEHHOE JUII0 TT0 (papMaKOHAA30py JTOTKHO
UMETh JIOCTYIl K WHPOpPMAIUA 00 OTKJIOHCHHUSX OT MPOIECCOB, BBISBICHHBIX B CHCTEME
YIIPABJICHHS KAYECTBOM CHCTEMBI (DapMaKOHAa130pa;

B) U3MCHEHUS, BHOCHMBIC B COJACPIKAIIyIOCS B MacTep-(daitie nHpopManmio, KOTOphIe
YAOBIIETBOPSIOT KPUTEPHUSAM HAJJICIKAIIET0 KOHTPOJISI CUCTeMBbI (hapMakoHaa3opa (B paMKax
BO3MOXHOCTEH CUCTEMBI, PYHKIIMOHUPOBAHUS U COOJIIOICHHS TpeOOBaHMi);

I') U3MEHEHHS yCTAaHOBJICHHOW JOTOBOPEHHOCTH O TMPEICTABICHWHU MacTep-(aiiia
CUCTEMBI (papMaKOHa/I30pa B YIOJIHOMOUYEHHBIE OPTaHbl;

1) Tepeaada BBIMOJHEHUS 3HAUUMON PyHKIIMU 10 (papMaKoHAA30py TPETheu cTopoHe (
HaIrpuMep, pa3padoTKy JOKyMEHTOB O (hapMaKOHaI30pe);

€) BKJIFOYCHHE JIEKapCTBEHHBIX MPEMapaToB B CUCTEMY (hapMaKoOHAA30pa, 32 KOTOPYIO
OTBEYAET YMOIHOMOUYEHHOE JIUIIO TI0 (papMaKoHA30DY;

’K) U3BMEHEHHS B OTHOIICHUH BKIIIOUEHHBIX B CUCTEMY (papMakoHaA30pa JIEKapCTBEHHBIX
MpenapaToB, KOTOPbIE MOTYT MOTPEOOBATh YBEIMUYCHHUS BBITTOTHIEMOTO 00BheMa paboT 1Mo
dbapMmakoHaa30py (HampuMmep, paclIMpeHue MOKa3aHWM, BBIMOJHEHUE WCCIETOBAHUM,
BKJTFOUCHHE JTIOTIOJHATEIBHBIX CTPAH).

87. YoIHOMOYEHHOE JUI0 10 (apMaKoHAA30PY JOHKHO TMOATBEPIUTh B MUChbMEHHON
dhopme nosryueHue 00s13aHHOCTEN 0 BEJIEHUIO MacTep-daiisia cucteMsl (papmMakoHaa30pa.

3. Ommcanne cucTeMsl apMaKOHAI30pa

88. B macrep-daiine cucrtemsl apmakoHaa3opa J0JDKHA OBITH OMMCaHa CHUCTEMa
dbapMakoHag30pa OJHOrO WM OoJiee JIEKAPCTBEHHBIX IIPEmapaTroB Jiep KaTelis
PErUCTPAIIMOHHBIX yJocTOBepeHuil. K pa3HbIM KaTeropusiM JEKapCTBEHHBIX MpEnapaToB
Jep>KaTelb PErucTPAIMOHHOTO YJIOCTOBEPEHHS BIPaBe NPUMEHSATH Pa3HbIE CHUCTEMBI
dbapmakonangzopa. Kaxnas Ttakas cucrtema JJ0JDKHA OBITh ONKMCaHa B OTIEIbHOM
Mactep-daiine cucteMbl papmakoHaazopa. DT MacTep-paiasl cucTemMbl hapMakoHaI30pa
COBMECTHO [IOJKHBI OXBAThIBAaTh BCE JIEKAPCTBEHHBIE TMpemnaparbl JeprKaTens
PETUCTPALIMOHHOTO YAOCTOBEPEHUS, Ha KOTOPHIE BBIJAHO yIOCTOBEPEHUE O TOCYIaPCTBEHHON
perucTpanuu.

89. B ciyuae ecnu y aepkatelisi perucTpaldOHHOTO YJIOCTOBEpeHUsT (DYHKIIMOHUPYET
Obomee uwem 1 cucrema ¢dapmakoHam3opa, HampuMep, CHEMUPUIESCKUE CUCTEMBI
(dbapMakoHag30pa [Jis OMNPENEICHHBIX BHUIOB JIEKAPCTBEHHBIX MpenapaToB (BaKIMHbI,



CaHUTAPHO-TUTHEHUYECKasl MPOIYKIMS U T. J.) UJIU cucTeMa (hapMaKOHa30pa OXBAaTHIBAET
JeKapCTBEHHbIE MpemnapaThl Oosiee 1 aep:kaTenss pPEerucTpallMOHHOTO YJIOCTOBEPEHUS,
COCTAaBJISIETCS OTJICIBHBIN MacTep-(haiisl cucTeMbl hapMaKkoHaI30Pa, OMUCHIBAIOIINN KaXKTYIO
CUCTEMY.

90. Jlep>kaTesnieM pPErucTpalMOHHOTO YJIOCTOBEPEHUS NOJIKHO OBITh HAa3HAYEHO
YIOJHOMOYEHHOE JIMIIO MO (apMakoHaA30py, OTBETCTBEHHOE 3a CO3JaHUE U BEJCHUE
cucteMbl (papMakoHa30pa, OMMCAaHHOM B MacTep-(paitne cucteMbl hapMakoHaA30pAa.

91. Ecnu onHa cuctema ¢apMaKoHaI30pa UCTOIB3YETCS] HECKOJIBKUMU JepKaTeIsIMU
PErUCTPALIMOHHBIX YJIOCTOBEPEHUM, KaXKJIblii U3 HUX HECET OTBETCTBEHHOCThH 33 HaJUYUE
Mactep-daitna cuctemsl hapMaKoHaI30pa,

B KOTOPOM ONHUcCaHa cuctema (hapMaKoHa/A30pa BBITYCKaeMOil UM mpoaykuuu. Jlepxkarensb
PErUCTPALlMOHHOIO YJOCTOBEPEHUSI BIPABE JEIETHPOBATH IOCPEICTBOM 3aKIFOUEHUS
J0TOBOpa (Hampumep, MapTHEPY MO JHUIEH3UHM WK CyONOApsAUYMKY) YacTh 3a7a4 WIH BCe
3a/1auy 1o (papMaKkoHaA30py, 32 HAJJIEKAILIEE BHIIOJTHEHNE KOTOPHIX HECET OTBETCTBEHHOCTh
JepKaTellb PEerucTPalMOHHOTO yA0CTOBepeHus. B 3Tom ciyyae mactep-¢aiia cUCTEeMbl
(dapmakoHaA30pa Jep)kaTedas PEruCTPAlMOHHOTO YJIOCTOBEPEHHS MOXKET HMETh

MEePEeKPECTHYI0 CCBHUIKY Ha Mactep-dailn uim Ha YacTh MacTtep-(daiiaa cucTeMbl

(dapmakoHaa30pa, YIPaBIsieMOro CHCTEMOU CTOPOHBI, KOTOPOM ObLIN JI€TErUpOBaHbI 3a/1a4u
Ha OCHOBAaHUHU JOTOBOpa O JIOCTyNe K JaHHON MH(OpPMALMU CO CTOPOHBI JAepriaTeis
PErUCTPAIMOHHOTO YAOCTOBEPEHHUS W YINOJHOMOYEHHBIX OPraHOB TOCYJapCTB-UYJICHOB.
JlepkaTenap pPErucTPalMOHHOIO YJIOCTOBEPEHUS [OJDKEH O0ECHeYUuTh COOTBETCTBHE

COZEpaHMUS CCBUIOYHBIX (hailloB B cucreme ¢apMakoHaA30pa, MNPUMEHUMON K

JIEKapCTBEHHOMY Ipernapary.

92. B COOTBETCTBYIOIIUX CIy4yasix B MPUIIOKEHUH YKa3bIBA€TCA MEpeueHb MacTep-(haiiioB
cUCTEeMbl (hapMaKOHAA30pa, MOAAEPKUBAEMBIX OJHUM JI€p’KATEIEM PETHCTPALMOHHOTO
yaocToBepeHus. B npunaraemyro nHpopmaiuo BKIOYAIOTCS JaHHBIE O MECTOHAXOXKICHUH
Mactep-daiisioB, uHGopmanuss 00 YIOJHOMOYEHHOM JIHUIle MO (QapMakoHAI30py U
COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX ITpenaparax.

93. B kpartkoil uHpOpMalMK, TPEIACTABIAEMON B YINOJHOMOUYEHHBIE OpTaHbl
roCy/1apCTB-WIEHOB, HE JONYCKAETCA YyKa3aHUE HECKOJbKO MECT XPaHEHHUS OJHOro
macTep-(aiisia cucteMsl papMakoHaA30pa.

94. JlanHble 00 yHOJTHOMOYEHHOM JIHILIE 110 (hapMaKOHAA30py MOTYT ObITh JaHHBIMHM JIMLIA,
YIIOJTHOMOUYEHHOI'O JEPKATEJIEM PETHCTPALMOHHOTO YAOCTOBEPEHUs HA BBINOJHEHUE
(GyHKIMI [0 ynpaBlIE€HHIO CHUCTEMOU (apMakoHaJA30pa HAa KOHTPAKTHOM OCHOBE U HE
ABJISFOIIErOCS  HEMOCPEACTBEHHBIM  PAOOTHUKOM  JepXKaTeslsli PEruCTPAallMOHHOTO
yIOCTOBEPEHHS.

95. Ilpu menerupoBaHuU 3a4ad Mo (apMaKoOHAA30pY, AepiKaTelIb PETUCTPALMOHHOTO
yJIOCTOBEPEHHSI HECET OTBETCTBEHHOCTh 3a cuUCTeMy (dapMaKoHaA30pa, MpeAcTaBiIeHUE
MHQOpMalMu O pacHoJIOKEHUU MacTep-(aiiina cuctemsl (papMakoHaA30pa, BEICHHUE



Macrep-daitna cuctemsl (hapMaKoHaI30pa U €ro MPeICTaBICHNE B YIIOJTHOMOYECHHBIE OPTaHbI
rOCyJapCTB-YICHOB IO 3ampocy. B HAIMYWU JOKHBI OBITH JIOTOBOPBI C ONTUCAHUEM (DYHKITHMA
1 00s13aHHOCTEH TI0 BEJICHUIO MacTep-(aiina cucteMbl apMaKoHAI30pa, €T0 TPEICTABICHUIO
, a TaKkKe OCYIIECTBICHUI0 (apMakoHaa30pa B COOTBETCTBHU C TpeOOBaHUAMMU
3aKOHO/IaTeIbCTBA FOCYAApCTBA-UJICHA.

96. Ilpu uCMONB30BaHUHM CUCTEMBI (papMaKOHAI30pa HECKOJIBKHMH JACpKaTeIsIMU
PETUCTPAIIMOHHBIX YJIOCTOBEPEHUN PEKOMEHAYETCS, YTOOBl TapTHEPHI COTJIacOBaIU
COBMECTHOE BEJICHHE COOTBETCTBYIOIIMX pa3/ieIoB B paMKaxX CBOMX MacTep-(QaiioB B
cucteme. O JOCTymHOCTH MacTep-daina cucTteMbl (hapMakoHam3opa s JepiKaTenen
PETUCTPAIMOHHBIX YJOCTOBEPEHUNW U €r0 MPEACTaBICHUHM B YTMOJHOMOYEHHBIE OpPTaHbI
roCyJapCTB-WICHOB JOKHO OBITH yKa3aHO B JOrOBOpax. BaxHo, 4TOOBI Jep:kaTeinb
PETUCTPAIMOHHOTO YJOCTOBEpPEHUS yOeauics B TOM, 4TO cuctema ¢dapMakoHaAI30pa,
pacmpocTpaHsiemMast Ha ero MPOIYKIIHIO, COOTBETCTBYET HEOOXOIUMBIM TPEOOBaAHUSIM.

4. O6s3arensHas nHGOpManusa B MacTep-daiine cucteMsl (papmMakoHaA30pa

97. Macrep-daiin cuctemsl (hapMakoHaI30pa JOHKCH BKIIOYATHh B C€0sl TOKYMEHTHI C
omucaHueM cuctembl (apmakonamzopa. Conepxanue MacTep-daiiia CHCTEMBI
dbapmakoHaa3opa MOHKHO OTpa)xaTh JJOCTYHHOCTh HH(opmamuu o O0e30MacHOCTU
JIEKapCTBEHHBIX MNPEMapaToB, 3apETUCTPUPOBAHHBIX B TOCyJaapcTBax-uieHaX. Macrep-gain
JOJDKEH MMETh OTJIaBJIEHUE C IIebI0 O0ECIeUYeHUs] BO3MOKHOCTH OPHUEHTHUPOBATHCS B
nokymeHTe. OCHOBHBIM IPUHITUTIOM (POPMHPOBAHUS CTPYKTYPBI COJCPKaHMs MacTep-daiiia
SABISIETCS BKJIIOYEHHWE B OCHOBHBIE pas3aensl HWHGOPMANHWHU, KOTOpas WMEET
OCHOBOIIOJIATalo0IIee 3HAUYCHUE HJis OINMUCAaHWsI CUCTEMBI (hapMaKoHaI30pa JepiKaTels
PETUCTPAIIMOHHOTO yIOCTOBepeHus. JlomyckaeTcsl BKIIOYEHUE MOAPOOHON HWH(pOpMAIHH,
HEO0OXOAMMOM JIJIsi TIOJIHOTO OMUCAHUS CUCTEMbI, B IPWJIOKEHHUS K MacTep-(ailily cCucTeMbl
dbapmakoHaa30pa, TOCKOJIBKY OHA MOJBEPKEHA YaCThIM U3MEHECHUSM.

Pazpen Mactep-¢aiiina 06 ynoJIHOMOYEHHOM JHIE IO (hapMaKOHAI30py

98. Nudopmanus 00 yrnmoJHOMOUYECHHOM JinIle 1Mo (apMaKkOHAA30py B MacTep-daiiie
CUCTEMBI (papMaKoHa130pa JOHKHA BKITIOYATh B CEOS:

a) onmucaHue OOsS3aHHOCTEH, TAPAHTUPYIONMUX HATWYHNE Y YIIOTHOMOYSHHOTO JIUIA 110
(bapmMakoHaa30py COOTBETCTBYIOIIUX MOJTHOMOYH, KaCAOIIMXCSl CUCTEMBI (DapMaKkoHaa30pa
C IIEeTBI0 00eCIeYeHHSI, COJICHCTBUS U MOBBIIICHUS YPOBHS COOTBETCTBHSI TPEOOBAHUSM;

0) KpaTkoe pe3roMe C OCHOBHOM MH(MOpMaIMei 0 posi yIOTHOMOYEHHOTO JIMIla IO
dbapMakoHaI30py, OMUCAHHE €ro KBaTU(PUKAIMA U OIbITA, UMEIOUIUX OTHOIICHHUE K
JESATEeLHOCTHU 10 (hapMaKOHAA30PY;



B) KOHTAKTHYIO HH(pOpMAIUI0 00 YMOJTHOMOYEHHOM JHIle 1Mo ¢dapMakoHan3opy (
(baMunuio, UMsl, 0TYECTBO (IIPU HAIMYUK), HOMEpaA TeaedOoHOB, (akca, aapec dIEKTPOHHOM
MOYTHI M1 MECTO HAXOXKJEHUS (aapec) MecTa paboThl C yKa3aHUEM MMOYTOBOTO UHJIEKCA);

r) uHQOpMAaIMIO O MPUMEHEHUH COTJIAIIEHUN B CIIy4ae OTCYTCTBUS YIOJHOMOYEHHOTO
auna 1o (apmakoHanzopy. B ciydae generupoBaHus ONpEAEIECHHBIX 3aaay
YIOJHOMOYEHHOTO JIHIa 10 (papMakoHaA30py MHOMY JIUILY NepeyeHb JAeIETHPOBAHHBIX 33124
JIOJI>KEH OBITh BKJIIOUEH
B IPWJIOKEHUS (C YKa3aHUEM OMMCAHUS 3374 U JIUIl, KOTOPHIM OHU JIEJIETUPOBAHBI);

1) ONMCaHue 00JIaCTH OTBETCTBEHHOCTH KOHTAKTHOIO JUIa Mo (papmakoHaazopy (mpu
HaJM4un).

Paznen mactep-gaiina cucreMsl (papMakoHaA30pa 00 OpraHU3aMOHHON CTPYKType AepiKaTelt
PETHCTPAIIMOHHOTO YAOCTOBEPEHHSA

99. HeoOXoaumo TMpEJCTaBUTh OINKMCAHUE OPraHU3aAlMOHHOW CTPYKTYPHI
COOTBETCTBYIOIIEH CcUCTeMBl (apMakoHaI30pa JAepKaTels PETHCTPAMOHHOTO
ynoctoBepenus. OmucaHue JOHKHO JaBaTh YETKOE MPEJCTaBICHHE O 3aJelCTBOBAHHBIX
OpTaHW3alusAX, OCHOBHBIX CTPYKTYPHBIX  TIOJpa3aClICHUSX, 3aHUMAOIIUXCS
(dhapMakoHAA30pOM, M B3aMMOOTHOIICHHUSAX MEXJIy OpPraHU3alusIMH U CTPYKTYPHBIMHU
moJpa3AeICHUSIMH, WMCIOINIUMH OTHOIICHWE K BBIMOJHCHUIO JIEATEIBHOCTH I10
dapmakonagzopy. B macrep-daiine cucremsl GpapmMakoHaa30pa TOKHA OBITH TPEICTABIICHA
ciemyronas nHopMaIus:

a) OpraHU3aIMOHHAs CTPYKTypa AepKaTeNsl pErUCTPAIIMOHHOTO yIOCTOBEPEHHS, BKITIOUas
JOJIKHOCTH YITOJITHOMOYEHHOTO JIUIA TI0 (hpapMaKOHAI30py B OPraHHM3allnu;

0) MecTo HaxoXAeHUs (aapec) OCYyUIECTBICHUS JEATEIHLHOCTU MO (hapMaKoHAA30pY,
BKJIIOYast cOOp M OLICHKY MHIWBHUAYAJIBHBIX COOOIICHHUI O HEKeaTeIbHBIX PEaKIUIX, BBOJT
cooOl1eHnil B 0a3y JaHHBIX O OE30MaCHOCTH, MOATOTOBKY MEPUOANYECKOr0 OOHOBIISIEMOTO
oTdyeTa 10 OE30IMaCHOCTH, BBISABJICHHWC W aHAIW3 CHUTHAJIOB, BEJCHHE IUIAHOB YIIPABIICHUS
pUCKaMH, YIIPABIICHHE IPOBEICHUEM IMPEAPETUCTPAIIMOHHBIX M ITOCTPETUCTPAIMOHHBIX
WCCJICIOBAaHUH W yIIpaBJIeHNE U3MEHEHUSIMH, BHOCUMBIMU B WH(OPMAIIUIO 0 OE30MaCHOCTH
JICKapCTBEHHOTO TIperapara.

Pasnen Mactep-¢aiina cucreMsl apMaKoOHAI30pa O AEIETHPYEMOH NeATEIHHOCTH 110
(dapMakoHaI30py

100. Macrep-daitn cuctemsl (papMakoHaa30pa TOIKEH COJIEpKaTh OIMHUCAHHUE
JICIETUPYEMBIX JIepKaTelIeM PErUCTPAIMOHHOTO YI0OCTOBEPEHHUS 3a/1a4 110 (papMaKoHa130py.
101. Uudopmamua B pasjgesne AOJDKHA OMHUCHIBATH B3aUMOCBS3U C JIPYTUMH
OpraHu3anusiaMu (HampuMep, COIJIAlllEHHEe O COBMECTHOM MAapKETHUHIE JIEKapCTBEHHOTO
npenapara, CoTJlallieHUe O BBIMOJHEHUH JEATEILHOCTH MO (PapMaKOHAA30py MOAPSTINKAMU,



a Take MHbIe coryamenus). Heobxoammo yka3aTh MECTOHAXOXKJEHUE U OMHCATh CUCTEMY
MMEIOIINUXCS COTJIAIICHUH O JACNIETUPYEeMBIX 3aaadax 1o (apmakonamzopy. Omnmucanue
COTJIAIIEHUM JTOMYyCKAETCS COCTABIATH B BUJIE TNepedyHs uiau Taomwuiel. [Ipu omucanum
COTJIAIICHUH B BUJIE TAOJIUIIBI IPUBOISTCS CBEJACHUS 00 YYaCTBYIONIUX CTOPOHAX, IPUHATHIX
00s13aTeNbCTBAX, JIEKAPCTBEHHBIX MpernapaTax, Mo KOTOPHIM OCYIIECTBISIETCS (hapMaKOHAA30p
, 1 TEPPUTOPUSIX TOCYAAPCTB-UJICHOB, HA KOTOPBIX OcyliecTBisercs dhapmakonaazop. [Ipu
OTMICAHWH COTJIAIICHUHA B BUJIE TIEPEUHSI €T0 CTPYKTYPUPYIOT TIO BUAAM HCTIOJIB3YEMbBIX YCITyT
(Hanmpumep, MpeICTaBICHUE MEIUIIMHCKON MHGOPMAIINH, Ay JUTOPCKHUE YCIyTH, 0OecTieueHrue
nporpaMMm MOJACPKKH MalMeHTOB, 00pa0OTKa JaHHBIX 00 WCCIEIOBaHMAX), BUIAM
KOMMEPYECKHX COTJIAICHHUH (COorJameHnue O JUCTPUOBIONNUN JICKAPCTBEHHBIX MPEnaparos,
COTJIAIICHUE O COBMECTHOM MAapKETHHTe, COTJIAICHWE O COBMECTHBIX IIpaBax Ha
PETUCTPAIIMOHHOE YJIOCTOBEpPEHHE W T. J.) W BHUJAM TEXHUUYECKOrO0 OOeCreueHus
JesTeNbHOCTU MO (papMakoHAI30py (pa3MelieHrne KOMIBIOTEPU3UPOBAHHBIX CHUCTEM Ha
CepBepax MmpoBanepa, apXMBUPOBAHNUE M XPAaHCHUE TaHHBIX CUCTEMBI (hapMaKOHaI30pa U T.
1.). Konuu oTaenbHbIX corfaneHuil IpeiCTaBIsI0TCs M0 3aMpocy YIOJIHOMOYEHHBIX OPTaHOB
WM B XOJI¢ MPOBEJCHUS MHCIIEKIINK U ayJuTa, X MepeucHb MPUBOIUTCS B MPUIOKECHUSIX K
Macrep-daitny.

Paznen Mactep-¢aitna 06 HCTOYHHMKAX MOMYyI€HH JaHHEIX O 6€30IMacHOCTH

102. Onucanue OCHOBHBIX OT/EJIOB CUCTEMBI (DapMaKoHa130pa, 3aHUMAIOIITUXCSI COOPOM
MHJUMBHUIYaJbHBIX COOOIEHHI O HEXEeNaTeNbHBIX pPeaKklusaX, JOHKHO BKJIOYATh B ceOs
uH(popManHio 000 BCEX CTOPOHAX, OTBETCTBEHHBIX 3a COOp COOOLICHUH, MOTyYaeMbIX IO
3ampocy, W CIIOHTAHHBIX COOOIIEHUN O HEXeIaTeIbHBIX PEAKIUSIX Ha JIEKAPCTBEHHBIC
npenaparbl, 3aperuCTPUPOBAHHBIE HA TEPPUTOPUSIX TOCyAapCTB-wieHOB. B omnucanue
JIOJIKHBI OBITh BKIIFOUEHBI MECTA HAXOXK/ICHUS TAK)Ke OTJEIOB MEAUIIMHCKON MHpOpMaIIiu, a
TaKke JouepHux oprcoB opraHuzaiuu. Jlomyckaercs cOCTaBIsATh ATy HH(MOpMaluio B popme
CIUCKA C YKa3aHHEM roCyAapcTBa, XapakTepa JeATeIbHOCTH U JEKAPCTBEHHBIX NIPENapaToB (
€CJIM JIaHHAsl IeATEeIbHOCTh 3aBUCUT OT BHJA JIEKapCTBEHHOro mpemnapara). Mudopmanus o
TPETBUX CTOPOHAX (mapTHEpax IO JIMLEH3UH, NapTHEPAX MO MECTHBIM JUCTPHOBIOTOPCKUM
WIM MapKETUHTOBBIM COTJIAIIEHUSIM) Tak)Ke BKJIIOYAeTCsl B pa3fiel, B KOTOPOM OIHMCAaHbI
cornamenus. [{ns mpeacraBieHUs] OCHOBHBIX 3TAlloB cOopa M IMepeaadyd JaHHBIX O
HEXENATENbHBIX PEaKIUsIX, BPEMEHHBIX paMKaX M YYacCTBYIOIIUX CTOPOHAX MOTYT
MCII0JIB30BaThCs cXxeMbl. ONMKCcaHue NPoLEecca, Kacarolerocss MHAUBUAYaIbHbBIX COOOLIEHUH O
HE)KeJIaTEeNIbHBIX peaklusax, oT cOopa J0 MPEeACTaBICHUS B YIOJHOMOYEHHBIH OpraH J0KHO
BKJIIOYATh B ce0sl CBEACHUS 00 y4acTBYIOIIMX B MPOLIEAYyPE MOAPA3ACICHUSIX U (MIH) TPETHUX
CTOpOHaX.

103. Victounuku uH(pOopManuu 0 6€30MacCHOCTH TAK)Xe JIOJKHBI BKIIIOYATh B CE0sI CITMCOK
TEKyUIMX HCCIEJOBAHUN, PETHCTPOB, MNPOrpaMM MOJIJAEPKKM WIM HaOIIOAEHUM,
CIIOHCUPYEMBIX JIepKATEJIEM PETUCTPAIMOHHOTO YJIOCTOBEPEHUS, B XOJI€ KOTOPBIX MOTYT



MPEACTABIATHCA WHAUBUAYAIbHBIE COOOIIEHUS O HEXeJIaTelIbHBIX peaknusx. Jepxarenu
PErUCTPALIMOHHBIX YJAOCTOBEPEHUN JOJKHBI UMETh BO3MOXKHOCTH MPEIOCTABIATh JAaHHbBIC
CIIUCKH TI0 3alpoCy MpHU MPOBEICHUN HHCTICKTUPOBAHUS CHCTEMBI (hapMaKOHAA30pa, ayInuTa
100 BBHITIOJHSAEMOM YIIOJTHOMOYEHHBIM JIMIIOM IO (hapMaKOHAA30py OIEHKH CHUCTeMBbl. B
CIIUCKE JOJIKEH OBITh OMKUCAH CTAaTyC KaXKJI0TO UCCIETOBAHUS WM IPOrpaMMBbl

(c yueTom ero mpoBe/IeHHsI BO BCEM MHpPE), COOTBETCTBYIOIEE IOCYIapCTBO, JIEKAPCTBEHHbBIE
npernaparbl ¥ OCHOBHBIE e, IHTEPBEHIIMOHHBIE M HEMHTEPBEHIIMOHHBIE MCCIEIOBAHUS
JTOJDKHBI  OBITH  yKa3aHbl MO OTAEIbHOCTH COTJACHO JICHCTBYIOIIEMY BEIIECTBY
JIeKapCTBEHHBIX MpenapatoB. CIUCOK JOJDKEH COoAepKaTh BCE UCCIEAOBaHUS (IPOTPaMMBI),
TEKYIIHE UcCle0BaHus (IPOrpaMMbl), a TAKXKE UCCIEN0BaHUS (TPOrpaMMbl), 3aBEPILICHHbBIC
B TEUYCHHUE MOCJIEAHUX 2 JIET, U MOXET OBITh BKJIIOYEH B MPUIOKEHHE K MacTep-(ailny
cucTemMbl (papMakoHa30pa MO0 MPECTABISATHCS O 3aMPOCy.

104. Heo6xoaumMo y4uThIBATh, YTO HEMHTEPBEHIIMOHHBIE UCCIIEIOBAHUS OMPEIEISIOTCS
NPUMEHSEMBIM  METOJIOJIOTUUECKUM  TMOJXO0JIOM, a H€ HayuYHbIMU LEJISIMH.
HeuntepBeHIIMOHHBIE UCCIIEIOBAHUS BKIIOUAIOT B ce0sl MCClIeIOBaHUs 0a3bl IaHHBIX WITU
MepecCMOTP MEIUIIMHCKUX KapT, B KOTOPHIX y>KE€ OMUCAHBI BCE pacCMaTpUBaeMbIe SIBIICHUS (B
YaCTHOCTH, UCCIIEIOBAHUS "CiTydail — KOHTPOJIb', IEPEKPECTHBIE U KOTOPTHBIE UCCIEAOBAHUS
), a TakKe HUCCIlIeIoBaHus, MoApa3yMeBarole cOop MEPBUYHBIX JAHHBIX (B YaCTHOCTH,
MPOCIEKTUBHBIE HEUHTEPBEHIIMOHHBIE UCCIIEOBAHUS, UCCIEAOBAHUS HA OCHOBE PEECTPOB, B
KOTOPBIX (UKCUPYIOTCS MOJYyYEHHbIE JaHHbIE PYTUHHOTO JieueOHOro Ipolecca), MpH
BBIMIOJIHEHUM YKa3aHHBIX YyCIOBUM. B pamMkax HEUMHTEPBEHIMOHHBIX HCCIEAOBAHUMN
IPOBOJSATCS HMHTEPBBIO, ONPOCHl U OTOMPAIOTCS MPOOBI KPOBHM B paMKax OOBIYHOU
KIIMHUYECKON MPaKTHUKHU.

Pazpen Mactep-(aiina 0 KOMIBIOTEPH3APOBAHHBIX CHCTEMaX U 0a3ax JaHHBIX

105. B mactep-(aiisie cucteMbl papmMakoHaaA30pa JOJIAKHO ObITh ONMKUCAHO PACIIOIOKEHUE,
(GyHKIMOHAIbHBIE  BO3MOXXHOCTH M  OTBETCTBEHHOCTh 3a  JKCIUIyaTalUIo
KOMIBIOTEPU3UPOBAHHBIX CUCTeM U 0a3 JaHHBIX, HMCHOJb3YEMBIX ISl MOJy4YeHus,
BepuUKalNY, MPEACTaBICHUs UHPOPMaLUU O 0€30MaCHOCTH M OLICHKU WX COOTBETCTBHUS
IIOCTABJICHHBIM 33/1a4aM.

106. B cny4yae uCnoib30BaHUS HECKOJIBKUX KOMITbIOTEPU3UPOBAHHBIX CUCTEM WK 0a3
JaHHBIX JOJKHA OBITh OMMCAaHA UX MPUMEHUMOCTb K JAESITEIBHOCTH MO (papMaKOHaI30py
TakuM 00pa3oM, 4TOObI ObLI MOHATEH O00BEM KOMMBIOTEpHU3aLMHU (CTENEHU BHEAPECHUS
MH(GOPMAILMOHHBIX TEXHOJIOTHIl) B paMKax cucTeMbl papMakoHaa3opa. Kpome Toro, J0mKHbI
OBITh OMKCAaHbl CTATyC BAJIMJALMUA OCHOBHBIX ACIEKTOB (PYHKIHMOHAIBHBIX BO3MOMXHOCTEH
KOMITBIOTEPU3UPOBAHHON CUCTEMBI, a4 TAK)KE KOHTPOJIb U3MEHECHHUH, CTPYKTYpPa UCIIBITAHUM,
pe3epBHBIEC MPOLEAYPHl U APXUBBI JIEKTPOHHBIX JAHHBIX, HEOOXOIUMBIE ISl COOIIOICHMUS
TpeboBaHMil papMakoHaI30pa, U UMEIOMIAsCA TOKyMeHTalus. B oTHOIIeHWU cucteM Ha
OyMa)XHbIX HOCHUTEJSAX (KOTJa 3JEKTPOHHAs CHCTEMa HCIONb3YETCSl TOJIBKO JUIsl CPOYHOIO



MNpcaACTaBJIICHHUA WHIWBUAYAJIbHBIX COO6IHGHI/H>'I O HCXKCJIATCIbHBIX peaKI_II/IﬂX) HeO6XOI[I/IMO

OImMMCaTh YIIPABJICHUC JaAHHBIMHU, MCXaHHU3MBbI, UCIIOJIb3YCMBIC IJIs oOecreueHus OCJIO0OCTHOCTH,
A0CTYyIIa K JaHHBIM WM BKIIIOYCHMA I/IH(l)OpMaI_[I/II/I 0 HCIXKCIIATCIIbHBIX PCAKIUAX B IIPOLCAYPY

BBISABJIICHUA CUT'HAJIA.

Paznen Mactep-¢aiina o mpomeccax

107. BaxkHbIM KOMIIOHEHTOM CHCTEMBbI (hapMakoHaA30pa SBJISIETCS HAJIMYUE B MECTE
OCYILIECTBJICHUS JEATEIbHOCTH 1O (papMaKkoHa[30py MUCbMEHHBIX CTAaHAAPTHBIX Mpoieayp. B
pazaene Il nHacrosmumx IlpaBun omnwcaH MHUHUMAaNIbHBIA HA0Op TakKUX MPOIEAYP
(dhapmakoHaa3opa.

108. B macrep-daiine cuctembl GpapmMakoHaa30pa JA0HKHA OBITH OMHCaHA UMEIOIAsICS
JOKYMEHTAIMsl MO MUCbMEHHBIM CTAaHAAPTHBIM TpoleaypaM (CCHUIKM Ha KOHKpPETHBIE
CTaHJIapTHHIE ONEPALMOHHBIE MPOLEAYPbl, PYKOBOACTBA U T. [I.), TUIbI JAHHBIX (HaIpHUMED,
TUI JaHHBIX 00 MHJMBHUAYaJbHBIX CIy4yasX HEXKeNaTeIbHbIX Peakluil) U crocod BeaeHUs
3anucel (HarpuMep, 6a3za TaHHBIX O 0€30MaCHOCTH, JOKYMEHTHI HA OYMaKHBIX HOCUTENSX).

109. B mactep-daiin cucremsl GpapmMakoHaa30pa JOJDKHO ObITh BKIIOYEHO OMUCAHUE
MPOIIECCOB, MPONEAYp 00pabOTKU M PETUCTPALIMU JAHHBIX MPU BBIOIHEHUH JIESITEIHLHOCTH
1o apMaKoHaA30py, KOTOPBIE JOJKHBI BKIIOYATh B CE0S CJIETYIONTUE aCIIEKThI:

a) TOCTOSIHHBIN MOHUTOPHUHT COOTHOIIEHHUS "TOJIb3a — pUCK' JIEKApCTBEHHOTO Mpernapara,
pe3yJIbTaT OLEHKU W MPOLECC MPUHSATUS PEIICHUS O COOTBETCTBYIOIIMX MEpax, MpPOIECcC
BBISIBJICHUS, BJIUJIAIIMK U OIEHKU CUTHAJIOB, MOJYUYE€HHE BBIXOJIHBIX JAaHHBIX O 0€30MacHOCTH
, OOMEH JTaHHBIMU C OT/IeJIaMH, YIACTBYIOITUMHU B MEIUIIMHCKON U HAYyYHOU OIEHKE JaHHBIX
0 0e30MacHOCTH U T. 1.;

0) omucaHue CUCTEM yIpPaBJICHUS PUCKAMU U MOHUTOPHUHT PE3yJIbTaTOB BHEAPEHUS MEP
MHHUMH3AlMH PUCKOB. B ciydae ecinum B 3TOM mpolecce 3aJeiCTBOBAHO HECKOJIBKO
MoJipa3ieIeHUud, TMOPAAOK HX B3aUMOJCHCTBUSA ONpENeNsieTcs MUChMEHHBIMU
JOKYMEHTHPOBAHHBIMU MPOLIEAYPAMU UITU COTJIAIICHUSIMU;

B) cOop, Bepudukamus U MOJydyeHUE Mocienyriie nHbopMmaluu, OlEHKa U
npeacTaBiceHue uHGOpMAIMU 00 MHANBUAYATBHBIX CIydasX HEXEIaTebHBIX peakiui. B
OMMCAHUM MPOLEAYP MO JAHHOMY pa3ieiy JOJKHO ObITh YETKOE pa3rpaHUueHUe JTOKAIbHBIX
Y MEXKJTyHApO/IHBIX BUJIOB JICATEIILHOCTH;

I') IJIJAHUPOBAHKE, COCTABJIECHUE U MPEJICTABIICHUE IEPUONYECKUX OOHOBIISIEMBIX OTYETOB
110 0€30ITaCHOCTH;

1) TpeACTaBICHUE MOTPEOUTENAM, CIEIUATUCTaM CHUCTEMBI 3J[PABOOXPAHEHUS U B
YIIOJTHOMOYEHHbBIEC OpraHbl MHPOpMAIHU O MpodsieMax, CBA3aHHBIX ¢ 0€30MaCHOCThIO;

€) BHECCHUE M3MEHEHHH, Kacaromuxcsa 0e30MmacHOCTH, B OOIIYI0 XapaKTEPUCTUKY
JIEKapCTBEHHOTO MpenapaTa U WHCTPYKIMIO N0 MEIUIIMHCKOMY NpuMeHeHuto. Omnucanue
MpOIeAyp MOJDKHO BKIIOYATh B CeOs BHYTPEHHHUM W BHEITHUN OOMEH JTaHHBIMH CHUCTEMBI
(dbapmakoHaa3opa.



110. ITo kaxxaoMy HampaBICHUIO NEITEIbHOCTU JEpKATEIb PErUCTPAUOHHOTO
YIO0CTOBEPEHUS JJOJDKEH OBITh CIIOCOOEH MPEACTaBUTh MOJATBEPKICHUE (PYHKIIMOHUPOBAHUS Y
HEr0 CUCTEMBI CBOEBPEMEHHOTO MPUHATHUS PELICHUN U OCYIIECTBICHUS ICCTBUM.

111. JomxHbl OBITH MPEACTABICHBI TaHHBIE O JPYTUX HAIMPABICHUSAX JICSITEILHOCTH,
MOJTBEPKAAIONINE HAIMYKME HAJIekKalleld CHUCTEMbl OOECHeYeHHs] KayeCcTBa B CHUCTEME
dapmakonagzopa. K takum naHHBIM B YacCTHOCTH, OTHOCSTCS JaHHBIE O (DYHKIHUSIX U
00SI3aHHOCTSAX YMOJHOMOUYEHHOTO Julla 1Mo (papmMakoHaA30py, pearupoBaHUU Ha 3alpOCHI
YIOJIHOMOUYEHHBIX OPTaHOB O MPE/ICTaBIIeHNU H(OopMaIuu, aHaiu3a myOIuKaluii B HAyYHOU
MEIUIIMHCKOW JIUTepaType, KOHTpOJIE M3MEHEHUW B 0a3zax MaHHBIX O O€30MacCHOCTH,
cornameHusx o0 oOMeHe MaHHBIMH O O0€30MacHOCTH, apXHUBUPOBAHWU JAHHBIX IIO
Oe3zomacHOCTH, ayauTe ¢apMakoHaA30pa, KOHTPOJE CHUCTEMbl KauyecTBa M OOYUCHUH.
[Tepeyens mporneayp, KOTOPBIM JOMYyCKAETCs BKJIIOYATh B MPUJIOKEHHS K MacTep-Qaiiry
CUCTEMBI (papMaKOHaA30pa, JOJKEH COJiepKaTh HOMEp, Ha3BaHUE, ATy BCTYIUICHUS B CUITY U
TUN JOKyMEHTa ([UIsi BCEX CTaHAAPTHBIX pabouux Mpoueayp, paboyux HUHCTPYKIHH,
PYKOBOACTB | T. 1.). [Iponieypbl, BHINOTHEHNUE KOTOPBIX JEIETUPOBAHO TPETHUM JIUIAM,
JOJKHBI MMETh COOTBETCTBYIOIIYIO HAeHTHU(UKAUIO. JIOKYMEHTHI, OTHOCSIIUECS K
crenu(pUYECKUM JIOKAJIbHBIM MPOIEypaM, MOTYT HE BKJIIOYAThCS B OOIIUN TepeyeHb
JIOKYMEHTOB O MpPOIEaypax, HO JOJKHBI MPEIOCTABISITHCA MO 3aMpoCy YIOIHOMOYEHHOTO
opraHa (Cc yka3aHHEM TOCYJapCTB, Ha TEPPUTOPUAX KOTOPBHIX [aHHBIE MPOLETYPHI
UCITOJIB3YIOTCS ).

Pa3nen Mactep-¢aiina 0 QyHKIIMOHMPOBAHNH CHCTEMEI (papMaKOHAA30pa

112. Mactep-¢aiin cucteMsl papMakoHaA30pa JOKEH BKIIIOUATh B C€0sI MOATBEPKACHNUE
HEIPEPHIBHOTO MPOBEACHUS MOHUTOPUHIA (YHKIMOHUPOBAHUS CUCTEMBI (DapMaKOHA130pa,
BKJIFOYasi KOHTPOJIb OCHOBHBIX PE3YJIBTATOB, & TAK)KE OIMCAHUE METOJIOB MOHUTOPUHIA U KaK
MUHUMYM COJI€pKaTh:

ONMMCAaHHUE MPOUEAYPHl OLEHKU MPABUIBHOCTH MPEICTABIECHUS WHIWBUILYaIbHBIX
COOOIIEHUIT O HeXeNaTeJbHBIX peakluiaX, B TOM 4YHCJIE PUCYHKU (Tpadukn),
MOATBEPKIAIONIME CBOCBPEMEHHOCTh MPEACTABICHUS HMH(POPMAlUU B COOTBETCTBUH C
TpeOOBaHUSAMU 3aKOHOJIATENIbCTBA TOCY1aPCTB-UJICHOB;

ONMCaHNE KOHTPOJBHBIX MOKAa3aTesied, MCHOJIb3YEMbIX ISl KOHTPOJS KadecTBa
IpEICTaBICHHON HHPOPMALUH U I€ATEIbHOCTU N0 papMakoHaa3opy. K Takum nokazarensim
OTHOCATCSl TOJyYE€HHass OT YMNOJHOMOYEHHBIX OpraHoB HWH@OpMaLUs O KayecTBe
NpEICTAaBICHUS COOOIEHUN O HEXENaTeIbHbIX PEAKIUIX, NEPHUOJUIECKOr0 OOHOBIISEMOTO
oTyeTa o 0€30MaCHOCTH U IPYTUX NPECTaBISIEMbIX JaHHBIX;

aHaJln3 CBOEBPEMEHHOCTH IMPEACTABICHUS NEPUOJUUYECKOTO OOHOBIIEMOTO OTYETa 10
0€30MacHOCTH B YMOJHOMOYEHHBIE OpraHbl TOCYJApCTB-UJIEHOB (B MPUIIOKEHHUH K



Mactep-Ghanay AOMKHBI ObITh OTPaKEHBI TOCIEIHNE JIaHHbBIC, UCIIOIb3YEMbIE JIepiKaTelieM
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JUISI OLIEHKU COOII0IeHUS TpeOOBaHMIA 3aKOHOJATEILCTBA
roCcyJ1apCTB-YJIE€HOB);

aHaJIM3 METOJIOB, MCIOJb3YEMBIX ISl OIICHKH CBOCBPEMEHHOCTH BHECCHHS M3MEHCHUH,
Kacarouuxcsi 0€30MacHOCTH, ¢ YYETOM yCTaHABIWBAEMBIX YIIOJHOMOYEHHBIMU OpTraHaMH
CPOKOB, BKJIIOHAsi METOJ KOHTPOJS BHECEHHS HEOOXOAMMBIX W3MEHEHUM, KOTOphIe ObLIH
BBISIBIICHBI, HO MH(OpMAIHs 0 KOTOPHIX elle He ObUTa MpeacTaBicHa B YIIOJTHOMOYCHHBIN
opras;

B COOTBETCTBYIOIIMX CIydasx — aHAJIU3 BBIMOJHEHUS 0053aTEIbCTB COTJIACHO TUIAHY
yIpaBJeHUsT PUCKAMU JTHOO0 APYyrux 00s3aTeNbCTB WM TPEOOBAHUMN, YCTAHOBICHHBIX MPU
pPETHCTpAIlY U UMEIONIUX OTHOIICHHE K (hapMaKOHAA30DYy.

113. HeobxoauMo omucath W MOACHUTH 1enu 3(PEKTUBHOTO (DYHKIITMOHUPOBAHUS
cucteMbl (papmakoHan3opa. B cooTBeTCTByrOUIMX CiydasX HEOOXOAUMO MPHIOKUTH K
MacTtep-Qaiily cuctembl (¢dapMakoHaI30pa CIUCOK MokazaTenel 3h@PeKTUBHOCTU
JEeSTENBHOCTHU 0 (hapMaKoOHaA30py.

Pasnen Mactep-¢aiina o ciucreMe KauecTBa

114. B pa3nene npeAcTaBiIseTCsl OMMCAHUE CUCTEMBI YIIPABICHUSI Ka4€CTBOM B paMKax
CTPYKTYpbl OpTaHU3alUHA U IPUMEHEHHUS CUCTEMbI KauecTBa B (hapMaKoHaA30peE.

KoHTpois JoKyMEHTallWH | 3amucei

115. B gactu KOHTPOJISI JOKYMEHTAIIUW U 3aMUCEH JOJDKHBI OBITH MPEICTaBICHBI
ONMCAaHWE€ MEXAaHU3MOB apXUBUPOBAHUS JJIEKTPOHHBIX U (WIM) OyMaKHBIX BepCcUU
mactep-(aiiia cuctembl (papMakoHaa30pa, a Takxke 0030p MpoueAyp, NPUMEHSIEMBIX K
JIPYTUM 3aIIUCAM U TOKYMEHTAaM CUCTEMbI KAUYECTBA U CUCTEMBI (hapMaKOHAA30pA.

JIOKyMEHTHI 0 IIponeaypax

116. Onucanue JOKyMEHTAIMK O MPOIEAypax JOJKHO BKIIOYATh B ceOsl:

a) oOl1llee ONMMCaHUe TUIIOB JIOKYMEHTOB, UCIIOJIb3YyEMbIX B cucTeMe (hapmMakoHaa3opa (
CTaHAapThl, paboure NMpoueaypbl, padboure UHCTPYKUUU U T. 1.), YKa3aHUEe MPUMEHUMOCTH
pPa3UYHBIX JOKYMEHTOB Ha TJ00aJIbHOM, PETHMOHAJBbHOM WJIH JIOKAJIbHOM YpPOBHE
(YHKIIMOHUPOBAaHUS CUCTEMBbI (hapMakOHAJ30pa B OpPraHHU3alMU, a TaKXKe 3JIEMEHTHI
KOHTPOJISL JOKYMEHTALIMH, KOTOPbIE TPUMEHSIOTCS] B OTHOIIEHUH JIOCTYTIA K JIOKYMEHTalUHU O
HpoLEeAyPaX, BHEAPEHUS U MOAEPIKAHUS;

0) uH(popMaLMIO O CHUCTEME TOKYMEHTHPOBAaHHMS, NPUMEHIEMON K MPOLEIYPHBIM
JOKYMEHTaM, KOTOpbI€ KOHTPOJIUPYIOTCS TPETBUMU CTOPOHAMMU.

O6yueHne mepcoHaa



117. Heobxonumo mpencTaBUTh ONHMCAHUE YIPaBICHHUS pecypcaMu B XOJe
OCYILECTBIICHUS IEATENBHOCTH MO (apMAKOHAI30PY, BKIKOYAIOIIEE B CEOSL:
OpPraHU3AIlMOHHYI0 CTPYKTYPY C yKa3aHHEM KOJMYECTBa JIOJEH, y4yacTBYIOIIHX B
NEeATEeNIbHOCTH M0 (papmMakoHan30py (B WITATHBIX E€IWHMIAX), KOTOPYIO JTOMYyCKAaeTcCs
MIPEACTABIIATH B OTACIBHOM pa3/ielie, ONUCHIBAIOIIEM OPraHU3alMOHHYIO CTPYKTYPY;
UH(pOPMALMIO 0 MECTOHAXO0XJIEHUH MEPCOHANA, OCYIIECTBIISIONIEr0 OpraHU3alnui0 U
BBITIOJTHEHUE OMNPENIEIECHHBIX BUAOB JIEATEIBHOCTH MO (hapMaKoHaA30py (IPUBOAUTCS B
mactep-(aiine cucteMsl papMakoHa/A30pa U B IPUIOKEHUAX K HEMY), MECTOHAXOXJACHUU
KOHTAaKTHBIX JIMI[, MPEACTaBIAIOUIMX JAaHHble O Oe3omacHoctH. WMHbopmanus o
MECTOHAX0XJICHUM IepCOoHala JOJDKHA BKJIIOYATh yKa3zaHuWE OOJacTH JEATEIbHOCTH I10
(dapmMakoHa/30py U MECT OCYIIECTBIICHUS AEATEIBHOCTH C LIE€IbI0 OOOCHOBAHMS CUCTEMBI
OpraHu3aluy 00y4YEeHUs;
KpaTKO€ ONMCaHue KOHTEKCTa OOydeHUs, BKJIOUas CChUIKY HAa MECTO XpaHEHHs
JOKYMEHTOB 00 00y4Y€HHUHU.
118. Ilepconan nomkeH OBITh COOTBETCTBYIOIIUM 00pa3oM OOy4eH OCYIIECTBICHUIO
JESITEIbHOCTH 10 (papMaKOHAA30py. JTO KacaeTcsl He TOJIBKO MEPCOHAA B MOAPA3ACICHUAX
(bapmakoHaa30pa, HO U JIUL, KOTOPbIE MOTYT MOJIy4aTh COOOIIEHUS O OE30MaCHOCTH.

Aymar

119. Undopmarnuss o6 ayaure cucTeMbl OOECledYeHUs] KadecTBa B CHUCTEME
dbapmakoHaa30pa ODKHA OBITH BKIIIOYEHA B MacTep-Qaiin cuctemsl dapmakoHaa3opa. B
MPWIOKEHNE HEOOXOIUMO BKIIOUUTH OMHMCAHUE METOJa TJIAaHUPOBAHUS AYJTUTOB CHCTEMBI
dbapMakoHaa30pa, MEXaHU3MOB OTYETHOCTH, a TaKXe MEepedyeHb 3arIAaHUPOBAHHBIX H
3aBEPIICHHBIX ayJIUTOB CUCTEMBI (hapMakoHaa30pa. JJaHHBIN TIepedeHb TOHKEH COIEPKaTh
JaThl TIPOBEICHUS ayJAUTOB U MPEJCTABICHUS] OTYETOB IO PE3yJibTaTaM ayAauTOB, 00JacTh
OIICHKM M COCTOSHHWE BBITIOJHCHHS ayJAUTOB IPOBAUIEPOB YCIYT, OTIACIBHBIX BHJIOB
JESTENHHOCTHU 10 (hapMaKOHAA30py WIM MECTA BBITIOJIHEHHS PYHKITUH TI0 papMaKoHAA30py, a
TaK)ke 00JIaCTH B3aUMOJCHCTBUS ATUX MOAPA3ACIICHUNA WU CTPYKTYP, UMEIOIIUE OTHOIIICHUE
K BBITIOJTHEHUIO 00s13aTeNbCcTB. [lepedens MODKeH BKJIIOYaTh B ceOsl MaHHBIC 3a 5 jneT. B
cilyyasix, Korja cucrema (apMakoHaJ30pa JiepKaTessi perucTpalluOHHOTO YIOCTOBEPEHUS
CYIIECTBYET MEHEE 5 JIeT, B MEepeUyHe MOTYT yKa3bIBaThCA JAHHBIE 32 COOTBETCTBYIOIIHMA
EPUO/I.

120. Macrep-daiin cucremsl papMakoHaa30pa JOJKEH COJIEPKATh TAaK:Ke KOMMEHTapUU
00 ayauTax, B X0Ji€ KOTOPHIX ObUIM MOJYyYEHBl 3HAYMMBIEC PE3YyJIbTaThl. DTO O3HAYAET, YTO B
MepeyHe IMPOBEJCHHBIX ayJIWTOB JOJKHBI OBITh yKa3aHbl PE3yJbTaThl, KOTOPbIC OBLIH
OIICHEHBI KaK CYIIECTBCHHBIC WM KPUTHUYECKUE HECOOTBETCTBHSI, a TAK)KE KPATKOE OMMCAHUE
IJIaHa KOPPEKTHUPYIOIIUX WJIH TPEAyNpPEIUTEIbHBIX MEP B OTHOIICHHHM JaHHBIX
HECOOTBETCTBUU C yKa3aHHEM CpPOKOB HcmojHeHus. JloibkHa OBITH yKa3aHa CChUIKA Ha
MOJIHBII OTYET O MPOBEJACHHOM ayAUTE, MPUIOKEHBI TOKYMEHTHI € IJIAHOM KOPPEKTUPYIOIINX



U TIpeAyNpeuTENbHBIX Mep. B ciiydae eciu miaH KOPPEKTUPYIOMINX U MPeTyIpeIuTeIbHBIX
Mep B OTHOIICHHWH OMNPEACICHHOTO ayJIWTa WM HECOOTBETCTBHS MO COCTOSHHUIO HA JIaTy
MOATOTOBKM TEpPEYHs HE ObUT COTJAacOBaH, JOJDKEH OBITh yKa3aH COOTBETCTBYIOIIMI
koMMeHTapu# ("'uiaH (IJ1aHbl) KOPPEKTUPYIONTUX U IPEIYIPEAUTEIBHBIX MEDP JTOJKEH OBITh
cornacoBaH"). B MpuIOKEeHUN B CIUCKE MPOBEJACHHBIX ayJAUTOB JOKHBI OBITh yKa3aHBI
ayJIUTHI C He3aBepIIEHHOW paboTol 1o coracoBaHntio. KomMMeHTapuu U CBsI3aHHAs ¢ HUMHU
nHOpMAITUS 0 KOPPEKTUPYIOMINX U MPEAYIPEAUTEIBHBIX MePax JOHKHBI OBITh BKIIOUYCHBI B
Mactep-Qaia cucteMbl (apMakoHaA30pa 0 TeX IMOp, Moka He OyayT B IMOJHOW Mepe
OCYIIIECTBICHB KOPPEKTHUpYIOIMKE H (WIU) MPEeAyNpeauTeNIbHbIC IEUCTBUS, TO €CTh
KOMMEHTApHUU yAAJSIOTCS TOJIBKO MOCIIE TOTO, Kak OyAyT MPOJIEMOHCTPUPOBAHBI PE3YyJIbTAThI
OCYIIECTBJICHUS KOPPEKTUPYIOIMINX ACHCTBUN 1 (MJIM) MPECTABICHO MOATBEPKICHHUE (B TOM
9UCJI€ HE3aBUCUMOW CTOPOHBI) 3HAYUTEIBHOTO YIydIIeHus cucteMbl. JlobGaBneHwue,
U3MEHECHUE WJIM yJaJleHHe KOMMEHTAapueB JOJDKHO OBITh 3aUKCHPOBAHO B
COOTBETCTBYIOIIEM JKypHAJIE perUCTPAIUH.

121. B xadyecTBe cpejicTBa yNpaBICHUS CHUCTEMOW (apMakoHaa30pa W OOeCreUCHUS
OCHOBAHHS JISI TIPOBEACHHS ayauTa WJIM WHCIEKIUH MacTep-Gaiia CUCTEeMBbI
(dapmakoHaa30pa JOHKEH COIEePkKaTh TAK)Ke OMKMCAHUE MPOIECCOB PETUCTpallii, 00padoTKU
Y YCTPaHCHHUS BBISIBJICHHBIX B CHCTEME YITPaBJICHHUS KaueCTBOM OTKJIOHECHHH. B MacTep-daiin
TaK)Ke BKJIIOYAIOTCS JIAHHBIC O BBISIBJICHHBIX OTKJIOHEHHUSX BBIMOJHAEMBIX MPOIEAYpP IO
dbapmakoHaa30py, pe3yabTaTax OICHKH BIUSHUS OTKIOHEHUH U yNPaBICHUS OTKIOHCHHUSIMU
710 TIOJTHOTO ycTpaneHus. MHpopmanmio o paboTe ¢ OTKIIOHEHUSIMH JTOTTYCKAETCs BKIIFOYAThH B
dbopme TmepeyHs C yKa3aHHEM HOMEPOB OTYETOB, OTKJIOHCHUH, JOaT W ONHCAHUSA
COOTBETCTBYIOIINX BBHITIOJHEHHBIX MPOIIEAY].

ITpunoxenne k Mactep-(aiiry cucrems papmakoHam3opa

122. Tlpunoxenue k mactep-daiiny cucteMsl dhapMakoOHaA30pa JOIKHO COJIEPKAThH
CIIEAYIOIIUE JOKYMEHTBI:

a) MepeyUeHb JIEKapCTBEHHBIX IMPENapaToB, KOTOPHIE 3aPErUCTPUPOBAHBI JAeprKaTeaeM
PETUCTPALIMOHHOTO YAOCTOBEPEHHUSI B TOCYAApCTBax-4j€HaX M B TPETbUX CTpPaHax, HA
KOTOpbIE pacrpocTpaHsercss Mactep-daia cuctemsl papMakoHaa30pa, BKIOYasi TOPTOBbIE
HAMMEHOBAHUs JICKAPCTBEHHBIX IPENapaToOB, MEXIYHAPOJIHbIE HEMATCHTOBAHHBIC
HAaMMEHOBAHUS JIEVCTBYIOIIMX BEIIECTB U HAUMEHOBAHHUE IOCYyAapCTBa, B KOTOPOM JEHCTBYET
PErUCTPALMOHHOE yI0CTOBEPEHHE.

[IepedeHpb pa3pelIeHHBIX B TOCYAapCTBAX-WICHAX JICKAPCTBEHHBIX MPENapaToB JOJKEH
BKJIIOYaTh B ce0s HOMEP PETUCTPAIMOHHOTO YJAOCTOBEPEHHUS, a TaKXKE MO KaKIOMY
YAOCTOBEPEHUIO CIIETYIONIYI0 HH(POPMAIHIO:

THUII TIPOIEYPHl PETUCTpAIUU (HAIpUMEp, PETUCTPAIIUS TTPENnapaToB B COOTBETCTBUU C
3aKOHOJATEJILCTBOM TOCYJapCTBa-4jieHa IyTEM IPOLEAYPbl B3aUMHOTO NPU3HAHUS WU
JEIEHTPATTM30BAHHON MTPOLIETYPbI);



pedepeHTHOE roCy1apCTBO-4JICH;

HaJIMYME Ha PHIHKAX TOCYIapCTB-YJICHOB;

TPEThbU TOCYJApCTBA, HAa TEPPUTOPHUSAX KOTOPHIX JIEKAPCTBEHHBIN Mpemapar
3apETUCTPUPOBAH WM HAa PHIHKaX KOTOPBIX 00paIaeTCsl.

[Tepeuenp nomkeH OBITH CTPYKTYpHpPOBAaH MO JACHCTBYIOIIMM BEIIECTBAM U B
COOTBETCTBYIONUX CIIydasX JOJDKEH COJIepXKaTh YyKa3aHWE Ha CYyIIEeCTBOBaHUE
cneuu@uyeckux TpeOOBaHUM K KOHTPOJIIO O€30MacHOCTH JIEKapCTBEHHOIrO Ipemnapara (
HaIpUMep, BBEJCHHE MEp MUHUMU3AIIMN PUCKOB, ONTUCAHHBIX B TUTAHE YIIPABICHUS PHCKAMHU
WM YCTAHOBJIEHHBIX B KadeCTBE YCIOBHS PETHCTPAlMM JIEKAPCTBEHHOTO Iperapara,
M3MEHEHHE MEPUOJUYHOCTU MPEICTABICHUS MEPUOANYECKOr0 OOHOBISEMOrO OTYETa IO
0e30macHOCTH, BKJIIOUEHHE B CIIMCOK IMpenapaToB, MOJJICKAIUX JOMOTHUTEIHBHOMY
MOHUTOPUHTY).

B oTHOmIEHWH PETHCTPAallMOHHBIX yJAOCTOBEPEHUH, KOTOPHIC BKIIOUCHBI B JPYTYIO
cucteMy ¢apMakoHaZ30pa B CJIydae HaIW4yus Yy JAepKaTelsi PerucTparuoOHHOTO
yIOCTOBEpEHHUs OoJiee YeM OJHON CUCTeMBbI (DapMaKOHAA30pa WIIM HATUYHS COTJIAIICHUS C
TpeTbeil CTOPOHOW O JAeNerupoBaHUMM 3ajad 10 ¢papMakoHAIA30py IS JaHHOTO
PETUCTPALMOHHOIO YJIOCTOBEpEHHUs, B MacTep-(paiiia cucreMbl (papMakoHaa3opa JOJKHA
BKJIFOUATHCSI CCHIIKA HA JOMOJHUTENBHBIA MacTep-(haii cucteMbl GpapMakoHaI30pa B BHUJIE
OTZIENIbHOTO TIEPEYHS B MPUIIOKCHUSAX C IEIbI0 MPEACTAaBICHUS MOJHON WHMOpManuu o
Mactep-gaiiax B OTHOIIEHWHM BCEX JIEKAPCTBEHHBIX IMpemapaToB JAepiKaTens
PETUCTPALIMOHHOTO yIOCTOBEPEHHUSL.

B cnydae mcmonb30BaHMsSI COBMECTHBIX CHCTEM (DapMaKoHAI30pa BCE JIEKAPCTBEHHBIC
npemnaparbl, Ha KOTOPBIE pPACIPOCTpaHSETCS cUcTeMa (papMakoHAA30pa, OMHCaHHAs B
MacTep-daiiie cucteMbl (papMakoHaI30pa, MJOJDKHBI OBITh BKIIOYEHBI B TEpeUYeHb
JEKapCTBEHHBIX TMpemapatoB. Jlns mpencraBieHus AaHHOW WHGOPMAIUA MOYXKHO
WCIIOJIB30BaTh OJIMH TIEPEYeHb C YKa3aHWMEM HAMMEHOBAHUS JIepXKaTels (JIeprKarerneil)
PETUCTPALIMOHHOTO YAOCTOBEPEHUS ISl KaXKI0T0 JICKApCTBEHHOTO Mpernapara Wik B KaueCTBE
aJIbTEPHATHBBI OTJIEIbHBIC TIEPEYHHU C OMHMCAHUEM JIEKAPCTBEHHBIX MPENapaToB KaXkI0TO U3
JepxKaTeNell perucTpaliioHHbIX YI0CTOBEPCHHIA;

0) mepedyeHb CTaHAAPTOB | MPOLETYP CHCTEMBI KaueCTBa CUCTEMbI (hapMaKOHAI30pa;

B) TIEPEUYCHb JOTOBOPEHHOCTEH, KacCAIOIIUXCS JCIICTHPOBAHUS ACATEIHHOCTH IO
bapmakoHaa30py, BKIIOYAst COOTBETCTBYIOIIHE JIEKAPCTBEHHBIE MPENapaThl U TEPPUTOPHH;

T') IepevyeHb 3aja4, JeJIETUPOBAHHBIX YIIOJTHOMOYEHHBIM JIUIIOM 10 (papMaKoHa30py;

1) IEpeYeHb 3aBEPIICHHBIX 3a 5 JIeT MeproJI ayJUTOB U 3aIUIAHUPOBAHHBIX ayAUTOB. B
cllydasix, Korja cuctema (apMakoHaa30pa JepKaTeisi perucTpalMoOHHOTO yI0CTOBEPEHUs
CYIIIECTBYET MEHEE 5 JIET, B MEepPEYHEe MOTYT YKa3bIBaThCs JaHHBIC 32 COOTBETCTBYIOIIUI
NepUoS;

€) MepeydeHb MoKaszaTeIe ONEHKU ACSITEIFHOCTH MO0 papMaKoHAA30py (eCIH MPUMEHUMO)



) MEepeueHb HAXOAUINXCA B BEICHUU JIEpKaTelsl PETUCTPALIMOHHBIX YJIOCTOBEPEHUMN
IpYyrux Macrep-GhaiiyioB cuctembl papmMakoHaa30pa (€Ciau IPUMEHHUMO).

[Tepedens goMKeH BKIIOYATh B ce0st HOMep MacTep-(aiina cucteMsl (papMakoHaa3opa u
uHpopmanuio 00 YMNOJHOMOYEHHOM JIMIE, OTBETCTBEHHOM 3a JaHHYIO CHUCTEMY
dbapmakonanzopa. B cnyudae ecnu ganHas cuctema dapMakoHaa30pa yHpaBiseTcss Ipyrou
CTOPOHOM, KOTOpasi He SBJSETCS JEep>KaTelieM PEerucTpaliOHHOTO YIAOCTOBEPEHHS,
yKa3bIBaeTcsi THPOpMALIHs O JAHHOM IMOCTaBLIMKE YCIYT MO (papMaKoHa130py;

3) JKypHaJl pEerucTpaldyd BCEX WU3MEHEHUM, BHECEHHBIX B MacTep-(ailyl cucTeMbl
(dapmakoHa30pa 3a moclieJHuE S JIET, 3a UCKII0YeHnEM UH(pOopMaIii, yKa3aHHOH B a03aax
TpeTheM — miecToM NyHKTa 99 nHactosimux [lpaBmi, u uHpOpMalMy, BKIIOYaEeMOMl B
NpUIOKEHUsT K Mactep-(ailny cucremsl dapmakonaazopa. Mudopmanus 06 mzmMeHeHUU
JOJDKHA BKITIOUATh B ce0s JaTy U3MEHEHUs, CBEICHUS O JIUIE, OTBETCTBEHHOM 33 U3MEHEHUE,
U ONKMCAHNE BHECEHHOTO U3MEHEHUS.

5. KoBTpOIIb H3MEHEHNi, BEpCHU B apXUBHPOBAHHE

123. Jlep>katenu perucTpaliOHHBIX yAOCTOBEPEHUHN JTOKHBI 00ECeYUTh IPUMEHEHHE
CHUCTEMBI yTIpaBJICHHS HM3MCHEHUSIMU B MacTep-(daiine cucteMbl ¢apMakoHaa3opa H
UCIIOJIb30BaTh HAJEXKHbIE TMPOILECCHl CBOEBPEMEHHOrO TOJy4YeHUs HUHpopmanuu
OTHOCHUTEIIBHO COOTBETCTBYIOLIUX U3MEHEHUM C MOCIEAYIOMIEN HAJIEKAIIEH AKTYTU3alUuEN
Mactep-(aitra. YIOJIHOMOYEHHBIE OpPraHbl MOTYT 3alpOCUTh HH(POPMAIUIO O BaXKHBIX
U3MCHEHUSAX B CHUCTeMe (papmMakoHaa30pa, KOTOPbIE MOTYT BKIIFOYAaTh B CeOSI B TOM YHCIIE
CJIeTYIONTNE U3MCHECHHS:

u3MeHeHus B 0ase (0a3ax) MaHHBIX 0 OE30MACHOCTH CUCTEMBI (hapMaKOHaI30pa, KOTOPHIC
MOTYT BKJIFOUATh B ceOsI UI3MEHEHUST CaMOl 0a3bl TAHHBIX WM B3aMMOCBSI3aHHBIX 0a3 TaHHBIX,
M3MEHEHUSl CTaTyca Baluaaluu 0a3bl JAaHHBIX, a TaK)Ke H3MEHEHUs WHopManuu o
Mepe1aBacMbIX WIIH MEPEHOCUMBIX JaHHBIX;

W3MEHEHHS B OKA3aHUH 3HAYMMBIX YCIYT M0 hapMaKkoHaA30py, OCOOCHHO €CTU peUb UET
0 B)KHBIX KOHTPAKTHBIX JIOTOBOPEHHOCTSX IO TPEICTABIICHUIO TAHHBIX O 0€30MMaCHOCTH;

TaKue OPTraHW3alMOHHBIC W3MEHEHMS, KaK TMOTJOMICHUE OJHOW KOMIAHWH JIPYTOU,

CIIMSIHUE, M3MEHEHHE MeCTa OCYUIECTBIICHHUS NAESITEIbHOCTH MO (papMakoHaI30py WIH
NeferupoBanue (mepeaayda) ynpasiaeHus Mactep-gaiaom cucteMsl (hapMakoHaa30pa.

124. TTomuMoO TOKYMEHTUPOBAHUS U3MEHEHUH B MacTep-(daiisie (B )KypHalle perucTpaiuu
), JIepkaTelieM pPEerucTPalMOHHOTO YJAOCTOBEPEHUS JOJKHO OBITh 00ECIeueHO
MH()OPMUPOBAHKE YITOJIHOMOYEHHOTO JIUIA TI0 (papMaKOHAI30py O JaHHBIX U3MEHEHHSIX.

125. N3menenuss B Mactep-¢daine cuctembl (papMakoHaa3opa HAOJKHBI
JTOKYyMEHTUPOBATHCS C OTPAKEHUEM HCTOPUU M3MEHEHHM (C YKa3aHHWEM JaThl U OMHCAHUEM
MU3MCHEHHUS) B JKypHajJie PETrHCTpallMM W3MEHCHHH. B XypHaJl perncTpamvu HW3MEHCHHUH
BKJTIOYaeTcs mHpopManus 000 BCeX M3MEHEHUSX, BHECEHHBIX B MacTep-(aili CUCTEMBI
(dbapmakoHaa30pa, 3a UCKIIOYEHHEM HH(POpPMaIINK, YKa3aHHOW B a03allax TPEThEM — IIECTOM



nyHkTa 99 Hactosmux [IpaBui, u uabopmaIy, BKIIOYaeMON B MPUIIOKEHHS MacTep-daiina
CUCTEMBI (papMaKoHa130pa.

126. Wctopuro m3MeHeHUN WHOpMAIUM, COMAEpIKAMECHCS B TPUIOKEHHUSIX K
mactep-dainy cucrembl (papMakoHaA30pa, JOMYCKAETCA MPEAOCTABIATh MO 3ampocy, U B
3TOM CJIy4ae B JKypHaJl pErucTpallid M3MEHEHUN BKIIOYAETCA JlaTa U3MEHEHHUS U (WJIM)
OOHOBJICHUS TIPUIIOKECHUS
C aKTyalM3alHMell HWCTOPUU H3MEHEHUHM cojlepxkaHusd NpuiokeHuil. Jlomyckaercs 4ToObI
uHpopMaIMs B NPWIOKEHUSIX, KOTOpas PEryJsapHO OOHOBIsETCsS (Takas Kak MEepeYyHU
JIEKapCTBEHHBIX MPENnapaTroB, CTAaHAAPTHBIX pabodyux NpolEeayp WIM TOoKa3zarenen
COOTBETCTBUSI), BKJIFOYAJIa B C€0Sl Pe3yibTaThl, MOJTYUYECHHbIE OT KOHTPOJIUPYEMBIX CUCTEM (
HaIlpuMep, CUCTEM 3JIEKTPOHHOTO JTOKYMEHTO00OpOoTa WM 0a3 JaHHBIX YIMOTHOMOYEHHBIX
opranoB). IIpeamecTByromue BEpPCUU NPUIONKEHHUN MOTYT YIPABIATHCA BHE CaMOTro
mactep-(daitna mpu yclIOBUHU, YTO UCTOPUS M3MEHEHUU COXpaHSAETCS W JIOCTyIHA s
YIIOJTHOMOUYEHHBIX OPraHoB M0 3amnpocy. Eciu mactep-daiin
He OB 3ampolleH YMOJHOMOYEHHBIM OpraHOM WM B HEro HE BHOCWJIMCh U3MEHEHUS B
TEYEHHUE ONPEACIICHHOr0 MEPHOJia BPEMEHH (HANpHUMEpP, €CIM U3MEHEHUs MPUII0KEHUN
YOPABISIIOTCA OTAENIBHO OT MacTep-(Qailna), cieayeT MNEepUOJUYECKH MNPOBOAUTH 0030p
COOTBETCTBHSI aKTyaJIbHOCTH UH(pOpMaIu B MacTep-paitie. JlepxaTensiM perucTpaliOHHbIX
YAOCTOBEpEHUN HEO0OXOAMMO OO0ECHEUYUTh BBHINOJHEHUE 0053aTeNbCTB OTHOCUTEIHHO
CBOEBPEMEHHOI'0 TMpeoCTaBlIeHUsT Mactep-(daitna cuctemsl (apmakoHaazopa. Takxke
YIOJIHOMOYEHHOE JIUIO MO (papMaKOHA30py JOKHO UMETh JTOCTYII K aKTyalIU3UpPOBAHHOM U
JIOCTOBEpHON wuHPopMmanuu o cucreme (HapmMakoHaa30pa, MOITOMY JAepiKaTeleM
PEruCTPallMOHHOIO YJIOCTOBEPEHHS JOJKEH OBITh 0OecredeH NOCTOSHHBIM JOCTYN K
Mactep-(aitny cucrtemsl ¢dapMakoHaA30pa, BKIOUYas HHGOPMAIMIO, COACPXKAIIYIOCS B
MPUJIOKEHUAX (MO0 C MOMOIIBI0 caMoro macrtep-(aitia cucteMmsl papmakoHaa3opa, JHUO0
4yepe3 TOCTYyN K CUCTEMaM, UCIOIb3YEMBIM IS CO3JaHUs TPUIIOKEHUN ).

127. Jlepkatenu perucTpallMOHHBIX YAOCTOBEPEHUMN JOIKHBI 000CHOBATh BHIOPAHHBIN
METOA U pa3paboTaTh MPOLEAYpPhl KOHTPOJS JOKYMEHTAlUU C IENbI0 HaAJekKaIlero
yIpaBJICHUs IPOLIECCOM TMOAIepkKaHusl MacTep-Gaiiia cucteMsl papmakoHaazopa. OCHOBHOM
NPUHLMUIO 3aKJI0YaeTcss B TOM, YTO, MPEACTaBisAs cOOOW OCHOBaHHWE JJisi ayAUTOB U
MHCIICKIIUM, Mactep-aiin cuctembl (papmMakoHan30pa COAEPKHUT OMUCAHUE CHUCTEMBI
(dapMakoHaa30pa B TEKYIIMH MOMEHT BPEMEHH, HO [Jis NPaBUJIBHOIO MOHUMAHHS B
OTACNBHBIX Clydassx TpeOyeTcss AOMOJHUTENbHAash OIleHKa (YHKIMOHUPOBAHUS U
HaIpaBJIEHHOCTH CUCTEMBI (hapMaKOHaA30pa Ha MPEAIIECTBYIOIIUX 3TaMNax.

128. Tlpu BHeceHnn W3MEHEHUU B Mactep-(daitn cuctembl papmMakoHaa30pa TAKKE
HEO0OXOIUMO YUYUTHIBATh COBMECTHBIE CUCTEMBI (DapMaKOHAa130pa U JeJIeTUPOBaHHbIC 3aa4n
no (apmakonaazopy. Hamnexamuii KOHTpOJIb U3MEHEHUH MpPeayCMaTPUBACT PErHCTPAIUIO
JaThl ¥ KOHTEKCTA YBEJAOMIIEHUN 00 M3MEHEHUSX BHOCUMBIX YIIOJTHOMOYEHHBIMU OpraHaMu,
YIOJIHOMOYEHHBIMU JIMIIAMH 1O (PApMaKOHA30py U TPETBUMHU CTOPOHAMM.



129. Mactep-aiin cuctemsl papmMakoHa3opa caeayeT XpaHUTh TAKUM 00pa3oM, YTOOBI
00€ecCeyuTh ero y10004uTaeMoCTb U IOCTYITHOCTb.

6. IIpencraBnenne MacTep-daiiyia cucTeMbl papMakoHAA30pa

130. YioarHOMOYEHHOE JIMIO N0 (PapMaKOHAA30py AOIHKHO UMETh MOCTOSIHHBINA TOCTYII K
MacTtep-Qainy cuctembl ¢papMakoHaA30pa. YTOJHOMOUYEHHBIM OpraHaM JOJKEH OBITh
o0ecniedeH JI0CTyn K MacTep-Qailly cuctemsl (papmakoHaa3opa 1o 3amnpocy. Mapopmanus B
Mactep-daiine cucteMbl papmMakoHaaA30pa JOJKHA OBITH MCUEPIBIBAIOIICH, TPAaBUIBHOW U
oTpaxaTh JCHCTBYIOUIYIO cCUCTEMY (apMakoHaJ30pa B TEKYLUIMH MOMEHT BPEMEHH, YTO
O3HayaeT 00s3aTeNbHOE OOHOBIEHHE MHPOpMALMK MacTep-(dailia U npu HEOOXOTUMOCTH
BBITNIOJTHEHHUE NTEPECMOTpPA €0 COAECPKUMOI0O C yUETOM MOJIYYEHHOT'O OMbITa, TEXHUUECKOTO U
HAyYHOTO TpOrpecca, U3MEHEHUN HOPM peryiaupoBaHus. JlepxaTeleM perucTparoHHbIX
YAOCTOBEPEHUN JOKeH OBITh oOecmedeH JOCTYyN YMOJHOMOYEHHBIX OpPraHoB K
macTep-(haiiy cucteMbl (papMakoHag30pa B T€UeHHE 7 pabouyux JHEH MOCie MOITy4YeHUs
COOTBETCTBYIOILIETO 3ampoca. JlepxaTelssMu PErHCTPAlMOHHBIX YIAOCTOBEPEHHUH OJKEH
OBITh 00€CIIeUeH HEMOCPEICTBEHHBIN JTOCTYI YIIOJIHOMOUYEHHBIX OpPraHOB K MacTep-(haimy
CUCTEMBI (apMaKkoOHaJ30pa B YKa3aHHOM MECTOHAXOXIACHUU MacTep-Qaiiaa CUCTEMBI
(bapmakoHa30pa WIK MO MECTY OCYILECTBICHUS ACSITEIbHOCTH YIIOJIHOMOUYEHHOTO JIHIA 1O
(dhapmakoHaaA30pYy.

7. ®opMar Macrtep-daiina cucTeMsl papMakoHaI30pa

131. JJomyckaeTcst 4To0Obl MacTep-Gaia cucTeMbl papMaKkoHaA30pa UMEIT JJIEKTPOHHYIO
(dbopMy Mpu YCIOBUU COXPAHEHUS BO3MOKHOCTH TPEJICTABIICHUS Y€TKO CTPYKTYPUPOBAHHON
NeYaTHOW KOIHUHU MO 3alpocy YIMOJIHOMOYEHHBIX opraHoB. B mo0om ¢opmare macrep-daiin
cucteMbl (hapMaKoHAJ30pa JOKEH UMETh YUTAEMYI0, MOJHYI0 M JOCTYNHYIO (opMmy,
o0ecreynBaroly0 BO3MOXKHOCTh OILIEHKH BCEX JTOKYMEHTOB U TMPOCIEKHBAEMOCTh
M3MeHeHUl. B HEKOTOpBIX cllydasXx MOXKET MOTpeOOBaThCA OrpaHUYEHUE AOCTyNa K
Mactep-dairy cucteMbl hapMaKoHaA30pa € LETbI0 OCYIIECTBICHUS HAIJICKAIIET0 KOHTPOJIS
€ro COJIep’KaHusl U pacupeiereHus OO0sI3aHHOCTEH MO YNPABICHUIO UM (B KOHTEKCTE
KOHTPOJISI UBMEHEHUM U apXuBupoBaHus). Clie1yeT UCIOIb30BaTh AJIEKTPOHHYIO MapKUPOBKY
JOKYMEHTA U TEKCT C BO3MOKHOCTBIO OUCKA. Takue NOKYMEHTBI, KaK KOIHMH MOAIMCAHHBIX
3asBJICHUM WJIM COTJIAIIEHUM, TOJKHBI OBITh BKJIOYEHBI B MPUIIOKEHUS U OINKCAHBI B
yKazaTelse 3JEKTPOHHOTO JOKYMeHTa. JJoKyMeHThI U aHHble MacTep-¢aiiaa T0KHbI ObITH
MPEJICTABJICHBI B CIAEAYIOMNX PyOpUKaxX U, B CIydae €CIIM OHU MMEIOT MevaTHhIM (opmar,
JIOJIKHBI OBITH MPEJCTaBICHBI B YKa3aHHOM MOPSIIKE:

Ha TUTYJBHOM CTpaHUIIe JOJDKHBI OBITH yKa3aHbl HOMEP MacTep-(daiiaa CUCTEMBI
dbapmakoHam3opa (NMpW HATWYUK), HAUMEHOBAHHME JEpXKaTelsd pPETHUCTPAIMOHHOTO
YAOCTOBEPEHUS, YIIOTHOMOYEHHOE JIUIIO 10 (hapMaKOHAI30pY, OTBETCTBEHHOE 3a ONMMCAHHYIO



cucteMy (¢apMakoHaJ30pa, HAMMEHOBAHUE JPYTHX Jep)KaTelliel pPerucTparmoHHbIX
YIOCTOBEPECHUN (MPUMEHSAIOIINX JaHHYH cucTeMy ¢dapMmakoHaa30opa), TIepeyeHb
Mactep-GhanIoB s JepiKaTelield perucTPalMOHHBIX YIOCTOBEPEHHUM (I JIEKaPCTBEHHBIX
npernaparoB, BKJIIOYEHHBIX B JIPYryl0 cUCTeMy (apmakoHaj30pa), JaTa MOJATOTOBKH WIIU
MoCJIeTHEr0 OOHOBIIEHUS MacTep-daiina cucteMbl hapMakoHaI30pa.
3aroJioBKH, UCMoJb3yeMble B noapaszaene 4 pasgena Il mactosmux IlpaBui, cnenyer
HCMOJIb30BaTh ISl O00O3HAUYEHUs] OCHOBHBIX pa3JelioB cojepkaHus wmactep-daiina.
MunumManbeHoe TpeOyeMoe coJep:KaHue MPUIIOKEHUM K MacTep-(ailily U3J105KEHO B MYHKTE
120 nactrosimux IlpaBui, nomnojJHUTENbHAs WHPOpPMAIUS MOXET OBITh BKJIIOUECHA B
MPUJIOKEHHUST K MacTtep-(aiily Nmpu yCIOBUHU BBHITIOJHEHUS TPEOOBAHUN K COJIEPKAHUIO
OCHOBHBIX pa3jiesioB. B mpuiioxkeHus BKIIIOYaeTCs ciaeayromnias nupopmarus:
CBeJZieHHUsI 00 YITOJTHOMOYECHHOM JIHIIE 10 (hapMakoHaa30py (mpriokeHue A):
nepeveHb 3aj1ay, JeJIerMPOBAHHBIX YIIOTHOMOYEHHBIM JUIIOM 10 (hapMaKOHA130py, WIH
COOTBETCTBYIOIIMMI MPOLIETYPHBIN TOKYMEHT;
JnaHHbIe Onorpaduu yroJIHOMOYEHHOTO JIUIa Mo (papMaKoHAA30py U MOATBEPIKAAIOIIHIE
9T JaHHBIE JOKYMEHTHI;
JIOTIOJTHUTEJIbHBIE KOHTAKTHBIE JaHHBIC (€CJIM HEOOXOAMMO);
OpraHU3allMOHHAsl CTPYKTypa JeprKaTeis PEerucTpallduoOHHOTO YIOCTOBEepeHUs (
npuioxenue b):
NEPEYHU JOTOBOPOB U COTJIALICHU;
MCTOYHUKH JIAaHHBIX O€30MacHOCTH (MpuiioxkeHue B):
NepeYHU C ONMMCAHHEM HCTOYHUKOB JaHHBIX 0€30MmacHOCTH (Hampumep, (Guirabl
JiepKaTelisl pETUCTPAIMOHHOTO YJIOCTOBEPEHUS U KOHTAKTHBIC JAHHBIE TPETHUX CTOPOH);
KOMITBIOTEPU3UPOBAHHBIE CUCTEMBI U 0a3bl JaHHBIX (Tpuiioxkenue [);
MMCbMEHHBIE TIPOIIECCHI U MPONEaYphl (TIprioxkenue J1):
nepevyeHb MPOLEAYPHBIX JOKYMEHTOB;
3¢ pexTuBHOCTH cucTeMBI (papMakoHai3opa (npuioxenue E):
NEPEYHU UHIUKATOPOB d(PPEKTUBHOCTH;
TEKYLIUE pe3yJIbTaThl OLEHKH 3(PPEKTUBHOCTHU MO UCTIOIb3YEMbIM UHANKATOPAM;
cucrema kauyectna (npuioxenue X):
IJIaH ayJHUTOB;
nepedyeHb MPOBEJICHHBIX U 3aBEPILICHHBIX ayAUTOB;
JIEKapCTBEHHBIE ITpenapaThl (MpuoxeHue 3):
MepeueHb JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIE BKIIOUEHBI B JaHHYIO CHUCTEMY
(bapmakoHaa30pa;
KOMMEHTApUU B OTHOLIEHUM JE€PKATEJIEd PErUCTPAlMOHHBIX YJIOCTOBEPEHHI
JIEKapCTBEHHBIX MPenapaTosB;
KOHTPOJIb 3aMUCEN U JOKyMeHTaIuu (npuioxenue N):
KypHaJI pETUCTpalliid U3MEHEHU;



JOKYMEHTAIUS IO UCTOPUM U3MEHEHUMN COAECPIKAHUS
MIPUJIOKEHUH, CoJIepIKallias JIEKTPOHHbIE UHJIEKCHI (B COOTBETCTBUU C IpUiIokeHusiMu A — U
U UX COJIEPKAHUEM), €CJIM TaKasi JOKYMEHTaIUs 0 UCTOPUHU U3MEHEHHI HE MPeyCMOTpEHA
B CAMOM COOTBETCTBYIOILIEM MTPUIIOKEHUU.

K nokyMeHTy B ciydyae HEOOXOJAMMOCTHU NpUIIaraeTcs MJOKYMEHTAIUs [JIs
NOATBEPKICHUS YBEJAOMICHUM M TMOJINUCEH, Kacamonuxcs wmactep-(daiina cucTeMbl
(dbapmakonaazopa. B cinydae OTCYTCTBUSI KaKUX-TMOO W3 yKa3aHHBIX MPUI0XKEHUM HET
HEOOXOAMMOCTH MPEIOCTABIATh CTPAHUIIBI C MYCTHIM COJEPKUMBIM, OJIHAKO MPHUIIOKECHHUS,
KOTOpBIE TPEIOCTABIAIOTCS, MOKHBI ObITh Ha3BaHbl B COOTBETCTBUU C YyKa3aHHBIM
dbopmarom. Hanmpumep, npuioxxenue [l He ciemayeT MepeuMeHOBBIBATh B IPHIIOKEHHE [ B Tex
ClIyyasx, KOrJa HE€ HCIOJb3YeTCs NPHIOKEHHE, Kacarolleecss KOMIbIOTEPU3UPOBAHHBIX
CUCTEM M 0a3 JaHHBIX, — IPWIOKEHHUE | ciaenyeT Ha3BaTh "HEUCIIONB3YEMBIM" B COAECPKAHUN
1St 0003HAYEHMS OTCYTCTBUS COIEPKAHUSI.

8. O6s13aHHOCTH YJaCTHUKOB CHCTEMEI papmakoHa3opa JlepkaTein perHCTpaMOHHEIX
YAOCTOBEpEHUH

132. [depxarenu perucTpaiuOHHBIX YIOCTOBEPEHHUH JOJKHBI pa3padoTaTh U BHEJPUTh
cucteMy (apMaKoHaI30pa C LEIbI0 MOHUTOPUMHIAa M KOHTPOJIA 3a OJHUM Wi Oosee
JeKapCcTBEHHbIM mpenaparoM. OHM TakXe OTBEYAIOT 3a CO3JaHMEe U MOJAepKaHue
MmacTep-(aiiina cuctemsl (papMakoHaA30pa, B KOTOPOM OIKMCaHa cuctema (hapmMakoHaa3opa B
OTHOUIEHHHU 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpemnapatoB. Jlepxkarelnto
PErUCTPALMOHHOrO YJIOCTOBEPEHUSI HEOOXOJMMO HA3HAYUTH YIIOJIHOMOYEHHOE JIMIO IO
dbapmakoHaa30py, OTBedarolee 3a co3JaHue H (YHKIMOHUPOBAHHUE CHUCTEMBI
(dhapmakoHaa30pa, onrcaHHOM B MacTep-(daitie cuctemMbl hapMakoHaA30pAa.

133. [Ipu nojgaue 3asiBJICHUSI HA PETUCTPALUIO JICKAPCTBEHHOIO MpenapaTa 3asiBUTEIb
JIOJI’KEH UMETh B CBOEM PACIIOPSHKEHUH ONMKMCAHKUE CUCTEMbI (papMakoHa130pa, KoTopas Oyaer
byHKIIMOHUpPOBaTh Ha Tepputopun Coro3a WIM HAa TEPPUTOPHUAX OTIACIBHBIX
rocyJapCTB-4JI€HOB.

B Xxone omeHkW 3asBIEHHUS Ha PETUCTPAIMI0 OT 3afABUTEIS MOXET MOTPeOOBaATHCS
IpeJICTaBIICHUE C IEJIbI0 03HAKOMIICHUS KOIIUU
Mactep-(aitina cuctemsl papMakoHaaA30pA.

134. Jlepxatenp pEerucTpalMoOHHOTO YJAOCTOBEPEHHUS OTBEYAET 3a CO3/IaHUE
Mactep-(daitna cucteMbl (papMakoHaa30pa, KOTOpas paclpoCTpaHsAeTcss Ha TEPPUTOPUH
roCy/IapCTB-YJIEHOB, W PETUCTPAIMI0 MECTOHAXOXJACHUS MacTep-Qaiijia CUCTEMBI
(dbapmakoHaa30pa B YIOJHOMOUYEHHBIX OpPraHax rocyJapCTB-UJICHOB MPH MOJadye 3asBICHUS
Ha PETUCTPALMIO JIEKApCTBEHHOTO mpemnapara. B macrep-daiine cuctemsl papmakoHaazopa
HEOOXOJUMO OMNHCATh JIEHUCTBYIONIYIO B TEKYIIUA MOMEHT BpPEMEHH CHUCTEMY



dbapmakoHag3opa. B Hero MoXHO BKIIOUUTH WH(POPMAIMIO O KOMIOHEHTaX CHUCTEMBI,
KOTOpBhIE OYyAyT BHEAPATHCA B OyJAylIeM MU KOTOpbIE JOJDKHBI OBITh YKa3aHbl Kak
3aIlUIaHUPOBAHHBIE, @ HE BHEJIPEHHBIE WM JCHCTBYIOIINE.

135. Pabota o co3gaHuio, NOAJIEPKAHUIO U MIPEACTABICHUIO MacTep-(daiiia cucTeMbl
(dhapmakoHa30pa B YIIOJHOMOYECHHBIC OPTaHbl MOXKET OBITH TTOpYyYeHa TPEThEH CTOPOHE, HO
JIepKaTellb PErucTPAlMOHHOTO YJIOCTOBEPEHUS HECET OTBETCTBEHHOCThH 3a COOJIIOJCHUE
TpeboBaHuil akTOB opranoB Coro3a U 3aKOHOJATEILCTBA rocyiapcTB-uieHoB. [lonnepxanue
Mactep-(aitna cucremsl dapMakoHaa30pa B JEHCTBYIONIEM M JOCTYITHOM COCTOSHUM (
MOCTOSIHHBINM JOCTYN ISl ayAuTa W WHCHEKIUH) MOXHO JIeJIETUPOBAThb, HO JEpiKATElb
PETrUCTPALIMOHHOTO YJIOCTOBEPEHHUSI HA IMOCTOSHHONW OCHOBE HECET OTBETCTBEHHOCTH 3a
obecrieyeHre BBHITIOJHEHUS! TaHHOW ()YHKIIMU Ha YPOBHE, COOTBETCTBYIOIIEM TPEOOBAHUSIM
akToB opraHoB Coro3a 1 3aKOHOJJaTEIbCTBA rOCYAapCTB-UJICHOB.

136. B cityyae cMeHBI YIIOJTHOMOYEHHOIO JUIa 10 (papMakoHAA30py MU KOHTAKTHOU
HHpOpPMALIMU O HEM, a TaKXKe H3MEHEHUs MECTOHAXOXIEHUs MacTep-(dailna cuUCTEMbl
dbapMmakoHan3opa JAepKaTedb PErUCTPALMOHHOTO YIOCTOBEPEHHS TMPEJCTaBIsSET B
YIIOJJTHOMOYEHHBIE OPTaHbl TOCYJAPCTB-YJICHOB 3asBJIICHUE O BHECEHHU COOTBETCTBYIOIIMX
W3MEHEHUH. JlepKaTenn perucTpalMoOHHBIX YJAOCTOBEPEHHUM HECYT OTBETCTBEHHOCTH 3a
oOHOBJIeHHE HH(pOpMALUU OO0 YIMOJIHOMOYEHHOM JulEe Mo (apMakoOHAI30py U ajpece
HaXOXJeHUs1 MacTep-(daiiia cucteMbl papMaKoHaa30pA.

YIOIHOMOYEHHEIE OpTraHbI TOCYAapCTB-WICHOB

137. YnonmHOMOYCHHBIC OpraHbl OTBEYAIOT 32 KOHTPOJb CHUCTeM (apMaKoHaI30pa
JepKaTeae pPerucTpalMoOHHBIX YJIOCTOBepeHUH. B pamkax paHHOTro o00s3aTenbCTBa
YIIOJTHOMOYEHHBIC OpTaHbl BBITIOJHSIIOT OICHKY KpaTKOoW HWH(POPMAMM O CHCTEME
dbapMakoHaa30pa, BKIIOYEHHOW B PETUCTPAIMOHHOE JIOChE MPH TMOJlaue 3asBICHUS Ha
MOJyYEHUE PErucTpallMoOHHOTO yaocTtoBepeHusa. [lonHwiii wmactep-daitn  cuctembl
(dhapmMakoHa30pa MOKET OBITH 3amMpoIIeH B Jt000e Bpems (Hampumep, Ipu BO3SHUKHOBEHHUH
BOIIPOCOB MO cucTeMe (papMakoHaa30pa WU NMPOoPUI0 0E30MaCHOCTH JIEKAPCTBEHHOTO
nmpenapara Ju00 MpH MOArOTOBKE K mHCHeKnnn). Mubopmaruio 06 n3MeHEHUAX B KpaTKOH
uH(dopMaluu 1Mo cucteMme (apMaKoHA30pa WU B COJAEpKaHUU MacTep-(aiiia CUCTEeMbI
(dhapmMakoHa30pa TAKKE UCIIONB3YIOT B X0/1€ TUIAHUPOBAHUSI M IPOBEACHUS MHCTICKITHH.

138. YmonHomoueHHbIE OpraHbl OOMEHHMBAIOTCS HHpOpPMAIUMEd O cHUcTeMax
dbapMakoHaa30pa, B TOM YHCIE B IEAX TEpeAavyd MaHHBIX B MPOTPaMMbl WHCIICKITHHA
rocyapCTB-4JICHOB, pa3pa0OTaHHbIE HAa OCHOBE aHaiau3a pHUCKOB. HHCTEKTOpPHI
YIIOJJHOMOYEHHBIX OPraHOB COOOIIAIOT O HECOOJIIOJICHUU 00s3aTeNbHBIX TpeOOBaHUM,
BKJIOYasi TpeOOBaHUsA MO MacTep-dailly cucteMbl (papMakoHaaA30pa U CHUCTEME
(dhapmakoHa30pa.

9. NoctymHocTh MacTep-(aiina cucremsl Gpapmakonanzopa



139. Macrep-daiin cucremsl (hapMakoHaa30pa H0JKEH MOANEPKUBATHCA B IEUCTBYIOIIEM
Y JOCTYIHOM COCTOSIHUM [JIs YIOJHOMOYEHHOro Jinna no ¢apmakoHaazopy. OH Takxke
JIOJIKEH OBITh TOCTOSIHHO JTOCTYTICH JJIi MHCIIEKIIUA HE3aBUCHUMO OT TOT0, ObLIO JIU CIEIaHO
3apaHee COOTBETCTBYIOIIEE YBEJOMIICHUE WU HET.

140. JepxaTenb perucTpallMOHHBIX YIOCTOBEPEHHI MOAAEPKUBAET U MPEICTABISAET MO
3ampocy YIOJTHOMOYEHHOIO0 OpraHa rocyJapcTBa-ujieHa KOMHUI0 MacTep-(aiijia CUCTEMbI
dbapmakonamzopa. Jlepkarenb perucTparMOHHOTO YIOCTOBEPEHUS MPEACTABISET KOIHUIO
macTtep-daiiina B TeueHue 7 pabouux AHEH Mociie MOTy4YeHUs COOTBETCTBYIOIIETO 3aIpoca.
Mactep-daiin cuctemsl (papMakoHa30pa MPEACTABISICTCS B YUTAEMOM BHUJIE B DJICKTPOHHOM
dbopmare unu Ha OyMaKHOM HOCUTETIE.

141. Ecnu oqun u TOT e MacTep-(daiisn cucteMsl (papMakoHaI30pa UCIOJIb3yeTcs Oosee
4eM OJIHUM JEep>KaTelieM PErucTPallMOHHOTO YJIOCTOBEpEeHHUs (B CiIyyae HCIOJIb30BaHUS
oO1iiei cucrtembl hapMakoHaA30pa), OH JOJDKEH OBITh JOCTYMEH VISl KaX0TO U3 HUX TaKUM
oOpa3oM, 4YTOOBI KaXIbl W3 JAep)KaTeled PEeTHCTPAIMOHHBIX YIOCTOBEPECHUN HMeEN
BO3MOKHOCTh MPEJICTaBUTh MacTep-(paii B YyIOJIHOMOYEHHBINH OpraH rocyjapcTBa-ujicHa B
TedeHue 7 pabouux JHEH Nociie MOJIyYeHUs] COOTBETCTBYIOIIETO 3apoca.

142. Macrtep-daiin cucrembl (papMakoHaI30pa, €clii HE O0OCHOBAHO MHOE, HE
3ampanimBaeTcs B X0J€ MPOBEICHUS OLICHKH HOBBIX 3asBJICHUN Ha MOJyYEHUE PETUCTPALIUU
JEKapCTBEHHOTO Tpernapara (TO €CTh JO PErucTpaliu JIEKapCTBEHHOIro Ipernapara), HO
MOKET OBITh 3alpPOIIEH B OCOOBIX CiIydasiX, B YaCTHOCTH B CJIydyae BHEAPEHUS HOBOU
CUCTEMBI (papMakoHaA30pa WM MPHU BBISIBJICHUU MPOOJIeM OE30MaCHOCTH JIEKAPCTBEHHOTO
npemnapara Ju00 BOMPOCOB MO COOTBETCTBHIO TpeOOBaHUSM akTOB opraHoB Coro3a u
3aKOHOJIATEIHCTBA TOCYAapCTBa-wWieHa B cepe papmakonamzopa.

IV. UBCcniexTHpOBaHHe CHCTEMEI (papMaKoHa30pa
1. O6mme momoxeHus

143. B mensiXx TMOATBEPKJICHHS BBITIOJHEHUS JEPKATEIIMU PETrUCTPAIlMOHHBIX
YAOCTOBEPEHHUI 00s3aTENBCTB MO (apMaKOHAA30pPy YHMOJIHOMOUYEHHBIE OPTaHbl OOSI3aHBI
MIPOBOJIUTH MHCIIEKITMH 0 (papMaKOHAI30py AepKaTeNIel PEruCTPallUOHHBIX YAOCTOBEPEHUI
WJIM MHBIX OpTraHU3aIluii, TPUBJICUCHHBIX JACPKATEIIMU PETUCTPAIIMOHHBIX YI0CTOBEPECHHM
JUTsL BBITIOJTHEHUSI 00s13aTenbCcTB 10 (hapmakoHanzopy. MHcnekuuu mo ¢apmMakoHaa30py
JOJDKHBI TIPOBOJMTBLCS HMHCIEKTOPAaMH, Ha3HAYaeMbIMH OpTraHaMH TOCYJAapCTB-WJICHOB,
YIIOJTHOMOYEHHBIMU TIPOBOJUTH OCMOTpP TOMEIICHHUH, 3HAKOMHUTHCS C MaTepuajIaMu,
JOKYMEHTaMH M MacTep-(aitiom crucrteMbl (hapMaKoHAA30pa, HAXOAAIIUMCS Y JAepKaTels
PETUCTPAIIMOHHOTO yJIOCTOBEPEHUS WM WHBIX OpTaHU3aIlii, MPUBJICUYCHHBIX JepiKaTelieM
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIUISl BBHITIOJHEHUS 0053aTeNbCTB 1O (hapMaKOHAA30py.



JlepxaTeslb PEeruCTPallMOHHOTO YAOCTOBEpEHUsl 00s3aH M0 TPEOOBAHUIO YIOJTHOMOYEHHOIO
opraHa rocyaapcTBa-4ieHa NMpeACcTaBiIsTh MacTep-Qaiin cucremsl (hapMakoHaa30pa, KOTOPHIM
OyZeT NCIoJIb30BaThCsl KaK UCTOUHUK MH(OPMALIUK TPU MTPOBEIECHUN UHCIICKIIUA.

144. Uensmu nHcnieKui o (papMakoHa30py SBISIFOTCS:

a) MOATBEPKICHUE HATMYMS y JIepKaTellsl pErUCTPAlMOHHOIO YIOCTOBEPEHHUS IIEPCOHAIIA,
CUCTEM, a TAKXE MOMEUICHUs, CPEJCTB U 000PYI0BaHUS, HEOOXOAUMBIX ISl BBHITTOJHEHUS
00s13aTeNbCTB 10 (hapMaKOHAA30PY;

0) BBISIBIICHHE, OLIEHKA U PETUCTpAlisl HECOOTBETCTBUM, KOTOPBIE MOT'YT MPEACTABIISTh
OMacHOCTh JJIA 3J0POBbA HaceleHUs, ¥ UHPOPMUPOBAHHE 00 3TOM HHCHEKTHUPYEMOU
CTOPOHBI;

B) UCIIOJB30BAHUE PE3YJIHTATOB MHCIIEKI[MN B KaU€CTBE OCHOBBI JJIs1 00S3aTENbHBIX IS
JepoKaTesl peruCTPallMOHHOTO YIOCTOBEPEHUS IeUCTBUM (TP HEOOXOAUMOCTH ).

YNOJIHOMOYEHHBIA OpPTraH rocyJapCcTBa-djieHa BIIPABE MPOBOAUTH HWHCIEKLIHH I10
(apMakoHaa30py IMepel pEerucTpanuell JEeKapCTBEHHBIX MpenapaToB [Js IMPOBEPKHU
COOTBETCTBHUS JIEUCTBYIOIIEH cUCTEeMbl (hapMakoHAA30pa JAepiKaTeas PEruCcCTPAlOHHOTO
YAOCTOBEPEHUS TPEOOBAHUSAM 3aKOHOAATENbCTBA TOCYAApCTBAa-wieHa U HacTtosumx [IpaBu.
VY1oTHOMOYEHHBIE OpraHbl OCYIIECTBIISIOT B3aUMOJEHCTBHE 1O 0OMeHY MH(opManueil B
YacTU HHCHEKIUH, KOTOphI€ IUIAHUPYIOTCA, U PE3yJbTATOB HMHCIEKIMH, KOTOPBIE YKe
IIPOBE/CHBI. B OTHOLIEHNH AepKaTeneil perucTpaluoOHHBIX YAOCTOBEPEHNI JIEKAPCTBEHHBIX
IPENapaToB, 3apErUCTPUPOBAHHBIX B COOTBETCTBUU B JCUEHTPAIU30BAHHOW NPOLIEAYpPOU
perucTpanuy WIM MpOUEAYypOd B3aUMHOIO MPHU3HAHUSA, YIOJHOMOYEHHBIM OpraH
pedepeHTHOrO TocyapcTBa SIBISETCS OTBETCTBEHHBIM 3a OIEHKY COOTBETCTBUS CHUCTEMBbI
(apmMakoHa30pa JAepxKaTelsl perucCTPallMOHHOTO YJOCTOBEPEHUS TPEOOBAHUSAM HACTOSLIUX
IIpaBun Ha 3Tane perucTpanny JEKapCTBEHHOIO Mpenapara, B TOM YUCJIE ITyTEM IIPOBEICHHUS
JOPErUCTPALIMOHHON MHCIEKUIUHA CUCTEMBI (papMaKoHa30pa JAepikKaTeNsl perucTpaluOHHOTO
YJAOCTOBEPEHUS COTJIACHO KPUTEPHUSAM LEIeCO00pa3HOCTU MPOBEIEHUS JOPETUCTPALIMOHHON
MHCIIEKIIUA B COOTBETCTBUH C ITyHKTaMHu 157 — 159 nacrosmux [IpaBui.

145. IIporpaMmmbl MHCHEKIMA TO (papMakOHAA30py BKIIOYAIOT B ce0sl MJIAHOBBIE
MHCIIEKIIMM B COOTBETCTBUU C OCHOBAaHHBIM HAa PHUCKAX IMOJIXOJAE, a TAK)KE BHEIUIAHOBBIC
MHCIIEKIIUH, OCYLIECTBIIAEMbIE C LIEJIbI0 OLEHKU MPEANoaraéMblX HECOOTBETCTBHM WU
MOTEHI[MATBHBIX PUCKOB, KOTOPbIE MOTYT OKa3aTh BJIUSHUE Ha BBIMOJHEHUE (YHKIHH IO
(apmMakoHa30py B OTHOLLEHUHU OMPEIEICHHOTO JIEKAPCTBEHHOIO Mpenapara.

146. YomHOMOUYEHHBIE OpraHbl OPTAaHU3YIOT PabOTy IO HHCTIEKTUPOBAHUIO JIep KaTeen
PErUCTPAIMOHHBIX YJOCTOBEPEHUM C oOOecreyeHueM B3aUMOJECHCTBUA Ha JTarme
IUIAaHUPOBAHUS M TPOBEACHUS HHCHEKUMM C IeIbl0 MHUHUMHU3ALUU TyOJIMPOBAHUS
BBITIOJIHSEMBIX pa0O0T U ONTUMHU3ALIUU UCIIOIH30BAHUS UMEIOIIUXCS PECYPCOB.

147. Pe3ynbTaThl MHCIIEKIIUHU JOHKHBI OBITh MPEACTABICHBI HHCIIEKTUPYEMOMY CYOBEKTY,
KOTOpPBIM MOJy4YaeT BO3MOYKHOCTHb JaThb CBOM KOMMEHTApHUU B CJIy4ae BBIABICHUSA
HECOOTBETCTBUS TpeOOBaHUAM 3aKOHOAATENbCTBA IOCYIapCTBa-WieHa U HacTosmux [IpaBui.



JlepkaTenb pPEruCTPAllMOHHOTO YJIOCTOBEPEHHUS O00s3aH CBOEBPEMEHHO YCTPAHHUTh
BBISIBIICHHOE€ HECOOTBETCTBUE, pa3paboTaB M BHEAPUB IUJIaH KOPPEKTUPYIOIIUX H
MpeayNpeIUTEIIbHBIX MEPOTPUSITU.

148. B cnydae BBISIBICGHHSI B pe3yJbTaTe MHCHEKIIUM HECOOJI0JCHUS JepiKaTeaeM
PETHCTPAIIMOHHOTO yJAOCTOBEPEHUS 00s3aTEILCTB MO (papMaKOHAI30PY YIOTHOMOYCHHBIN
opran 00s13aH MH(GOPMUPOBATH YIMOJIHOMOYEHHBIE OpPraHbl APYTUX TOCYAapCTB-WIEHOB O
BBISIBJICHHOM HapyumieHuu. B ciaydae HeEOOXOAMMOCTHM YHNOJHOMOYEHHBIM oOpraH
rocyJlapcTBa-ujieHa JOJDKEH 00ecnedyuTh, MPUMEHEHHE K JepkaTento 3(P(EeKTUBHBIX,
COpa3MEpHBIX M CIEpKHUBAIOIIUX Mep Bo3naeiicTBus. MHbpopMalus o TpOBEACHUH U
pe3yibTaTax WHCIEKIMI B paMKax (GapMakoHAA30pa, a TAKXKE O MOCIEIYIONEM KOHTPOJIE U
OIIEHKE TMOCJEICTBUIA pa3MeIIaeTcs rocyJapcTBaMU-YjeHaMu Ha O(PUIHAIBHBIX calTax
COOTBETCTBYIOIINX YITOJTHOMOUYEHHBIX OPTaHOB B ceTH IHTEpHET.

2. THIEI HHCTIEKIHI
Hucnexmuu cucteMsl hapMaKkOHa[30pa B IIEJIOM H IO OT/IE/IHHBIM JIEKAPCTBEHHBIM IpenapaTam

149. Mncnekuuu B paMKax cucTeMbl (hapMaKOHa[30pa HalpaBiIeHbl Ha OIEHKY U aHAJIU3
MMEIOIINXCS MPOLEeAyp, CUCTEM, MEPCOHANA, MOMEIIEHU U 000pyAOBaHUsA, a TAKXKE Ha
OTpeNieNIeHUe MX COOTBETCTBHUSI 00s3aTelbcTBAM IO (papMakoHAI30Py, YCTaHOBICHHBIM
3aKOHOJATEILCTBOM TOCYAapCTB-WIEHOB M Hactosuumu [IpaBunamu. B xoae manHoro
AHAJIN3a MOTYT HCHOJIb30BAaThCA KOHKPETHBIE MPUMEPHI JEKAPCTBEHHBIX MPENAPATOB IS
JEMOHCTpAIlMU U TPOBEPKH pabOThI CUCTEMBI (PapMaKOHAA30pa.

150. Macnexnuu, HarIpaBJIECHHBIC HA OIEHKY BBITIOJIHCHUS (PYHKITUHN TT0 hapMaKOHAA30py
B OTHOIIEHUHU OIPEJEICHHOTO JIEKApCTBEHHOIO Mpernapara, BKJIIOYAIT B ceOsi TOM 4ucie
OLICHKY W aHaJIn3 MEPONPUATHI U JOKYMEHTALINH, CBI3aHHOW C YKa3aHHBIM JIEKAPCTBEHHBIM
npenapatoM. OrnpesienieHHbIe pa3/enbl o0Ield CucTeMbl papMakoHAI30pa, UCIIOIb3yEeMbIe
MIPU BBIMIOJIHEHUU (PYHKIIMN B OTHOIIECHWU WHCIEKTUPYEMOI'O JICKAPCTBEHHOTO Tpernapara,
TaK)ke MOTYT TOJIJIeKATh OIICHKE B PaMKax JaHHOW WHCIEKINH 10 (hapMaKOHAI30Dy.

IInaroBEIe ¥ BHEIUIAHOBBEIE HHCIIEKIIMH CHCTEMEI (papMakoHaa30pa

151. TlimanoBBIE MHCTIEKITUU CUCTEMBI (papMakoHAA30pa MPOBOASTCS B COOTBETCTBUU C
IPEABAPUTEIBLHO COCTABICHHBIM IUIAHOM MHCIIEKIMU. B 1ensx onTuMU3alvy MIaHUPOBAHUS
MEPOMNPUATUIN MO KOHTPOJIIO (PYHKIIMOHUPOBAHUSL CUCTEMBI (hapMaKOHA30pa MPUMEHSIETCS
NOJXO0J, OCHOBAHHBIN Ha OLIEHKE NOTEHIMUAJIbHBIX PUCKOB HEBBIIIOJIHEHUSI COOTBETCTBYOIINX
o0s13atenbCcTB. [11aHOBBIE MHCHEKIMHU MPEACTABIAIOT COOOM CUCTEMHBIE MHCIEKIIUH, TPU
TOM JOMYCKaeTCs BO3MOXHOCTH BBIOOpAa OJHOTO WM HECKOJBKHUX OIpPEIAEICHHBIX
JIEKApCTBEHHBIX MpPENapaToB B KAue€CTBE MPUMEPOB ISl MPOBEPKU (HYHKIIMOHUPOBAHUS
CUCTEMBI (DapMaKOHA[30pa U MOJIYYSHUS MPAKTHYECKOTO JTOKa3aTelbcTBa €€ 3P (HEeKTUBHOTO
(GYHKIIUOHUPOBAHUS M COOTBETCTBUS TpeOoBaHuUsIM akToB opraHoB Coro3a



3aKOHOJ/IATENIbCTBA TOCYAapCTBa-ujieHa. B mporpamMmy CTaHAapTHOW WHCIEKIIMU MOKHO,
HampuMep, BKIIOYNUTH OIEHKY COCTOSHHS CHCTEMbl IO KOHKPETHBIM IpoOeMam,
BBISIBIICHHBIM 3KCIIEPTAMH.

152. BHennaHOBbIe MHCIEKIIMH CHUCTEMBI (papMakoHaA30pa MPOBOISTCSA B cliydae
BBISIBJICHUS WHHUITUUPYIOMIEro (akTopa (CHUCTEMHOW TPoOJeMbl), TPU ITOM HWHCIICKITUS
paccMaTpuBaeTcs Kak HauOosiee ONTUMAJbHBIA CIIOCOO M3Y4YEHUS M OLIEHKH BBISIBICHHOMN
npoOyieMbl. BHemmaHOBbIE MHCIIEKIIMM HAMPABICHBI HA OIECHKY KOHKPETHBIX IMPOIECCOB
(dbapmakoHa30pa WIKM BKIIOYAIOT B ce0s M3y4YCHHE BBISIBICHHOMN POOIeMbl (BOIIPOCOB) U €€
BIIUSIHUS Ha OMPEACIICHHBIN JIEKapCTBCHHBIM Ipermapar. B ompeneneHHBIX clydasx B
3aBUCUMOCTH OT BBISIBIICHHON MHUITUUPYIOIIEH MPOOIEMbI MOTYT BBIIOTHATHCS WHCIIEKITHH C
MOJTHOW OIIEHKOW cHCTeMbl (hapMaKoHaa30pa. BHETUTAHOBBIC WHCIICKIIUU BBITTOTHSIOTCS B
CIy4dae BBISBJICHHUS OJHOTO WJIM HECKOJBKUX U3 MHUIMUPYIOMUX (aKTOPOB, YKa3aHHBIX B
nyHkTax 150 — 155 nacrosimux [Ipasui.

153. Cnenyrouiue GakTopbl B 4aCTH COOTHOIIEHUS '"MOJb3a — PUCK" JTEKAPCTBEHHOTO
npernapara sSiBJISIOTCSI OCHOBAHUEM JIJIs1 BBITIOJTHEHUS! BHETIJIAHOBOW MHCTICKIUU:

M3MEHEHUE COOTHOIIEHUS "MoJib3a — PUCK", €CIU MPEeCTaBIIeTCS HEOOXOAUMBIM
JaJbHEHIas OIeHKa CUCTEMBI ITyTeM MPOBEACHUS MHCIIEKIINH;

3aJiep)KKa B BBITIOJIHCHHH, JINOO HEHAJIC)KAIIEE BBIMTOTHEHUE MPOIICAYPHI BBISIBICHUS
pucka win WHOOPMHUpPOBAHUA 00 HM3MEHEHHUHM COOTHOIIEHWsS '"Mmoib3a — puck”, nubo
HEBBITIOJIHEHUE JAaHHOW MPOLIEAYPbI;

npenacraBieHue HHGoOpMaluu 1o npobdiemMaMm (papMakoHag30pa B CPEACTBA MACCOBOM
uHpopmanu 0e3 NpeBapuTEIHLHOTO WM OJTHOBPEMEHHOTO YBEAOMIICHUS YIIOJTHOMOYEHHBIX
OpTaHOB;

HecoOstoieHue TpeboBaHul akToB opraHoB Coro3a M 3aKOHOJATEIbCTBA
rocyJapcTBa-4wieHa WU 0053aTeNbCTB MO OOecrnedyeHno 0e30MacHOCTH JIEKAPCTBEHHOTO
mpernapara, BBISIBICHHOE B XOJIE MOHHTOPHWHTA JESITEIBHOCTH MO (apMaKoHAA30py
YIIOJITHOMOYCHHBIMU OpraHaMU;

IPUOCTAHOBJICHHE OOpaIeHUs WM U3BATHE C PbIHKA JEKapCTBEHHOTO mpemnapara 0e3
NpeIBApUTEIHLHOTO YBEIOMIICHUS YIIOJTHOMOYEHHBIX OPraHOB TOCY/1apCTB-YJICHOB.

154. Cnenyrouue pakTopbl B 4acTH 00sI3aTENILCTB MO MPEACTaBICHUI0 UHPOPMALUH (
CPOUHBIX M TEPUOAMYECKHX) SBISIOTCS OCHOBAHHEM JUISl BBITIOJTHEHHUS BHEIIAHOBOM
WHCIICKITAH:

3a7iepKKa MO0 HEBBIMOJHEHUE O0053aTENCTB B OTHOIICHUW MPEICTABICHUS
uH(popmanuu o npodiemax 6€30MaCHOCTH B COOTBETCTBUU C TPEOOBAHUSMH aKTOB OPTraHOB
Coro3a 1 3aKOHOIATENLCTBA TOCYJaPCTBA-UJICHA,;

HU3KOE KauecTBO (B TOM YHCII€ HETOYHOCTh, HEMPOCIEKHUBAEMOCTh, OTCYTCTBUE
LEJI0CTHOCTH) JINOO HEMOIHOTA MPEACTABISIEMON HHPOpMaALUK;

HECOOTBETCTBUE MEXAY IMpeCTaBiisieMoil nHbopMale U JPYTMMH UCTOYHUKAMU
uH(popmanuu.



155. Cnenyromue (hakToOphl B 4aCTU 3alPOCOB YIOJHOMOYEHHBIX OPTaHOB SIBISIOTCS
OCHOBAHMEM J1JIs1 BBITIOJIHEHUS BHETJIAHOBOM MHCIIEKIIUHU:
OTKa3 OT MpEACTaBIEHHUs 3alpalinBaeMoil MH(OpMalnuM B CPOKH, YKa3aHHBIE
YIOJHOMOYEHHBIMU OpraHamu;
HEHaJJIe)Kallee KayeCcTBO MPEACTABIAEMBIX NaHHBIX WIJIM HMX HEHaJJexallee
IpECTaBJIEHUE TI0 3a1IpOocaM OT YIOJTHOMOYEHHBIX OPraHOB O MPEACTAaBIECHUN UH(POPMALIHH.

156. Cnenyromue (akTopbl B YaCTH BBIMOJHEHHS YCTAaHOBICHHBIX 0053aTENIHCTB

SBJISIFOTCSI OCHOBAHMEM JUJIS1 BBIIIOJIHEHNSI BHETUIAHOBOM MHCIIEKIIMH:

00€CIOKOEHHOCTh (0O0CHOBAHHOE MHEHUE OTHOCUTEIBHO OTCYTCTBHUS B PACTIOPSKEHUU
JepKaTesss PErUCTPAlMOHHOTO YJIOCTOBEPEHUSI OPraHU3allMOHHOM CTPYKTYpPBI, PECYPCHOMI
0a3pl WJIM CHUCTEMbl OOecledyeHus KayecTBa CHCTEMbl (papmMakoHaA30pa) IO MOBOIY
COCTOSIHUS WJIY BBINIOJHEHUS 00513aTENBCTB B PaMKax IUIAHA YIIPABJICHUS pUCKaMU;

3aJlep’KKa UM HEBBINIOJIHEHNE KOHKPETHBIX 00s3aTENIbCTB, KACAIOINUXCSI MOHUTOPUHIA
0€30IaCHOCTH NPOAYKIMHU, BBIABICHHBIE BO BpeMs MPOLEAYPbl AKCIEPTHU3BI
PETUCTPALIMOHHOIO JJOChE JIEKApCTBEHHOTO Mpenapara;

HU3KO€ KauyecTBO OTYETOB, MPEACTABICHHBIX B OTBET HA 3alpOC O BBHIOJIHEHUH
YCTaHOBJICHHBIX 00s3aTEJIbCTB.

157. Cnenyronue (hakTopbl, CBA3aHHBIE C MPEAIIECTBYIOIIMMHU UHCIIEKIUSAMHU SBISIOTCS
OCHOBAHMEM JUJIS1 BBIIIOJIHEHUSI BHEINIAHOBOM MHCIIEKIIUH:

3a/lepKKa BO BHEAPEHMM WM HEHaJJIeXKalllee BBIIOJHEHHE KOPPEKTUPYIOUIUX U
IIPEAYNPEAUTENBHBIX JEHCTBUM;

NOJIydYeHUE MpPHU NPOBEACHUM APYIMX MHCHEKLIHMH Ha COOTBETCTBUE TPEOOBaHUSAM
HaJuIexXalux (apMaleBTUYECKUX NPAaKTUK HHGOpPMAUU O HECOONIOAeHUU TpeOOBaHUI
akToB opraHoB Coro3a U 3aKOHOJATEIbCTBA I'OCYAApCTBA-WIEHA C YYETOM 00s3aTelbCTB,
YCTAHOBJICHHBIX YIOJHOMOYEHHBIM OpPraHOM TOCyJapcTBa-wieHa B cdepe oOpamieHus
JIEKapCTBEHHBIX CPE/ACTB;

npoBepka UH(QOpMALUM, MOJYYEHHOM OT APYrMX YMOJHOMOUYEHHBIX OPraHOB
roCy1apCTB-YWICHOB, KOTOPbIE€ MOTJIN BBISIBUTH HECOOTBETCTBUS CUCTEMBI (hapMaKOHAI30pa.
158. TTomumo dakTopoB, ykazaHHbIX B myHKTaxX 150 — 154 nacrosmux IlpaBui, Takxke
cienyromue (GakTopsbl ABJISIOTCS OCHOBAHUEM JIJIsl BBINIOJHEHUS BHEIJIAHOBOM MHCIIEKIIUHU:
po0JIeMBbl, BBISIBJICHHBIE IPU PaCCMOTPEHUH MacTep-(aiisa cucTeMbl papMakoHaaA30pa;
uHas MHpOpMalUs WM MOCTyHaIIMe XKaloObl (IPEeTEeH3UH), YKa3bIBaIOIIUE Ha
OTCYTCTBHE Y JeprKaTelisl peruCcTPallMOHHOTO YIOCTOBEPEHUS CUCTEMBI (hapMaKOHa30pa UK
CUCTEMBI 00ECTICUECHHSI €€ KaueCTBa.

JloperucTpaliMOHHbIe HHCIIEKIUY

159. ﬂOpCFI/ICTpaIII/IOHHble HHCIICKOHUKU CHUCTCMBbI q)apMaKOHazlsopa BBITIOJIHATOTCA OO
BblJa4H 3aABUTCIIIO PCTUCTPALMOHHOI'O YIOCTOBCPCHUS. HGHBIO TaKHuX I/IHCHeKHI/Iﬁ ABJIACTCA



u3ydyeHue (QyHKIMOHUPYIOIIEH WM TIUIAHUPYEeMOW cuctembl ¢apMakoHaa3opa B
COOTBETCTBUHU

C IPEACTABICHHBIM 3asBUTEIIEM OMUCAHUEM CHUCTEMBI. JOpETUCTPAallMOHHBIE WHCIICKIIUU
cucTteMbl (papMaKoHaA30pa HE SBIISIIOTCS 00s13aTEIbHBIMU, HO UX MPOBEJACHNUE MOXET OBITh
HEOOXOIUMBIM TIPU OTPEEICHHBIX 00CTOATEeNhCTBAX. [IpUHITMIIBI 3ampoca O MPOBEACHUU
JOPETUCTPAIIMOHHOW MHCHEKIUU JTOJKHBI ObITh 00OOCHOBAaHBI YIOJIHOMOYEHHBIM OPraHOM (
AKCIIEPTHON oOpraHu3anueil) ¢ y4eToM KPUTEPUEB HA3HAYEHUS JOPETUCTPALIMOHHBIX
WHCICKIMM, yKa3aHHbIX B OyHKTe 157 Hacrosimux IlpaBui, u HE OJKHBI SBISTHCS
MPUYUHON HEOOOCHOBAHHBIX MHCIEKTUPOBAHUM, KOTOPBIE MOTYT 3aJep>KaTh BbIIauy
PETUCTPALIMOHHBIX YI0CTOBEPEHHUM.

160. Ilpu paccMoTpeHHHU 1e1eCO00pPa3HOCTH U OOOCHOBAHHOCTU BBITIOJIHEHUS
JOPETUCTPALMOHHBIX HHCIIEKIIUM CIEAYET YUUTHIBATH CIECAYIOIINE KPUTECPUH:

3asiBUTENb paHee He paboTal ¢ UMEIoIIencs cucTeMol (hapMakoHaa30pa Ha TEPPUTOPHUSX
roCcyJIapCTB-YJIEHOB MJIM HAXOJUTCS Ha CTAJUU CO3/IaHUsI HOBOM cUCTEMBI (hapMakoHaA30pa;

noyyuyeHa uHdopmaius (Hanpumep, UCTOPHUS MPEIIIECCTBYIOMMNX UHCHEKIUN 100
yBegomiieHue (MHpoOpMalus) APYTUX YIOJTHOMOYEHHBIX OPraHOB TOCYJIApCTB-YICHOB O
HECOOTBETCTBHHU) O TOM, YTO JIE€pKATEIb PErUCTPALMOHHOTO YJIOCTOBEPEHUS HMEET
HapeKaHUs 1O BBIMIOJHEHUIO TpeboBaHUM K cucteMe dapmakoHanazopa. Ecnu y nepxkarens
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS HMEETCS UCTOPUSA CEPbE3HBIX U (WJIM) MOCTOSIHHBIX
HECOOTBETCTBUI cHUCTeMBl (apmMakoHaa30pa JCUCTBYIOIIMM TpeOOBaHUSAM, TO
JTOPETUCTPAITMOHHAS WHCICKINS CHCTEMBl (apMaKoHaA30pa MOXKET OBITh OJHUM U3
MEXaHU3MOB TOJATBEPXKACHUS TOr0, YTO CHUCTeMa OblJIa COOTBETCTBYIOIIMM 00pa3zoM
WCTPABJICHA WJIM YCOBEPUICHCTBOBAHA;

HaJgu4yue MpoOJieM, Kacaroluxcs 0e30MacHOCTH OMPEACICHHBIX JIEKapCTBEHHBIX
MpernaparoB, MPU KOTOPHIX MOXKET OBITh MPU3HAHO HEOOXOJIUMBIM OIIEHUTH BO3MOXKHOCTHU
JepAKaTEIIsl pETUCTPALMOHHBIX YAOCTOBEPEHUM B YACTH:

peanu3zaluy MEpONpUATUS MO0 MUHHUMHU3AIMUUA PUCKOB, CBA3AHHBIX C KOHKPETHBIM
JIEKaPCTBEHHBIM MPENapaToOM;

HaJUIeKAIIeTo BBIMOJHEHHUSI 0COOBIX TpeOOBaHUU MO oOecreueHno 0e30MacHOCTH
MIPUMEHEHUS JIEKAPCTBEHHBIX MPENapaToB, KOTOPHIE MOTYT OBITh YCTAHOBIICHBL;

HaJIJIE)KALIETO BBIMOJHEHUS MPOLEAYP B paMKaX PYTHUHHBIX MEPONPUSATHH IO
(dhapMakoHaA30py B OTHOIIEHUSIX JIEKAPCTBEHHOI'O IMpemnapara, npoduib 0e30MmacHOCTH
KOTOPOI'O BBI3BIBAET OITACEHUS.

162. ITpuHsaTHE pemIEHUs 10 TPOBEICHUIO JOPETUCTPALIMOHHON MHCIIEKIIMU BKIIIOYAET B
ce0sl OLIEHKY PUCKOB C KOMILJIEKCHOUW OIIEHKOW BOIPOCOB, KACAIOIIUXCS OMPEICITICHHBIX
JIEKapCTBEHHBIX NPENapaToOB U CUCTEMBI.

163. B cinyuae ecim B pe3ylbTare IOPETUCTPALMOHHOW WHCIEKIHU CUCTEMBI
(dbapMakoHaa30pa BO3HUKAET OOECIIOKOCHHOCTh MO IOBOJY CIIOCOOHOCTU JAep>KaTes
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS BBIMOJHATH TPeOOBaHUS K cucTeMe dapMakoHaI30pa,



YCTaHOBJICHHBIC 3aKOHOJIATEIbCTBOM TOCYJIapCTBa-ujieHa W Hactosmumu [IpaBunamu,
YIIOJITHOMOYCHHBIN OpraH rocy/1apcTBa-4IeHa MOKET MPUHATH CIACAYIOIINE MEPHI:

a) OTKa3 B PErUCTpallly, MOATBEPKICHUN PETUCTPALNU (MIEPEPETUCTPALINHN) WIIH UHBIX
IPOILIECypax, CBA3AHHBIX C PETHCTPAIIUCH;

0) BBITTOJTHEHUE TIOBTOPHOW MHCTICKIIUU JIO BBIIAYN PETUCTPAIMOHHOTO YIOCTOBEPEHUS C
IEJIbI0 TOATBEPKICHUS YCTPAHEHHUS KPUTHUYECKUX HECOOTBETCTBUN W BBIMOJHEHUS
PEKOMEH 1A,

B) BbIJIaua PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS C PEKOMEHAIIMEN TTPOBEICHNUS UHCTICKITUN
CUCTEMBI (papMaKOHAI30pa HA PAaHHEM TOCTPETUCTPAIMOHHOM 3Tare. OrpaHUYeHHE Teproaa
BPEMEHHU TMPOBEICHUS TMOBTOPHOW WHCIEKIHWH TMPU BKIIOYEHUU €€ B TUIAH MPOBEICHUS
MJIAHOBBIX MHCTICKIIUN OTIPECISICTCS Ha OCHOBAHHMH OIICHKA HECOOTBETCTBUH M MIX BIUSHUS
Ha BBINIOJIHEHUE JIEP)KATEIEM PErUCTPAIMOHHOTO YIOCTOBEPEHHUSI O00S3aTEIbCTB IO
(bapmakoHaa30py;

) ONpeeNieHne YCIOBUM 1Mo 00ecreueHnI0 O€30MacHOCTH JIEKAPCTBEHHOTO TMpenapara
IIPU BBIJJa4€ PETUCTPAIIMOHHOTO yIOCTOBEPEHHSI.

IlocTperncTpaioHHEIC HHCIICKITUA

164. [locTperucTpanimoOHHbIE MHCIIEKIIMN CUCTEMBI (papMaKoHaa30pa MPOBOSTCS MOCTE
BbIJIaYM YJIOCTOBEPEHUSI O TOCYJIapCTBEHHOW PETUCTpAIlMU U MPEIHA3HAUCHBI JJIsI OLEHKHU
BBITIOTHEHUS JIep)KaTelIeM PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS CBOUX 00S3aTENBCTB TIO
dbapmakonanzopy. I[locTperucrpaliioHHble HWHCIEKIIMA MOTYT OBITH JIIOOOr0 THUIIA B
COOTBETCTBHUM C MyHKTaMu 146 — 149 nactosmux [Ipasu.

OOBABICHHBIC H BHE3AITHEIC HHCIICKIINHA

165. BobIIMHCTBO MHCIIEKIUKA CUCTEMBI (hapMaKOHA30pa SBISAIOTCS OOBSABICHHBIMU,
YTO MpPEIoaraeT yBeIoMJICHUE HHCIIEKTUPYEMON CTOPOHBI 0 HEOOXOAMMOCTH O0eCTIeueHUs
MPUCYTCTBUS B MECTE MPOBEACHUS MHCIIEKIIMN COOTBETCTBYIOIIUX JIUI] BO BPEMS TPOBEICHHUS
uHCHeKIuu. B psne ciydaeB nenecooOpa3HbIM SBIISETCS MPOBEACHNUE BHE3AMHBIX HHCIEKIIUHT
aub0 yBEJOMJIEHUE HHCIEKTUPYEMOM CTOPOHBI HaKaHyHE MPOBEIECHHUS HWHCHEKIUU (
HallpuMep, €CIU MpeaBAPUTEIbHOE OOBIBICHUE MOXKET MOCTaBUThH IOJ YIrpo3y IEeNH
MHCIEKIMN WIM €CJIM MHCIEKIMs IPOBOJIUTCA O€30TiIaraTelIbHO B CXKAThle CPOKH IIO
MIPUYHMHAM, CBSI3aHHBIM C YIPO30i 0€30aCHOCTH).

IloBTOpHEIC HHCTIEKIMHA

166. IloBTOpHBIE MHCIIEKIIMU MPOBOJATCS HA PETYJAPHOM OCHOBE B paMKax IIJIaHA
MHCTIEKIIUKA cucteMm (apmakoHanzopa. Heo6xoauMo omeHuTh (akToOpbl pUCKA C IIEJIbIO
OINpEJENIeHNs MPUOPUTETOB MOBTOPHBIX MHCHIEKUUUA. [I0BTOpHAs MHCTIEKIUS HA PAHHEM 3Tarie
MOXET MPOBOJUTHCS B CIydae, €CJIU BBIIBICHO 3HAYMTEIBHOE YHUCIO HECOOTBETCTBHU M



TpeOyeTcs TOATBEP)KJACHHUE HAJJICKAIICTO BBIMOJHCHUS IEUCTBHH M MEPONPUATHH,

HamnpaBJICHHBIX HAa YCTpaHEHUE 3aMEe4YaHWN, U OIEHKA MOCTOSHHOTO BBIMOJHEHUS

00513aTENBCTB U COOIIOICHMSI TpeOOBaHUM K cucTeMe (papMakoHa 30pa, B TOM YHUCIIE OIICHKA
U3MEHEeHHH B cucteme dapMakoHaa3opa. [IoBTOpHAs WHCIEKIMS Ha PaHHEM dTare TakXe
1esiecoodpa3Ha BCKOpPE MOCJI€ MPOBEACHUS MPEAbIAyIIed MHCIEKIUU B Cllyyae Haaudus
uH(OpMaIIMK O HEBBITIOJIHCHUH MHCIIEKTUPYEMOUM CTOPOHOMN HaISKAIINX KOPPEKTUPYIOITUX
U TIpeAyNpeIUTEIIbHBIX MEPONIPUSATUIN 110 IPEANUCAHUIO 00JIee paHHEW UHCTICKIINH.

JlucTaHIMOHHEIE HHCTICKIIAH

167. JlucTraHIMOHHBIE HHCIIEKLIUUA CUCTEMBI (hapMaKOHa30pa MPOBOASATCS HHCIEKTOPaMHU
0e3 BbI€3/1a K JIepKATEI0 PETUCTPALMOHHOTO yA0CTOBEPEHUs MO0 OpraHu3aluu, KOTOpOr
JIEJErUpOBaHO BBIMOJHEHUE (GYHKIUNH 10 (apmMakoHaA30py. YKa3aHHbIE HMHCHEKIUU
MPOBOSATCS C MCIONIb30BAHUEM TAaKUX CPEACTB CBA3M, KaKk ceTh MIHTepHET min TenedoHHas
cBs3b. 110/10OHBIN THII HHCIIEKIIMI MOKET TAaK)K€ MCIOJIb30BAaThCS B CIydae BOZHUKHOBEHUS
JOTUCTUYECKUX TPYAHOCTEH (Hampumep, B cCiydae MNAaHAEMUHM WM TPAHCHOPTHBIX
OTpaHUYEHUI) MPU MPOBEIECHUU HMHCIEKLIUU HA MECTE B UCKJIIOUUTEIBHBIX OOCTOSITEIBCTBAX
U MpU HAJIUYUH BO3MOKHOCTH OPraHM30BAaTh MHTEPBBIO COOTBETCTBYIOIIETO MEpCcOoHala U
OLICHKY JOKyMEHTAalluu, BKJIOYas Oa3bl [aHHBIX 1O 0€30MacHOCTH, NEPBUYHOU
JOKYyMEHTaluu 1 Mactep-gaiina cuctemsl (hapMakoHaI30pa MOCPEACTBOM JIUCTAHIIMOHHOTO
nocryna. Perienue o mpoBeIeHUH TUCTaHIMOHHOW HHCIIEKIUU [0 YCMOTPEHHUIO HHCIIEKTOPOB
MOJJICKUT COTJIACOBAHUIO C YIMOJHOMOYEHHBIM OPraHOM TIOCYJIapCTBa-4iieHa, BbIJAIOIIUM
MOPYYEHUE Ha IMPOBEJACHUE HHCIEKUHHU. JlOrMCTHYECKHEe acneKThl IUCTAaHUMOHHOW
MHCIIEKIUHU CJIEAYET COIIACOBBIBAThH C JIEPKATEIEM PETUCTPALMOHHOTO YAOCTOBEpEHHUs. B
Cllydyae €ClIM B XOJI€ NPOBEACHUS IUCTAHUMOHHOM WHCHEKLMHU BBISBIISIIOTCS BOIPOCHI,
TpeOyIoLI1e BBIMOJIHEHHS OLIEHKH CUCTEMbI (hapMaKOHa/A30pa HEMOCPEICTBEHHO HAa MECTE,
MPUHUMAETCS PEIICHHE O MPOBEJECHUN UHCIIEKIIMH C BHIE3/IOM HAa MECTO MHCIIEKTUPOBAHMUS.

3. IlnanmpoBaHNe HHCIEKIUH

168. IInanupoBaHue MHCNIEKUUNA cucTeM (apMaKOHA/I30pa JOJKHO OCHOBBIBATHCS Ha
CUCTEMHOM NOJAXOJE, OPUEHTUPOBAHHOM HAa OLEHKY PHCKOB, C IE€JIbI0 ONTHMAaJIbHOIO
UCIIOJIb30BaHUS PECYPCOB B paMKax OCYIIECTBISEMOM AESATEIbHOCTH MO KOHTPOJIO U
00€CIEUYEeHNI0 BBICOKOTO YPOBHS 3alUTHI 310pOBbsl HaceneHus. [loaxon k nmiaHupOBaHUIO
WHCIIEKIMI, OCHOBAaHHBIM Ha pUCKaX, MO3BOJISIET OMPENETUTh YaCTOTYy, HANpPaBICHHOCTh U
00BbEM MHCIIEKTHPOBAHU.

169. Ilnanbl nHCHIEKIUN cucTeM (papMaKOHAI30pa COCTABIISIOTCS YIIOJTHOMOYEHHBIMU
OopraHamMu TOCyJapCTB-YICHOB C YYE€TOM CJIEAYIOIUX (PaKTOPOB:

a) (aKkTOpbI, CBA3aHHBIC C MHCIIEKITUEH:



UCTOPUS BBISBICHUS HECOOTBETCTBUM IO pPE3yjibTaTaM MPEAbIAYIINX WHCIEKUUN
(dbapMakoHaI30pa WJIM HMHCIEKUUH Apyroro Tuma (B COOTBETCTBUM C HaJIeKallUMU
(dapMaleBTUYECKUMU MPAKTUKAMH);

JlaTa TOBTOPHOM HMHCIEKIUH, MPEJIOKEHHAs MHCIEKTOPAaMH WJIM JKCIepTaMu B
pe3ynbTare NpeablIylled NHCIEKIUH;

0) dakTopbl, CBSI3aHHBIE C JIEKAPCTBEHHBIMU IIPETapaTaMHu:

HaJuyue JACHCTBYIOIIErO0 PErMCTPAlMOHHOIO YAOCTOBEPEHHUS Ha JIEKAPCTBEHHBIN
npernapart, A KOTOPOTO Ha3Ha4yeHbl JOMOJIHUTENbHbIE MEPONPUITHS MO (papMaKoHAA30py
WJIM IONIOJIHUTETIbHBIE MEPONPUSITHS, HANPABJIECHHbIE HA MUHUMHU3ALIUI0 PUCKOB;

perucTpanus JEKapCTBEHHOIO0 Ipenapara, s KOTOPOro Ha3HAayeHO IMPOBEICHUE
MOCTPETUCTPALMOHHBIX MCCIIEIOBAHUM MO 0€30MacHOCTH WM Ha3HAYeH JTOMOJIHUTEIbHbBIN
MOHUTOPUHT;

perucTpainys 1 ocTaBKa JIEKapCTBEHHOTO Ipernapara ¢ 00JIbIIUM 00BEMOM MPOJIAXK, TO
€CTh C MOTEHUHAJIBHO 3HAYMMBbIM BO3EHCTBUEM Ha OOMBIILYIO MOMYJISLMIO TAUEHTOB,;

perucTpanus JeKapCTBEHHOIO Ipernapara, He MMEIOIIET0 allbTepHATUBBI Ha PBIHKE
rocyJapcTBa-4jieHa;

B) (p)aKTOpHI, CBA3AHHBIE C JEPKATEIIEM PETUCTPALIMOHHOTO yIOCTOBEPEHHUS:

JepKaTeslb PEruCTPAlMOHHOTO YAOCTOBEPEHHSI HUKOTA HE MOJBEPrayicsi HHCIEKIUU
CUCTEMBbI (papMaKOHaA30pa;

JepXKaTelb PETUCTPALMOHHOIO yI0CTOBEPEHUS UMEET B 0OpAIleHUH 3HAYUTENIBHOE YUCIIO0
JIEKapCTBEHHBIX MPENapaToB Ha PhIHKAX rOCYJapCTB-UJIEHOB;

JiepKaTeNb PEruCTPAallMOHHOIO YJOCTOBEPEHHUsI paHee HE MMl YIOCTOBEPEHUH O
roCyJAapCTBEHHOW PErHCTpallii Ha TEPPUTOPUSIX TOCYAAPCTB-UJICHOB;

HaJIMYUe HETaTUBHOM MH(OpMAaLMK O BBINOJIHEHNN 00s3aTeNbHBIX TpeOOBaHUM U (WIK) O
BO3HUKHOBEHUHU MNpoOeM Oe30MacHOCTH JEKAPCTBEHHBIX MpenapaToB, MOJIYYEHHOU CO
CTOPOHBI YIIOJJHOMOYEHHBIX OpPraHOB TOCYIAapCTB-4JE€HOB M WHBIX TOCYJapcCTB,
OCYUIECTBISIOMUX (hapMaKOHAI30P, a TAKKE YIOJTHOMOUYEHHBIX OPTaHOB B APYTUX 00IACTSIX
peryiaupoBaHus oOpalleHHs JeKapCTBEHHBIX MpenapaToB (TO €CTh B COOTBETCTBYIOIIUX
HaJexXamux (papManeBTHUECKUX PAaKTHKAaX);

BO3HUKHOBEHUE TAaKUX W3MEHEHUU B OPraHU3alMOHHOM CTPYKTYpE HAepKaTess
PETrUCTPALIMOHHOIO yI0CTOBEPEHUS, KaK CIUSHUS U TOIJIOIIECHNUS;

) (paKTOpHI, CBA3aHHBIE C CUCTEMOM (papMakoHaa30pa:

OpUBJICYCHUEM JepKaTeJIeM pPETHCTPALMOHHOIO YAOCTOBEPEHHUs CyOmoApsIHON
OpraHu3alliy MO OCYUIECTBIEHHUIO JEATEIbHOCTH MO (apMakoHaa30py (B 4yacTu (QyHKIUH
YHOJIHOMOYEHHOTO JIMLA Mo (papMaKkoHaA30py, MPEICTaBICHHS JaHHBIX MO OE30MaCHOCTH U T.

1.) U (uMau) HECKOJbKHMX OpraHu3alMil s OCYILECTBICHUS JESITEIbHOCTH IIO
(dhapmMakoHaI30pY;
3aMeHa yIOJIHOMOUYEHHOI0 Jiula 1o ¢papMakoHag30py C MOMEHTA MOCJIETHEN NHCIIEKIINY;



u3MeHeHus B 0ase (0a3zax) JaHHBIX MO 0E30MACHOCTH JIEKAPCTBEHHBIX IMPENapaTosB,
KOTOpPBIE MOTYT BKJIIOYaTh B ce0s M3MEHECHHE caMOW 0a3bl JAHHBIX MJIM B3aUMOCBS3aHHBIX
0a3 JaHHBIX, CTaTyca BaMUAaMKU 0a3bl JAHHBIX, a TAKKe MHPOpMAIUKA O TIEPETAHHBIX WIIH
NIEPCHECCHHBIX JIAHHBIX;

W3MEHEHUS IOTOBOPHBIX OTHOIICHUH C TIOCTABIIMKAMH YCIyT TI0 (hapMaKOHAI30py WU
MECT BBITIOJTHEHUS (PYHKIIHH 110 papMaKoHAA30DY;

JieNIeTHpOBaHUE WITH TIepeada yrpaBieHus MacTep-(haiaoM cuctemMsl (hapMaKoHaa30pa.

170. YIOTHOMOYEHHBIMU OpraHaMU TOCYIapCTB-YWICHOB 00ECIIEYMBACTCS pa3MeIleHUe
TJIaHa WHCTICKTUPOBAHMS JiepiKaTeliel peruCTPAlMOHHBIX YA0CTOBEPEHUHN Ha OPHUITHATBHBIX
BeO-mopTasiax yYMOJHOMOYEHHBIX OPraHOB TOCYJapCTB-WJICHOB Ha MPEACTOSIINN
KaJICHIAPHBIH TOJl HE TO37aHEe 4YeM 3a 45 KaJeHAApHBIX JHCH 0 HACTYIUICHUS Tepruoaa
BBITIOJTHCHUS TJTaHA WHCTIEKTUPOBAHUS.

171. YonmHOMOYEHHBIE OpTaHbl TOCYIapCTB-UICHOB BIIPaBe 3alpaliuBaTh HEOOXOAUMYIO
nH(pOpMaNHIO y AepkaTelell PerHCTPAMOHHBIX YIOCTOBEPEHUN B IMENSIX IIAHUPOBAHUS
WHCIICKIIMH HAa OCHOBAHWHU IOJXO0Ja TIO OIICHKE PHUCKOB, B CJydae €CJIH Ha MOMEHT
TJIAHUPOBAHUS OHA HE SBJISETCS JOCTYITHOM.

4. NUacnekTupyeMbie 00bEKTHI

172. JIrobast cTopoHa, MOJHOCTHIO WJIM YaCTUYHO OCYLIECTBIISAIONIAs MEPONPUATHS 11O
(dbapmMakoHaa30py OT UMEHU JepKaTels PeruCTPAllMOHHOTO YAOCTOBEPEHNUs TM00 COBMECTHO
C HUM, MOXKET MOJBEPraThCsi MHCIEKIUU JJIsl OATBEPKACHUS CIOCOOHOCTH HAJUIEKAILErO
BBIIIOJIHEHHSI JIEPIKATENIEM PETUCTPALMOHHOIO yIOCTOBEPEHUS 005A3aTENbCTB U COOMIOAEHUS
o0s3aTeNbHBIX TpeboBaHuil Mo papmakoHanzopy. OObEKTh MHCIEKTUPOBAHUS MOTYT OBIThH
PacoJIOKEHBI HA TEPPUTOPUSIX TOCYIaPCTB-WICHOB JINOO HA TEPPUTOPUSIX TPETHUX CTPaH.
NHucniekTpoBaHne 00bEKTOB HA TEPPUTOPUSIX TPETHUX CTPAH MOXKET MPOBOJIUTHCA B CIIydae,
€CJIM TJIaBHBIN 1IeHTp (hapMakoHaA30pa, TJIaBHBIN HIEeHTP hopMupoBaHus 0a3bl JTaHHBIX U (WU
) AESATEeNbHOCTh MO (apMaKOHA30PY HAXOAATCS (BBIIOJIHAETCA) Ha TEPPUTOPUIX TPETHUX
cTpaH. THIl U KOJIMYECTBO MHCHIEKTUPYEMBIX OOBEKTOB JIOJKHBI BEIOMPATHCSI TAKUM 00pa3oM,
YTOOBI FaPaHTUPOBATH JOCTHKEHUE KIIFOUEBBIX 1I€JIEW NHCIIEKIUH.

5. O0BeM HHCIIEKIMH

173. O0beM MHCHEKLIHMH 3aBUCUT OT €€ LeJIed, 0XBaTa MPEAbIIyIIMMU WHCIEKIHUIMU
YIOJHOMOYEHHBIX OPraHOB TOCYJapCTB-WICHOB, a TaKXe OT Tuma HHcnekuuu. [lpu
IUIAHUPOBAHUM 00beMa MHCIIEKIIMU HEOOXOIUMO YUUTHIBATH:

a) “H(pOpMaIIUIO, IPEJCTaBICHHYIO B MacTep-(daiisie cucteMbl papMaKoHaA30pa;

0) uadopmaiuio o PyHKIIMOHUPOBAHUM CUCTEMBI (hapMakoHaA30pa (Hapumep, TaHHbIE O
COOTBETCTBUU CHUCTEMBbl (PapMaKOHAA30pa, HMEIOLIUECS Y YIOJIHOMOYEHHOTO OpraHa
rocyJlapcTBa-ujcHa);



B) KOHKpPETHBIE ()aKTOPHl MHUIIMUPOBAHUS MHCIIEKIIMH B COOTBETCTBUHU C TyHKTaMu 150 —
155 nacrosimux [IpaBui.

OO6beM HHCIIEKIUH IIPH IUIAHOBRIX MHCIIEKIAAX (papMakoHa30pa

174. B mporecce mpoBeCHHUS IJIAHOBBIX MHCIEKIIMKA CUCTEMBI (papMaKoHaa30pa
npoBepseTcss coOmtogeHue TpeboBaHuii akToB opraHoB Coro3a W 3aKOHOJATENBCTBA
rocynapcTtBa-wieHa B cdepe (apmakonaazopa. B 3aBUCUMOCTH OT THNA WHCIEKIHUH
WHCIIEKTHPOBAHUE JOJIKHO BKJIIOYATh B CEOS OIEHKY CIAEAYIOIINX JIEMEHTOB CHUCTEMBI:

a) MpouEeayphl paboThl C MHIUBUYATBHBIMUA COOOIIEHUSMU O HEXEIATEIbHBIX PEaKIIUIX
HA JIEKAPCTBEHHBIN Ipenapar:

cOOp COOOIIEeHN, TTOJTYYCHHBIX M3 BCEX HMCTOYHHKOB, B TOM YHCIIE OT OOBEKTOB U
OpraHU3aIlMi, B paMKaX CUCTEMBbI (h)apMaKOHAI30pa, a TAKXKE OT TE€X OpraHU3aIMi, KOTOPhIE
Ha KOHTPAKTHON OCHOBE BBIMOIHSIOT 00s3aTEIhCTBA MO (hapMaKOHAI30py ISl JAepKaTels
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS, a TaKKE€ OT MHBIX MOJpAa3/CNICHUI opraHu3aluu, He
OTHOCSIIIUXCS K cucTeme hapMakoHaA30pa, U OOMEH TaKUMU COOOIICHUSIMH;

OILICHKa COOOIIEHUI, B TOM YHCJIE MEXaHU3MBbI TIOJYYEHHUSI U MPOLEeypa PErucTpaluu
OIICHKHW JIWI], TPEJACTABUBIINX COOOIICHUS, WCIOJIb3yeMass TEPMHUHOJOTHS, OIICHKA
CEPbE3HOCTH, MPEABUAECHHOCTH U IPUINHHO-CIIEACTBEHHOU CBSI3H;

perucTpanys pe3yabTaToB MOCASAYIONEero cOopa TaHHBIX U UCXO0JI0B (HAIIPUMED, UCXO]T B
CIy4yasx BO3JEHCTBUS JIEKAPCTBEHHOrO Tpernapara Ha IUIOJ B MEpUoJ]] OEPEMEHHOCTH U
MEIUITTHCKOE TIOITBEPKACHUE COOOIICHNH, TTOJTYYCHHBIX CO CTOPOHBI ITAIIMCHTOB);

BBITIOJTHEHUE TPeOOBaHMiA akTOB OpraHoB Cor03a U 3aKOHOIATENHCTBA TOCYIAPCTB-YWICHOB
, IO TIPEJICTABJICHUIO PA3TUYHBIX THUIIOB MHANBUIYAIbHBIX COOOIIEHUN O HEXeIaTelbHBIX
peakIusax Ha JIEKApCTBEHHBIN MpernapaT B COOTBETCTBYIOIIHNE YIOJTHOMOYECHHBIC OpPTaHBI
rocyJapCTB-4JICHOB;

BEJCHHUE JOKYMEHTAIlUM W apXWBHPOBAHWE WHAWUBHAYATBHBIX COOOIIEHUN O
HEeXEJIAaTeNbHBIX PEaKIMsIX Ha JEeKapCTBEHHBIN Mpernapar;

0) nepuoauYECcKre OOHOBIIIEMbIE OTUYETHI 0 0€30MaCHOCTH (€CJIU MPUMEHUMO):

MOJTHOTA W JIOCTOBEPHOCTh BKIIFOYEHHBIX JAHHBIX, 0OOCHOBAHHOCTH PECIICHUH,
OTHOCSILIIUXCS K JAHHBIM, KOTOPbIE HE BKIIOUEHBI;

MPaBUILHOCTH MPEACTABICHUS W OIICHKN HH(POPMAIHH TTO O€30MaCHOCTH, OTPEICTICHUS
U3MEHEHU mpoduias 0e30MacHOCTH, MPEACTABICHUE PE3yJIbTATOB COOTBETCTBYIOIIHUX
aHAJIM30B U Mep;

odopmIIeHHE U TIpeACTaBIeHre HHPOPMAITUU B IIEPUOINYESCKOM OOHOBIIIEMOM OTUYETE I10
0€30MacHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHUSIMU;

CBOEBPEMEHHOCThH MPEJICTABICHUS OTYETOB,;

B) HENpepbIBHAs OIleHKa Mpoduiis 6€30MacHOCTH:

WCIIOJIb30BAaHUE BCEX NCTOYHUKOB MH(OpMAIUK 111 O0OHAPYKEHUSI CUTHAIIA;

PaBUIHLHOE MPUMEHEHNE METOI0JI0THH aHann3a HHGOpMaIIHH;



COOTBETCTBHUE IPOLEAYP PACCICHOBAHMUS W MOCIEAYIOIIMUX ACHCTBUI (Hampumep,
BHEJIPEHUE PEKOMEH/IALIU MOCIe aHAIM3a JIAHHBIX);

peanu3anys 1iaHa yIpaBIeHUs PUCKAMU WUJIN IPYTUX 00s3aTENIbCTB;

CBOEBPEMEHHOE BBISIBICHUE M NPEJCTABICHUE TMOJHBIX M TOYHBIX JAaHHBIX
YIOJHOMOYEHHBIM OpraHaM TrOCYJIapCTB-YJIE€HOB, B YaCTHOCTHM B OTBET Ha KOHKPETHBIE
3ampocChl JaHHBIX;

BKJIFOUEHHE YTBEPKIACHHBIX U3MEHEHUI B UCIIOJIb3yEMble HHPOPMALIMOHHBIE COOOIIECHMS,
Kacaroluecs 0e30MacHOCTH, U B MHPOPMAIMIO O JIEKAPCTBEHHOM Ipernapare, B TOM UHCe
BHyTpeHHee MH(OPMHUPOBAHHUE U OOpAILICHHS K CIIEIMATIMCTAM CUCTEMBI 3IpaBOOXPAHEHUS U
NnalreHTaM;

I') UHTEPBEHIMOHHBIE (MPU HEOOXOIUMOCTH) U HEMHTEPBEHUMOHHBIE KIMHUYECKUE
WCCJIEI0BAHHUS:

peJCTaBiIeHUEe COOOILIEHUH O TMOJI03PEBAEMBIX CEPhE3HbIX HENPEIBHUACHHBIX
HEeXeNaTeNIbHbIX PEaKUUsIX B COOTBETCTBUU ¢ TpeOoBaHusAMU Hactosmux Ilpasun, [lpaBun
HaJJIe)Kallel KIMHUYECKOW NpakTUKH EBpa3uiickoro SKOHOMHUYECKOTO COI03a,
yTBepxAeHHbIX Pemennem CoBeta EBpa3uiickoii 3KOHOMHYECKON KOMHUCCHHM OT 3 HOSIOpA
2016 r. Ne 79 u 3axkoHOATEIBCTBA FOCYAAPCTB-UJICHOB;

MOJIyYEHUE, PETUCTPALMS U OIIEHKA CIIy4YaeB HEXeNaTelIbHbIX PEaKIUii, BHIABICHHBIX B
X0J1€ UHTEPBEHIMOHHBIX 1 HEMHTEPBEHIIMOHHBIX KIMHUYECKUX UCCIIEI0BAHMIA;

NpEeACTaBICHUE PE3YyJbTATOB MCCIENOBAaHUS U COOTBETCTBYIOIIEH MH(MOpPMALUU IO
0€30MacHOCTH JIEKapCTBEHHBIX IpenapaToB B (QopMe OTYETOB COTJACHO TpeOOBaHUAM
Hactosmux IlpaBun, IlpaBui Hamuiexamen KIMHUYECKOW IIpakTUKU EBpasuiickoro
PKOHOMHYECKOr'0 COI03a U 3aKOHOJATENbCTBA I'OCY1apCTB-UICHOB;

COOTBETCTBYIOIIUI BHIOOP CIIPAaBOYHON MH(POPMAIINH 110 O€30MaCHOCTH, MOAepKAHNE
aKTyaJIbHOTO YpPOBHS MH(oOpmanuu B OpolIopax HcciaeaoBatess Wid UHpopmanuu 1o
0e301aCHOCTH JIJIS TAaI[UEHTa;

BKJIIOUYEHHE JAHHBIX HCCIEJIOBaHUS B TEKYIIYIO OLIEHKY Hpoduis 0e30macHOCTH
JIEKapCTBEHHOI'O IIpenapara;

1) IPOIIEAYPhI CUCTEMBI (hapMaKOHAA30pa:

poJi 1 00A3aHHOCTH YIIOJITHOMOYEHHOTO JIMLA MO (hapMaKoHaA30py, HAapUMeEpP, JOCTYI K
cucteMe KadecTBa (apMakoHaa3opa, wmactep-gainy cuctembsl (papMakoHaI30pa,
nokaszareiasiM 3(QPEeKTUBHOCTH M HHAMKATOpaM CUCTeMbl (hapMakoHaA30pa, OTYETaM IO
ayJuTaM U MHCHEKLHUAM, UMEIOIIUM OTHOILIEHUE K cucTteMe (hapMakoHAA30pa, a TaKKe UX
CIIOCOOHOCTh MPUHHUMATh MEPHI MO YIYUYIIEHUIO COOTBETCTBUSI CHUCTEMBI (hapMaKOHaI30pa
TpeOoBaHUAM akTOB opraHoB Coro3a U 3aKOHOJATeNbCTBA TOCY1apCTB-YJICHOB;

posi U OOSI3aHHOCTU JEP>KAaTeNsl PErUCTPAMOHHOIO yJIOCTOBEPEHHS! B OTHOUIEHUU
cucteMbl (papMakoHa30pa;

TOYHOCTb, MOJIHOTA U MOJJIEPKAHUE aKTYalbHOTO YPOBHs MH(pOpMAIMU B MacTep-(aiiie
cucteMbl (papMakoHaI30pa;



KaueCTBO M COOTBETCTBUE YPOBHSI MOJATOTOBKH, KBATHU(UKAIIMKA U OTIBITA TIEPCOHATIA;
OXBaT U COOTBETCTBUE CHUCTEMbl KQUECTBA B OTHOIIEHUM CUCTEMBI (hapMaKOHA30pa, B
TOM YHCJIE BBITIOJHEHNE MTPOIIECCOB KOHTPOJIS KaueCTBa U 00ECTICUCHUS Ka4eCTBa;

MPUTOJHOCTh HCMOJIb3YEMbIX KOMIIBIOTEPU3UPOBAHHBIX CHUCTEM JJISI BBIMOJHEHUS
KOHKPETHBIX (DYHKITHI;

COTJIAIIEHHS] CO BCEMHU YYaCTBYIOIIMMH CTOPOHAMH, COOTBETCTBYIOIIMM 00pa3zoM
OoTpaXkarolue O0A3aHHOCTH M MEPONPUSATHS O BBIMOJHEHUIO (hapMaKOHAI30pa, a TaKkKe
HaJJIeKalllee UX BBINOJIHEHHUE;

€) BBIMOJIHEHHE YCJIOBUN PErucTpalul U COOTBETCTBHUE OCYIIECTBISAEMBIX MeEp
MUHHAMM3AIUN PUCKOB YCTAHOBIIEHHBIM TpEOOBaHUSM (TIpH HEOOXOIUMOCTH).

O06BeM HHCIIEKIUY TTPY BHEILIAHOBHIX HHCIIEKIWAX (hapMaKOHa 30pa

175. O6beM BHEIJIAHOBOW WHCIEKIIMHM 3aBUCUT OT MPUYWH €e HazHaudeHwus. B uaucino
OLICHMBAEMBIX AaCIIEKTOB CUCTEMbl MOTYT BOWTH acHEKThbl, YKa3aHHblE B NyHKTe 169
Hactosimux [IpaBui, a TakKe CIEQyIOIINE aCIIEeKTHhI:

a) BOBJICUCHHE U HHPOPMHUPOBAHHOCTH YIOJIHOMOUYEHHOTO JUIa 10 hapMaKoHaI30pPy 0
BOIIPOCAM, CBSI3AaHHBIM C KOHKPETHBIM JIEKAPCTBEHHBIM MpEnapaToM;

0) yrnyOJieHHOe M3y4YeHHUE MPOIECCOB, MPOLEAYP MPUHATUS PEIICHUH, BBHITTOJTHEHUS
MH(MOPMUPOBAHUS U PEATH3ALIMK MEP, CBI3AHHBIX C KOHKPETHBIM (DaKTOPOM UHUITUUPOBAHUS
MHCIIEKIUH U (UIN) JIEKapCTBEHHBIM MpenapaToM.

OO6BeM HHCITEKIMY ITPY ITIOBTOPHBIX HHCIIEKIUAX (papMakoHa30pa

176. Onpenensisi 06beMbl pabOT MO MPOBEACHUIO TOBTOPHON WHCIEKIIMH, HYXHO
YUYUTBIBATH CIEAYIOIINE aCIEeKTHhI:
a) aHaJIU3 COCTOSIHUSL CUCTEMBI U (MJIN) TJIaHA KOPPEKTUPYIONIUX U MPEayIPEeAUTENbHBIX
MEPONPHUATHI, pa3pabOTaHHOTO IO pe3yabTaTaM MPEeabIAyIel HHCTICKINH (hapMaKOHaI30DPa;
0) aHaIM3 3HAYUTEIBHBIX U3MEHEHUM, KOTOPbIE BHECEHBI B CUCTEMY (hapMaKoHa30pa CO
BPEMEHH TOCTeHENH WHCIEKIMU (apMaKkoHaa30pa (HampuMep, U3MEHEeHUEe 0a3bl JTaHHBIX
(dhapmakoHaa30pa, CIUSHUE WM TOTJIONIEHHE KOMIIAHWHW, 3HAUYUTEIbHbIE HU3MEHCHHUS B
JIOTOBOPHBIX BUIAX ACATEIBHOCTH, 3aMEHA YIIOJIHOMOYEHHOT'O JIUIIA 0 (papMaKoHAa30py);

B) aHaJIU3 MPOIECCOB U (MJIK) BOIIPOCOB B OTHOIIEHUH KOHKPETHOTO JIEKAPCTBEHHOTO
npenapara, BhISIBICHHBIX B pe3yJibTaTe OIEHKH WH(GOPMAIINH, TIPEICTABICHHON JepiKaTeeM
PErUCTPAIMOHHOTO YJIOCTOBEPEHHUS, WM HE BKIIOYEHHBIX B O00BEM HHCIEKTUPOBAHUS
MPEIbIYIIEH NHCTIEKIIUEH.

177. O6bemM MOBTOPHOM MHCHEKIIMU ONPENesaeTCs pe3yibTaTaMu MPEeIIeCTBYIOMUX
MHCTEKIIMN U MOXET OBITh PACIIUPEH C YYETOM psjia (GakTOpoB (HaApuMep, MPOIIEIIIEro
BPEMEHH C JIaThl MPOBEICHHS MPEANISCTBYIONIEH HMHCIEKINH, 00beMa MPEAeCcTBYOIeH
MHCTIEKITUN).



6. IIponecc MHCIIEKIAA

178. Uncneknuu QgapmakoHaa3zopa HEOOXOAMMO IJIAHUPOBATH, KOOPAUHUPOBATH,
MPOBOJUTH, MPEJICTABIATh OTUETHl O HHUX, KOHTPOJIUPOBATH BBIMIOJIHEHHE 3aMEYaHHU U
JOKYMEHTHPOBATh B COOTBETCTBUU C MPOILEAYPAMH HWHCIEKIMH, OCYIIECTBISEMbIX Ha
TEPPUTOPHUSIX TOCyAapcTB-wieHOB. COBEpPIIEHCTBOBAHWIO M TapMOHU3AIMU IMPOBEICHHUS
MHCIIEKINI OyIyT crocoOCTBOBAaTh COTJIACOBAHHbBIE MPOIIECCHI M MPOLIEIYyPbl, COBMECTHbBIE
IPOBEPKH, OOMEH OMNBITOM U OOyYEeHHE HWHCIEKTOPATOB YMOJHOMOYEHHBIX OPTraHOB
rocyJapCTB-4JI€HOB.

179. Tlpouenypsl cuctem (papmakoHaa30pa JAOJKHBI BKIIOUATh B ce0s CleAyIOIINE
OCHOBHBIE MTPOLECCH (IIPU HEOOXOJUMOCTH BO3MOKHA pa3pabOTKa HOBBIX IPOLEAYD):
a) oOMeH uHdopmaruen;
0) MJIaHUPOBAHUE UHCIIEKIUK;
B) JOPETUCTPAIMOHHBIE HHCIICKIUY;
') KOOpAMHALMS UHCIEKUUN cucTeM (hapMaKoHaa30pa B rOCy1apcTBax-ujeHax;
71) KOOpAWHAIUS WHCTIEKIINM, TPOBOIUMBIX B TOCYJIaPCTBAX, HE SBIAIONINXCS YWICHAMHU
Coro3a (B TOM YHCJIE UHCTICKIUN MOAPSIAYUKOB);
€) MOArOTOBKA MHCIEKIUI crucTeM (hapMaKOHaI30pa;
) MPOBEJIEHUE MHCIIEKIINN cucTeM (papMaKkoHa130pa;
3) OTYETHOCTH IO MHCHEKIUSAM CUCTEM (hapMaKOHaA30pa U MOCIEAYIOIUN KOHTPOJIb;
1) UHPOPMHUPOBAHKUE U MPUOPUTETHOCTh UHCTIEKIUNA (hapMaKOHAA30pa U MOIYYEHHBIX
pE3yNbTaTOB;
K) BEJICHUE y4eTa U apXUBUPOBAHUS JTOKYMEHTOB, MTOJIYYEHHBIX B PE3yJIbTATE MHCTICKIIUN
cucteM (papMakoHa30pa;
J1) BHE3aIHbIE MHCIIEKIINH;

M) CaHKIIMHM M PETYJISATOPHBIE WM NMPUHYIUTEIbHBIE MEPHl B CIydae CEpPhe3HOTrO
HecoOII0IeHNs TpeOOBaHHM 3aKOHOAATENbCTBA TOCYJapCTB-WIEHOB U HacTosux [IpaBun;

H) yKa3aHHs O TOATOTOBKE HHCIIEKTOPOB, BBIMOIHSIOMIUX HHCHEKIIUU CHCTEM
(bapmakoHaa30pa, 1 0OMEHY OTIBITOM PaOOTHI.

7. KOHTpOIb BHITOIHEHHUS 3aME9aHHH HHCIICKITMHA

180. B cnyuyae BBISIBICHHUS B XOJI€ MHCIEKIMU HECOONIONCHUSI 0053aTENBbCTB IO
dbapmakoHaa30py TpeOyeTcsl MOCIHEAYIOUIUNH KOHTPOJb 1O IMOJHOTO BBHIMOJHEHUS TUIaHa
KOPPEKTUPYIOMKUX U TPEeaynpeauTeNbHbIX AeicTBUi. CleayeT y4HUTBhIBATh CIEAYIOIINE
METOJIbI KOHTPOJIA:

a) aHaJIM3 IUIaHA KOPPEKTUPYIOIIMX U NPEeAYyNPEeIAUTEIbHBIX Mep JepKaTens
PETUCTPAIMOHHBIX YOCTOBEPEHUM;
0) aHaIU3 MEPUOAMYECKUX OTYETOB O XOJI€ BHIIIOJIHEHUSI pabOT MO peaau3aluy 1iaHa
KOPPEKTUPYIOIIMNX U MPEIyIPEeAUTEIbHBIX Mep (B CIydyae HEOOXOAUMOCTH);



B) TMOBTOpHAs WHCHEKIMS [J OIEHKH HaJJIeKaI[ero BBINIOJTHEHUS IIJIaHa
KOPPEKTUPYIOIINX U MPEIyIPeIUTEIbHBIX TCHCTBUN;
T') 3aIIPOC O TIPEJICTABIICHUN paHee He MPEJICTABICHHBIX JTaHHBIX, H3MEHEHUI (Harpumep,
B MH(pOpMaNMio O JICKAPCTBEHHOM IIpernapare), aHaiu3a BIUSHHUS (HampuMmep, pe3yJibTar
aHaM3a paHee HE BKIIOYCHHBIX B aHAIN3 JAHHBIX MPHU BHITTOJIHCHUH TPOIEYPhI BHISBICHUS
CUTHaJA);

1) 3ampoc O HaJJjexameM HHPOPMUpPOBAHUM, BKIIIOYAsh BHECEHHE U3MEHECHUU B
uHQOpMAIMIO, TMPENCTABISAEMYI0 B paMKaX MapKETHHTOBOW JEATENbHOCTH, W (WIIN)
peKIIaMHY10 HH(pOpMaIIHIO;

€) 3alpoc O BCTpEYE C JEepiKATeJIeM PETHCTPALMOHHOTO YJAOCTOBEPEHHUS C LIEJbIO
0OCYXXJICHHUSI BBISBIICHHBIX HEIOCTATKOB (HECOOTBETCTBHMM) W WX BIMSIHUS Ha IUIaH
KOPPEKTUPYIOIIUX U MPEIyIPEIUTETHHBIX MED;

k) Tepenadya pe3yJIbTaTOB HMHCHEKIMU JPYTMM YMOJHOMOYEHHBIM OpraHam
roCy/1apCTB-YJICHOB;

3) Apyrue NeWCTBUs, CBSA3aHHBIC C JICKAPCTBEHHBIM MpENapaToM, B 3aBUCHMOCTU OT
BIIUSIHUS HEJOCTATKOB (HECOOTBETCTBUM) M PE3YJbTATOB MOCIEAYIOUIUX ACHCTBUHM (Croaa
MOTYT BXOJHUTH OT3bIBBl WU JEWUCTBUS, CBSA3AHHBICE C BBIIAUYCH PETUCTPAIMOHHBIX
YAOCTOBEPEHUH WIIH pa3pelicHUi Ha MPOBEICHUE KITNHUICCKUX UCTIBITAHNN ).

8. lleiicTBUA ¥ CaHKIUH
YIOTHOMOYEHHBIX OpPraHOB I'OCYAapCTB-WICHOB

181. YnomHoMo4eHHbIE Opranbl 00€CeYnBalOT KOHTPOJIb BBIMOJHEHUS P KaTeISIMU
PETrUCTPAlIMOHHBIX YJIOCTOBEpPEHUN 00s13aHHOCTEH 1O (papMaKoHAA30py B COOTBETCTBUH C
3aKOHOJATEILCTBOM TOCYJAapCTB-WiIeHOB U Hactosmumu [IpaBunamu. B cnyuae
oO0Hapy)KEeHUsST HECOONIoJeHUs] TpeOOBAaHUN WM HEBBINIOJHEHUS 00S3aTEIbCTB 110
(dhapmakoHaA30py JEUCTBUS, KOTOPHIE HYXKHO NPEANPHUHSATH, JOJDKHBI OMPEACIATHCS B
KaXXJOM KOHKPETHOM Cjydae OTJeIbHO. BbIOOp HEOOXOAMMBIX JIEHCTBUN 3aBHCHT OT
MOTEHIIUAJIBHOTO HETaTUBHOTO BIIUSIHUS HECOOTBETCTBUM (HECOOII0ICHUS) Ha OOIIECTBEHHOE
310pOBBE (3I0POBbE HACEJICHUS ), HO JIFOOOM Cllyyall HECOOTBETCTBUS (HECOOIIOICHNUS) MOKET
YYUTBIBATBCS TMpPU NPUMEHEHHH NPUHYAUTEIbHBIX Mep. Ilpu HeoOXoamMocTu
YIIOJTHOMOUYEHHBIN OpraH JI0KeH 00ecrneunTh npuMeHeHne 3(PPEeKTUBHBIX, COPA3MEPHBIX U
CACPKUBAIOIINX MEP BO3ACHCTBHS K JEPKATEIIO PETUCTPAITMOHHOTO yI0CTOBEPCHHS.

182. B cooTrBeTcTBUU ¢ HacTtosAmMMHU [IpaBunamMu U npaBuiiaMH, YCTaHOBJICHHBIMU
3aKOHOJIaTeNIbCTBOM TOCYJapCTB-WICHOB (IIPH HEOOXOIUMOCTH), B CIydae HECOOIIOJICHUS
JepKaTeieM PETUCTPAllMOHHOTO YJAOCTOBEPEHUS 00s3aTeNbCTB MO (papMakoHaI30py
BO3MO>KHO MPOBEJICHHUE CIICTYIOIINX MEPOIPUSATHIA:

a) oOy4yeHHMe M COJCHCTBHE: YIOJHOMOYEHHBIE OpraHbl TOCYAapCTB-UJICHOB
OCYIIECTBIISIIOT B3aUMOJEHUCTBUE C NPEIACTABUTEISIMU JAepKaTelel pEerucTpariuOHHbIX



yI0CTOBEpEHUH (HarmpumMmep, Ha COOpaHuM), 9TOOBI 000OITUThH BBISBICHHBIC HECOOTBETCTBHS,
Pa3bsICHUTh YCTAHOBJICHHBIC TPEeOOBAaHUS W OXHJIAHUSA YIIOJHOMOYEHHOTO OpraHa
rocyJlapcTBa-4jieHa, a TaKXKe€ PacCMOTPETh KOPPEKTUPYIOMHE W TPEeAyNpeauTeIbHbIC
JCHCTBYS, TIpeIIaracMble JepiKaTeIeM PErUCTPAIIMOHHBIX YIOCTOBEPEHUN;

0) nmpeacrariaeHne HHGHOPMAITMHN APYTHM YIIOTHOMOYEHHBIM OpPTaHAM TOCYIapCTB-YWICHOB
B paMKax JIOTOBOPEHHOCTEH 1Mo 00ecreueHnio KOHPUACHIIMAIbHOCTH;

B) WHCIICKTUPOBAHHE JIepKATEICH PETUCTPAMOHHBIX YIOCTOBEPECHUM, KOTOPHIC HE
cOOMI0/Iat0T 00513aTENHCTBA WM HE BHITIOJHAIOT TPEOOBAHUS, MOXKET MPOBOJUTHCS C LIEIBIO
OTNpeJIeNICHUsI CTENEeHU HecoOto/IeHUsT (HEBBIMOJHEHHs1) akToB opraHoB Corsa u
3aKOHOJATENHCTBA TOCYAAPCTB-WICHOB, B TMOCIEAYIONIEM C IEJNbI0 TMOATBEPKICHUS HUX
coOroicHuUs (BBITIOTHEHUS);

I') HaMpaBIICHUE MUChMa-TIPEIyIPEKICHUS, 3asIBJICHUS O HECOOTIOIEHNN (HEBBITIOJTHCHUH
) o0si3aTenbCcTB MO (hapMaKOHAA30py WIIM YBEIOMJICHUS O HApYIICHHH O0S3aTeNIbCTB 10
(dhapMaKoHaI30py, BHIIABAEMBIX YIIOJHOMOYEHHBIM OPraHOM C YKa3aHHEM HOPMAaTHBHOTO
IpaBOBOTO aKTa, KOTOPbIA OBUI HapylleH, C IeJbl0 HAaNOMUHAHUA JIepKaTesaM
PETHCTPAIIMOHHBIX yJIOCTOBEPEHUN 00 MX 00s3aTeNbCTBAX MO (papMaKOHAA30py WIH Mepax,
KOTOpPBI€ OHU JOJDKHBI MPHUHSATH, @ TAaKXKE€ O CPOKaX, YCTAHOBIICHHBIX JJISI YCTPAHCHHS
HECOOTBETCTBUN WJIM HAPYIIECHUN;

1) PacCMOTPEHUE YMOJHOMOYEHHBIMU OpraHaMH TOCYJapCTB-YJIEHOB Bompoca 00
OIMyOJIMKOBAHUU CIIHCKA JAeprKaTeleil perucTpallMOHHbIX YIOCTOBEPEHHM, KOTOPBIE CEPhE3HO
WU TIOCTOSTHHO HapymIaroT TpeOoBaHWs akToB opraHoB (Corw3a MW 3aKOHOJATEIbCTBA
rocyJapCTB-4JICHOB;

€) MEeWCTBUS B OTHOIICHHWH PETUCTPAIMOHHOTO YIOCTOBEPCHHS WM 3asBICHUS HA
pErUCTpaInio IEKAPCTBEHHOTO TIpenapara, Harpumep:

ASKCTPEHHOE BBEJIEHME OTPaHMYEHUU, CBS3aHHBIX C MpoduiemM O0e30MacHOCTU
JIEKapCTBEHHOTO TIpernapara;

BHCCEHHUE WM3MCHCHUU B JOKYMEHTBHI PETHCTPAIIMOHHOTO JOChE JIECKAPCTBEHHOTO
npenapara;

MPUOCTAHOBKA WJIM aHHYJIMPOBAHUE PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpenapara;

MPUOCTAHOBKA PACCMOTPEHHUS HOBBIX 3asBIICHUI Ha MOJYYEHHE YJIOCTOBEPEHHI O
rOCYJapCTBEHHON PETHCTPAIUU 10 PEATH3alid KOPPEKTUPYIOMUX U MPETyNpeIUTEIbHBIX
JICUCTBUM;

Ha3HAYEHWE JOPETUCTPAMOHHBIX HHCIISKINI CHCTEMBI (hapMaKOHAI30Da;

’K) OT3BIB JICKAPCTBEHHOTO Mpemnapara ¢ pblHKa (Hampumep, B cliydyae €cJiu B
MH(OpPMAIIMIO O JEKAPCTBEHHOM Mpenapare HE BKIIOYEHbI Ba)KHbIE MPEAyNpEXKACHUS MO
0€30I1aCHOCTH);

3) NIEUCTBUSA, CBI3aHHBIE C MAPKETUHIOBOM HIIM PEKJIaMHON MH(pOpMaLIUe;



1) BHECEHHE MONPABOK B MPOTOKOJbI WM MPUOCTAHOBKA KJIMHUYECKUX HCCIIEIOBAHUN B
Cllyyae BBISIBJICHUS W3MEHEHUW MNpoduiisi G€30MacHOCTH KOHKPETHOrO JIEKAPCTBEHHOI'O
rpernapara;

K) aJMUHUCTpPAaTUBHBIE ITpadbl B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM
roCy1apCTB-YJICHOB.

9. KBamu¢nkanus 1 06ydeHIE HHCIIEKTOPOB

183. MHCHEeKTOpsl, KOTOpPHIE YYACTBYIOT B IPOBEACHUM HHCIEKIUHA CUCTEM
dbapMakoHan30pa, MOOJDKHBI SIBIATHCS CHELUATMCTAMHM  YIOJIHOMOUYEHHBIX OpraHOB
roCy/1apCTB-WICHOB WJIM JIMIAMH, HAa3HAYEHHBIMHU B COOTBETCTBUU C TPEOOBaHUSIMU
3aKOHO/ATEJIbCTBA TOCY/apCTBa-ujieHa, a TakXe JOJDKHBI COOJI0JaTh IOJOKEHUS
PYKOBOJCTBA IO Kay€CTBY MHCIEKTOpATa YIMOJTHOMOYEHHOI'O OpPraHa rocyaapcTBa-ujeHa.
Crnenyer Ha3Ha4yaTh MHCIIEKTOPOB Ha OCHOBAaHUM HMX OMbITA U TPEOOBAHHM, ONpPEICICHHBIX
YIOJIHOMOYEHHBIM OpraHoM. HWHCHEKTOpBl AOJMKHBI HPOUTH 00yueHue B 0OBEME,
HEOOXOAMMOM [JIsl OOecledyeHuss X KOMIIETEHTHOCTH B 00JacTaX, TpeOyembIX s
IOJATOTOBKM M TNPOBEJIEHUS HHCIEKUUH, a TaKXe MOArOTOBKM OTYETa O MPOBEACHHBIX
uHcnekuax. OHU JOJDKHBI TakKe MNPOWTH oOydeHue mpoueccaM U TpeOOBaHUAM
(dhapMakoHaa30pa TaKUM 00pa3oM, 4TOOBI OBITH CIIOCOOHBIMHU OIICHUTDH Pa3IMYHbBIC ACIICKTHI
CUCTEMBI (papMaKOHA/I30pa B CIy4Yae OTCYTCTBUSA COOTBETCTBYIOUIETO OIbITA.

10. YopaBneHue kagecTBOM
mporecca HHCIIEKTHPOBaHus (JapMaKOHa[30pa

184. KayecTBo mpoliecca WHCIIEKTUPOBAHUS CUCTEMBI (hapMaKOHA[30pa PEeTyIHPYETCs
YIOJHOMOYEHHBIMA OpPTaHaMH, BXOJUT B YHUCJIO BOMPOCOB, Ha KOTOPBIE PACIPOCTPAHSAETCS
CUCTEMA KayecTBa CUCTEMBbI (papMaKOHAA30pa YIOJIHOMOUYEHHOI'O Oprala rocyJapcra-uieHa,
U TOJICKHUT ayAuTy. YTOJHOMOUYEHHBIE OpraHbl TOCYJIAapCTB-WICHOB (HOPMHUPYIOT
rapMOHU3UPOBAHHBIE TPOIEAYPhl MHCIEKTUPOBAHUSA C 1IE€JIbI0 OOECIeUeHUsT KadyecTBa,
COIJIACOBAHHOCTH W B3aUMHOIO MPU3HAHUS PE3YyJIbTATOB HHCIEKTUPOBAHUSI CHUCTEM
(apmakoHa30pa epKaTesieil perucTpaiuoOHHbIX YIOCTOBEPEHUM.

11. CotpyarmaectBo B pamkax Corosa.
KonekTHBHOE HCIIOIF30BaHHe HH(OPMAIIH

185. YnonHOMOYEHHbIE OpraHbl 00s3aHbl COTPYAHUYATh, YTOOBI OOJIETYUTh OOMEH
uHpopManueil 00 MHCIIEKIUAX CUCTEMBI (papMaKOHAA30pa, B YaCTHOCTH:

a) uHpopmanueit 00 MHCIEKIUAX, KOTOPbIE 3allJIaHUPOBAHbBI U MPOBEJEHBI, C LEIbIO
YCTpaHEHUsI HEHYKHBIX IOBTOPOB M JyOnupoBaHusi pabor B Coro3e, a Takxke s
ONTUMM3ALMU UCTIOJIb30BAHUS MHCIIEKIIMOHHBIX PECYPCOB;



0) nuadopmarmeir 06 00beMe HHCTICKITNH C IIENIBI0 INTAHUPOBAHMS CIICAYIOIINX HHCIICKITUI

B) nHpopManueil 0 pe3yabTarax HMHCIEKIWH, B YaCTHOCTH B TOM CiIydae, KOTja
pE3yJIbTATOM SIBJISIETCSl BbIsIBJIEHHE (haKTa HEBBINOJIHEHUS JepKaTeleM PEerucTpaldoOHHBIX
yAOCTOBEpEHUI TpeOOBaHNH 3aKOHOIATENbCTBA TOCYIaPCTB-WICHOB U HacTosmux [IpaBuit.

186. YnosiHOMOYEHHBIE OpraHbl rOCYAapCTB-UYJICHOB 0OMEHUBAIOTCS UHPOpMAIIHE O
KPUTUYECKUX U CYIIECTBEHHBIX BBISIBICHHBIX HEIOCTATKAaX, a TAKXKE KPAaTKUM HU3JI0KEHUEM
KOPPEKTUPYIOIINX U MPEAYyIPEAUTENbHBIX JEHCTBUI U UX TaIbHEUIIIMM KOHTPOJIEM.

12. Poip yIoIHOMOYEHHEIX OpPraHOB rOCyAapCTB-WICHOB

187. YnomHOMOYEHHBIE OpTaHbl O0ECIEYUBAIOT CO3/JaHUE IOPUANMYECKON U
OpraHu3allMOHHON 0a3bl 11 BBINOJHEHUS (QYHKIUNA 1O HMHCHEKTUPOBAHUIO CUCTEM
dbapmakoHa30pa Jepikareieil perucTpaloOHHbIX YIOCTOBEPEHUH, BKIIOYAs OMpECICHNE
IpaB UHCIIEKTOPOB B OTHOIIEHUU UHCIIEKTUPOBAHUS MECT OCYIIECTBIEHUS IESITEIBHOCTH 10
(hapMakoHaA30Py U OLIEHKE JAaHHBIX MO (PapMaKOHAT30PY.

188. T'ocynapcTBaMu-uIeHaMH JTOJKHBI OBITH BBIACJIEHBI JOCTATOUHBIE PECYPCHI U
onpeneNeHbl KBalu(UIMPOBAHHBIE MHCIEKTOPHI C LENbl0 obecrneueHus: 3(PPEeKTUBHOIO
BBIMIOJIHEHUSI TPOLEAYpPbl OLEHKH BBIIOJHEHUS JIEpKATEISIMA PETrUCTPALIMOHHBIX
YAOCTOBEpPEHU 00s3aTeNbCcTB MO (hapMaKOHAA30py B COOTBETCTBUU C TpPeOOBaHUSAMU
rocyaapcTB-uieHoB U HacTosmux [Ipaswi. [Ipu HEOOXOAUMOCTH K POBEJCHUIO HHCTICKIIUN
MOTYT MPUBJIEKATHCS IKCIIEPTHI B 00Jiee y3KUX 00JIaCTAX AESITEIbHOCTH MO (papMaKoHAI30py.
YTIOTHOMOYEHHBIE OpTraHbl MOTYT MPU HEOOXOIMMOCTH HAMPaBISATh 3alpOC O COJCHCTBUU B
IPOBEJCHUM HMHCIEKTUPOBAHMUS B JIPYrOd YIOJIHOMOYEHHBI oOpran ¢ oOecrnedeHueM
COOTBETCTBYIOILLEr0 JIOCTyNa K MECTY NMPOBEAEHUS WHCIEKUWHU U OLUEHUBAEMBIM JAHHBIM
CUCTEMBI (papMaKkoHaI30pa.

189. YHoaHOMOYEHHBIMU OpraHaMH TrOCYJapCTB-WICHOB JOJKHO OBITh 00ECIedYeHO
MJAHUPOBAHUE W TIPOBEJICHUE WHCIEKIHWN cucTteM (apmMakoHaA30pa AepiKaTenen
PErUCTPALlMOHHBIX YAOCTOBEPEHUI B COOTBETCTBUU C MoJpasienoM 2 pasnena [V Hactogmumx
[IpaBum.

190. Ilpu pa3paboTke TuIaHa MHCHEKIUA YIOJIHOMOYEHHBIM OpraH rocyapcTBa-4ieHa
3ampaliuBaeT YIOJIHOMOYEHHbBIE OpraHbl HMHBIX T'OCYJAapCTB-WIEHOB OTHOCUTEIBHO
MHCIIEKIIMOHHOTO CTaTyca U IUIaHOB IO MHCIEKTUPOBAHUIO JEpKATEIEH PErUCTPAllMOHHBIX
YAOCTOBEPEHUM, KOTOPbIE MPEAINONaratoTcs s BKIIOYEHUS B IUIAH MHCIEKTUPOBAHUS, U
obecrieunBaeT TIUIAHUPOBAHME C YYETOM IIJJAHOB 1O HWHCHEKTHUPOBAHUIO HWHBIX
YIOJIHOMOYEHHBIX OPraHoOB rOCY/IapCTBa-wieHa C LEIb0 MUHUMHU3AIMU HEOOOCHOBAHHOTO
TyOIMpPOBaHMSI BBITOTHAEMBIX PAOOT M ONITUMM3AIUN UCTIOJIb30BaHUS UMEIOIIUXCS PECYPCOB.

191. B ciyuyae ecnu ynoJIHOMOYEHHBIM OpPraHOM TOCYyJapCTBa-yjieHa IIaHUPYETCs
IIPOBEICHHE MHCIIEKIIUU JEPKaTeNsl PETUCTPALMOHHOIO YAOCTOBEPEHUS, KOTOPBIN IPOXOINI
MHCIIEKTUPOBAHNUE CO CTOPOHBI IPYTrOro YMOJHOMOYEHHOIO OpraHa rocyJapcTBa-udJicHa,



JO0JDKeH OBITh obecrmedeH oOMeH wuHQopmanuedr B 4YacTu o0beMa W PE3yJbTaTOB
BBITIOJTHEHHOW HWHCIEKUHUM C IENbI0 yuyeTa MMEIOUIMXCS JaHHBIX NpPHU IUIAHUPOBAHUU,
orpeeNIeHNH 00beMa U BPEMEHU TPOBECHHS MHCIIEKIIUH.

192. Cnenyer gopmupoBaTh €AMHBII MHOOPMAIIMOHHBIA PECYpPC, COMAEPKAIIMMA
pe3yNbTaThl MHCIEKTUPOBAHUS CHUCTEM (papMaKoHaa30pa JAepxaTelield perucTpalioOHHBIX
YAOCTOBEpPEHUN, C obecrneyeHueM JocTylna K HEMY YIOJHOMOYEHHBIX OpraHOB
rocyJapCTB-4JI€HOB.

13. Pomp aepxareneil perucTpaliMOHHBIX YAOCTOBEPEHMI

193. Jlepkatenn perucTpaiMOHHbIX YIOCTOBEPEHNN, UMEIOIIUE 3aPETUCTPUPOBAHHBIE HA
TEPPUTOPUSIX TOCYIAPCTB-UJIECHOB JIEKAPCTBEHHBIE Mpenaparsl, MOAJIEKAT HHCHEKLIMIM
cuctemsbl (papmMakoHazopa. Jepxkarenu perucTpaiuOHHbIX YJIOCTOBEPEHU 00s13aHbI:

1) Bcerna OBITH TOTOBBIMHU K HHCIEKLHH, MOCKOJbKY HMHCHEKIIMM MOTYT OBITH
BHE3AIHBIMU;

2) BECTHU U MPEACTABIATH O TPEOOBAHUIO MHCIIEKTOPOB HE MO3/IHEE 7 pabouyux AHEH
HOCJIe MOIYYEeHHsI COOTBETCTBYIOIIETO 3anpoca MacTep-(haiiia cucteMsl (papmMakoHa130pa;

3) rapaHTUpOBaTh MOJIyYEHHE COIJacusl 10 Hayajla MHCIEKUUHU Ha MPOBEJICHHUE
MHCIEKIIMN OT OOBEKTOB, BHIOPAHHBIX IJIi MHCHEKLUUU, K KOTOPHIM MOTYT OTHOCUTBHCA
OpraHu3alliy, BIOJHAIOMIME PYHKIMU MO (papMaKOHA130py IO COTJIAIICHHIO C IepKaTesieM
PErHCTPALlMOHHBIX yIOCTOBEPEHHIA;

4) nmpeACTaBUTh MHCIIEKTOPaM JII00y10 HHPopMalnio U (WIM) JOKYMEHTAIMIO, KOTOpast
HeoOXoAuMa JJig MOATOTOBKM K HWHCIEKIIMU, B YCTAaHOBJIICHHBIE CPOKM HWJIM BO BpPEMs
IIPOBEJICHUS NHCIIEKIIUHY;

5) rapaHTHpPOBaTh, YTO COOTBETCTBYIOIIUN MEPCOHAN, YYACTBYIOLIUHN B I€ATEIBHOCTH IO
dapmMakoHa30py WIM B3aUMOCBA3aHHOW JEATEIbHOCTH, OyAET MPUCYTCTBOBATh BO BpeMs
MHCIIEKIUH U J1aBATh Pa3bSICHEHMS MO BOZHUKAIOIIKUM BOIIPOCAM;

6) rapaHTUpOBaTh HAJJIEKAILEEC KU CBOECBPEMEHHOE BBINOJHEHHUE ILIAHOB
KOPPEKTUPYIOIINX U MPETyNpeaUTEIbHbIX MEPONIPUATUNA JIJIl YCTPAHEHUS BBISBIICHHBIX BO
BpEMsI MHCIIEKLIUH HENOCTAaTKOB (HECOOTBETCTBUM) C YCTAHOBJIEHHEM HIPHUOPUTETOB IO
KPUTHUYECKUM U CYLIECTBEHHBIM HEIOCTaTKaM (HECOOTBETCTBUSM).

14. laciexmuoHHEBIE COOPHI

1. C6ops 3a mpoBeicHHE HHCIIEKITHI B3UMAIOTCA B COOTBETCTBHH € 3aKOHOAATEICTBOM
rOCyIapCTB-WICHOB.

V. Aymur cucreMsl papMakoHa 30pa

1. Aymut cucteMsl papMakoHaA30pa H €T0 HeIH



194. llenbto poBeACHUS ayuTa CUCTEMBI (hapMaKOHAa130pa SIBJISETCS TOITBEPKICHUE
COOTBETCTBUS W OP(YEKTUBHOCTU BHEAPEHUS U (YHKUHMOHUPOBAHUS CHUCTEMBI
dbapMakoHaJ30pa MyTEM aHaNIM3a W OIEHKH OOBEKTUBHBIX (DAKTOB, BKIIOYAS CHUCTEMY
KayecTBa CUCTEMBbI (hapMaKoHaA30pa.

195. Aynut npeactaBiseT co00l CHCTEMAaTUYECKUN, YIOPSAI0UCHHBIH, HE3aBUCUMBII 1
JTOKYMEHTUPOBAHHBIA MpOIECC TMOJy4YeHUs] U OOBEKTHUBHOM OIIEHKH (PAKTOB,
XapaKTEepU3YIIMNX paboTy CHCTEMBI (papMakoHAA30pa, C LEIbI0 ONPEACIICHHS CTENEeHU
BBITIOJIHEHHSI KPUTEPUEB ayJUTa, CIOCOOCTBYIOMIMX YJIYUIIEHUIO TMPOLIECCOB YIPABICHUS
pPUCKAaMH, KOHTPOJIA U YIIpaBJeHUs NpoueccaMu. AyIuTopcKkue (akThl COCTOSAT U3 3alUCEH,
JIOKYMEHTAIBHBIX MOJTBEPKIACHUN WM UHOW MH(POPMAINH, KOTOpasi UMEET OTHOIICHHUE K
KpUTEpUsIM ayJuTa W Mojjaercs npoBepke. Kpurepuu ayaura oTpakarOT CTaHAAPTHI
NEATENIBHOCTH W €€ KOHTpPOJIS, MO OTHOLIEHHIO K KOTOPBIM BBINOJHSAETCS OIEHKA
IPOBEPSIEMOU CTOPOHBI U €€ JiedaTeNbHOCTU. [IpuMeHuTeNnbHO K cuctemMe (hapMaKkoHaa30pa
KpPUTEpUH ayJIHuTa JOJDKHBI OTpa)kaTb TPeOOBAaHUSA, MPEABIBISIEMbIE K CHUCTEME
dbapmakoHaa30pa, B TOM YHUCIE€ K CHUCTEME KauyecTBa BBIMOIHAEMBIX MPOUEAYp IO
(bapmMakoHaa30py, KOTOpBIE OMNpPENENSIOTCA TpeOOBaHUSAMHM  3aKOHOAATENbCTBA
roCcyAapCTB-1wIEHOB U HacTtosuux [IpaBuir.

2. OcHOBaHHEI} Ha PACKE IOAXOM K ayUTy CHCTEeMBI (papMakoHam30pa

196. OcHOBaHHBIM Ha PUCKE MOJAXOAOM SIBJISIETCA MOAXOJ, IPU KOTOPOM HCIOJIB3YIOTCA
METO/IbI OTIpeiesieHusT 001acTu pucka. [loa puckoM moHUMAaeTCsl BEPOSATHOCTh HACTYIUICHHS
COOBITHSI, KOTOPOE OKAXKET BIUSHHUE HA JIOCTIKCHHE TOCTABJICHHBIX IEJIeH, C y4EeTOM
CEPHE3HOCTHU €r0 MOCJIEICTBUM U (MIM) BEPOATHOCTH HEOOHAPYXKEHUS JPYTUMHU METOJAMH.
OcCHOBaHHBIN Ha PUCKE MOJXO/ K ayJAUTy OPUEHTUPOBAH Ha 00JIACTH CaMOTO BBICOKOTO PHUCKa
JUISL CUCTEMBI (hapMaKOHa30pa OpraHU3aIlfK, B TOM YUCJIE JJIS CUCTEMbI Ka4eCTBa CUCTEMbI
(dhapmakoHnamzopa. IlepBocTerneHHOE 3HAUCHUE UMEET PUCK MPUUYMHEHUS Bpelia 370POBBIO
HacesieHusl. PUCK olieHMBaeTcs Ha CIIEIYIONINX ATamax:

IJIJAaHUPOBAHUE ayJMTa Ha CTPATETHYECKOM YPOBHE, PE3yJIbTaTOM KOTOPOTO SIBJISETCS
cTpaTerusi ayauTta (JIOJTOCPOYHBIM MOAXOJ), KOTOpas MOJKHA YTBEPKIATHCS BBICIIUM
PYKOBOJICTBOM;

MJAHUPOBAHUE ayJUTa HA TAKTUYECKOM YpPOBHE, PE3yJIbTATOM KOTOPOTO SBISETCS
nporpaMMa ayauTa, YCTaHOBJICHHE IIeJiell ayJuTa, a Takke 00JIaCTH pacnpoCTpaHEHUs
ayJInTa;

IJJAHUPOBAHKE ayJAUTa Ha ONIEPATUBHOM YPOBHE, PE3YJIbTATOM KOTOPOTO SIBJISIETCS MJIaH
ayauTa JJIs OTJAEIbHBIX ayJUTOPCKUX 3ajJiad, ONpe/ieSIieHHe MPUOPUTETOB 3ajau ayJauTa Ha
OCHOBAHUU OLEHKH PHUCKOB, HCHOJIb30BAHHE METOJO0B BBHIOOPOUYHOTO HCCIEAOBAHHUS M
TECTUPOBAHMS, OCHOBAHHBIX HA PUCKE, OTYETHOCTH IO PE3yJIbTaTaM ayJIuTa B COOTBETCTBUH C
OTHOCHUTEJIbHBIM YPOBHEM PUCKA, & TAKXKE YKA3aHUSIMU IO ayAUTY.



OneHka puCKa JOKHA JOKYMEHTAJbHO MOATBEPKAATHCS ISl CTPATErHYECcKOro,
TaKTHYECKOTO W ONEPAaTUBHOTO ITUIAHUPOBAHUS ayJUTOPCKON MESITEIBHOCTH CHUCTEMBI
dbapmakoHaa30pa B OpraHU3aIuu.

[InanupoBaHue ayauTa Ha CTPATETMYECKOM YPOBHE

197. Ctparerust ayauta mpejacTaBiseT co0o0il ompeneneHHe Ha BBICIIEM YPOBHE
TUTAHUPOBAHUS aYJUTOPCKUX MEPONPUSITHI, MPOBEACHUE KOTOPHIX 3aINTAHUPOBAHO HA CPOK
Oosee 1 roma (kKak MpaBWIO HA CPOK 2 — 5 JIeT, €CliU JIep’KaTesleM PErucTpalMOHHOTO
yAOCTOBEpEHUs: He 000CHOBaHO MHOE). CTparerusi ayauTa BKJIIOYaeT B cels MepeyeHb
ayJIMTOPCKUX MPOBEPOK, BBHIMOJHEHUE KOTOPBIX MOXKET OBITH AocTaTo4HbIM. CTparerus
ayJluTa MCIOJIb3yeTCs IJs OInpejaesieHus o0JacTH, HaMEUEHHOW JJis MPOBEJEHUs ayJluTa,
TEMBI ayJWTa, a TaK)Ke METOJOB M JOMYIICHUN (BKJIOYas, HAIPUMEpP, OIEHKY pUCKa), Ha
KOTOPBIX OCHOBaHa MporpaMma ayanTa.

198. Crparerus ayaura JOJKHA OXBAaThIBaTh OPTaHU3AIMIO YIPABICHUS MPOIIECCOM,
yIpaBJ€HUE PUCKAMH U CPEACTBA BHYTPEHHEIO KOHTPOJIS BCEX COCTABISIOIIMX CHUCTEMBI
(dbapmakoHaI30pa, BKIIOYAs CIIETYIOIIE:

a) BCE MPOIIECCHI U 3aJ]a4l CUCTEMBI (hapMaKOHaA30Pa;

0) cucreMa KauecTBa JIeATeIbHOCTH B cucTeMe (hapMaKoOHaI30pa;

B) B3aUMOJCHCTBHE M CBS3YIOIINE 3BEHBS C JAPYTUMHU TOApa3AeieHUsIMH (MpU
HEOOXOIMMOCTH);

') MEpONPUSTHS IO (papMaKOHAI30PY, MPOBOAUMbIE TOYMHEHHBIMU OpraHU3alUsIMH WA
JeJerupoBaHHbIE JIPyrol oOpraHu3anu (HampuMep, PETHOHAIBHBIM IEHTpaM,
NPEICTABISAIONINM HHPOPMALIKIO, (Priihamam AeprKaTessi pEeruCTPAllMOHHOTO yI0CTOBEPEHHUSI,
TaKUM TPETBUM JIMIIAM, KakK NOAPSAHbIE OpTaHW3alUM M JApYTHe [AepKaTeiau
PErUCTPALMOHHBIX YAOCTOBEPEHUN).

199. ®akTophl pHCKa, KOTOPHIE CIEAYET YUYHUTHIBATh MPHU BHIIIOJHEHUH MPOIEITYPHI
OIICHKHU PHCKA, BKIIOUYAIOT B c€0s B TOM YHCIIE CIeayIomue (hakTOPhI:

a) U3MEHEHHUs o BoIpocaMm (papMakoHaA30pa B 3aKOHOJATENBCTBE TOCYAAPCTB-UJICHOB
i B HacTosmux [IpaBunax;

0) KpyIHasi peopranus3anus Wid Jpyrue npeoOpa3oBaHusi cUCTeMbl (hapMaKOHA/I30pa,
CIIMSIHUS, IPUOOPETEHNUS;

B) U3MEHEHHE KIIFOUEBBIX YNPABICHYECKUX QYHKIIUNA;

') PUCK HEXBATKU Ha/AJEKaIKUM 00pa3oM MOJATOTOBICHHBIX W OMBITHBIX COTPYIHHUKOB
dapmakoHa3opa (Hampumep, BBUIY 3HAUUTEIbHON TEKydecTH MepcoHaja, HeIOCTaTKOB B
npoiieccax oOy4eHus, yBeJIndeHnus 00beMOB padOThI);

1) CyIIECTBEHHbIE U3BMEHEHHsSI B CHCTeMe (papMaKOHaI30pa ¢ MOMEHTa MpPEIbIAYIIEero
aynurta (HarpuMmep, BBeJIeHHE HOBOW 0a3bl JAHHBIX MO JEATEILHOCTH MO (papMaKoHAI30Py
WIN 3HAUYUTEIbHOE OOHOBJICHUE CYIIECTBYIOIIECH 0a3bl JaHHBIX, U3MEHEHUS MPOIECCOB U
BUJIOB JICSITEIbHOCTH C YYETOM HOBBIX TPEOOBaHMI 3aKOHOAATENHCTBA FOCYJaPCTB-UJICHOB);



¢) JICKapCTBEHHBIM Mpernapar SBISICTCS TEPBBIM Ha PBIHKE IS JepKaTelel
PETUCTPAIIMOHHBIX yIOCTOBEPEHUIA,

’K) B OTHOIIICHUH JIEKAPCTBEHHOTO Tperapara Ha PhIHKE C BBEJCHBI JOMOIHUTEIHHBIC
Mepbl MUHHUMU3ALUU PUCKOB WM JPYTHUE YCIOBHsI OOpAIlICHHUs, CBA3aHHBIC C MpOUIeM
0€30MacHOCTH JIEKAPCTBEHHBIX IMpenapaToB (HAMpUMEp, HAa3HAYCH JOMOJTHHUTEIbHBIN
MOHUTOPHHT);

3) CTENEHb KPUTHYHOCTH MPOIIECCa, B YACTHOCTH:

JUTS YIIOJTHOMOYEHHBIX OPTaHOB FOCYAapCTB-YICHOB — HACKOJIBKO KPUTHYHA 00J1aCTh MITH
MPOIIECC MO OTHOIICHUIO K HaJyIekameMy GyHKIIMOHUPOBAHUIO CHCTEMBI (papMaKOHaI30pa
rOCYJJapCTB-WICHOB M OOIICH IENIN CHCTEMBI 3/JpaBOOXPAHCHHUS;

JUTSL IeprKaTelied peruCTPallMOHHBIX YIOCTOBEPSHUI — HACKOJIBKO KPUTHYHA 00J1aCTh WK
IpoIlecC 1O OTHOIICHUIO K Ha/JIexKaneMy (yHKIIMOHUPOBAHUIO CUCTEMBI (hapMaKOHaI30Pa.
[Tpu pUHATHYN pENICHHUS O MPOBEACHUU ayIUTa KaKOro-mubo (uinana Wil TPEThero JIuia
AepIKaTeNb PETUCTPAIMOHHOTO YAOCTOBEPECHUS JOKEH YUYUTHIBATh XapaKTep U KPUTUIHOCTD
MEPOTIPHUATHI TI0 (papMaKOHA30PY, KOTOPHIE MPOBOSATCS B HACTOsAIIEE BpeMs (priiraioM
WINA TPETheH CTOPOHON OT UMEHHU JACPIKATENsI PETUCTPALMOHHOTO YAOCTOBEPEHHSI, TOMUMO
ydera JIPyruX yKa3aHHbIX (DaKTOPOB;

M) pe3yJbTaThl MPEABIAYIIUX ayTUTOB (TIPOBOAMINCH JH KOTAa-TH00 ayauThl 3TON
00JIaCTH WJIH MIPOIECCa, PE3YIIbTAThl IPEABIAYIIETO ayauTa). B ciiyyae Hanuuus pe3yibTaToB
NPEIIIECTBYIONUX ayTMTOB OHH TIPUHUMAIOTCS BO BHUMAaHUE MPH OMPECICHHH BPEMEHHU U
00J1acTH MOCTEAYIOUINX ay/IUTOB;

K) BBISIBJICHHBIEC TIPOIICYPHBIE HETOCTATKU (HECOOTBETCTBHUS), KACAIONTNEC KOHKPETHBIX
o0nacTeit AeSITENFHOCTH WM MTPOLIECCOB;

1) uHas WH(OPMAaNKsS B OTHOIIECHUU BBITIOJHEHUSI 0053aTENbCTB B COOTBETCTBUU C
TpeOOBaHUSIMH 3aKOHOIATENILCTBA IO (PapMaKOHAA30PY:

IUISL YIIOJIHOMOYEHHBIX OPTaHOB IOCYAapCTB-WICHOB — HH(OPMAIUS IO COOTBETCTBHUIO
TpeOOBaHUAM 3aKOHOAATENbCTBA MO (PapMaKOHAA30py COTIACHO OILICHKE WIW ayJIuTy,
BBIITOJIHEHHOMY BHEITHUMU OPraHU3aIHsIMU;

IS AepKaTelield peruCTPallMOHHBIX YIOCTOBEPCHHUN — HH(OpPMAITHS 110 COOTBETCTBHUIO
TpeOOBAHMSIM COTJIACHO WHCIIEKIIMOHHBIM OTYETaM, OICHKE HIIU ayIHUTYy, BBITOJIHEHHOMY
BHCITHUMH OpPTaHHU3AlUSIMH, JKajo0aM WM HApEeKaHUSIM B YacTH 00S3aTEIBCTB IO
(dhapmakoHaI30py;

M) IpyTHe OpraHU3al[IOHHBIE U3MEHEHUS, KOTOPhIE MOTYT HETaTUBHO OTPa3UTHCS Ha
00JacTH ACSATENHHOCTH WIIM Tpollecce (Hampumep, eCiad MPOUCXOAUT M3MEHEHHE TaKOu
BCIIOMOTATENIbHOW (DYHKIIMH, KaK MHPOPMAIMOHHO-TEXHOJIOTUYECKAs TIOICPIKKA).

IInarvpoBaHue ayuTa Ha TAKTHICCKOM YPOBHE

200. [1nan aynuToB npeacTaBisieT co00l mepeyeHb ayIMTOB, COCTOAIINN U3 OJTHOTO WIIH
HECKOJIbKMX ayJUTOB, 3alNIAHMPOBAHHBIX HAa KOHKPETHBIA CpOK (Hampumep, Ha 1 ron).



[ToaroroBka miaHa ayAUTOB JOJKHA OCYIIECTBISATHCS B COOTBETCTBHH C JOJITOCPOUYHOM
cTparerueit ayauta. [1nan ayuToB 10JKeH ObITh OJJOOPEH BBICIIIUM PYKOBOJICTBOM C OOIIEH
OTBETCTBEHHOCTHIO 32 ONIEPATUBHYIO U YIIPABICHUYECKYIO CTPYKTYPY.

201. Ilnan ayauTOB OCHOBBIBAETCS HA HAJJICKAIEH OIEHKE PUCKOB U JIOJKEH OBITh
OPUEHTUPOBAH Ha OLICHKY CJIEAYIOIIUX aCIEKTOB:

a) cUcTeMa KayecTBa CUCTeMbI (papMaKoHa130pa;
0) KpUTHUYECKUE MPOIECCHl B cucTeMe hapMaKoHaA30pa;

B) KJIIOUYEBBIE CIIOCOOBI KOHTPOJIA 32 (DYHKIIMOHMPOBAHUEM CHUCTEMbI (hapMaKoHaI30pa,
onuparorecs Ha MepPoNpuUsITUs (hapMaKoHaI30pa;

r) 00JIaCTH BBICOKOTO PUCKA TOCIIEC BHEAPECHHS MPOIEAYpP KOHTPOJS U MPUHITUS MEp
MUHHAMHM3AIIN PUCKA.

202. OcHOBaHHBIN HA PUCKE TUIAH ayJUTOB JOJKEH TAK)KE YUYUTHIBATH PE3yJIbTATHI
OpeAbIAYIIUX ayJIUTOB B YacTU HEJOCTATOYHOIO OXBaTa oO0JacTeil JeaTenbHOCTH,
HaIlpaBJICHUI BHICOKOTO PHUCKaA, a TAKXKE HEMOCPEACTBEHHOTO yKa3aHU PYKOBOJICTBA U (WITH)
JIUII, KOTOPBIE HECYT OTBETCTBEHHOCTH 3a CHUCTEMY (hapMaKoHa130pa.

203. JlokyMeHTalus 10 TUIAaHUPOBAHUIO ayJIUTOB JIOJDKHA BKJIKOYATh B CE0Sl KpaTKoe
OMMKCaHME TJIaHa KaXJIOTO ayJIuTa, KOTOPBIA OyJEeT MPOBEACH, B TOM YUCIie 00beM ayanTa U
neau. OO0OCHOBaHHE CPOKOB, MEPUOJAMYHOCTH M O0BbeMa OTIEIbHBIX ayJAUTOB, KOTOPBIE
SIBJISIFOTCS] 9aCThIO TIJIaHa ayJINTOB, JOJHKHBI OCHOBBIBATHCS HA JOKYMEHTAJIBHO O(OPMIICHHOM
olieHKe pUCKOB. OCHOBaHHBIE Ha OLIEHKE PUCKOB ayJIUThl CUCTEMbI (papMaKoHa130pa AOTKHBI
BBITIOJTHATHCSL PETYJISIPHO B COOTBETCTBUU C TpeOOBaHWsIMU akTOB opranoB Coro3za u
3aKOHOJIATEIHCTBA FOCYJAPCTB-UJICHOB. BHECeHe 000CHOBAaHHBIX U3MEHEHUH B IUIAH ayAuTa
JOJKHO OBITh HAJIEKAIIUM 00pa3oM JTOKYMEHTHUPOBAHO.

IInapmpoBaHKe H OTIETHOCTH IO AYAWTY Ha OIIEPaTHBHOM yPOBHE

204. Opranuzanus J0MKHA BHEAPUTH MPOLEAYPHI IO NIIAHUPOBAHUIO U IMPOBEICHUIO
OTIENBHBIX ayJAUTOB, NMPUHATHIE B BHUJAEC JOKYMEHTOB B NuCbMeHHOU ¢(opme. Cpoku
peanu3anuu Bcex Mep, HEOOXOAUMBIX ISl BBIMOJIHEHUS OTJIEIBHOTO ayIuTa, TOJKHBI OBITh
YCTaHOBJIEHBI B COOTBETCTBYIOIIMX IIPOLIEAYPAX, CBSA3AHHBIX C IPOBEICHUEM AayJHTa.
Opranuzanust J0JKHA OOECHEUYUTh NPOBEAECHHE ayAUTOB B COOTBETCTBUM C OITUMHU
IIPOLIEAYPAMH COTVIACHO HACTOSIIEMY Pa3ACILy.

205. OtnenpHble ayAMTBl CUCTEMBI (papMaKOHAI30pa JOJKHBI MPOBOAUTHCSA B
COOTBETCTBUM C YTBEPKIACHHOM NpPOrpaMMOM ayJIWTa, OCHOBAaHHOM Ha pPHUCKAX B
coOTBETCTBUU C myHKTaMu 196 u 197 nactosimux [Ipasun. [Ipu nnaHUpOBaHUU OTIETBHBIX
ayAUTOB ayJUTOP OIPENEISIET U OLICHUBAET PUCKH, COMNPSHKEHHBIE C PACCMATPUBAEMOMN
00JacThi0, MPUMEHSS CaMble MOAXOASIINE METOAbl BBHIOOPOYHBIX HCCIEAOBaHUN U
TeCTUpOBaHMsS. MeTo/ BBINOJHEHUS ayJuTa HaJJjiexalluM 00pa3oM JOKYMEHTHUPYETCS B
IIJJAaHE ITPOBEJCHNUS Ay INTA.



206. BbIBOJIbI ayIUTOPOB JOKYMEHTAIBHO OTPAXAIOTCS B ayAUTOPCKOM 3aKIIOUYCHHUH U
CBOEBPEMEHHO JIOKJIA/IBIBAIOTCS PYKOBOJCTBY. [Iporiecc ayiura J0JDKEH BKIIOYATh B CeOs
MEXaHM3MbI TIepeJladyu BBIBOJIOB ayJIUPyEMON CTOPOHE, TMOJYy4YEHUsS OOpaTHOW CBSI3H H
IIPEJICTABIICHHUS ayJUTOPCKOM OTYETHOCTH PYKOBOJICTBY M 3aMHTEPECOBAHHBIM CTOPOHAM, B
TOM YHCJI€ JIMIAM, OTBETCTBEHHBIM 3a CHCTEMYy (papmakoHam30pa, B COOTBETCTBUU C
TpeOOBaHUSMU aKTOB opranoB Coro3a, 3aKOHOIaTeIbCTBA FOCYJaPCTB-UJICHOB U YKA3aHUSIMU
M0 ayJauTy CHUCTeMBI (apMakoHaa3opa. Pe3ynbpTaThl ayaWTa JOJDKHBI MPEICTABISITECS B
COOTBETCTBHH C OTHOCUTEIHHBIM YPOBHEM PUCKA U KIACCU(PUIIUPOBATHCS C LETbI0 YKa3aHUs
WX KPUTHYHOCTH TIO0 OTHOIICHHWIO K PHUCKaM, BIHSIONIUM Ha CHUCTeMYy (apMaKOHAI30pa,
MPOIIECCH M KOMITOHEHTHI TTPOIIECCOB.

207. Cuctema kinaccuduKalum 10KHA OBITH ONpeieSieHa B OMMMCAaHWN CUCTEMBI KaueCcTBa
(hapmakoHa30pa U JOJDKHA YUUTHIBATH CIIEAYIONINE TOPOTOBBIC 3HAUCHUS, KOTOPHIE CIICTyeT
UCII0JIb30BaTh B JaJIbHEUIIIEH OTYETHOCTH:

KPUTUYECKUM SIBIISCTCS MPUHIUITHAIBHBIA HEOCTATOK (HECOOTBETCTBUE) OJTHOTO WJIH
HECKOJIBKHUX MPOIECCOB UM BBIMOIHAEMBIX IPOLEIYpP CUCTEMBI (hapMaKOHa30pa, KOTOPHIH
HETaTUBHO BIMSIET Ha BCIO cuctemy (apmakoHan3opa u (uiau) mpaBa, 0€30MaCHOCTh U
Oylaromoaydne MaryeHToB U (WJIM) MPEACTABISIET COO0M MOTEHIIMAIBHYIO YIPO3y 370POBBIO
HaceleHus U (WJIM) cepbe3HOe HapylleHue TpeOoBaHuil akToB opraHoB Coro3a
3aKOHOJIATEIHCTBA TOCYIAPCTB-WICHOB;

CYIIECTBEHHBIM SBJISIETCS 3HAYUTEIbHBIN HEJOCTATOK (HECOOTBETCTBUE) OJHOIO WM
HECKOJIbKUX TPOIIECCOB WJIM MPOIEAYP CUCTEMbI (papMaKOHAI30pa WU MPUHIUITHATBHBINA
HEJJOCTATOK KaKOW-IMO0O YacTH OJHOTO WJIM HECKOJBKHUX IMPOIECCOB WU MPOUETYP
(hapMakoHaa30pa, UTO OTPUIIATEIHLHO CKAa3bIBAECTCSI HA BCEM Mpoliecce U (W) MOTEHIIUAIBHO
MOET CKa3aTbCsl Ha TMpaBax, 0€30MacHOCTH W OJaronojayddyd MaIlMeHTOB, U (MJIU) MOXKET
MIPEACTABIISITh MOTCHIIMAIBHYIO OMACHOCTH JIJISl 3/T0POBbsI HACEIICHUS U (W) TIPEACTABIISACT
coboit HapymeHue TpeOoBaHuil akTOB opraHoB Corw3a U 3aKOHOJATEILCTBA
roCyJIapCTB-YJIEHOB, KOTOPOE, HE CUUTACTCS CEPHE3HBIM;

HECYIIECTBEHHBIM SIBJISICTCSI HEJOCTATOK (HECOOTBETCTBHE) KAKOTO-THOO KOMIIOHEHTA
OJIHOTO MJIM HECKOJIbKUX MPOIECCOB WM MPOLEAYP CUCTEMBI (papMaKoHaA30pa, KOTOPhIE, Kak
0KMJAETCsl, HE MOTYT OTPHULIATEILHO CKa3aThCsl Ha Bcel cucteme (apMakoHaaA30pa WU
nporecce U (Win) mpaBax, 0€30MacHOCTH U 0JIaronoydru MarueHToB.

208. ITo BompocaM, KOTOpbIE HEOOXOIMMO PEIIATh B CPOUYHOM MOPAJIKE, HEOOXOAUMO
HEe3aMeJIUTEeNIbHO MH()OPMUPOBATh PYKOBOJICTBO OOBEKTA ayJUTa U BBICIIEE PYKOBOJCTBO
JepKaTesl peTUCTPAIMOHHOTO YIOCTOBEPEHUS.

3. ,Z[eﬁcnma, OCHOBAHHBIC Ha PC3YJIbTaTaX ayauTa U IMOCICAYIOIICI0 KOHTPOJIA ayauTa

209. He3aMennurenbHblE NEUCTBUS, ONIEPATUBHBIC IEUCTBUS, IEUCTBUS B Pa3yMHbIE
CPOKH, a Take BOMPOCHI, IO KOTOPHIM HEOOXOAUMO CPOYHOE MPHUHATHE peuieHus Jaudo
CpO4YHOE UHPOPMHUPOBAHUE, YKA3aHHBIE



B HACTOSAILUEM pasjese, NpeIHa3HAYCHbl I BBINOJIHEHUS B CPOKH, KOTOPBIE SBISAIOTCS
HAUIC)KAI[MMHU, YMECTHBIMU U COOTBETCTBYIOIIMMU OTHOCHUTEIBHOMY PHUCKY I CUCTEMBI
dbapmakonagzopa. Heobxomumo ycTaHOBUTH TPUOPUTETHI KOPPEKTHUPYIOUMIUX U
NpeAyNPEAUTENbHBIX JNEUCTBUM I YCTPAHEHUS BBIABICHHBIX KPUTUYECKUX U
CYIIECTBEHHBIX HEJOCTATKOB (HECOOTBETCTBUM). TOYHBIE CPOKHM ACHCTBUH, CBSI3aHHBIX C
BBISIBIICHHBIM KPUTHYECKUM HEIOCTATKOM (HECOOTBETCTBHMEM), MOTYT BapbUpOBATHCS B
3aBUCUMOCTH OT XapaKTepa BhIBOJAOB U 3aIJIAHUPOBAHHOTO JEHCTBUA.

210. PykoBoCTBO OpraHu3aliii, KOTopas MoJABEpraeTcs ayauTy, 00ecreurnBaeT HaTnIue
B OpraHu3alMid MeXaHW3Ma, MO3BOJIAIOUIEr0 HaJJIeKallUuM o0pa3oM peliaTh BOIPOCHI,
CBSI3aHHBIE C pe3yJbTaTaMM ayauTa CUCTeMbl (papmakoHaazopa. Komruiekc meponpustuii
JOJDKEH BKIJIIOYATh B Ce€0s aHAIW3 WM3HAYAIBHOW NPUYUHBI BBISBICHHOTO HEIOCTATKa,
BJIMSIHUSI BBISIBJIEHHBIX PE3YJIBTATOB ayJIUTA, 4 TAKXKE NOATOTOBKY IUIAHA KOPPEKTUPYIOLINX U
NpPEAYNPEUTEIbHBIX MEPOTIPUITHH.

211. Beicuiee pyKOBOACTBO OpTaHM3allMM M JIMIA, HAJIEJIECHHBIE PYKOBOISIIUMU
MOJIHOMOYMSIMH, JTOJKHBI 00€CTICUNUTh MPUHITHE BCEX HEOOXOIUMBIX A(h(PEKTUBHBIX MEp IO
YCTPAHEHUIO HEJIOCTATKOB, BBISIBICHHBIX B MPOLECCE ayAUTa. BBINOIHEHNE COTIIaCOBAaHHBIX
JICUCTBUIN JTOJDKHO CHCTEMAaTUYeCKH KOHTpoJupoBaThes. MHopMalus o xone peaausainuu
KOPPEKTUPOBOYHBIX M MPEAYNPEAUTEIbHBIX MEPONPUATUNA [OJKHA TEePUOJUYECKHU
JOBOAMUTHLCA 10 CBEJICHUSI BBICILIETO PYKOBOJICTBA COOOPA3HO 3aINIAHUPOBAHHBIM JICUCTBUSIM.
@axThl, MNOATBEPXKAAKIINE 3aBEPUICHUE KOMIJIEKCA KOPPEKTHPOBOYHBIX U
MpEeAYNPEAUTENHHBIX MEPOTIPHUSITHH, JOHKHBI HAJICKAITUM 00pa30oM JOKYMEHTHPOBATHCS.
[Iporpamma ayauTa HOJKHA IPEAYyCMATPUBATh MOTEHIMAIBHYIO BO3MOXHOCTh MPOBEICHHS
KOHTPOJIBHBIX aYyJIUTOB, KOTOPBIE OCYIIECTBISIIOTCS MO MEpe HEOOXOAUMOCTH C IIEIBIO
MOATBEPKACHUS 3aBEPIIECHNUSI BBIITOJIHEHHS COIVIACOBAHHBIX JICVCTBUM.

4. CucreMa KadecTBa H JOKYMEHTHPOBaHHUA
VnpaBiieHHe Ka9eCTBOM ayUTOPCKOH AeSTETbHOCTH.
HezaBucrMoCTh H 00BEKTHBHOCTS ayJUTa H PabOTEI Ay XUTOPOB

212. B opraHm3amuu, KOTOpas MPOBOJIUT ayAHUT, MOHKHO OBITH MPEIYyCMOTPEHO
BBITIOJIHEHUE KOHKPETHBIX O0S3aHHOCTEHW B YAaCTH JEATENbHOCTH MO ayJuTy B 00JIacTH
(apmakoHaazopa. JlesTenbHOCTh MO BBINOJHEHUIO ayJUTOB CHUCTEMBI (papMaKOHaJI30pa
JI0JIKHA OBITh HE3aBUCUMOW. PYKOBOJICTBO OpraHu3aiiu, KOTopas MpOBOJUT ayIUT, JOJKHO
o0ecrneunTh U JOKYMEHTUPOBATh HE3AaBUCUMOCTh U 00OBbEKTUBHOCTh ayAUTOPOB.

213. Aynutopsl JOJKHBI OBITH CBOOOTHBI OT BMEIIATEIHCTBA ayJAUPYEMON CTOPOHBI B
ompezeneHue oObema ayauTa, MPOBEAEHUE ayauTa CHUCTEeMbl (apMakoHaa30pa H
uH(popMupoBaHHE O pe3yiabrarax ayauta. OCHOBHAS OTYETHOCThH JOJDKHA HANPABIISATHCS
BBICIIEMY PYKOBOJCTBY ayIMPyEMON OpPraHU3aliH, KOTOPOE HECET MOJIHYI OTBETCTBEHHOCTD



3@ UCIIOJHUTENBCKYIO U YIIPABJIEHYECKYIO CTPYKTYPY, YTO MO3BOJISIET ayJAUTOPY BBIIIOJIHATH
CBOM 00S3aHHOCTH M MPEJICTABIISATH HE3ABUCUMOE U OOBEKTUBHOE ayIUTOPCKOE 3aKIIIOUECHHE.
AyIuTopsl MOTYT KOHCYJIBTHPOBATHCS C HKCIEPTAMH, IMEPCOHATIOM, YYAaCTBYIOIIUM B
nporueccax mno (apMakoHaI30py, a TAKKE C JTUIOM, YIIOJTHOMOYEHHBIM 10 (hapMaKoHaI30py,
IIPU COXPAHEHUM HEMPEB3SATOr0 OTHOILICHUS U OTCYTCTBUU BIIMSIHUA HAa OOBEKTUBHOCTbH U
Ka4yeCTBO BBIMIOJIHAEMBIX paOoT. B 1emnsx obecnedeHus 00beKTUBHOCTH ayIMTOP MPHU OIICHKE
ayAUTOPCKUX (DAKTOB HE JOJHKEH MPUHUMATH TOUKY 3PEHUS MPUBJIEKAEMBIX JKCIIEPTOB B
Ka4eCTBE NPUOPUTETHOM.

Ksammdukanms, npodeccroHANA3M, OINBIT H HEMPEPEIBHOE MOBHIMEHNE KBATH(GHKAIHA
ayauTOpOB

214. Aynuropsl AOKHBI 0071a1aTh TpeOyeMol KBanuKalre u noaiepKuBaTh ee B
JaCTH 3HAHWH, HAaBBIKOB W CIIOCOOHOCTEH, HEOOXOAUMBIX ISl d(PPEKTUBHOTO MPOBEACHUS
ayIUTOPCKUX MEPOIPHUSATUNA B OTHOIIEHUHM CUCTEMbI (hapMaKOHa130pa. AyIUTOPHI JOJKHBI
00J1a1aTh HABBIKAMH, YMEHHUSIMU U 3HAHUSMU B YaCTH:

a) IPUHIUIIOB, IPOLEAYP U METOJOB ayAUTa;

0) CyIIECTBYIOIIUX HOPMATUBHBIX MTPABOBBIX aKTOB, PYKOBOJICTB U IPYTUX TPeOOBaHUM,
OTHOCSAIIUXCS K cucTeMe (hapMaKkoHaI30Pa;

B) MEPOIPUATUH, IPOLIECCOB U MpoLeayp hapMaKkoHAI30pa;
T') CUCTEM yIIpaBJIECHUS;
1) OPraHU3aIMOHHBIX CUCTEM.

OneHka Ka9ecTBa ayANTOPCKOM AeATENHHOCTH

215. Ouenka KadecTBa ayJUTOPCKON NEATEIBHOCTH MOMKET OCYIIECTBIATHCS
MOCPEACTBOM TEKYIIEW M NEPUOJUYECKOW OLCHKH BCEH ayJIUTOPCKOM IESITEIbHOCTH,
OT3bIBOB ayJIUPYEMOW CTOPOHBI U CAMOOLEHKU ayJAUTOPCKON AESATEIbHOCTH (Hampumep,
KOHTPOJIb KauyecTBAa ayJUTOPCKOM JIE€SITEIBHOCTH, COONIOJEHHE KOAEKCa MOBEIEHUS,
MpOrpaMM ayJIuTa U ayJUTOPCKUX MPOLIEAYP).

5. AyawTsl, MPOBEACHHLIC BHEITHIMY ITOCTABIIUKAMH ayIATOPCKHX yCIyT

216. OcHOBHasi OTBETCTBEHHOCTD 3a (hYHKIIMOHHPOBaHKE U 3P(HEKTUBHOCTH CHCTEMBI
(dbapmakoHa30pa JIEKUT Ha JIep KaTelie PerucTpallMOHHOro yJaocTtoBepenus. B cinydae ecnu
OpraHu3aiysi MPUHUMAET PEIICHUE MPUOETHYTh K BHEIIHEMY IMOCTABIIUKY ayJAUTOPCKUX
yCIYT IJis BBITIOJIHEHUS TpeOOBaHUM MO ayJUTy CUCTEMbl (papMaKOHaaA30pa Ha OCHOBE
COOTBETCTBYIOIIMX TpeOoBaHuil Hactosmux I[lpaBui, ciaegyer cOOJMIOCTH ClenyoIIHe
TpeOOBaHMUS:

a) TpeOOBaHUs K MPOBEACHUIO ayJWTa W MOJATOTOBKA OIICHKH ayJMTOPCKOIO PHUCKA,
CTpaTeTUH ayauTa, IPOTrPaAMMBI ayJAUTa U OTACIbHBIX ayAUTOPCKHUX 33aJlaHUN JOJIKHBI OBITH



JIOBEJICHBI JIep)KATElIeM PErUCTPAIlMOHHOTO YIOCTOBEPEHMS 1O CBEIACHUS BHEIIHHUX
MOCTABIIIMKOB ayIUTOPCKUX YCIYT B TUCBMEHHOHN (hopMme;

0) o0BeM paboThl, 33/1a4X U TIPOLIETyPHBIC TPEOOBAHUS K MPOBEJCHUIO ayIUTa JTOHKHBI
OBITH JTOBEJICHBI Jep)KaTeJIeM PETMCTPAIIMOHHOTO YJIOCTOBEPEHUS O CBEJCHUS BHEITHUX
MOCTABIINKOB ayIUTOPCKUX YCIYT B TUCEMEHHOH (hopMme;

B) OpraHu3aIys JOJHKHA TOJTYYUTh JOKYMEHTAIhHOE MOATBEPKICHHE HE3aBUCUMOCTH H
O00BEKTUBHOCTH BHEIITHUX TTOCTABIIMKOB ayTUTOPCKUX YCIIYT;

I') BHEIIHUN TOCTAaBIIMK ayIHUTOPCKUX YCIYT JOJKEH Takke coOJoaaTh
COOTBETCTBYIOIIIHE TPEOOBAHMSI, MPEAYCMOTPEHHBIC HacTOSIIMMU [IpaBumamu.

6. Xpanenne oTaeToB 00 ayuTax

217. OTtyeThl 00 ayauTax U CBEICHUS, MOATBEPKIAIOIINE 3aBEPIICHUE IEUCTBUM 110
pe3yJibTaTam ayJIuTa, JOJKHBI XPAHUTHCS B COOTBETCTBUM C TPEOOBAHUSIMU, YKA3aHHBIMU B
paznene Il nacrossmux [Ipasu.

7. TpeGoBaHus K IPOBEAECHHUIO ayIUTa
JlepxaTeny peruCTpalOHHbIX YAOCTOBEPCHHUM

218. Jlepxarenu perucTpalMOHHBIX YJOCTOBEPEHUN 00s13aHbI PErYJSIPHO MPOBOAUTH
OCHOBaHHBIE Ha PUCKE ayJUTOPCKHE MMPOBEPKHU CBOEH CHCTEMbI (papMaKOHAI30pa, BKIIOUYAs
ayJIUT CUCTEMbI KaueCTBa CUCTEMBI (hapMaKOHAI30pa, C LIEJIbI0 00ECIIEUEHUsI COOTBETCTBUS
JNEHCTBYIOIIEH CHUCTEMBl KadecTBa NpeAbsBIsAeMbIM TpeOoBaHUAM. [laTel mpoBeneHus
ay/IUTOB W PE3yJIbTaThl MPOBEJACHHBIX AYJUTOB, a TAKK€ KOHTPOJIBHBIX ayJUTOB JOJIKHBI
Ha/JIeXKaIuM 00pa3oM JOKYMEHTHPOBATHCA.

JIuno, ymoIHOMOYeHHOE IO ()apMaKOHAA30Py B FOCYJapCTBaX-WICHAX

219. O0513aHHOCTH YIIOJTHOMOYEHHOTO JIMIa MO (papMaKOHAI30py B TOCYAAPCTBAX-UIEHAX
B OTHOILIEHUU AESITEILHOCTU MO ayAUTy ompeneieHsl B pazaene 11 nacrosmux [Tpasui. Jluno,
YIOJIHOMOYEHHOE 10 (hapMaKOHAI30py B rOCYIapCTBaxX-4ieHaX, JODKHO MOIy4YaTh OTYETHI O
pesyibTaTax ayAuTa CHCTeMbl (hapMaKOHaJ30pa, a TaKXKe MPEeACTaBIATh HUHGOPMAIIIO
ayIMTOpaM, UMEIOLIYI0 OTHOIIEHHE K OLIEHKE PUCKOB, BKJIIOYas CBEACHUS O COCTOSHUU
BBIIIOJIHEHUSI KOPPEKTHUPYIOLIIUX H MOPEeAyNpeIUuTEeNbHbIX Meponpustui. Jlnmo,
YIOJHOMOYEHHOE MO0 (hapMaKOHaA30py B TOCYJIapCTBAX-WICHAX, JOJDKHO IIOJydaTh
uH(pOpMAIMI0 O pe3yibTaTax JO00OT0 ayauTa, HMEIOLIYI0 OTHOIIEHHE K CHCTEME
(dapmakoHa 30pa B rocynapcTBax-4jeHaX, BHE 3aBUCHMOCTH OT MECTa €0 MPOBEACHUS.

VIOJIHOMOY€HHEIE OpraHEI TOCYAaPCTB-WICHOB

220. YOOJIHOMOYEHHBI OpraH rocyaapCTBa-ujieHa JOJIKEH PETyJSPHO MPOBOJAHUTH
HE3aBUCHUMBIE MPOBEPKH 3a7a4 CUCTEMBbI (DapMaKOHa30pa rocyAapcTBa-wieHa, peryIspHbIi



ayIuT CBOEW cUcCTeMbl (papMaKOHaJ30pa U OCHOBAHHBIE HA PUCKAX ayJAUTHI CUCTEMBI
KayecTBa C IIE€JIbI0 00ECMeYeHUs] COOTBETCTBUS CHUCTEMBbI KayecTBa MPEIbIBISICMbIM
TpeboBaHuaM. JlaThl TPOBEACHHS W pPE3yJbTAaThl MPOBEICHHBIX AaYyJIUTOB, a TaKkKe
KOHTPOJIBHBIX ayJUTOB JOJDKHBI HAJISKAIIUM 00pa30oM TOKYMEHTHPOBATHCS.

8. IIpunsTas METOIONIOTHA

221. B OCIAX oOecreueHus CoTJIacCOBAaHHOTO H TFapMOHU3UPOBAHHOI'O INJIAHUPOBAHUA U
peain3agyun ayauToOB MW HOATOTOBKHM HX OTYCTHOCTH aYAWTBI, IHIPOBOJUMBIC B
YIIOJTHOMOYCHHBIX OpraHax TIoCydapCTB-4JICHOB, OOJI’KHBI OCHOBBIBATBHCA Ha HpHHHTOI?I
HaCTOAIIINMUA HpaBI/IHaMI/I TCPMHUHOJOI'MU U METOAOJIOTHH.

9. TpeGoBaHuA K ayJUTOPCKOH OTIETHOCTH
OT4eTHOCTH JepXKaTeNna pETHCTPAIHOHHOI'0 YAOCTOBEPEHUA

222. JlepkaTesib peruCTPAlIMOHHOTO YIOCTOBEPEHHUSI JOJIKEH BKIIOUUTh MOSICHUTEIBHYIO
3aIUCh M0 KPUTHYECKUM M CYIIECTBEHHBIM pe3yJibTaTaM ayJauTa CUCTEMBI (DapMaKoOHaI30pa B
Mactep-(paiin cucremsl papmakoHaa3zopa. OCHOBBIBasICh Ha pe3yJbTaTax ayJIuTa, Aep>KaTeib
PETrUCTPAIMOHHOTO YJIOCTOBEPEHHS JOJDKEH 00eCHedYuTh IOJATOTOBKY M pealu3allfio
COOTBETCTBYIOIIETO IJIaHa, B KOTOPOM MOAPOOHO YKa3bIBAIOTCS KOPPEKTUPYIOUIUE U
npeaynpenuTenbHbie  MeponpusTtus. Ilocie BbINONHEHUS KOPPEKTUPYIOIIMX U
MpeayNpeUTENbHBIX MEPONIPUATUI B MOJTHOM 00BEME 3aMuch B MacTep-(daiiie MoxeT ObITh
yaanena. J{nsg ynaneHuss Kakux-aubo CBEACHUH, Kacaroluxcs ayauTa, U3 mactep-(daiina
cucteMbl (hapMakoHa 30pa TPEOYIOTCS 0ObEKTUBHBIC MTOITBEPIK/IAOIINE TaHHBIE.

223. [epxaTenb PErucTPaAllMOHHOTO yJAOCTOBEPEHUS JIOKEH 00ECIEUUTh BKIIFOUEHUE
CIIMCKa BCEX 3aIUIAHUPOBAHHBIX W MPOBEJCHHBIX ayJUTOB B MPUIIOKEHHE K MacTep-dainy
cucteMbl (papMakoHaJ30pa, a TAKXKE BBINOJHEHUE BCEX 3aINIAHUPOBAHHBIX AyJUTOB C
coOmoieHueM 00s3aTeNbCTB MO OTYETHOCTH, MPEAYCMOTPEHHBIX 3aKOHOJIATEIbCTBOM
roCcyJIapCTB-4JIE€HOB, HacTOAIMUMU [IpaBusiaMu 1 BHYTpEHHUMH TTpaBUSIaMU, IPUMEHSIEMbIMU
K OTYETHOCTH. JaThl U pe3yJbTaThl MPOBEJACHHBIX ayJUTOB, & TAK)KE KOHTPOJIbHBIX ayJAUTOB
JOJDKHBI HaJjIeXKaIuM 00pa3oM T0KYMEHTHPOBATHCS.

OtgeTHOCTD YIOOJIHOMOYCHHBIX OPraHoOB IrocyapCTB-1JICHOB

224. YIIOJTHOMOYEHHBIE OpPraHbl TOCYAapCTB-UJIEHOB JOJKHBI TapaHTHUPOBATh, YTO OHU
o0OecreunBaroT CcoOJIIOCHHE O00S3aTEIbCTB IO MPEJICTABICHUIO OTYETHOCTU 10
BBIIIOJIHEHHBIM ayJUTaM B COOTBETCTBUM C HacroAwMmu IlpaBuinaMu, akTamMu OpraHoB
Coro3a M 3aKOHOJATENLCTBOM TOCYJAapCTB-WICHOB, 4 TAK)KE€ BHYTPEHHHMM IPAaBUIIAMH,
IIPUMEHSIEMBIMU K OTYETHOCTH.

10. Kon}uneHIHaI-HOCTE



225. C npoxymeHnTaMu U uH(popmaiueit, COOpaHHOW BHYTPEHHUM ayJUTOPOM, CJIEAyeT
oOpamatecs ¢ coOJIOJIeHHEM TpeOOBaHUN 3aKOHOAATENIbCTBA I'OCYJAPCTBA-Uji€Ha, B TOM
qucie B cepe 3aluuThl IepCOHATBHBIX JAHHBIX U KOH(PHUACHIUATHHON HHPOPMAIIH.

VI. Cucrema ynpaBiieHIA pACKaMH
1. O6mme momoxeHus

226. Ilpotiecc ynpaBiieHUs PUCKAMHU COCTOUT U3 CIEIYIONIUX B3aUMOCBSI3aHHBIX U
MTOBTOPSIOIIMNXCS CTAIUM:

1) cocraBneHrne XapaKTepUCTUKHN POt 6€30MaCHOCTH JEKaPCTBEHHOTO Mpernapara ¢
OTpeJeICHUEM BaXKHBIX MACHTU(PUIIMPOBAHHBIX, BAXHBIX MOTEHIHAIBLHBIX PHUCKOB U
OTCYTCTBYIOIIEH WH(OpMAINK, a TAKKe acMeKTOB Mpoduis 0e30MacHOCTH, TPeOyrommux
AKTUBHBIX MEPOIPHUATHUM IO YIPABICHUIO WIHM JaJbHEUIIEMY U3YUeHUIO (CreruduKaus mno
0€30I1aCHOCTH);

2) TUIaHUpPOBaHUE JEATENHHOCTU MO (papMaKOHAI30py MO XapaKTEPUCTUKE PUCKOB U
BBISIBJICHUIO HOBBIX PUCKOB, a TaK)Ke IMOBBILIEHHWE OOILEro ypoBHA 3HaHUU O mpoduie
0e30MacHOCTH JIEKapCTBEHHOTO Ipenapara (TuiaH 1no ¢papMakoHaI30py);

3) mIaHUpPOBaHUE W OCYIIECTBICHUE AESITEIBHOCTH MO0 MUHUMM3ALMUK MOCIEACTBUN
PHUCKOB, a TakKe OlleHKa Y(PPEKTUBHOCTU ITOM IEATENHHOCTH (IUIaH M0 MEPAaM MUHUMU3AIINH
PHUCKOB).

227. I1ocKOJIbKY Ha MPOTSXKEHUU MOCTPETUCTPALIMOHHOTO 3Tana MPOUCXOIUT HAKOTUICHUE
JAHHBIX 1O OE€30MaCHOCTH C YBEJIWYEHUEM 3HaHUW 1o npodumiro 0e301acCHOCTU
JIEKapCTBEHHOTO Mpenapara, B IUIAH YNPABJIEHUS PUCKAMU BHOCSATCS COOTBETCTBYIOILHE
U3MEHEHHS.

228. Ha sTame peructpanuu JEKApCTBEHHOTO Mpenapara, a TaKKE HHBIX 3Tamax
KU3HEHHOTO ITMKJIA JIEKAPCTBEHHOTO Ipernapara MOTyT ObITh ONpeaesieHbl HeOOXOIMMBbIE
JOTIOJTHUTENbHBIE MEPOIPUSITHS N0 U3YUEHHUIO aClIEeKTOB 0€30MacHOCTH WK 3(PPEKTUBHOCTH
au00 JOMOJTHUTENbHBIE MEpPhl MHUHUMH3AIMU PUCKA JJIsI O0eCledeHuss NpPUMEHEHUs
JIEKApCTBEHHOT'O CPEJICTBA MPU MPEBBIIIEHUHU T0JIb3bl HAJl PUCKOM, KOTOPBIE JOJKHBI ObITh
BKJIIOUEHBI B IUIAH YNPaBJICHHUS PUCKAMU U BBINOJHEHBI JIEPKATEIEM PETHUCTPAIMOHHOTO
yIOCTOBEPEHHS.

229. TpeboBanus k (hopMary MpeacTaBlICHUsS] JaHHBIX B IUIAHE YIPaBICHUS PUCKAMU
OTIPENIEISIOTCS C YyUeTOM OOeCIeUeHusl UX eIMHO00pa3usi U COOTBETCTBUS MPEACTABIISIEMOM
uH(popmanuu TpedoBaHusAM HacTtosmux [IpaBui.

2. ITpvHIMITEI yIpaBIeHUASA PUCKaMH

230. OcHOBHOU IIeNIbIO0 TIpOllecCa yIpaBJICHUS PUCKaAMU SIBISETCS oOecreueHue
MPUMEHEHHS JIEKapCTBEHHOTO Mpernapara MpH MaKCUMaJIbHO BO3MOXHOM IPEBBIIICHUH
M0JIb3bI TPUMEHEHHUS JIEKAPCTBEHHOTO Tperapara HaJl puckaMu JIJIsl KaKI0ro MalueHTa u s



LIEJIEBBIX MOIyJSAUUi B 1enoM. Haamexaniee niiaHMpOBaHWE CUCTEMBI YIPABICHUSI PUCKAMU
JOJKHO OBbITh 00€CHedYeHO Ha MPOTSHKEHUH BCEro XU3HEHHOTO IMKJIA JIEKapCTBEHHOTO
npenapara. CuctemMa ynpaBjieHUs pPHCKaMU JOJDKHA OBITh MPOMOPIHMOHAIbHA
UACHTU(UIUPOBAHHBIM U MOTEHIIMATBHBIM PUCKAM MPUMEHEHHMS JIEKApCTBEHHOTO Mpernapara,
a TaKXe HEOOXOJIMMOCTU TOJYYEHHUS JaHHBIX O 0€30MacCHOCTH Ha MOCTPETrHCTPALMOHHOM
JTane.

231. [1nan ynpaBiaeHUsl pUCKaMU JIOJKEH OBITh COCPEOTOUYEH HA TEX PUCKAX, KOTOPbHIE
VMMEIOT OTHOLIEHUE K MEPOIPUATHUAM I10 YIPABICHUIO PUCKAMHM, CBS3AHHBIX C IPUMEHEHUEM
3apETrUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara.

232. K uaeHTHUIIMPOBAHHOMY PHCKY OTHOCST:

1) HexxenaTenbHbIE PEAKIMH, TOCTOBEPHO MPOJAEMOHCTPUPOBAHHBIE B JOKIMHUYECKUX
MCCJIEIOBAHMSIX U MOATBEPKICHHBIE JAHHBIMU KIMHUYECKUX MCCIIEJOBAaHUM, HEXKEITATEIbHbIE
pPEaKLNH, BBIBICHHBIE B XOPOIIO CIIAHUPOBAHHBIX KIMHUYECKUAX WM IIHIEMHOIOTHYECKUX
HCCIIEIOBAHUAX, B KOTOPBIX CTENEHb OTJIMYMUSA IO OLECHUBAEMOMY NApaMETPy MEXKIY
rpylnaMuy MpearnoaaracT HaIM4ue IPUYNHHO-CIIEICTBEHHOM CBSA3M, HEXKEJIATEIbHbIE PEAKIINU
, TpeamnoyiaraeMble Ha OCHOBAaHMM JAaHHBIX HECKOJIBKUX CIIOHTAHHBIX COOOILIEHHH C
HaJUIeKalllMM YPOBHEM JOKYMEHTHUPOBAHHSA, B KOTOPBIX NPUYHHHO-CIEICTBEHHAs CBS3b
JOCTOBEPHO TOATBEPKAAETCA BPEMEHHOW B3aMMOCBS3bI0 U OHOJIOTMYECKUM WIIU
(bapMaKoJIOTHYECKHM MEXaHU3MOM Pa3BUTHUS;

2) HeXenaTelbHbIE pEaKIUy, BKIIOUYEHHbIE B pasnen 4.8 o0lieil XxapaKTepuCTUKH
JIEKapCTBEHHOTO TMpernapara, 3a UCKIIOYEHHEM CIydaeB, KOTJia OHU SBISAIOTCS 3(derTamu,
CBOMCTBEHHBIMU I (hapMaKOJIOTMYECKOro Kjlacca M yKa3aHbl B OOIIEH XapaKTEpUCTHKE
JIEKaQpCTBEHHOT'O MPEIAapaTa, HO HE ONMCAaHbI HETIOCPEACTBEHHO ISl JAHHOIO JIEKAPCTBEHHOTO
npemnapara (B JaHHOM ClIy4ae TaKO pUCK SBJISETCS MOTEHIIMAIbHBIM PUCKOM).

233. 13 nuaeHTu(UIMpOBaHHBIX PUCKOB, CBA3AHHBIX C IPUMEHEHHEM JIEKAPCTBEHHOTO
npenapara, B IUIAHE YIPABICHHUS PUCKAMU JOJDKHBI pacCMaTpHUBATHCS PUCKHU, KOTOPHIE
CBSI3aHBl C HEXKEJNATEIbHBIMU KIMHUYECKUMHM HCXOJAMHU M JJs KOTOPBIX HMEETCs
JNOCTATOYHOE KOJIMYECTBO HAYYHBIX JOKA3aTENIbCTB HAJIMYMSA B3aHMOCBS3H C NIPUMEHEHUEM
JaexkapcTBeHHOro mnpemnapata. CooOIIEHUS O HEXKENATEIbHBIX pPEaKUUSIX MOTYT OBITh
MOJYyYEeHbl W3 MHOTOYMCIEHHBIX HMCTOYHUKOB, TAaKMX KaK JaHHbIE JOKIMHUYECKUX (
HEKJIMHUYECKUX) HCCIeIOBaHUM, MOATBEP)KJICHHbIE KIMHUYECKUMHU JaHHBIMU, JIaHHbIE
KJIIMHUYECKHUX U AMUIAEMHUOJIOTMUECKUX UCCIEI0BAaHUI U UCTOUHHUKHU CIIOHTAHHBIX COOOIIEHHM
, BKJIIOYas JaHHblEe, ONYOJMKOBaHHbIE B HAay4YHOH MEAMIIMHCKON JuUTeparype.
N nentuduuupoBaHHble pUCKH MOTYT OBITh CBSI3aHBI B TOM YHCJIE C TAKUMU CUTYaIUsIMU, KaKk
NpUMEHEHHE JIEKApCTBEHHOTO IMpernapaTa He B COOTBETCTBUU C OOIIEH XapaKTepUCTUKOU
JIEKapCTBEHHOTO IIpenapara Wi ero MHCTPYKIMEH 110 MEIULIMHCKOMY ITPUMEHEHUIO, a TAKXKE
OIIMOKaMHM TNPUMEHEHHS JIEKapCTBEHHOTO Ipemnapara MM JIEKAPCTBEHHBIMU



B3aMMOJICHCTBUSAMHU JAHHOTO JIEKapCTBEHHOro Tmpemnapara. He Bce cooOmaemsbie
HEeXXeJlaTebHbIC PeaKIui 00s3aTeIbHO OLICHUBAIOTCS KaK PUCK, CBSI3aHHBIA C TPUMEHEHUEM
JIEKapCTBEHHOTO Mpernapara, B ONPEAEICHHOM KIMHUYECKOM KOHTEKCTE.

234. V3 moTeHIHaTbHBIX PUCKOB, CBS3aHHBIX C NMPUMEHEHUEM JICKAPCTBEHHOTO
npenapara, B IUIAHE YNPABICHHUS PUCKAMHU JIOJKHBI PACCMATPUBATHCS TOJIBKO PHUCKHU,
KOTOPBIE CBSI3aHbI C HEXKEJIATEIIbHBIMU KJIMHUYECKUMHU MCXOJJaMH M B OTHOLIEHUH KOTOPBIX
UMEIOTCS Hay4Hble JaHHBbIE, MO3BOJSAIONIME TMOJ03PEBATh BO3MOXKHOCTh HAJIUYUS
MIPUYUHHO-CIIEICTBEHHON CBS3M MOTEHUUAIBHOTO PUCKA C MPUMEHEHUEM JIEKAPCTBEHHOTO
npenapara, HO B OTHOIIEHHUHU KOTOPBIX B HACTOSIIEE BpEeMsi HMMEETCS HEI0CTaTOYHO
N0Ka3aTeNbCTB A  3aKJIIOYEHHS O TMOATBEPKACHUHM  HaJIUuUsg  JaHHOU
MIPUYUHHO-CJICICTBEHHON CBSI3H.

235. B miane ynpaBieHUs] pUCKaMU OCHOBHOE BHUMAHHE JIOJKHO ObITh HAIPaBJICHO Ha
Ba)KHbIE UACHTU(GUIIMPOBAHHBIE PUCKU, KOTOPbIE MOTYT OKa3aTh BIUSHUE Ha COOTHOIIEHHE "
M0JIb3a — PUCK" JIGKAPCTBEHHOTO Tpernaparta. B oTHOIIEHUN Ba)KHOTO UAECHTU(PUITUPOBAHHOTO
pUCKa, KOTOPBIA JOJKEH OBITh BKJIOYEH B IUIaH yIpaBICHUsS PUCKAMH, KaK MPaBUIIO,
HEO0OXO0IUMO:

1) BBIMOJIHEHUE AaJbHEHIICH OIICHKM pHUCKAa B paMKax IulaHa mo (apmakoHan3opy (
Hanpumep, JUIsI U3YyYEHUsS] 4aCTOThI, CTEIIEHU TSIKECTU, CEPhE3HOCTH M UCXOJOB JAaHHOIO
pUCKa TIpU NPUMEHEHUHU JIEKApCTBEHHOTO Iperapara B YCIOBHUSIX PYTUHHOW MPAKTHUKH, a
TaKKe JUIsl MOy, Hanboiee MOABEP)KEHHBIX PUCKY);

2) peanuzanms IESITSIBHOCTH 110 MUHUMH3AIIMN PUCKA: BKIIOYEHHUE B WH(POPMAIIHIO O
JIEKapCTBEHHOM IIpENapare pPeKOMEHAAUW OTHOCUTEIBHO OMNPEIEICHHBIX KIMHUYECKUX
MEpONPUATHH, KOTOpPbIe HEOOXOAUMO MNPEANPUHATH J1 MUHUMHU3ALUHUU pHUCKA, WIU
BBITIOJTHEHUE JTONOJIHUTEIbHBIX MEP MUHUMU3AIUU PUCKA.

236. BaxxHbIMH TOTEHIIUAIBHBIMU PUCKAMU, KOTOPHIE JTOJKHBI ObITh BKJIIOUYEHBI B TUIaH
YIIPABICHUSI PUCKAMU, SIBJISIFOTCS PUCKH, KOTOpPbIE MPU MOCIEAYIONIEH XapaKTEPUCTUKE U
MOJATBEPKACHUM JAHHBIX PUCKOB MOTYT OKa3aTh BIMSHUE HAa COOTHOIIEHUE "MOJIb3a — PUCK"
JIEKapCTBEHHOTO Tpemnapara. B Tex cimydasx, Koraa CymecTByeT HaydHOoe 000OCHOBaHUE TOTO,
YTO HEXeJIaTeIbHBIM KIMHUYECKUN Pe3yibTaT MOXKET OBbITh CBSI3aH C MPUMEHEHUEM HE B
COOTBETCTBHHM C OOIIEH XapaKTepPUCTUKON JICKAPCTBEHHOTO Mpernapara Wik UHCTPYKIIUEH 1Mo
MEIUIMHCKOMY NPUMEHEHHUIO, NMPUMEHEHUEM B MOMYJSINUSIX, HE H3YYEHHBIX B XOJ¢€
KIIMHUYECKUX MCCJIEI0BAaHUM, WU B pe3yJIbTaTe JUIUTEIHLHOTO MPUMEHEHHUSI JIEKAPCTBEHHOTO
npernapara, HeXxeIaTeIbHYI0 PEAKIUIO CIIEyeT pacCMaTPUBATh KaK MOTEHIUAIIbHBINA PUCK, H,
€CJIM OH OIICHMBAETCS KaK Ba)XKHBIM, €ro CleAyeT BKJIIOUHUTH B IMEpedYeHb MPOOJeM Mo
0€30MacHOCTH KaK BayKHBIN MOTCHIIMABHBIN pUCK. BaXXHBII MOTEHITMATBHBIN PUCK, KOTOPBIN
BKJIIOYAETCS B IJIaH YNPAaBICHUS] PUCKAMU, KaK MpaBuio, TpeOyeT Mocaeayronieil OleHK B
pamMKax TutaHa 1mo hapMakoHaI30py.

237. IlpuMepsl MOTEHIIMATBLHBIX PUCKOB BKJIIOYAIOT B CEOSI:



1) pucku, ycTaHOBIIEHHBIE MO PE3yJibTaTaM JOKJIMHUYECKUX TOKCHUKOJIOTUYECKUX
UCCIIeIOBAaHUM, KOTOpblE HE HAOMIOAANUCh WM ObUIM OTKJIOHEHBl MO pe3yJbTaTaM
KIIMHUYECKUX UCCIEOBAHUIT;

2) HeXenaTelbHbIe SBJICHUS, Ha0MI01aeMble B KIMHUYECKUX WIJIH SIHUIEMHUOJIOTHYECKUX
UCCIIEIOBAHUSX, B KOTOPBIX CTENEHb OTIIMYUS 10 MApaAMETPY, XapaKTEPU3YIOIIEMY PHUCK, 1O
CPaBHEHHUIO C TPYMION cpaBHEHHUs (Tpymmoi mianedo Wiu ASHCTBYIOIIETO BEIIECTBA, WU
IpyNIoi, HE MOABEPTHYTON BO3ACHCTBHUIO) MPEANOIAraeT HaTMYHe MPUIUHHO-CIIEICTBEHHON
CBSI3HM, HO HEJIOCTATOYHA JIJIS1 TIOJITBEPKACHHS IPUUUHHO-CIICJICTBEHHOM CBSI3H;

3) curHai, NOJy4eHHBIH OT CUCTEMBI COOpa CIOHTAHHBIX COOOIEHHUI O HEeXKeTaTeIbHBIX
peaKIusX;

4) puCK, B OTHOIIEHUH KOTOPOTO H3BECTHA CBS3b C JIPYTUMHU ACUCTBYIOIIMMU
BEIIECTBAMU B TMpeJesiaXx OJHOr0 Kijlacca WX Pa3BUTUE KOTOPOro MpPENnoJiaraeTcs Ha
OCHOBAaHMH CBOMCTB JIEKAPCTBEHHOIO Mpernapara.

238. OrcyrcrByromas uHbopMalus, UMEIOIIas OTHOIIEHHE K IUIAaHUPOBAHUIO
yIpaBiIeHUs] PUCKAMHU, OMPEAENSIeTCS HMCXO0Msl M3 00JacTh OTCYTCTBYIOIIUX 3HAHUU O
0€30MacHOCTH JIEKapCTBEHHOr0 IMpenapaTta i ONPEAEJIEHHOr0 MPeanojiaraeMoro
MIpUMEHEHUs (HaNpUMep, JIUTEIbHOE NPUMEHEHUE) WIN JJISl IPUMEHEHUS] Y KOHKPETHBIX
MOMYJIANUNA MalUeHTOB, JJIsI KOTOPBIX HEJOCTATOYHO 3HAHUU JJIsl OMNpENeNICHUs TOTO,
oTnuyaeTcs i npoduiib 0E30MacHOCTH OT OXapaKTEPU30BAHHOTO HA JIAHHBIA MOMEHT
npoduiis 6€30MacHOCTH JieKapCTBEHHOTo npemnaparta. OTCYyTCTBUE caMUX JIAHHBIX (HarpuMmep,
UCKJTIOYEHUE TOMYJISIUA W3 KIWHUYECKUX HCCIEIOBAHMI) HE O3HAYaeT 00s3aTelbHOE
OTHECeHHue K mpobsieme no 6e3omacHocTH. [lmaHupoBaHue ympaBieHUS PUCKAMU B YacTH
OTCYTCTBYIOIIEH MH(OpMAIMU AOJKHO OBITH COCPEOTOYEHO Ha acleKTaX MPUMEHEHHS
JIEKapCTBEHHOTI'O MPENapara, B OTHOMIEHUH KOTOPBIX MPEANOIaraeTcsi BO3MOKHOE OTINYUE OT
M3BECTHOTO Mpoduisi 0€30MacHOCTH JIeKapCTBEHHOTo Tpemnapara. HeoOxoaumo HaydHOe
0o00CHOBaHUWE I BKJIIOYCHHS OMPEACIICHHON TOMYJSIIUKA WX aCleKTa MPUMEHEHUS
JIEKApCTBEHHOI'0 MpernapaTa B IUIaH YIPaBJICHUS PUCKAMU B KA4eCTBE OTCYTCTBYIOIICH
uHOopMaIuu.

239. Ilnan ynpaBiaeHUs PUCKAMHU SIBISIETCS AUHAMUYHO MU3MEHSIONIMMCS JOKYMEHTOM,
KOTOPBIN J10KEH OOHOBIISITECSA HA MPOTSKEHUU BCETO KU3HEHHOTO IUKJA JIEKAPCTBEHHOTO
npenapata. OOHOBJIEHUE TUUIaHA YMNpPABJICHUS PUCKAMHU TpeAycMaTpUBAET BKIIOYEHUE B
CUCTEMY YIIPaBJICHUs] PUCKaMH HOBBIX BBISIBICHHBIX MTPOOJIeM 10 0€30MacHOCTH, a Takxke (1o
Mepe wu3yueHHss npoduis  OE30MacHOCTH) HUCKIIOYeHHEe U000 HU3MEHEHHE
KJIaCCU(PUKAITMOHHOTO OTHECEHHU MPo0JIeM o 0€30MaCHOCTH.

240. I1pu onpenesieHNH KIacCU(PUKAITMOHHOTO OTHECEHUS PUCKOB CICAYET HCIOJIb30BaTh
CJIeIyIOIME yYKa3aHUsl, HAMPABJICHHbIE HA MOCTOSHHBIN MEPECMOTP M COKpAILEHUE TIEPEUHs
po0JieM 1Mo 0€30MaCHOCTH Ha NPOTKEHUH )KU3HEHHOTO IIUKJIA JIEKApCTBEHHOTO Mpernapara:

1) BaxHbIE TTOTEHIIUAJIbHBIE PUCKH MOTYT OBITh MCKIIOUYEHBI U3 CleNUPUKAIUUA TIO
0€30MacHOCTHU IJIaHa YMPAaBJICHUS pUCKaMU (Hampumep, B clydasix, KOrja HaKOIJICHHbIC



Hay4YHblE€ M KJIMHUYECKHE JAHHBIE HE IMOJJECPKMBAIOT NEPBOHAYAIBHOE IMPEIIOJIOKEHNE
OTHOCUTEIIbHO BIIMSIHMS Ha YEJIOBEKA M MOTEHIMAIbHBIM PUCK HE MOXKET OLIEHMBAThCS Kak
Ba)KHBIN;

2) B ciydasix, KOrjJla HeT OCHOBAHUU IMoOJjiarath, 4To JiI00as NEsITEIbHOCTh IO
dbapmMakoHaa30py MOXKET J1ajiee AOMOIHATh UMEIOIIUECs JaHHBIC M0 XapaKTePUCTHKE PHCKA)
UM MOXET OBbITh HU3MEHEHa HX Kilaccu(ukamus C OTHECEHHEM K BaKHBIM
UJICHTU(PULUHUPOBAHHBIM pPHUCKaM (HampUMEp, €CIM HayyHble W KIMHUYECKUE [aHHbIC
YCUJIMBAIOT JOKa3aTeJIbHYI0 0a3y MO TMOJTBEPKJICHHUIO B3aWMOCBSI3M MEXIY PUCKOM U
MIPUMEHEHUEM JIEKaPCTBEHHOTO MpernapaTa);

3) BaxkHbIE UACHTU(DUITMPOBAHHBIE PUCKH MOTYT OBITh UCKITIOUEHBI U3 CIIeU (UK TT0
0€30IacCHOCTH IUIaHa YMPABJICHHUS PUCKAMU MPU OMNPENENICHHBIX OOCTOSTEIhCTBAX, KOTAA
MOXXET OBITh MOJITBEPkKIACHO, YTO PUCK IMOJHOCTHIO OXAapAaKTEPHU30BaH M HaAJICKAIIUM
oOpa3oMm ympasisieTcs (Hampumep, IJs JIEKapCTBEHHBIX IpenapaToB, MCIOJIb3YEMBIX B
TE€YEHUE JJIUTETLHOTO BPEMEHH, B OTHOIIEHHH KOTOPBIX HA TEKYLIEM ATale HE NPUMEHSIOTCS
Kakue-J1100 NOMONHUTENbHBIE MEPONPUITHS 1O dapMaKoHaa30py U (WIHM) TpeasiaraeMble
MEpOMpPHUATUA 0 MHHUMH3ALUU PUCKA CTajJd TMOJHOCTbIO HHTETPUPOBAHHBIMU B
CTaHJAPTHYIO KIMHUYECKYIO MIPAKTUKY, HAIPUMEDP, ObUTH BKJIFOYEHBI B MPOTOKOJIBI JICYCHUS
WM KIMHUYECKUE PEKOMEH/IAIINHN );

4) yuuTbiBasg KOHEUHYIO OOIIYIO Ledb — MOIYYUTh 00JbIe HHPOPMAIIUU OTHOCUTEIHHO
COOTHOLIECHUS '"MOJb3a — PUCK" I ONPEICIICHHBIX MNOMYyJISALHWN, HE BKIIOYEHHBIX B
pOorpaMMy H3Yy4YE€HHUs JIEKApCTBEHHOI'O IMpernapara Ha JOPErMCTPalMOHHOM 3Tane, —
COOTBETCTBYIOIIUE AaCMEKThl OTCYTCTBYIOIIEH HH(pOpPMAllUM B TepeyHe MpoOiieM o
0€30MacHOCTH MOTYT UCKJIIOYAThCs W3 pasnesia cnenudukanuu no 6€30nacHOCTH MO Mepe
MOJIyYeHHsI JAHHBIX MO OE30MAaCHOCTH Ha MOCTPETMCTPALIMOHHOM 3Tare Jubo B Cilydasx,
KOrJja HET OCHOBaHMI MojiaraTh, YTO JOCTYyIHAas B HACTOsIIEe BpeMs WJIM B Oyayliem
AEATENbHOCTh MO (hapMaKOHAA30py MOXKET JOMOJHHUTh HMEIOLUecs: JaHHbIE II0
XapaKTepUCTHUKE pUCKa B OTHOIIEHUH o01acTeil HenocTarouel nHhopMaru.

241. JlonogHUTEIbHBIE MEPOTIPHUSITHS 1O (hapMaKOHAI30PY JOIMYCKACTCS UCKIII0YATh U3
IJIaHAa YNOPaBJICHUS PHUCKAaMU MO MEpPE MX BBINOJHEHUSA, 32 HCKIIOUYEHUEM HEKOTOPBIX
PErHCTPOB NALIMEHTOB.

242. Heo6XxoauMoCTh B MPOJAOIKEHUN OCYIIECTBICHUS TOMOJIHUTEIBHBIX MEPOIPUSTUN
0 MUHHUMM3ALMU PHUCKA MOJJIEKHUT MOCTOSHHOM OIIEHKE C OINpeaeleHUEM TpeOyeMbIX
W3MEHEHMI. B ciydae eciy NONOJIHUTENbHBIE MEPBl MUHMMU3ALMU PUCKA CTAHOBSTCS
YacThl0 PYTUHHON NPaKTUKU (HampuMep, MPU BKIIOYEHUH PEKOMEHAAIMU B OTHOILIECHHUH
KOHKPETHBIX KJIMHUYECKUX MEpP MUHUMU3AIUU WU MPEIOTBPALICHUIO PUCKA B CTAHAAPTHbBIC
OPOTOKOJBI JICYEHHUsI), MOMOJTHUTENIbHbIE MEpbl MUHHMHU3ALHUH PUCKA MOTYT OBITh
NepeBe/IeHbl B CTATyC PYTUHHBIX MPHU MOATBEpX)ACHUU HX 3¢ddexTtuBHOCTU. B ciayuae
BBISIBJICHUSI HEA(DPEKTUBHOCTH MEp MUHUMHU3AIMU PUCKA MOXET OBITh MPHUHSATO pEIICHUE
OTHOCHUTEJIIbHO HEOOXOIMMOCTH BBeAeHUs Oojee 3(P()EKTUBHBIX IOMOTHUTEIBHBIX MeEp



MHUHUMU3AIUUA pucka. OCyIleCTBIEHUE HEKOTOPHIX BUJIOB MEPONPHUATUN 110 MUHUMU3ALUU
pUCKa MOXET NOTpeOOoBaThCs Ha MPOTSHKEHUM BCEro CpOKa KU3HEHHOTO IMKIIa
JIEKapCTBEHHOTO Tpenapara (Harmpumep, IporpaMMbl MPEA0TBPaIeHUsT OEPEeMEHHOCTH ).

3. OTBETCTBEHHOCTS 32 YIPABICHAE PUCKAMH B PaMKaxX OpraHW3aIiy

243. OCHOBHBIMH YYaCTHHUKaMHu MpOIlECCa, HEMOCPEACTBEHHO BOBJICUEHHBIMHU B
IJJAHUPOBAHHUE YIIPABJICHUS PUCKAMHU, CBSI3aHHBIMM C NPUMEHEHHEM JIEKAPCTBEHHBIX
MpenapaToB, ABISIOTCS JEPKATEIN PETUCTPALIMOHHBIX YAOCTOBEPEHUN U YIIOJTHOMOYECHHBIE
OpraHbl TOCYJapCTB-UJICHOB, OTBETCTBEHHBIC 3a PETYJHMPOBAHMUE IMpollecca oOpamieHus
JIEKapCTBEHHBIX MPEINAPATOB.

JlepXaTeny peruCTpalMOHHBIX YAOCTOBEPEHHUIH

244. B OTHOLIEHHM MpPOLIECCA YNPABICHHUS PUCKAMU JEPKATEIND PETHCTPALOHHOTO
YAOCTOBEPEHUS HECET OTBETCTBEHHOCTH 34!

a) obecrieueHue PYyHKIMOHUPOBAHUS HaAJIEXKAllled CUCTEMBI yIPABICHUS PUCKaMU Ha
TEPPUTOPUHU TOCYNAapPCTB-WICHOB B COOTBETCTBUU C TPEeOOBAaHUSAMH 3aKOHOJATEIHCTBA
roCy/1apCTB-YJICHOB;

0) oOecrieueHre BHIIIOTHEHUS HENPEPBHIBHOM KPUTHUECKON OLEHKH BCEX JAHHBIX IO
npoduiio 6€30MacHOCTH, MOJy4aeMbIX IMPU NPUMEHEHUU JIEKapCTBEHHOTO Ipernapara.
Jlep>kaTenb pPEruCTPALIMOHHOTO YJIOCTOBEPEHUS JOJKEH O00eCHeYuTh HEeNpepbIBHBIN
MOHHMTOPHHT JIaHHBIX MO (apMaKOHAI30Py C LENbIO BBISBIECHUS HOBBIX PUCKOB, U3MEHEHUS
uMeronieicss MHGOpMAIUM O PUCKAX M U3MEHEHHUS COOTHOIIEHUS "Mojb3a — PHCK"
JEKAPCTBEHHBIX MPENapaToB C COOTBETCTBYIOIIUM OOHOBJIEHUEM CHCTEMBI YIIPaBICHUS
pUCKaMM U IUIaHa YIpPaBJIEHUS PHUCKAMU COTJIACHO TPeOOBaHUSAM HACTOSIIErO pasjeia
[IpaBun. Kputnueckas onenka npoguist 0€30MacHOCTH JEKAPCTBEHHOIO Mpenapara JT0JKHA
BBINOJIHATHCS HETIPEPBIBHO U OTPaXXaThCsl B JIaHHBIX, MPEJCTABISIEMBIX B IEPUOINYECKOM
OOHOBJIIEMOM OTYETE IO OE30MacHOCTH BHE 3aBUCHUMOCTH OT 0053aTebCTBA IO
IIPEJCTABICHUIO IUIAHA YIPABJICHUS pUCKaMH. IIoMHMO yka3aHHBIX YCJIOBUH CcllelyeT
JOTIOJIHUTEIBHO BBIMOJHUTH JBa ATala MEpecMOTpa IUIaHa YIPaBICHUS PUCKAMH B
OTHOIICHUH JICKAPCTBEHHBIX IMpPEnapaToB, 0OJO0OPEHHBIX B COOTBETCTBUU C 3asBJICHUEM Ha
[OJly4YE€HUE PErMCTPALMOHHOIO YJOCTOBEPEHUS IO NMEPBUYHOMY IPEICTABICHUIO MOJIHOIO
JI0Che, C OTPaKEHHEM HEOOXOAMMOCTH BHECEHHS HW3MEHEHUU B cCHenu(HuKanuio Mo
0€30MMacCHOCTH, 3allJIJAaHUPOBAHHBIE U TEKYIIUE MEPONPHUATHS MO (apMaKOHaA30py U MeEphl
MUHHMHU3AUU PUCKOB:

IIPU MOATBEPKICHUH PErHCTpalni (IEPEPErucTpalvn) 4Yepe3 S JET MOCIE PEruCTpaLtH;
B IEpUOJI MPEACTABIEHUS] MEPBOrO MEPHOJMYECKOr0 OOHOBISIEMOr0 OTYETa IO
0€30I1acHOCTH MOCIIe MPOXOKIEHUS POLEAYPHI IEPEPETUCTPALIUH.



[Ipeanonaraercs, 4To MpeCTaBIECHUE YKAa3aHHOTO NEPHOJUYECKOTO OOHOBIISIEMOTO
oT4yeTa Mo OE30MACHOCTH BBITIONHACTCS MOCIE MPOXOXKACHHS MPOLETYpPHl TOITBEPKICHUS
nepeperucTpaui B COOTBETCTBUU C YCTAHOBJIEHHBIM IPaUKOM MMOAaYu (OPHUEHTHPOBOYHO
yepe3 8 — 9 JieT mociie moJy4eHus: perucTpalioHHOT0 YIOCTOBEPEHHUSI ), B TOT IEPHOJI, KOT1a
MOXXET HaYMHATbCS PACCMOTPEHHUE 3aABJICHUI HAa PETHCTPALMIO0 BOCHPOU3BEICHHBIX
npenapaToB COOTBETCTBYIOIIETO AKTUBHOTO BeHIeCcTBAa. TakuM 00pa3oMm, K yKa3aHHOMY
MOMEHTY TpoQuiab 0€30IaCHOCTU JIEKAPCTBEHHOIO Ipenapara Oyaer B OOJBIIMHCTBE
CJIy4aeB JIOCTATOUYHO XOPOIIO OXapaKTePU30BaH, YTOObI 00ECIEUUTh KPUTHUECKYIO OLEHKY U
O0OHOBJICHHE TIEPEUHs TPOOJIEM 0 OE30MACHOCTH.

VnonaoMo4eHHEIE Opra”bl roCyaapCTB-41JICHOB

245. O0s13aHHOCTSAMHU YIOJIHOMOYEHHBIX OPraHOB TOCYyAapCTB-4IEHOB B OTHOLIEHUU
Ipoliecca yIpaBJICHHs] PUCKAMU SIBISIOTCS:

a) MMOCTOSIHHBIM MOHUTOPHHT TIOJIb3bI U PUCKOB IIPUMEHEHUS JIEKAPCTBEHHBIX PENapaToB,
BKJIFOYAs OLIEHKY COOOILEHHMI O BBISBJICHHBIX HEKEJIATEIbHBIX PEAKUUIX, IPEICTABICHHBIX
JepKaTeNIIMU PEerUCTPALMOHHBIX YJIOCTOBEPEHHUH, MENULIMHCKUMU U (apMalieBTUUECKUMU
pabOTHUKAMH, MAlMEHTaMH W TOJYYEHHBIX M3 JPYTUX HCTOYHUKOB HHpopManuu (mpu
HEOOXOJIMMOCTH);

0) MpUHSATHE COOTBETCTBYIOIIUX PETYISITOPHBIX MEP MUHUMU3ALMK PUCKOB, CBSI3aHHBIX C
IPUMEHEHUEM JIEKAPCTBEHHBIX MpenapaTtoB, U oOecleyeHue MOIYyYeHUs MaKCUMaJbHO
BO3MOXHOM MOJIb3bI OT MTPUMEHEHUS JIEKAPCTBEHHBIX MTPENapaToB;

B) oOecrieueHue MpOBEACHUS MEPOIIPHUITHN 1T0 MUHUMU3ALIUN PUCKOB;

r) 3Q¢peKTUBHBIA OOMEH JaHHBIMM C 3aMHTEPECOBAHHBIMM CTOPOHAMH IPHU HAIUYUHU
HOBOM JocTynHOM wuH(popmanuu. Takoii 0OMEH BKIIOYaeT B ce0s MpeICTaBICHHE
uHpopMallMd B COOTBETCTBYyIOUIEM (opmaTe naunueHTaM, MEIUIUHCKUM U
(dapmaneBTUYECKUM paOOTHHUKAM, IPYyMIaM MallMeHTOB, HAYYHBIM COOOIIECTBAM U T. [I.;

1) obecrieueHre TMPUHATUS COOTBETCTBYIOIIMX MEpP MUHUMHU3ALMHU PUCKOB (MpU UX
BBEJCHUU) BCEMHU JEPXKATEJISIMU PErUCTPALMOHHBIX YJOCTOBEPEHUU B OTHOILIEHHUM KaK
OpUTHHANBHBIX, TAK U BOCIPOM3BEACHHBIX, a TaKXe OMOAHAJIOTHYHBIX JIEKAPCTBEHHBIX
Ipenaparos;

€) npeAcTaBiIeHuEe HHPOPMALIMH IPYTUM YIIOJHOMOUYEHHBIM OpraHaM rocy/1apCTB-YICHOB,
B TOM YHCJIE YBEJOMIICHHE O JIIOOOW AESITENBHOCTU MO OOECleyeHUIo 0e30MacHOCTH B
OTHOILIEHUHU JIEKAapCTBEHHOr'O IMpenapara, BKJIIOYas YBEJOMJIEHHE 00 HW3MEHEHUSX B
uHdopmaIuu 00 OpUrHHAIHLHOM JIEKAPCTBEHHOM Ipernapare.

4. 3amauum m1aHa yIpaBICHAA PACKAMH

246. Ilnan ymnpaBieHUs PHUCKaAaMHU COAEPKHUT HH(OpMaIuio, KOTOpas JOJDKHA
COOTBETCTBOBATH CJICAYIOIINM TPEOOBAHUSIM:



a) OIpENENATh U XapaKTepu30BaTh MPo(uiib 6€30MaCHOCTH JEKapCTBEHHOTO Mpernapara;
0) yka3blBaTh, KAaKUM OOpa3oM MOKHO JOMOJHATH AAJIbHEUIIYI0 XapaKTEPUCTUKY
npo¢uis 0e30MacHOCTH JIEKAPCTBEHHOTO Mpenapara;

B) JOKYMEHTAJbHO MOJTBEPKAaTh NPUHIATHE Mep MO MNPEIOTBPALICHHUIO WU
MUHHMM3aLUHA PUCKOB, CBSI3aHHBIX C MPUMEHEHHEM JIEKAPCTBEHHOI'O Ipenapara, BKIroYas
OLIEHKY 3((EKTUBHOCTH JAHHBIX MEPONPUSATHUH;

') TOKYMEHTaJIbHO MOJATBEPKAATh BHIMOIHEHUE OCTPErUCTPALIMOHHBIX 0053aTE€IBCTB 110
oOecriedyeHHI0 0€30MaCHOCTH MPUMEHEHMs, YCTAaHOBJEHHBIX IIPU PETUCTPALUU
JIEKapCTBEHHOT'O TIpernapara.

247. B nnaH ynpaBlieHUsl pUCKaMU JIOJDKHBI OBITh BKJIFOUEHBI YKa3aHUs, KAKOBa CTENEHb
YBEPEHHOCTH B TOM, YTO 3(PPEKTUBHOCTD JIEKAPCTBEHHOTO MpernapaTa OyJeT Takoil ke, Kak B
KIIMHWUYECKHUX UCCIIET0BAHUSIX.

5. O630p dopmara u comepkaHus IUIaHA YIIPABICHUS PACKaMH

248. Ilnan ymnpaBiieHHsI puCKamu cOCTOUT W3 7 yacteud. [IpencraBnsiemblid 1iaH
YIPABJICHUS] PUCKAMU JOJKEH UMETh €AMHOOOPA3HBIN 11a0I0H, MO3BOJISIOMIUNA BBHITTOJTHUTH
OIICHKY IJIaHA yIIPaBJICHUS PUCKAMU.

249. Yacrtp Il mnana ynpasnenus puckamu "Crnenudukanus mno 6e3omnacHocTu"
MoApa3AesAeTCs Ha HECKOJIBKO MOJTYJICH, UTO TTO3BOJISET aIallTUPOBATh COJICPIKaHUE pa3jena
K crnenuduke JEKapCTBEHHOTO TMpemnapata. MoayibHas CTpYKTypa MpeaHa3HadeHa Jis
obsierueHuss OOHOBJICHHMS IUIaHA YIPABJICHHUS PUCKAMHU, OO0ECTeYeHHs BO3MOXKHOCTHU
MPUMEHEHUS YIPOIIEHHBIX TPEOOBAHUM K COJEPKAHUIO OINPEECICHHBIX MOAYJEH, OJHAKO
IJIaH JOJDKEH MPEACTABISATHCS B BHAE €IMHOTO JOKYMEHTA, BKJIIOYAs BCE MOAYJIH M
MPUJIOKEHUS COTJIACHO COOTBETCTBYIOIIUM TPEOOBaHUAM HaCTOsIIEro pasnena [Ipasui.

250. Ilnan ynpaBiieHHs] puCKaMH BKITFOUAET B C€0s1 CIEYIONTNE YaCTU U MOIYJIH:

yacTh | "O0630pHast uHPpopMau 1o JIeKapcTBEHHOMY Ipenapary";

gacts Il "Crenudukarus mo 6e3omacHocTu";

Moayib Cl "OnuaemMuonorus moka3aHui Mo HeJIeBbIM MOMYJIAIusiM;

moxayJib CII "JloknmuHuueckast 4acTh';

moxyJib CIII "Bo3aeicTBre IEKapCTBEHHOIO MPENapaTa B KIMHAYECKUX UCCIEIOBAHUAX "

moaynb CIV "llonmynsiunu, HE U3yYEHHBIE B XOJI€ KIMHUYECKUX UCCIIEIOBAHNM";

MoxayJib CV "l[locTperucTpaliMOHHbIN ONBIT TPUMEHEHHS";

moxayJsib CVI "JlononHuTenpHbIe TpeOOBaHUs K crienudukanuu no 6e3onacHOCTH";

moaysb CVII "UneraTudunupoBaHHbie ¥ TOTEHITMATIBHBIE PUCKH'";

moxayJsib CVIII "O6o6mmennas undopmarius o npodiemam 6e30nacHoCTr";

yacTs 11 "[lnan mo papmakonamzopy";

yacTh [V "[Inan nmocTperucTpaliiOHHBIX UCCaeA0BaHUN d(PHEKTUBHOCTU JIEKAPCTBEHHOTO
npemapara';



gacTb V "Mepbl MUHUMHU3AIMU PUCKOB (BKJIIOYas OLEHKY 3(P(HEKTUBHOCTU Mep
MUHUMU3AIUU PUCKOB)";

yacTh VI "Pe3toMme miana ynpaBlieHUs] pUCKaMu'";

yacTte VII "IIpunoxenns".

251. O6bem unpopmanuu, ocobeHHo B yactu Il mnana ympaBieHust puckaMu, TOJKEH
OBITH MPONOPIMOHANICH UACHTUPUIIUPOBAHHBIM U MOTEHIIUATBLHBIM PUCKaM, a TaK)Ke 3aBUCHUT
OT THUIA JIEKAPCTBEHHOT'O IpernapaTra, PUCKOB, CBA3aHHBIX C €ro NMPUMEHEHUEM, W 3Tara
KU3HEHHOTO LIUKJIA JIEKAPCTBEHHOT 0 IIpenapara.

252. Ilnan ymnpaBieHUs PUCKAMHU JIS BBICOKOTEXHOJIOTMYECKHUX JIEKapCTBEHHBIX
MpenapaToB JIOHKEH YYUTHIBATH 0COObIE TpeOOBaHUsI, MPEABSIBIICMbIe K JaHHOW TpyImIe
MpenapaToB B OTHOILIEHUH COMPOBOXKACHUS HA MOCTPETMCTPALIMOHHOM dTalle ¢ YYETOM HUX
ocobeHHocTel. KonkpeTHble TpeOOBaHUs K IMUIAHY YIPaBJICHUS PUCKAMH B OTHOILICHUU
BBICOKOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX TMpernapaToB CIJEAyeT COrJacoBbIBaTh C
YIOJHOMOYEHHBIM OPraHOM T'OCYJapCTBa-4€Ha 10 MOJAauM 3asBJICHUS HAa PErUCTPAIUIO B
paMKax Tpoleaypbl HAy4HOro KOHCYJbTHpoBaHus. [Ipu pa3paboTke IuiaHa ympaBieHUS
pUCKaMU BBICOKOTEXHOJOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB CIEAyeT YUYUTHIBATh
JIOTIONTHUTEIbHBIE TPEOOBAaHUS K CHUCTEME YMNPABJICHHUS PUCKAMHU, MOCTPETUCTPALIUOHHOMY
MOHUTOPUHTY 3PHEKTUBHOCTH U O€30MaCHOCTH IaHHOM TPYIIIbI IPEnapaToB, ONpeesieMble
aktamu opraHoB Coro3a.

253. B ciyyae Hanuuus y JAeprKaTessl perucTpalliOHHOrO yA0CTOBEpEHUs 00Jiee OJJHOTO
JIEKapCTBEHHOTI'O MIpenapara, CoAECpKaIlero aHaJIOrMYHOe JEHCTBYIOLIEE BEUIECTBO (BEIIECTBA
), clieyeT BKJIIOYaTh B IJIAH YNPABICHUS PUCKAMHU BCE COOTBETCTBYIONIUE JIEKAPCTBEHHBIC
npemnaparbl (TakuM 00pa3oM, IJIaH YMPaBJICHUS PUCKaMU pa3pabaThiBACTCS B OTHOIICHUU
JEHCTBYIOIIETO BEILIECTBA).

254. Uudopmanusd B IJIaHE YIPaBIEHUS PUCKAMU JIOJDKHA MPEJICTABIATHCS JOCTATOYHO
OAPOOHO, HO HE JOIYCKAETCs BKIIOYEHHE TEKCTa, HE MMEIOLIEro MPsIMOro OTHOLIECHHS K
uH(pOpMalMK B JOKYMEHTE M OTBJIEKAIOLIEr0 OT KIIOYEBBIX ACIEKTOB MPEICTABISIEMON
nH(popManuu, KOTOPhIe HEOOXOAUMO YYUTHIBATH I (POPMHUPOBAHMS TUTAHA YIIPABICHHUS
pUCKaMU, CBS3aHHBIMHU C MpUMEHEHUEM Mpenapata. [lman ympaBieHus puckamu JOJKEH
coJiepKaTh KOMIUIEKCHBII 0030p, OLIEHKY H 00CYKJIE€HUE PUCKOB, CBA3aHHBIX C IPUMEHEHUEM
npemnapara, ¢ akIeHTOM Ha HauOojiee Ba)KHbIE PUCKH, KOTOpPbIE OBUIM BBISIBJICHBI HIIH
0KUJAIOTCS MO  pe3yibTaTaM OLEHKH JOKJIMHUYECKHX, KIMHUYECKUX U
MOCTPETUCTPALIMOHHBIX JAHHBIX, MPEICTABICHHBIX B JIPYTUX MOJIYJISX PETUCTPALIHOHHOTO
J0ChE JIEKapCTBEHHOro mnpenapara. JroOble naHHbIe, BKIIOYEHHbIE B IUIAaH YINPABICHUS
pUCKaMU, JOJKHBI COOTBETCTBOBAThH MHGOpPMAIUH, MPEACTABICHHON B JIPYTUX pasieiiax
PErUCTPAlMOHHOIO J0Che JIEKAPCTBEHHOTO mpenaparta. B mian ynpaBieHus pucKaMu
JTOTAKHBI OBITh BKJIIOYEHBl OTCHUJIKM WM CCBUIKM Ha COOTBETCTBYIOLIHUE pa3/elibl
JTOKIMHUYECKUX U KIIMHUYECKUX 0030pOB M PE3IOME, MPEJCTABICHHBIE B PETUCTPALIUOHHOM
J0ChE.



255. C uenpio oOecrieueHus COrIaCcOBaHHOCTU MEXKy HH(POpMAIIMEH, peCTaBICHHON B
PETHCTPAIIMOHHOM JIOChE U TUTAHE YIIPABJICHUS PUCKaAMU
B ClIy4ae MPEJICTABJICHHS ATOTO TJIaHA B COCTABE PETUCTPAIMOHHOTO JJOChE JIEKAPCTBEHHOTO
npernapara, HeOOXOAMMO YYHTHIBAaTh B3aMMOCBSI3b MEXIy WH(OpMaInuei, MpUBEICHHON B
pa3zenax IUJlaHAa YOpaBJICHUS PHCKAMH W B MOIYJISAX PETUCTPAIMOHHOTO JIO0ChE

JICKapCTBCHHOT'O IIp€riapara B COOTBECTCTBHUHU C Ta6JIHHeﬁ 1.
Tabmauma 1

CoO0TBETCTBHE pa3feiioB [UIaHA YIIPAaBICHAS PUCKAMH M MOAYJIEH PErHCTPAaIHOHHOTO JOCHE
JIEKapCTBEHHOTO IIpenapara

Pa3zlen IJIaHa yOpaBJICHUA PUCKaAMU MO[[yJ'II) PETUCTPALIUOHHOT'O JOCHE

gacTh | "O0630pHas WH(OPMAIKSA 10 JEKAPCTBEHHOMY MoJyJib 2.3 "OO1ee pe3toMe 1o KauecTBy';
npemapary" Moxyis 3 "KauectBo"

yacth II, mogyns Cl "DnuaeMuosiorusi mokazaHui 1Mo

" Moayb 2.5 "O030p KIMHUYECKHUX AaHHBIX"
IIENEBBIM MOMYISAIHUAM

Moxy1s 2.4 "O030p TOKITHHUYECKAX JaHHBIX";

Moaynb 2.6 "Pe3toMe papMakoIOTHUECKUX NaHHBIX B
gacts I, mogyns CII "JJoxnmmandgeckas 9acTsp" TEeKCTOBOM (popmaTe 1 B BUE TaOmuI'";

MoxyIb 4 "OT4eTH 0 JOKITHHHYECKUX (HEKIMHIYIESCKIIX )

ucciaeqoBaHusAX "

yacth 11, moayne CIII "Dkcno3umust IeKapCTBEHHOrO MOAyJb 2.7 "Pe3toMe KIMHUYECKUX NaHHBIX;
npenapara B KIMHUYECKUX UCCIeIOBaHUAX " MOAyNb 5 "OTYeThl O KIMHUYECKUX UCCIIeNTOBaHMIX"

gactpb 1[I, mogyns CIV "llomynsamnuu, He W3YYCHHBIEC B

XOIE KTHHIHECKHX HCCIEIOBAHIH" Mozynb 2.5 "O0630p KIMHNYECKUX NaHHBIX"

yacts II, mogyns CV "IlocTperucTpaliMOHHBINA OMNBIT

" Moayb 2.5 "O630p KIMHUYECKUX NaHHBIX"
TIPUMCHEHHUS

Moxyns 2.5 "O030p KIMHHUYECKHUX TaHHBIX (BKIIOYast
3aKJIF0OYCHHE 00 OIEHKE COOTHOMICHHUS "MoJb3a — PUCK')

"n.
]

gacth II, momyns CVII "UneHTH)UIMpPOBAHHBIE H

MOTEHIHATbHBIC PUCKH" \
Monysb 2.7 "Pe3toMe KIMHUYCCKUX MaHHBIX (0O0Ias

XapaKTepUCTHKA JIEKapCTBEHHOT O TIpenapara)”

gacte 11, momyne CVIII "O6o6muienHas wHpopManust mo MOLyIb 2.5 "O030p KIMHUYECKUX JAHHBIX';
mpobiemam 1o 6e3omacHocTH" Moxyis 2.7 "Pe3toMe KITMHHYECKIX TaHHBIX"

MoayJb 2.5 "O630p KIMHUYECKUX TAHHBIX'";

n n

gacts [II "Ilnan mo gpapmakoHag30py Y .
Moaynb 2.7 "Pe3toMe KIMHUYECKUX JaHHBIX

gacTp [V "IlnaH mocTperncTpanuoHHEIX HeCeoBaHnil MOLyb 2.5 "O030p KIMHUYECKUX JaHHbIX';
a¢dextuBHOCTH" Monyib 2.7 "Pe3toMe KIMHUYECKUX NaHHBIX"

gacth V "Mepbl MUHUMH3AIMH PUCKOB MPUMEHEHUS

Moyib 2.5 "O030p KIMHUYECKHUX JaHHbBIX";
JEKapCTBEHHOTO TIpemapara (BKIOYas OLCHKY

" Moayib 2.7 "Pe3oMe KIMHUYECKUX JaHHBIX"
3¢ PEKTUBHOCTH MEP MUHUMH3ALUH PUCKOB)

256. Ucnonp30BaHuE CBEAEHUN MOYJIEN PETHCTPALIMOHHOTO JOCHE OTHOCITCS K CIIy4asiM
IIPEACTABJICHUS Ha PETMCTPALMIO PETUCTPALMOHHOIO JIOChE JIEKAPCTBEHHOI'O Ipernapara ¢



BKJIFOUEHHBIM B YHUCJIO JOKYMEHTOB IUIAHOM YIpaBIIEHUS PUCKaMM (HampuMmep, mojaya
3asBJICHUS] HAa PETUCTPAILUIO UM BHECEHUE CYIIECTBEHHBIX M3MEHEHUH) JTMO0 OTHOCSTCS K
paHee NPEACTABIECHHBIM B JJOChE TAHHBIM.

257. Onucanue coAepKaHus pa3eyaoB U MOAYJIEH IJIaHA YIIPABICHUS PUCKAMU COTJIACHO
nyHkraM 246 — 347 wacrosmmux lIpaBui naetr pekomMeHAanMu MO OCHOBHBIM JIAHHBIM,
KOTOpBIE TOJHKHBI OBITh MPECTAaBICHBI B JOKyMeHTe. ClielyeT NpUHUMATh BO BHUMaHUE, YTO
HEKOTOPBIE ACTIEKTHI MPEICTABISAEMbIX JAHHBIX, B CIy4ae €CIIM OHU HE UMEIOT OTHOILICHUS K
ONpPEACICHHOMY JIEKapCTBEHHOMY MpenapaTry, MOTYT COKpallaTbCs, U, HAMPOTHUB, MOXKET
noTpeOOBaThCsl OCBEIICHUE JIOMOJHUTEIbHBIX aCMEKTOB, KOTOpPbIE HE YIOMSHYTHI B
Hacrosimux [lpaBunax. Bes mpeacTaBieHHas B MjiaHe yIpaBleHUS pUCKaMu WHGOpMaIus
J0JDKHA OBITh HAy4YHO OOOCHOBaHA, HE JOMYCKAETCsl BKIIIOYEHHE JIEMEHTOB MH(popMaiuu
PEKJIaMHOT0 Xapakrepa.

258. Paznen nnana ynpaBieHUs pUCKaMHU, PEIBAPSIOIINN OCHOBHOM JOKYMEHT, JOJIKEH
BKJIIOUYATH CIEAYIOUTYI0 aIMUHUCTPATUBHYIO HH(OPMAIIUIO:

1) nata okoHuYaHusi cOOpa JAHHBIX TEKYIIETO IJIaHA YIPABIICHUS PUCKAMH;

2) nata MoJNMCcaHusl 1 HOMEP BEPCUU TIJIaHa YIIPABJICHUS PUCKAMU;

3) mepeueHb yactel u Moayneil. J{ns oOHOBIEHWI TIaHa yHpaBlIE€HUS PUCKAMH B
yKa3aHHOM pa3jielie TulaHa YIPaBJICHUS PUCKaMH JOJDKHBI ObITh MPUBEACHBI B TaOJIUUHON
dbopme HOMEp BepcHHM MOAyJeW U Jara OJ0OpeHHsS Aep)KaTeleM pPETHCTPAIMOHHOTO
ynoctoBepeHus. B ciyyae npencraBieHuss 0OOHOBIEHHOM BEPCHUH IJIaHA YIPABIICHUS PUCKAMHU
BKJIIOYAETCSI KOMMEHTApUil C KpaTKUM ONHCAaHHMEM OOOCHOBaHHSI OOHOBJICHUS IIJIaHA
yIOPaBICHHUS PUCKAMH U PE3IOME BHOCHUMBIX CYLIECTBEHHBIX MU3MEHEHUN B pa3zelibl IUIaHa
YIIPaBJIEHUS PUCKAMU;

4) moATBEpKACHUE PACCMOTPEHUS] U COTJACOBAHMS IJIaHA YMPABJICHUS PUCKAMH CO
CTOPOHBI YIIOJHOMOYEHHOIO JUIa MO (apMakoHaa30py B ¢opme (PaKTHUECKON MOINUCH
ATOr0 JMIA WJIM HHOrO0 J0Ka3aTelbCTBAa OJOOpPEHHS MPE/CTaBIISIEMOM BEpCHM IIJIaHA
yIpaBJeHUs] pUCKaMU CO CTOPOHBI YIIOJTHOMOYEHHOTO Jiniia 1o (papmakonanzopy. B cioyuae
MOJIa4y IUIaHA YIIPABJICHHUS PUCKAMHU B COCTABE PETMCTPALMOHHOTO JOCHE JIEKAPCTBEHHOIO
npenapara B Ka4eCTBE MOATBEPKACHUS KOHTPOJIS CO CTOPOHBI YIIOJHOMOYEHHOIO JIALA MO
(hapmMakoHaA30py MOKET OBITh MPEACTABICHO 3asBJICHUE O TOM, UTO IUIaH YMPABICHUS
pucKkaMu OB PacCMOTPEH U OA0OpEH YIMOJIHOMOYEHHBIM JIMIIOM MO (hapMakoHAI30py
JepHKATEI PETUCTPAMOHHOTO YAOCTOBEPEHUS U IOKYMEHT 3aBEPEH AJIEKTPOHHOM MOMHUCHIO

6. Ilonpo6HOE omucanne KXo 9aCTH IUIaHA YIPaBIIeHHS PUCKAMH
Yacts I "O630pHas uEOpManmA IO JIEKApCTBEHHOMY IIpenapary”

259. JlanHas 4yacTh JOJDKHA COJEP)KaTh afMUHUCTPATUBHYIO MH(GOPMAIUIO O IUIaHE
yIOpaBlIEHUs PUCKAMH, a TaKKe 0030pHYI0 MH(POPMAIMIO MO JIEKAPCTBEHHOMY Mpemnapary (



JIEKApCTBEHHBIM IIperapaTraM), B OTHOLIEHHMH KOTOPOrO COCTAaBJIAETCS IUIAH YIPAaBICHUS
puckamu. [IpencraBnsemas nHpopmaus A0HKHA ObITh aKTYaJIbHOM U TOUHOM B OTHOIIEHHUU
TEKYIIETro 3asBJICHUS Ha PErHCTPAaIUIO JIEKapCTBEHHOTO Mpernapara, MOCKOIbKYy OHa Oyner
OTpa)k€Ha B PETUCTPAILIMOHHOM yIOCTOBEPEHHH.

VYka3aHHas 4yacTh JOJKHA COAEPKATh CISAYIONIYI0 HH()OPMALIUIO:

uHpopMaIus 00 aKTUBHOM BEILECTBE:

aKTUBHbBIEC (hapMalEBTUUECKHE CyOCTaHIIMM (IEHCTBYIOIME BEIIECTBA) JEKAPCTBEHHOTO

npenapara (JIeKapCTBEHHBIX MTPEMapaToB);

dapmakoTepaneBTuueckas rpynna (kox ATX (ATC));

HAaMMEHOBAHUE IUIaHUPYEMOTO AEPKATENS PETUCTPALMOHHOIO yI0CTOBEPEHMS;

HauMEHOBaHue U (hopma BbIMyCKa JIEKapCTBEHHOTO Mpernapara, AJjii KOTOporo pa3padoTaH
TAHHBIN TJIaH YIIPaBJICHUS PUCKAMU;

uHpopMaIus 0 MPOLEAYPE perucTpanuy (B3auMHOIO IpU3HAHMS, JEIIEHTPAIN30BaHHAs, B
COOTBETCTBHH C 3aKOHOJIaTE€IBCTBOM T'OCYAAPCTBA-YICHA);

TOProBO€ HAMMEHOBAHUE B IOCYJapCTBAX-UICHAX;

KpaTKO€ OMMCaHUEe JIEKapCTBEHHOr 0 Ipenapara (BKIII0Yaroliee B ce0sl KIace XUMUYECKHX
COEIMHEHHI, K KOTOPOMY OH OTHOCHUTCS, KPATKOE OIMCAaHUE MEXaHNU3Ma JEHCTBHS, BaXKHYIO
HHPOpPMALIMI0O O €ro cocraBe (HampuMep, MNPOUCXOXKIEHUE AKTHUBHOIO BEIlECTBa
OMOJIOrMUECKUX JIEKAPCTBEHHBIX MPENapaToB, COOTBETCTBYIOUINX abIOBAHTOB JUIS BAKIIMH));

CChUIKAa Ha pa3jesl PEerucTpalMoOHHOIO J0Che, colepKalmuid HMH(OpMaLHIO O
JIEKapCTBEHHOM Ipenapare (eciid IPUMEHUMO);
noka3aHus (0400peHHbIE U IpeIaraeMsble) (€Cau MPUMEHUMO);
peXuM N03UpoBaHUs (KpaTkas MH(OpMalLMs 10 OCHOBHOM IIEJIEBOM Momysiuu 0e3
nyOnupoBanus pasnena 4.2 o0Iieil XxapakTepUCTHUKU JIEKapCTBEHHOTO TIpernapara);
uH(pOopMaIKs O JEKAPCTBEHHBIX (POopMax U T03UPOBKE;
yKa3aHWE O HalM4MHU Yy JIEKapCTBEHHOI'O Mpemnapara cTaryca MOJJIeKallero
JOTIOJHUTENHLHOMY MOHUTOPUHTY (MU IPUHATUU PEUICHUSI O PETUCTpaluu MO0 Ha 3Tanax
OOHOBJICHUS TUIaHA YTIPABJICHHS PUCKAMHU).

Yacts [I "Croemuduxanua mo 6e3omacHocTH"

260. B nanHoi1 yacTu AOJKEH OBbITh MPEACTABICH KpaTKuil 0030p npodusis 0€30MacHOCTH
JIEKapCTBEHHOIO TIpernapara ¢ BbIICJICHUEM TeX aCleKTOB 0€30MacHOCTH, KOTOpbIE TPEeOyIOT
JTanbHEUIUX JEeUCTBUH 10 yrpaBiieHuio puckamu. Crenudukaius no 0€30nacHOCTH JOJKHA
MPEACTaBIATh COO00M pe3toMe BaKHBIX HACHTU(GUIIMPOBAHHBIX PUCKOB JIEKAPCTBEHHOTO
npenapara, BaXXHbIX MOTEHI[MAIBHBIX PUCKOB M OTCYTCTBYyomied wuHdopmanuu. B
cnenudukanuy mo OG€30MaCHOCTU TAKXKE TOJDKHO OBITH JTAHO OMHMCAHUE TOMYJISIIMOHHBIX
PyNIl, MOTEHIMAIbHO TPEICTABISAIONIUX COO0OW Trpynmbel pucka (Mpu MPUMEHEHUH
JEKapCTBEHHOTO TpemnapaTa Kak B COOTBETCTBHU, TaK M HE B COOTBETCTBHHM C OOMICH
XapaKTepUCTUKON JIEKapCTBEHHOIO IMperapara), a TakKe yKa3aHbl BCE HEIOCTATOYHO



M3YUYCHHBIC AaCMEKThl Mpoduisi 0e30MacHOCTH, TpeOyIolue MaJbHEUIer0o W3y4YeHUs Ha
MOCTPETUCTPALIMOHHOM JTalle C 1eJIbI0 YTOYHEHUsI U (POPMUPOBAHUS MPABUIHLHON OLIEHKU
COOTHOIIEHUsI '"MmoJib3a — pHUCK" JekapcTBeHHOTro mpenapara. Cnenudukanus Mo
0€30MacHOCTH B TUIAHE YIIpaBJiIeHUs! pUCKaMu (POPMUPYET OCHOBY IIaHa MO (hapMaKOHAI30PY
Y TIJIaHa 110 MUHUMU3AINHU PUCKOB.

261. Cnernudukanus mo 6€30MaCHOCTH B IJIaHE YIIPABJICHUS pUCKaMH BKIIFOYAET B ce0s 8
MOJyJIEW B COOTBETCTBHH C ITYHKTOM 237 HacTosmux [Ipasui.

262. JlepxaTeysiM pErHCTPAllMOHHBIX yAOCTOBEPEHUN PEKOMEHIYETCSl CIIEI0BATh
yKa3aHHOU CTPYKType crenudukanuu no oezomnacHoctd. Crnenudukaius mo 6e30macHOCTH
MOXET BKJIIOYaTh B Ce€OS JIOMOJHUTEIbHBIE DJIEMEHTHI B 3aBUCUMOCTH OT CBOWMCTB
JIEKapCTBEHHOT 0 Tpernapara, MporpaMMbl €ro pa3paboTKU W U3y4YeHUSs, BKIIOUYas acleKThl
KadyecTBa W WX BIUAHHE Ha TPOouiab Oe30macHOCTH W 3(P(HEKTUBHOCTH JICKAPCTBEHHOTO
npenapara, pucka, CBI3aHHOTO ¢ (pOpMOM BBINTYCKa, U MHBIE aCHEKThl, MOAUPULIUPYIOLTUE
npoduiab 6€30MaCHOCTH.

OO0mmue yka3aHHs B OTHOIIEHHH BOCIIPOM3BEACHHEIX H BRHICOKOTEXHOJOTHIECKHX JICKAPCTBEHHBIX
IpenaparoB

BocnpomnsBeieHHBIE JIEKapCTBEHHEIE IIPENapaThl

263. B oTHOIIEHUN BOCIIPOU3BEICHHBIX JIEKAPCTBCHHBIX MPEMapaToB MPEArnoaracTcs,
qT0 crnenudukanus 1o 0e30mMacHOCTH OyJeT COOTBETCTBOBATH CIHEMU(HUKAINU IO
0e30macHOCTH peEpPEHTHOrO JICKAPCTBEHHOTO Ipenapara WIH JPYTUX BOCIPOHM3BEICHHBIX
JEKApCTBEHHBIX TIPEIMapaToB, IS KOTOPHIX HMEETCS OJOOpeHHas JAeHCTBYIOIIAs
cneruukams mo 0e30MacHOCTU. B ciiyyae HanMuMs HECOOTBETCTBUN MEXAY 0J00pEHHBIMU
TJIaHAMU YIIPABJICHHS PUCKAMU VISl aHAJIOTUYHBIX JIEKAPCTBEHHBIX IIPETapaToB JepiKaTesieM
PETUCTPAIMOHHOTO YAOCTOBEPEHUS JOJDKHA OBITh MPeJIoKeHa M 000CHOBaHA CTICIU(DUKAIIHS
1Mo 0€30MMacCHOCTH, KOTOpasi COOTBETCTBYET TAaHHOMY BOCTIPOM3BEACHHOMY JICKAPCTBEHHOMY
npenapary. B HCKIIOUMTENBHBIX Cydasx MPH HATWYUU COOTBETCTBYIOIIUX OCHOBAHWH B
OTHOIIICHUHW HOBOTO BOCIPOM3BEJICHHOTO JICKAPCTBEHHOrO IIpernapara MOXET OBITh
mpeacTaBieHa cnenudukanus mo 0e30MacHOCTH ¢ OTJIMYHMSAMH B YacTH TpobiieM o
0€30IacCHOCTH I10 CPaBHEHMIO ¢ IpodriieM 0e30macHOCTH peepEeHTHOTO JIEKapCTBEHHOTO
npenapara (Hampumep, B cirydae, KOTjaa 3a OTYCTHBIA Mepruoj] Ha OCHOBAHUU TOTYYEHHBIX
JAHHBIX TPOM3OLUIM H3MEHEHHUS B OIleHKe MNpoduis O0e30MacCHOCTH JIEKAPCTBEHHOTO
mpernapara, B cllydae HaJdW4yus OTJIMYUN B XapaKTEPHCTHKAX BOCIPOU3BEICHHOTO
JIEKapCTBEHHOTO TIperapara 1mo CPaBHEHHUIO ¢ pedEepEeHTHBIM JEKapCTBEHHBIM IMPENapaToM,
HarpuMep, MPU HaJUYUU PUCKA, CBA3AHHOTO C MPHCYTCTBYIONIUM TOJBKO B HEKOTOPBIX
mpernaparax BCIIOMOTaTEIbHBIM BEIIIECTBOM).

BEICOKOTEXHOIOTHYESCKHE JICKAPCTBEHHBIC IIPETIaPaThI



264. BpICOKOTEXHOJIOTHYECKUE JICKAPCTBEHHBIE MPEMNapaThl, COrNIACHO aKTaM OpPraHoOB
Coro3a, BKJII0OYAOT B ce0sd TreHOTEpaneBTUYECKUE JIEKapCTBEHHBIE IIpenaparsl,
JIEKapCTBEHHBIE IpEernapaTtbl HAa OCHOBE COMATHMYECKHUX KIETOK M IpenapaTbl TKaHEBOUN
WUHKEHEPUH.

265. Jli1a BBICOKOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB BBUAY CIELUPUIECKOM
IPUPOBI XapaKTEPHBI 0COObIE PUCKH, KaK MPAaBUIIO, HE IPUCYIIUE IPYTUM JIEKAPCTBEHHBIM
npenaparaMm. JlaHHbIe 0COOBIE PUCKH BKJIIOYAIOT PUCKU [JIsl JKUBBIX JOHOPOB, PUCKHU
TpaHc(popMalMK KJIETOYHOM JTMHUU U IEPEHOC BEKTOPOB. YKa3aHHbIE CIELU(PUUIECKIE PUCKU
HEOOXOJMMO YUYMTHIBATH MpPU pa3paboTke crneuudukanuu 10 Oe30MacHOCTU
BBICOKOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENAPaTOB.

Mogyms CI "OnuaeMuonorus Noka3aHwii o NEIeBRIM IOy s "

266. [IpeameToM OmUCaHUS U OLEHKH B TAHHOM MOJYJIE SIBIISIETCS SMUIEMHUOJIOTHS
nokazanuil. OnucaHue TOJDKHO BKJIIOYATh B ce0s OIEHKY YpPOBHsS 3a00JI€Ba€MOCTH,
pacipoCTpaHEHHOCTH, CMEPTHOCTH, JTaHHBIE TI0 KCXO/IaM MPHU OTCYTCTBUU JICUCHUS LIETIEBOM
NOMyJISAUKA, UHHOPMAIIUIO O PACIPOCTPAHEHHBIX B IEJEBOM MOMYJISIIIUU COMYTCTBYIOIIUX
3a0oneBanuax. OnucaHue JOJKHO OBITh MPEJICTABICHO CO cTpaTU(UKALUENd MO BO3pacTy,
MOJIy U PacoBOMY M (WJIM) 3THHYECKOMY IMPOMCXOXKACHHUIO B Clydyae, €ClIM yKa3aHHbIE
MNOMYJISITUOHHBIE ACMEKTHl XapaKTePUCTHKU SIBISIOTCS 3HAYUMBIMU [l OIEHKH
0€30IMacCHOCTH U YNIPaBJICHUS PUCKAMHU.

267. Paznuuus B SMHUIEMHOJIOTHN TOKAa3aHUH B Pa3HBIX PETHOHAX TAKKE IOJIKHBI
MOJIBEPraThCsa OIICHKE M OMUCAHUIO (B cllydae, €ClH JUIsl SMUAEMUOJIOTHH XapaKTEepHBI
peruoHanbHble pasznuuus). [Ipy HaTUYuM OTIAMYUN XapaKTEPUCTUKH DIUIEMUOIOTHH
MOKa3aHUH B TOCYJapCTBAX-UJICHAX ONMHUCAHUE JAHHBIX OTIUYUNA MOKET OBITh MPECTABICHO B
4acTU NPWIOKEHUS 9 1iiaHa ynpaBJ€HUs PUCKaAMHU, YKa3aHHOW B MyHKTe 344 HacTOALINUX
[TpaBui1, B COOTBETCTBHH (DOPMATOM U CTPYKTYPOH TaKUX JAHHBIX.

268. Cnemyer Takye mpencTaBuTh wHGOpMAIMo 0 (akTopax pucka 3a00JieBaHUS H
OCHOBHBIX CYHIECTBYIOIIMX MOAXO0JaxX K JiedeHUI0. B Momynp BkItoyaeTcss nHGOpManus o
3HAYMMBIX (pENIEeBAaHTHBIX) HEXKENATENbHBIX SIBICHHUSIX, KOTOpbIE OXHUIAIOTCS (Tpu
OTCYTCTBUM JICUCHMS) y II€J€BOM MOMYJSALMM, BKIIOYAas YacTOTy W XapaKTEPHUCTUKY
HE)KeNaTeNbHBIX SBJICHUN. J[aHHBIC, IpeACTaBIEHHBIE B MOJIyJIe, JOJKHBI CITIOCOOCTBOBATH
MPOTHO3UPOBAHUIO M MHTEPIPETAIMU MOTEHI[MATBHBIX CHUTHAJIOB, a TAKXE OMPENIEICHUIO
HaIpaBlIeHUH MUHUMM3AINH prcKoB. MH(popMalus nomkHa ObITh KPAaTKOM, JOCTOBEPHOUN U
HE JIOJKHA COJEPKaTh 3JIEMEHTHI PEKJIAMHOTO XapakTepa.

Mognyms C II "JoxnmaHudeckas 9acTs"”

269. JlanHbIl MOIYJb IOJXKEH COJEPKATh PE3IOME BaKHBIX JAAHHBIX, MTOJYYEHHBIX B
pe3yJbTare NPoBEICHUS JOKIMHUYECKUX UCCIIeIOBaHUM 0€30MacHOCTH, HAalIpUMeEp:



1) pe3ynbTaThl HMcCIeAOBaHUS TOKCUYHOCTU (KIIOUYEBBIE AAHHBIE O TOKCUYHOCTH,
MOJTY4YEeHHBIE B XOJI€ MCCIICIOBAHMM, HAaNpUMEp, TOKCHYHOCTH MPU OJHOKPATHOM M TIPH
MOBTOPHOM  (MHOTOKpPAaTHOM) TPUMEHEHHUH, PENPOAYKTUBHOW  TOKCHUYHOCTH,
AMOPHOTOKCUYHOCTH, TEPATOTCHHOCTH, HEPPOTOKCUYHOCTH, TeMaTOTOKCHUYHOCTH,
T€HOTOKCHYHOCTH, KaHIIEPOT€HHOCTH);

2) nanHbIe 00 Uccaea0BaHUIX (hapMaKoJIOTHIECKOM 6€301acHOCTH (HanpuMep, BIUSHUE
Ha CEepACYHO-COCYAUCTYIO CUCTEMY, BKIItoUas yyinHeHrue QT-uHTepBaia, HEpBHYIO CUCTEMY
UT. 1.);

3) naHHBIE O peaKIUAX B3aUMOJCHCTBUS JEKapCTBEHHOTO Ipenapara;

4) uHbIEC TaHHBIE O TOKCUYHOCTH.

270. B moayse qoiKHA coaepkaThesa MHGOpMAIUs O 3HAYMMBIX TOKCUYECKUX CBOMCTBAX
M aKTyaJbHOCTH BBIBOJIOB NPHU HWCIIOIH30BAaHWUU Ha JIOASIX. 3HAYMMOCTH JAaHHBIX OyIer
3aBUCETh OT CBOMCTB JIEKAPCTBEHHOTO IpernapaTra, 0COOCHHOCTEH IeJIeBON MOMYJIAINN U
OTIbITa TTPUMEHEHHUsSI TMOJOOHBIX COSTUHECHWM WU TOIXO0JO0B K Tepanmuyd NpU MPUMEHEHUH
JIEKapCTBEHHBIX IMpEnapaToB TOW ke Tpymmbl. Heo0xoaumo oTpasuTh yCTaHOBJICHHBIC
3HaYUMBIEC HAPaBIECHUS TOKCHUECKOTO BO3ACHCTBHS (IO IENIEBBIM CHCTEMaM U OpraHaM) U
000CHOBaHHYIO OIICHKY TOJYYCHHBIX JAHHBIX TI0 TOKCHYHOCTH i yeioBeka. [lomumo 3Toro
JOJKHBL 00CYXJAaThCsl acCMeKThl KauecTBa, B CIIyyae €CJIM OHM MOTYT 3HAYUTENIbHO
OTpa3uThCs Ha mpoduie OE30MaCHOCTH JEKAPCTBEHHOTO Mpernapara (B YaCTHOCTH, Ba)KHas
uHpopmanuss 00 aKTUBHOM BEILIECTBE WJIM €r0 MPUMECSX, HapUMEpP, T€HOTOKCUYECKUX
npumecsx). Ecim JiekapcTBEHHBIN Tpenapar npeaHa3HadeH JUisi TPUMEHEHUS JKCHITUHAMHU
JIETOPOIHOTO BO3PACTa, B JOKYMEHTE JIOJKHBI OBITh MPUBEICHBI JAHHBIE O PEMPOTyKTUBHON
TOKCUYHOCTH W BIMSHHUM Ha Pa3BUTHE IJI0JA, a TaKXKE O IMOCIEICTBHUIX HCIOIb30BAHUS
JIEKapCTBEHHOTO Tpernapara y 1aHHOW TPYMIIbI MallUeHTOB.

271. B cinyyae ecnu JOKIMHHUYECKHE (HEKIMHUYECKHUE) AaHHbIE MO 0€30MacCHOCTH
CBUJICTEIHCTBYIOT O HAJUYHH BAXKHOTO MOTEHITMATHHOTO PUCKA ISl 1[EJIEBOM TMOIYIISINH,
COOTBETCTBYIOIIMI PUCK TOJKEH ObITh BKIIIOUEH Kak mpoliema 1o 0e30MacHOCTH B MOAYJIb
CVIII cnetmdukamnmu mo 6€301MacHOCTH IJIaHa TI0 YIIPABICHUIO PHCKOM.

272. B OTHOLIEHUU BBISIBICHHBIX B XOJE MOKIMHUYECKUX (HEKIMHUYECKUX)
UCCJIE0BAaHUI aClEeKTOB TOKCHYECKOTO BO3AECHCTBUSA, KOTOPbIE OILIEHEHBI KaK HE MMEIOIIHNE
3HAYMMOCTH TMPU MPUMEHEHHH Y YEJIOBEKA, JOJKHO OBITh MPHUBEIECHO COOTBETCTBYIOIIECE
000CHOBaHUE PE3YyJIbTATOB BBHIITOJIHEHHOW OLEHKH U HE TpeOyeTcs BKIIOUYEHUE UX B KAUYECTBE
npo6iem o 6ezonacHoct B Moy CVII u CVIILL

273. B cnyyae ecnu mo pe3yiabTaTaM JOKIMHUYECKUX (HEKIMHUYECKHX) HUIU
KIIMHAYECKUX MCCIICIOBAaHUHN OMpeesieTcss He00X0IUMOCTh BBIMTOTHEHUS TOTIOJTHUTEIBHBIX
JOKIMHUYECKUX (HEKIMHUYECKUX) UCCIEOBAHUN C BKIIOUEHHEM JAHHBIX MCCIIEIOBAHUN B
Iad 1no (apMakoHaA30py, B MOIYJb BKJIIOYAETCA KpaTkas HHpopMaius ¢ 000CHOBaHHEM
TaKOW HEOOXOJAMMOCTH U yKa3aHUEM 3allJIaHUPOBAHHBIX MEPOIPUITHH.



274. 3aktounTeNbHBIC BBIBOJIBI M0 JAHHOMY pa3feiy JOKHBI ObITh COTJIACOBAHBI C
coaepxkanrieM MoayJist CVII, u Bce ycTaHOBJIEHHBIE TTPOOJIeMbl 0€30MaCHOCTH JOJKHBI ObITh
otpaxkensl B moatyse CVIILL

275. CopepkaHue HACTOSIIIETO MOJIYJIS JTOJHKHO OIIEHWUBATBHCSA C TOYKH 3PCHUS
COOTBETCTBHSI OOHOBIISIEMOMY YPOBHIO 3HaHUU B OTHOILIEHUH JICKAPCTBEHHOTO Iperapara Ha
NPOTSDKEHUM €ro >KM3HEHHOro Iukia. Ha moctperucrpalinoHHOM 3Tarie JaHHBIA pasjel
MO/JICKUT OOHOBJIEHHUIO B Clydae, KOTJla Ha OCHOBAaHWU MOJIYYCHHBIX HOBBIX JaHHBIX
JTOKJIMHAYECKUX (HEKIMHUYECKHX) HCCIEeNOBaHUN TpeOyeTcs BHECEHHE HW3MEHEHHH B
nepeyeHp mpodsiem O6ezomacHocTU. [IpobieMbl o GE30MacHOCTH, BBISIBICHHBIE HA OCHOBE
JAQHHBIX JOKIMHUYECKUX (HEKJIMHUYECKUX) HUCCIEJOBAHMUM, KOTOpPHIC IO MPOIICCTBUH
BPEMEHH HE OILEHWBAIOTCS KaK aKTyalbHBIC TMOO HE OBLIN MOATBEPXKACHBI 10 PE3yIbTaTaM
MOJIydeHUs JOCTATOYHOTO ¥  COOTBETCTBYIOIIETO OMNbITAa MNPUMCHEHUS Ha
MOCTPETUCTPAIMOHHOM JTale WM Ha OCHOBAHMM C(HOPMUPOBAHHOM AoKazaTeslbHON 0as3bl,
MOTYT OBITh UCKJIFOUEHBI U3 NIEPEYHs MPoOJIeM 1O 0€30MaCHOCTH.

Mozymns CIII "Bo3aeiicTBiE 1€KapCTBEHHOTO IpeNapara B X0/¢ KIMHUIECKHX HCCIICAOBaHMH"

276. B Moayne ¢ 1eNbl0 BBIMOJHEHHUS OLIEHKH OIPAHUYEHUI JaHHBIX 1O 0€30MMaCHOCTH,
MOJYUYCHHBIX TPU TPOBEJCHUHM HCCIEAOBAHUM C y4YacTHEM 4YeJOBEKa, JOJDKHBI OBIThH
MpPEICTABJICHbl JIaHHBIE O IMAaIMeHTaX, KOTOpbl€ OBUIM BKJIIOUEHBI B KIMHUYECKUE
uccleIOBaHus (Ha KaKuX TpymIax NalueHTOB U3yvascs JEeKapCTBEHHbIN npenapar). JlanHbie
JIOJDKHBI OBITH MpEJACTaBlIeHBl B dopMmare, yA0OHOM JJis aHanu3a (Hampumep, B gopme
Tabaui win rpadukos). JlaHHBIE IO KIMHUYECKUM HCCIIEIOBAHUSM TMPEICTABISIOTCS 0
MOMEHTa MEPBUYHON TMMOJayu TJlaHa YIPaBICHUS PUCKAMU WM MPU CYHIECTBEHHBIX
M3MEHEHUSIX MOJYJISI B CBSI3M C OOHOBJICHMEM JaHHBIX IO OLIEHKE BO3JEUCTBUSI B XOJI€
KIIMHUYECKUX UCCIEN0BAaHUN (HampUMep, 0 HOBBIM MoKa3zaHusM). CoaepkaHue HaCTOSIIErO
MOJyJIsl JOJKHO OIIEHMBAThCS C TOUKH 3PEHHUSI COOTBETCTBUS AKTyaJlbHBIM JIaHHBIM Ha
MPOTSKEHUH KMU3HEHHOTO IIMKJIA JIEKAPCTBEHHOr0 Ipemnapara, B ClIydae OTCYTCTBUSI HOBBIX
3HAYUMBIX JaHHBIX MO BO3JEUCTBUIO JICKAPCTBEHHOTO Iperapara B XOJ¢ KIMHUYECKUX
MCCJIeIOBAaHU OOHOBIICHUE TAHHOTO MOJYJISI HE TPEOyeTCs.

277. O6beM ucciaeayeMon MOMyJIsIUU JOJIXKEH ObITh MOJPOOHO OMHUCAH C yKa3aHUEM
JAHHBIX O KOJIMYECTBE MAIIMEHTOB U Mepuojia (B BUJE "manueHTo-aeT", "maiueHTo-mecsien")
, B T€UE€HHE KOTOPOIo MaIMEeHTHl MOJABEPTaJIuCh BO3IEUCTBUIO JIEKAPCTBEHHOIO IMpemnaparta (
€CJIM MPUMEHUMO). JlaHHbIE TIO MOMYJISALMAM, BKIIOYEHHBIM B KIMHUYECKUE UCCIIEIOBAHUSI,
TaKXe JOJIKHBI OBITh MpEeNACTaBICHbl C ydeToM cTpatudukanuu. Crpatudukamnus
MOMYJISIITUOHHBIX MOJTPYIIN B TAKUX CIydasiX, Kak MPaBUIO, BKIIOYAET B ceOs:

1) Bo3pacT u nod;

2) nmokazaHusi;

3) 103UPOBKY;



4) ctpatuduKanus M0 UHBIM KPUTEPHUSIM MOXKET ObITh MPUBEICHA B CIy4ae 3HAYMMOCTH
JUTS TUTAHUPOBAHUS CUCTEMBI YIIPABIICHUS pUCKaMH (HAPUMED, PaCOBOE MTPOUCXOXKICHUE).
278. Tlpu mpeAcTaBIEHUH JAaHHBIX O BO3PACTE MOJDKHBI OBITh BHIOPAHBI KaTETOPHH,
KOTOpbIE MMEIOT OTHOIICHWE K IeJeBOM mnomyysinuu. [laHHble MO TNeauaTpUUYECKUM
MalKreHTaM U MOKUJIBIM MalMeHTaM JIOJKHBI ObITh pa3/ielIeHbl B COOTBETCTBUU C MIPUHATHIMU
BO3PACTHBIMH KaTEropusiMu (Harmpumep, 1o kareropusm 65 — 74 roxa, 75 — 84 rona u crapiie
85 JeT sl MOXKUIBIX MAlUEHTOB).

279. 3a UCKIIOYEHUEM CIIy4aeB, KOT/Ja ATO SABJSECTCS HEOOXOJIUMBIM, JaHHBIC TIO0
KJIMHUYECKUM HCCJICAOBAHUSAM JOJDKHBI MPENCTABIATHCA B 00001IeHHON (opMe, HE IO
OTZIETTbHBIM KJIMHUYECKUM HCCIICIOBAHUSIM, C CYMMHUPOBAHHUEM TOKaszaTenei mo rpadam u
pazznenaM (eciau 3To 000CHOBaHO). B ciyuae ecnu ofHa M Ta ke rpynmna NaldeHToB Obuia
BKJIIOUCHA B 0o0Jiee 4YeM OJHO HCClieoBaHWE (HAmpUMeEp, MPOJOJDKEHHE OTKPBITOTO
HaAOJIIOICHUS TT0CTIE OKOHYAHUS KIIMHUYECKOT0 MCCIE0BAaHM), OHA BKIIIOYAETCS B TaOIUILY
0 TpYIIIE BO3pacTa, MoJjia U packl OAUH pa3. B ciaydae ecnu Mexay TaOnuIlaMu BO3HUKAET
HECOOTBETCTBHE 110 YHCITY MAI[UEHTOB, TOJKHBI OBITh TaHBI COOTBETCTBYIOIINE PA3bICHEHHUS.

280. Eciu 1muiaH ynpaBiieHUsS] PUCKAMH TPEICTABISETCS BMECTE C 3asBJICHUEM Ha
BHECEHHWE HOBOI'O IIO0Ka3aHUA K MNPUMEHEHHUIO JIEKAPCTBEHHOrO IIpernapara, HOBOU
(hapmarieBTHUECKOM (OPMBI WIIH clIOcO0a BBEJICHHUS, OT/ICJIbHO B Ha4Yajie JaHHOTO MOJYJISI U B
CBOJIHBIX TaOJIUIAX JIOJDKHBI OBITH TIPE/ICTABIICHBI TaHHBIE BHOCUMOTO N3MCHEHHS.

Mognyms CIV "llonynamum, He H3y9EHHEIC B X0A¢ KIMHWYCCKAX HCCICIOBAHMH"

281. lanubiii Mmonynb crnenudukamuy mo 0e30MacHOCTH MUIaHA YIPABICHUS PUCKAMU
OpeHa3HAYEH JUISI ONMCAHUS MOMYJSLHMN, KOTOPbIE pPACCMATPUBAIOTCS B KOHTEKCTE
OTCYTCTBYIOIIEH nHpopmalnuu. B naHHOM Moaysie JoJKHA ObITh MpeicTaBiIeHa UHpOpMaIus
0 TOM, KaKue 0cOObI€ MOATPYIIIbI MAIIUEHTOB IEJIEBBIX MOMYJIAINN HE ObUIM U3yYEHbI WIH
OBLIM U3YYEHBI JIMIIb B OTPAHUYEHHON CTETIEHU B Mpejiesiax TPYIIN Nalli€HTOB, BKIIOUEHHBIX
B KJIMHMYECKUE UCCIICIOBaHMS (HanmpuMmep, OEpeMeHHBIC JKEHIUHBI, KCHIIUHBI, KOPMSIIIIHIE
rpyAblo, TEeAUATPUYECKAs MOMYJSUSA, MOXKWUIbIE MAlMEHThl, MAlUEHThl C IMOYECUHOH
HEJIOCTAaTOYHOCTHIO, HApYHICHWSMU (DYHKIIUM TEUYCHH WJIM  HAPYIICHHUSMU
CEpPAECYHO-COCYIUCTON NESATENbHOCTH, MOMYJIAIUU C COOTBETCTBYIOUIMMH T'€HETUYECKUMHU
noauMoppr3MaMHu, MAIUEHTHI C UMMYHOCYIIPECCUEH U MOMYJISIUUA PA3IMYHON STHUYECKOM
NPUHAJICKHOCTH, MAIlUEHThI, CTENEHb TSHKECTH 3a00JeBaHMs KOTOPHIX OTIMYAETCS OT
M3Yy4YEHHOUW B XOJI€ KJIMHUYECKUX HCCIeNoBaHuUi). B ciydasx, korja 3TO MPUMEHUMO,
cleayeT yKa3zaTh CTENeHb TSKECTU HapylmieHuss QYHKIUU T[OYeK, IEeUYEeHU WU
CEepPICYHO-COCYIUCTON AEATEIbHOCTA MONMYJIAIUOHHOW NOATPYINbI, a TaKXKe THUI
T€HETUYECKOTO MOTUMOpP(PU3MA, COCTABISIIONINE 00JACTh OTPAHMYCHHS M3YUYCHUS B XOJE
KIIMHUYECKUX HCCIeN0BaHUNU. OTpaHUYECHUSI KIMHUYECKUX HUCCIEIOBAHUM TaKXe HOJIKHBI
OBITH MIPEICTABIICHBI C TOYKU 3PECHUS PEICBAHTHOCTH KPUTEPUEB BKIIOYCHUS M HEBKIIIOUCHUS
B OTHOILECHUU LENEBBIX MOIMYJALUNA, a TAKXKE Pa3IN4YUi, KOTOPbIE MOTYT BO3HUKHYTh B



3aBUCHUMOCTH OT MapaMeTpoB UCCIENOBaHUN (HampuMep, B CTAMOHAPHOW WU
aMOyaTOpHOU MpakTuke). BeIBOABI 0 BO3MOXHOCTH MPOTHO3UPOBAHUS 0€30MaCHOCTU ISt
IEJICBBIX MOMYJISIHHI TOKHBI OCHOBBIBATHCSI HA TOYHOW U MOAPOOHOM OIEHKE OTpaHUYCHHM
UMCIONTUXCS JAHHBIX KJIMHUYECKUX HCCIIEIOBAHUN JTMOO MX OTCYTCTBHUM JIJIsI KaKUX-THOO
MOATPYIIIL.

282. B caywae eciM MNpPEAIOJaraercs NOCTPETrHCTPALMOHHOE NPUMEHEHHE
JIEKapCTBEHHOIO TIpenapara y Momnyiasiuid, KOTOpble HE ObUIA U3YYEHBI B XOJI€ KIMHUYECKUX
MCCIIEIOBAHUM, U UCXOJAS W3 HAyYHO-OOOCHOBAHHBIX JAaHHBIX MOJ03PEBACTCS OTIUYUE
npodwisi 6€30MacHOCTH Yy JAHHBIX MOMYJISIHOHHBIX TPYII OT IEJeBON MOMyJslHUH, a
JOCTYITHOW WHGOPMAIUM HENOCTATOYHO JJISI ONPENENIEHUs] TOT0, MOXET JIh TMOJ00HOe
NpUMEHEHHE TMpenapaTa COCTaBJIATh MpodiieMy 10 0e30MacHOCTH, NPUMEHEHUE
JEKapCTBEHHOIO MIpenapaTa y JaHHbIX HEU3yUEHHbIX NOMYJIAINN JOJKHO ObITh BKIIFOYEHO B
IJlaH yNOpaBjieHUsT PUCKaAaMU Kak OTCYTCTBYIOIIas WH(opManus. YKa3zaHHe MOIYJISLNM,
HCKJIOYEHHBIX M3 MPOrpaMMbl KIMHUYECKOW pa3paOOTKH, MOIJIEKUT BKIIOUYEHUIO B
OTCYTCTBYIOIIYIO MH(GOPMAIMIO €ClIM JIEKAPCTBEHHBIN MpernapaTr Ha3HA4yaeTcsl MallueHTaM
JAHHBIX TPYIN B COOTBETCTBUU C YTBEPXKIECHHBIMU W MpeJiaraéMbIMU TMOKA3aHUSMHU K
MPUMEHEHUIO U NTPUMEHEHNE JIEKApCTBEHHOTO Tpernapara B TAKUX MOIMYJISIUAX MOXKET ObITh
CBSI3aHO C KIMHWYECKHM 3HAYMMBIMH puckamMu. [Ipu omnpeneneHun pazivuuil MeExIy
[[ETICBBIMH TOMYJISAIHUSAMA U TOMYJISIUSIMH, KOTOPbIe ObUIM BKIIOYEHBI B KIMHUYECKOE
UCCJIEOBAHUE, CIIEIYET OTMETUTD, YTO ONPEAEIECHHBIE PA3JINUNs MOTYT BO3HUKHYTh B CBA3U
C pa3IuyusiIMU B MECTE€ MPOBEJCHHS HCCIEIOBaHUS (HAIpUMEp, CTAallMOHApHAs WU
amOylaTopHasi MPaKTUKA), @ HE B CBSI3U C ONPEJCICHHBIMU KPUTEPUSIMU BKIIOUCHUS WITU
HEBKJIIOUEHUA. B ciywyae eciu mnpeanaraercsa OTHECTH JAaHHbIE O TMOMYJISIIUUA K
oTCcyTCTBYMOIIEeH MHpopmaruu, B Moayib CIV mnana ympaBieHusi puckamu JOJIKHO OBITh
BKJIFOYEHO 0OOCHOBAHHUE IO COOTBETCTBYIOUIEH CyOMOMYJISALUU.

283. B cnydae Hanuuusl JaHHBIX, TOATBEPKIAOMINX HATUYUE PUCKA HEXKETATEIbHBIX
KJIMHUYECKUX HCXOJ0B MpPU MPUMEHEHHHU JICKAPCTBEHHOTO IpernapaTa B MOMYJISLUSX,
KOTOpPHIC HEe ObUTH BKIIFOUYECHBI B KJIMHUYECKHUE MCCIICIOBAHMS, JAHHBIA PUCK JOJIKEH OBITH
BKJIFOUEH B YMCJIO BAKHBIX (MOTEHI[UATBHBIX) PUCKOB.

Moayns CV "IlocTperucTpanOHHEIN ONBIT IPUMEHEHU"

284. B maHHOM MoOJyJje NPEACTABISIOTCS JOCTYMHBIE JIaHHBIE MO pe3yJibTaTaM
MOCTPETUCTPAIIMOHHOTO MPUMEHEHHSI Ha TEPPUTOPHSIX CTPaH, T/I€ 3aPETUCTPUPOBAH JAHHBIN
JIeKapCTBeHHBIN mpenapar. MHdopmarus B Moayse JoJDKHA ObITh MpeAcTaBieHa B ¢opme
0030pa ombITa MPUMEHEHHUS Ha TIOCTPETUCTPAIIMOHHOM 3Tare, KOTOPBIA MOYKET OBITH IMOJIC3CH
JUTSI TIeJIel TIJIAHWPOBAHUS yIpaBJiIeHUS puckaMu. JlaHHBIE, IpeCcTaBIseMble B pa3jeie, He
JIOJDKHBI B TIOJITHOM 00beMe TyOIupoBaTh HH(DOPMAILIMIO U3 MEPUOTUYECKOTO OOHOBIISIEMOTO
oTyeTa 1o 0€30MaCHOCTH.



285. B Monaynp noimkHa OBITH BKIIOYEHA MHGOpPMaLUs, OTpa)karllas OLEHKY
NPUMEHEHHs JIEKAPCTBEHHOTO Ipernapara Ha MNPAaKTUKE W AacleKThl NPUMEHEHHUs B
COOTBETCTBUH U HE B COOTBETCTBUU C OOIIECH XapaKTepUCTUKON JIEKapCTBEHHOTO Mpernapara,
B TOM YHCII€ B clly4ae, KOTJia 3TO SIBISETCS HEOOXOIUMBIM IS UJIEHTU(PUKALIMK PUCKOB B
moaysie CVII, a Takxke OLIEHKY IPUMEHEHUS B OCOOBIX MOIMYJISIUAX, YKa3aHHBIX B MOJYJIE
CIV.

286. B MopyJie JOJIKHBI ObITh MPEACTABIECHbI KYMYJISITUBHBIE JaHHBIE O TPUMEHEHHUH
JIEKapCTBEHHOI'O MperapaTa Ha TEPPUTOPUAX TPETbUX CTPaH IO MOKa3aHUAM K IPUMEHEHUIO
JIEKapCTBEHHOTO Mpernapara, He 0JJ0OOpPEHHBIM B rOCyJapCTBax-ujieHax (e€ciid MPUMEHUMO U
aKkTyanbHO B KOHTeKcTe MoAyJist CVII, a Takke ciielyeT OLEHNUTD BIMSHHUE TaHHBIX aCIIEKTOB
Ha IPUMEHEHHE JIEKApCTBEHHOTO MpernapaTa Ha TEPPUTOPUSLX TOCY1apCTB-UJICHOB.

Mogyms CVI "JomosmuTensabIe TPeOOBaHMSA K cenudukanm mo 6esonacHocTr"”

287. B mozyne nomxHa OBITH MPeICTaBIeHA OLIEHKA MOTEHIIMANIA PUCKA HEPaBUILHOTO
NPUMEHEHHUs JIEKApCTBEHHOTO Mpernapara B HE3aKOHHBIX LENAX U MPEAJIOKEHBI MEpPbI
MHUHMMH3AIUN PUCKA, HAIPUMEP, YMEHbBIICHHE pa3Mepa YIaKOBKH, BBEIIEHUE IPOTPaMMBbI
KOHTPOJIMPYEMOI0 IOCTYIa, 0COOble TPEOOBaHUS K BBIIHUCKE JIEKAPCTBEHHOI'O CPEICTBA (€CIH
MIPUMEHHMO).

Moxyms CVII "UneETH(HIIMPOBAaHHBIE H IOTCHIHAIBHEIC PHCKA"

288. JlaHHbII MOYJb TUTAHA YIIPABJICHUS PUCKAMU COAEPKUT UHHOPMAITUIO O BaXKHBIX
UJICHTU(DUIIMPOBAHHBIX U TOTEHIIMAJIbHBIX PUCKAX U OTCYTCTBYIOIIYI0 HHpOpMAIuio (
uH(MOpMAIUIO 0 MpodIIeMax o 0€30MaCHOCTH).

289. B oTHOIIEHUHU CIEAYIONIUX acleKTOB Mpoduis 6e30macHOCTH TpedyeTcs
BBINIOJIHEHUE OCOOOM OILICHKH MPUMEHUTENIBHO K OMPEJEICHUI0 PUCKOB JIEKapCTBEHHOTO
npenapara, ¢ MpeJCTaBICHUEM JaHHOM OIEHKH B MOJYJE B CiIy4yae, €Clii TaKue acleKThl
MPUBOJIAT K PUCKaM MPU MPUMEHEHUH JIEKapCTBEHHOTO Tpernapara;

1) moTeHIManbHBIA PUCK MEPENO3UPOBKHU, KaK MPEIHAMEPEHHOMN, TaK U CIy4alHOM,
HampuMmep, B TeX clydyasX, KOorja JIEKapCTBEHHBIM Ipernapar XapaKTepu3yeTcs Y3KUM
TEpaNeBTUUYECKUM HWHTEPBAJIOM WM MOXKET BBI3BAaTh BBIPAXKEHHBIC J10303aBUCHMBIC
TOKCUYECKHE peaKUuu U (WIM) XapaKTepU3yeTCs BBICOKHMM PHUCKOM IpeaHaMepeHHOU
MEepEeO3UPOBKU Y 1I€JIEBOM TONynAluu (Hampumep, npu aenpeccuu). Ecnu cioyyau
NEPE03UPOBKU C HEOJArOMPUSITHBIMH [IJIsl TAI[MEHTa MOCJEICTBUSIMU OBLIM BBISIBICHBI B
X0Jle KIMHUYECKUX HCCIEIOBAHUMN, TOJKHO OBITh CIIETAHO COOTBETCTBYIOIIEE YKa3aHHE B
OMKMCAHUHU PUCKA, U BKHBIE PUCKU BCJIEACTBUE MEPEIO3UPOBKHU JIOJDKHBI ObITh BKIIOYEHBI B
KadyecTBe mpobiieM mo 6e3omacHocTd B Moaysib CVIII cnenudukanuu no 6€30MacHOCTH ¢
MPEIIOKEHIUEM COOTBETCTBYIONIUX MEP MUHUMH3AIMU PUCKA B YacTH V IUIaHA YIIPaBICHUS
puckamu (eciau HeoOX0IUMO);



2) TOTEHIMAIbHBIC PHUCKH, BO3HHUKAIOIIHME B pe3yibTaTe OMIMOOK NMPUMEHEHUS
JIEKapCTBEHHOTO TIpernapara, OnpeaessioTCs Kak HempeaHaMepeHHas OIIMOKa B Mpoliecce
JICKAPCTBEHHOM TEpANWH, KOTOPAsk HAHOCHUT WJIM MOKET HAaHECTU Bpel ManueHty. B cioyuae
€CJIM B X0JI¢ KIIMHMYECKUX MCCIIeJ0BAaHUN Ha dTare pa3pabOTKH JEKapCTBEHHOIO IIpenapara
OBLITM BBISIBJICHBI OMIMOKW MPUMEHEHUS, KOTOPhIE MPUBEIN K BAXKHBIM PHCKaM, B MOJYJIE
npeacTaBiseTcss nHGopMaIKs 1Mo JaHHBIM OITMOKAM MPUMEHEHHS, BKIII0Yas MOTCHITHATBHYIO
WX TIPUYUHY U BO3MOXKHBIE CIIOCOOBI ycTpaHeHus. Eciau npumeHumo, ciaeayeT ykazarh, Kak
9TH JaHHBIC OBUIM YUYTEHBI ITPH OKOHYATEIIbHOW pa3paboTke roToBoro mpemnapara. OneHka,
MIPEJICTABJIICHUE U MOCIENYIoNIas OpraHu3amus padoThl C OMMOKaMU TPUMEHEHUS B TIJIaHE
YIPaBJIECHUSI PUCKAMHU JOJKHBI OCHOBBIBATHCSA HAJJICKAIIUX MOAXO0JaX K MHUHUMHU3AIUAU
pUCKa W TPEeIOTBpAICHHUIO OIIMOOK MPUMEHEHHUs JeKapCTBEHHOTo Tpemapata. [lpu
BBISIBJICHHHM Ha IOCTPETHUCTPAIIMOHHOM 3Talle BaXXHBIX PHUCKOB, CBSI3aHHBIX C OIIMOKaMHU
IpUMEHEHUs JIEKapCTBEHHOI'O IIpernapara, B OOHOBJEHHMM IIJIaHA YIpaBIICHUS pPHUCKaAMU
JIOJKHA MPEICTABIATHCS OLICHKA PUCKA U MPEAiaraTbCs MEPhl MUHUMM3ALIUK PUCKA OLTUOOK
PUMEHEHUSI;

3) NOTEeHIUAJIbHBIM PUCK TIepeauyu UHPEKIIMOHHBIX areHTOB, CBA3aHHbBINA C XapaKTepoOM
MPOU3BOJICTBEHHOTO MPOIIECCA WA HMCIOJIb3YEMbIMU MaTepuajamMu. B OTHOIIEHUU >KUBBIX
aTTCHYUPOBAHHBIX BAKIMH HEOOXOJIMMO PACCMOTPETh JIOOOW MOTEHIUAIBHBIA PHUCK
Mepeayu KMBOTO MYTHPOBABIIETO BAKIIMHHOIO BHUPYCA, a TAKXKE MOTCHIUAIbHBIA PUCK
UHPUIIUPOBAHUS TAIUEHTOB C OCJIA0JICHHBIM MMMYHUTETOM IPU KOHTAKTE C BaKI[MHOM,
KOTOPBIA MOKET OLIEHUBATHCS KAK BaXKHBIN MOTCHIUAIBHBIN PUCK;

4) MoTeHIIMAJIbHBIM PUCK IPUMEHEHHUS HE B COOTBETCTBUU C OOIIEH XapaKTepHUCTHUKON
JIEKapCTBEHHOTO TMpemnapara B ciydasX, KOTJa MpearojaraeTcs pasziauyue mpooiiem
0€30MacHOCTH MEXIy IIeJeBON MOMyJIsUed U TMOMyJsIueld, KOTOpOW JeKapCTBEHHBIN
Mpernapar Ha3HayaeTcsi HE B COOTBETCTBUM C OOIIEH XapaKTEPUCTUKON JEKapCTBEHHOTO
npemnapata. [loTeHHanbHble PUCKW, BO3HUKAIOIINE MPU MPUMEHEHHUM JIEKAPCTBEHHOTO
npemnapara He B COOTBETCTBUM C OOIIEl XapaKTEPUCTUKOW JIEKapCTBEHHOTO Ipernapara
JOJDKHBI PACCMAaTPUBATHCS IS BKIIFOUCHUS B CICIIU(DHUKAIINIO TT0 0€30I1aCHOCTH;

5) B OTHOLICHUU BAXKHBIX HJACHTU(GUIIMPOBAHHBIX WM MOTCHIIMAJIbHBIX PUCKOB,
SBJISIOIIUXCSA (PapMaKOJIOTUUECKUMHU KIacCOBBIMU 3 PekTamu, B ciaydae, eclid JaHHbIE PUCKU
HE OILICHUBAIOTCA KaK Ba)KHBIC IS COOTBETCTBYIOIIETO JICKAPCTBEHHOTO Ipernapara, ciaeayer
MPE0CTaBUTD JI0KA3aTeIbCTBA 0OOCHOBAHHOCTH BBHITIOJIHEHHOM OLIEHKHU U 3aKJTIOUCHUS;

6) BaXHBIC PUCKH, CBI3aHHBIC C HIASHTU(PUIIMPOBAHHBIMH M IOTCHIIMATbLHBIMHU
(hapMaKOKMHETUYECKUMU U (hapMaKOAMHAMUYECKUMH B3aUMOJICHCTBUSMHU JICKAPCTBEHHOTO
mpernapara, JOJDKHBI PAaCCMaTPUBATHCS ¢ YIETOM C(OPMHUPOBAHHBIX MOJIXO0I0B K JICUCHHUIO 110
0JI00pEHHBIM TIOKa3aHUSIM, a TaK)Xe C YYE€TOM YacTO MCIOJIb3yEMBIX JICKApPCTBEHHBIX
MpenaparoB B IedeBoi nomysiuu. HeobXoaumo mpeAcTaBUTh KyMYJISITUBHBIE JaHHBIE,
MOJTBEPKAAIONIUE JIEKADCTBEHHOE B3aMMOJEHCTBUE M BO3MOXKHBIA MEXaHU3M
JICKAPCTBEHHOTO B3aMMOJCUCTBUS, BO3MOXKHBIE PUCKHA IS 3J0POBbS IMAIMEHTOB NPHU



MPUMEHEHUU IO PAa3JIMYHBIM IMOKA3aHUSIM M y Pa3HbIX MOMYJALMUN, a TaKkKe IUIaHBI IO
JandbHEWIe XapaKTepUCTUKE M MUHUMM3ALMM ONHCAHHBIX PUCKOB. BakHbie puckwy,
ABJISIFOLUECS PE3YJIbTaTOM JIEKAPCTBEHHOTO B3aUMOJEUCTBUS, JOJKHBI OBITh BKIIFOUECHBI B
npo06sieMbl 0 0€30MaCHOCTH;

7) pucku Assg OEpPEeMEHHBIX M KOPMSLIUX KEHIINH (HallpUMeEp, TepaTOreHHBI PUCK —
IPSIMOM MJIM MOCPEJACTBOM BO3JICUCTBUS CIIEPMBbI): PEKOMEHIALUU TI0 KOHTPAEHIIUNA MOTYT
paccMaTpHUBaTHCS KaK MEPbl MUHUMU3AUU PHUCKA;

8) puck BIUSAHUS HA (GEPTUIBLHOCTh — CIEIYET YUYUTHIBATH COOTBETCTBYIOIIUE MEPHI
MHUHUMH3ALUN pPUCKA, HANPUMEpP, PYTUHHOE HHGOPMHPOBAHHE O pHUCKEe U (WUIN)
JIOTIOJIHUTEIbHBIE MEPbI, HApaBJIE€HHbIE HA COXpaHEHHE (DEPTHIIBHOCTH: KPUOKOHCEPBAIUS
CHEPMBI Y MY>KYMH ¥ KPHOKOHCEPBAaLHsI SMOPHUOHOB U OOLIUTOB Y JKEHILMH;

9) pucku, cBs3aHHBIE C YTHJIM3AalME€l HMCIOJIb30BAaHHOTO Mpemnapara (Hampumep,
TpaHCIIEpMaJIbHbIE TIJIACTBIPM C OCTATOYHBIM AKTHUBHBIM BEIIECTBOM HJIM OCTaTOYHbBIC
KOJIMYECTBA PaIMOAKTUBHBIX CPEJCTB AUATHOCTUKH);

10) pucku, CBsI3aHHBIE C MPOLIEAYPON BBEJCHUS JIEKAPCTBEHHOIO MpernapaTa (Hampumep,
PUCKH, CBSI3aHHBIE C HUCIIOJIb30BAHUEM H3JI€NU MEIULMHCKOIO Ha3HAYeHUs, TaKhe Kak
HEUCIIPaBHOCTH, BJIMSIOIINE HA BBEACHHYIO J103Y);

11) neguaTpuyeckue acieKTbl 6€30MaCHOCTH, KOTOPbIE pacCCMaTPHUBAIOTCS KaK MpoodieMa
1o 6€30MacHOCTH ISl TeIUATPUYECKON MOMYJISIUH.

290. B cnydae eciu aepkaresieM perucTpalioOHHOrO yA0CTOBEPEHHUS HE MpeICTaBICHA
OLICHKA BBIIIEYKAa3aHHBIX PUCKOB U HE JaHbl KOMMEHTAPHUH OTHOCUTEIBHO 0O0CHOBAaHHOCTHU
UCKIIIOYEHUS JTaHHBIX PUCKOB M3 YHUCJIA BAXKHBIX HICHTU(PUIHUPOBAHHBIX WA BaXHBIX
MOTEHIMAIbHBIX PHUCKOB, YIIOJHOMOYEHHBI OpPTraH BIIpaBe ClEJaTh 3aIpoC O JONOJHEHHH
MOJLYJIsl OLIEHKOM JTAHHBIX PUCKOB.

291. B nnane ynpasieHus: puCKaMy B OTHOILLIEHUH JIEKAPCTBEHHBIX CPEICTB COBPEMEHHOMN
Tepanuu NOpu pas3paboTke crenudukaruii 1Mo Oe30MacHOCTH JOJDKHBI yYHTHIBATHCS
cnenupUuyecKre pUCKU, XapakTepHbIe AJI1 JAaHHOM rPYMIIbl JIEKaPCTBEHHBIX MPENapaToB.

Mogyms CVII "UnenTrHHIMPOBAaHHABIE M NOTCHIUAIHHBIO PACKA".

Pazgen "TIpo6ireMsl o 6€30MaCHOCTH, KOTOPEIE OBUIM YCTAHOBJICHHI IJIA JIEKAPCTBEHHOT'O
mpernaparta, Ipu IIEPBAYHO#M Moaa4e IIaHa YIIPaBIeHHs PUCKAMH"

292. Hactosimuit MOysib JAOJDKEH COJIEpXKaTh MEpedeHb MpoosieM Oe30MacHOCTH,
KOTOpbIE OBUIM YCTAaHOBJIEHBI ISl JIEKAPCTBEHHOT'O CPEJICTBA HA ATare MEPBUYHON MOJIauu
IJIaHa YMPaBJICHUS PUCKaMH Ha MOJYyYEHHE PETUCTPAIMOHHOTO yJOCTOBEpEHHUs MO0 Ha
MOCTPETUCTPAIIMOHHOM J3Tare (Ui 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX ITPEINaparTos,
KOTOpBIE paHee HE UMEIM COIVIACOBAHHOIO IMJIaHA YMPaBJIEHUs pUcKaMu). JlaHHBIA MOYJIb
(dbopMupyeTCsl COrIaCHO 0JJ0OPEHHON NMepBOHAYAIBHONW BEPCUU IJIaHA YIIPABJICHUSI pUCKaAMU
Y HE MOJUICKUT MOCIETYIOIIUM U3MEHEHUSIM.



Mogyms CVII "UnenTrOHIMPOBaHHAEIE M NOTEHUAIHHBIO PACKA".

Paznens1 "Pucku, oneHMBaeMEIe KaK BaXXHEIE 1A BKIIOYCHHA B IIepedeHb Ipo0IeM 1o
Oe3omacHOCTH" ¥ "PHCKH, He OICHHBaeMEIe KaK BaXXHBIE UL BKIIOUYEHHA B TIEPEICHB MPoOIIeM o
0e3omacHoCcTH"

293. B naHHOM MojyJ€e JIOJKHA OBITh MpeACTaBiIeHa HH(POPMALIMS, XapaKTepU3yolas
PUCKH B 4YaCTHU CEPbE3HOCTHU, YACTOThl M BJIUAHUSA HA COOTHONIEHHE '"MOJIb3a — PHUCK"
JIEKapCTBEHHOT' O IIpenapara.

294. B 4actu pHCKOB, HE OTHOCHMBIX K MpoOsieMaM 1Mo 0e30MacHOCTH, HHPOpMAIUs
MOXET OBbITh OOBEIMHEHA B COOTBETCTBUHM C OCHOBAHUSIMH, COTJIACHO KOTOPBIM JaHHBIE
PHUCKHU HE OTHECEHBI K YUCTY MpoOsieM 1o 6€30MacHOCTH.

Moayms CVII "UnerTndrimpoBaHHbIEe U OTCHIHATLHEIC PACKA'".

Paznen "HoBsre mpo6ieMsi mo 6€30macHOCTH U H3MEHEHHE KJIAaCCH(PUKAIMOHHOTO OTHECEHUS
mpobieM mo 6e30macHOCTH B 0OHOBJICHHOH BEPCHH IUIaHA YIPaBICHASA PACKaMH"

295. CornacHo NOJIy4YE€HHBIM Ha MOCTPETUCTPAIMOHHOM dTarle JaHHBIM M0 0€30MacHOCTH
uH(pOpMalKs 10 HOBBIM HACHTU()UIUPOBAHHBIM M MOTEHUUAIBHBIM PUCKaM BKJIIOUAETCS B
JOKYMEHTBl W pa3/ienbl J0ocbe Mo 0€30MacHOCTH (HampuMep, OlLleHKa CUTHaJIOB,
MepUoIMYEcKas OLIEHKAa COOTHOUIEHHS "MOJIb3a — PUCK'" JEKaApCTBEHHOTO Ipernapara Wid
IpOLEeypbl BHECEHUS M3MEHEHUN B YaCTHU CBEJICHUM MO 0€30MaCHOCTH) C OJHOBPEMEHHBIM
BBITIOJIHEHUEM OLICHKH OCHOBAHUM JUIsI OTHECEHUs HAHHBIX PHUCKOB K YHUCIY BaXHBIX U
BKJIFOUEHUSI B crienudUKaIuio 1no 0e30MacHOCTH IUIaHa yMNpaBJIeHUs puckaMu. B manHOM
clyyae B IUIaHE YyIpaBJ€HUS pUCKaMH He TpeOyercss AyOIupoBaHHUE MPEICTABICHHBIX
naHHbIX. [lonpoOHas mHpoOpMalysg MO BCEM HOBBIM Ba)XKHBIM MJIEHTU(ULHUPOBAHHBIM HIIU
MOTEHIMAIbHBIM PUCKaM JOJDKHA OBITh OTpaxkeHa B paszzene "[loapobHas uHbopManus o
BAXHBIX HWJICHTUPUIUPOBAHHBIX, BaXHBIX MOTCHIHATBLHBIX PpHCKAX W BaXHOU
orcytcrBytomeid nHpopmanun" monyns CVII cneuundukanuu no 6e€30MacHOCTH ILJIaHA
YIIPaBJICHUs PUCKAMH, YKA3aHHOTO B MyHKTax 283 — 285 nacrosuux [Ipasui.

296. B cmyyae m3MeHeHHUs KIacCU(PUKAIMOHHOTO OTHECEHMs WIJIM MCKIIOUCHHS U3
nepeyHs npoOieM Mo Oe30MACHOCTH BAXKHBIX HIACHTHU(QUIMPOBAHHBIX WM Ba)KHBIX
NOTEHIMAIbHBIX PUCKOB B JIaHHOM MOJYJie HEOOXOJIHMMO MpEJOCTaBUTh OOOCHOBAHHE
JAHHOTO U3MEHEHMS C COOTBETCTBYIOLIEH CChUIKOM Ha AaHHbIe Oe3omacHocTu. NHpopmanus
B JJAHHOM pa3Jieie MOXKET OBbITh MPe/ICTaBIeHA B BUJIE ONKCAHUS MPEIIIECTBYIOUIETO 3ampoca
YIOJIHOMOYEHHBIX OPTraHOB, CO CCHUIKON Ha MPOLEAYPY, B XOJ€ KOTOPOU Tako# 3ampoc ObLI
COCTAaBJICH.

Moayms CVII "UnerTHripoBaHHbIEe U IOTCHIUATLHEIC PACKH'".



Pazpen "Ilogpo6Hast nHEGOPMAIHUA O BaXXHEIX HACHTH(DUIIMPOBAHHBIX, BAXKHEIX MOT€HITHAIBHBIX
PHCKaxX H OTCYTCTByIomei nHpopMamum"

297. B mnane ympaBieHHs PHCKaMH, pa3paOOTaHHOM B OTHOIICHWH KOMOWHAITUU
JIEKapCTBEHHBIX MPEINapaToB, B CIy4Yae UX CYIIECTBEHHBIX pa3inyuil (HampuMep, pa3induii B
(bUKCHpPOBAHHBIX J103aX) HEOOXOJAMMO YETKO yKa3aTh, Kakue MpoOjeMbl 0€30MacHOCTH
OTHOCATCA K KaXJIOMY TpernapaTy KOMOMHAIIHH.

298. JlaHHBIM pa3fen IJaHa YNPAaBICHUS PUCKAMHU IPUMEHSAETCA KO BCEM AdTarnam
AKU3HEHHOTO IMKJIa JIEKApCTBEHHOro mpemnapara. lIpeacraBieHne JaHHBIX O Ba)KHBIX
UJICHTU(DUIIMPOBAHHBIX U BaXKHBIX TMOTEHIIMAJIBHBIX PUCKAX JIOJKHO BKJIIOYaTh B ceO
CJIETYIONTY 0 WH(HOPMAIIHIO:

a) HAMMEHOBAaHME PUCKA (C UCTOIB30BAHUEM TEPMHUHOJIOTUU MEXKIYHAPOIHOTO CIOBaps
HEXeNaTeNIbHbIX PEeaKUUi, BOZHUKAIOIIUX MPU NPUMEHEHUH JEKAPCTBEHHBIX MPENapaToB (
MedDRA) (ecnmu npruMeHNUMO));

0) MOTEHITUAJILHBIN MEXaHU3M;

B) UCTOYHHK JJOKa3aTeJIbHOW 0a3bl U CTENEHb JI0KA3aTEeIbHOCTH (Hay4Hasi OCHOBA JIJIs
MIPENOJIOKEHUS B3AUMOCBSI3H);

I') XapaKTEepUCTUKA PHUCKa (4acToTa, abCOMIOTHBIN PHUCK, OTHOCHUTEIbHBIM PHUCK,
CEPbE3HOCTh, CTENEHD TAKECTH, OOPATUMOCTb, OTAAJICHHBIE UCXO/IbI, BIUSHUE Ha KaYECTBO
KU3HU);

1) GakTopbl pUcKa U TPyNIbl pUcKa (B TOM uncie (GaKkTopbl, KacaloIIUecs MalueHTa, 1035l
, IEPUOJI PUCKA, AAIUTUBHBIEC WU CUHEPTU3MHUYECKUE (PAaKTOPbI);

€) MPEeIOTBPATUMOCTD (MPEJCKA3yeMOCTh PUCKA, HAIMYME YCTAHOBIEHHBIX (PaKTOPOB
pUCKa, KOTOpble MOTryT OBITh MHUHUMH3UPOBAHBI TMOCPEACTBOM PYTHUHHBIX WIIH
JOTIOTHUTENBHBIX MEP MHHUMH3AIMA pPUCKA, TOMUMO (HOpMHUPOBAHUS B IEJIOM
OCBEJIOMJICHHOCTH OTHOCUTENIBHO pHCKAa MIyTeM BKIIOYEHUsS HHQOpManuu B OOIIYIO
XapaKTEpUCTUKY JIEKAPCTBEHHOTO Ipenapara WM HUHCTPYKIHUIO MO MEIUIUHCKOMY
IPUMEHEHUIO, a TAKKE€ BO3MOXHOCTbH BBISIBJICHHSI PUCKAa Ha HAYAJIbHOM JTalle peaju3aluu,
YTO MOKET MO3BOJIUTh CHU3UTh CEPbE3HOCTh HEXKEIATEIIbHON PEaKLIUN);

) BIMSIHUE HA COOTHOIIEHUE "T0JIb3a — pUCK" JIEKapCTBEHHOTO Ipernapara;

3) BO3JICMCTBUE Ha OOIIECTBEHHOE 370POBbE (3J0POBbE HACEJIEHHs) (HAIpumep,
aOCOIOTHBIM PUCK MPUMEHUTENIBHO K pa3Mepy LEeJeBOM MOMyJsALHUU U, COOTBETCTBEHHO,
(aKTHYECKOE YUCIIO MOJBEPKEHHBIX HEOJAronpUATHOMY BO3JAEHCTBUIO JIMI] JTUOO OOIIMiA
pE3yNbTaT BO3JACHCTBUS HA YPOBHE OOIIECH MOIMYJISIUN).

299. Undopmanus o0 OTCYTCTBYIOIIEH MHPOpMAIMKU BKIOYAET B ce0s Cleayrolne
JaHHBIE:

a) HAaMMEHOBaHME OTCYTCTBYIOIIEH MH(MOpMaALUU (C UCTIOIb30BAaHUEM TEPMHHOJIOTHH
MedDRA (eciau npumMeHUMO));



0) obocHOBaHME MPEANOTOKEHUS 00 OTAWYUU Tpoduis O0e30MacHOCTH B YACTH
OTCYTCTBYIOLIEH HH(DOpManuu oT npoduiist 6E30MaCHOCTH, XapaKTepHOro s oOuien
LIEJIEBOM TOMYJISLINH;

B) ONMHCaHWE MOMYJISIIUH, TSl KOTOPOH TpeOyeTcs MOoTydeHHe TOTIOTHUTEIbHBIX JaHHBIX
M0 XapaKTepUCTHKE MpoQuisi 0e30macHOCTH, JUOO OMHCaHUE OKHUIAeMOro0 pHUCKa B
HEU3Y4YEHHOW YacCTH MOIMYJISIUHU, B 3aBUCUMOCTH OT CUTYalIUH.

Monyms CVIII "O606mennas urdopmamnus o mpobieMax 6e3omacaocTa”

300. B monyne CVIII nnana ymnpaBieHHs pUCKaMU yKa3bIBaeTcs 0000IIeHHas
nH(opMmaist 00 onpeaessieMbIX mpodaemMax Mo 6€30MacHOCTH, KOTOPbI€ KIaCCUPUIIUPYIOTCS
IO CJIEAYIOIINM KaTEerOpUsIM:

a) BAKHBIA UACHTU(PUIUPOBAHHBIA PUCK;
0) BaXXHBIN MOTEHIIMAIBHBIN PUCK;
B) OTCYTCTBYIOIIAss UH(GOpMAITHSI.

Yacrs [T "Tlnan no dpapmakoranzopy”

301. Ilenbto muiana no ¢papMakoHaI30pPy SABISETCS MpecTaBiIeHUE 0030pa U 000CHOBaHUE
3alIaHUPOBAHHBIX JIEP’KATEIIEM PETHUCTPAUMOHHOIO YJOCTOBEPEHHUS] JAEHCTBUU 1O
JanbHEHIIeN XapakTepucTuke mpodaemM mo 6e30MacHOCTH, BKIIOUEHHBIX B CHENU(HUKAIINIO
no Oe3onacHocTH. [lnan nmo dapmakoHaa3zopy NpeacTaBisieT cOOOM CTPYKTYpUPOBAHHBIM
IUIaH, pa3pabOTaHHBIN B LENSX:

a) M3y4eHHUs] MOTEHIMAJIBbHOTO pUCKA JJIsI MOATBEPKACHUS PUCKA B KAadyeCTBE
UACHTU(DUIIMPOBAHHOTO WIIA UCKITIOYSHHSI U3 TIEPEUHS MPOoOIeM 1Mo 0€30MacHOCTH;

0) mambHEeUIIe XapakTepuCcTUKHU pobJieM 1Mo 0e30MacHOCTH (BKIJIFOYAsi CTETICHb TSKECTH,
4acTOTy U (paKTOPbI PUCKA);

B) OIIpEJICJICHHs] METOIOB TIOJyYEeHUS OTCYTCTBYIOIIEH HHPOpPMAIIUK;

') OUEHKH 3(PPEKTUBHOCTU MEP MUHUMU3ALIMH PUCKA.

302. Ilman o dapmMakoHaI30py HE JOJKEH BKIIOYATh MEPOTIPUSITHS, HAITpaBICHHBIC HA
CHUXKEHHUE, PEeJOTBpaIlleHUe WU YIpaBlieHHe puckamu. J[aHHble MEepONPUITHS JOJKHBI
OBbITh MpECTaBIEHBI B YaCTH V IUIaHA yNPABJICHUS PUCKAMHU.

303. [lnan o dapmakoHaA30py JOJKEH OBITh OPUEHTHPOBAH Ha MPOOJIEMBI MO
6e3omacHoctu, o0obmennbie B Moayie CVII cnemudukanuu mo 6e30MacHOCTH IJIaHA
yIpaBJeHUsS PUCKaMH, U JOHKEH OBITh COpa3MEpeH IOJb3€ U PUCKAM JIEKAPCTBEHHOTO
npenapara. IIpy HalWM4YMM COMHEHMU IEpXKATENSIM PErMCTPALMOHHBIX YIOCTOBEPEHUI
cleyeT MNPOBECTH NpeABapUTENIbHbIE KOHCYJbTAllUM C YIOJIHOMOYEHHBIM OpraHOM
rocyJapcTBa-ujieHa B paMKax MpPOLEAYypbl HAyYHOTO KOHCYJIbTUPOBAHUS OTHOCUTEIBHO
HEOOXOJMMOCTH JOIOJHUTENBHBIX Mep MO (hapMaKoOHaA30pY, UX OCHOBHBIX 3TAllOB U CPOKOB
BBITIOJTHCHMSL.



304. [learensHOCTH MO (papMaKOHA30PY MOAPA3ACIACTCS HA PyTHHHBIC MEPOTIPUITHS 110
(hapMakoHaA30PY U TOMOJIHUTEIBHBIE MEPONIPUSITHS TIO (hapMaKOHAA30DY.

PyTuHHEIE MeponpuATHA IO (GapMaKOHAI30PY

305. PyTunHble MeponpuaTus no (GapMakoHAA30py MPEACTABISIOT COO0H KOMILIEKC
OCHOBHBIX MEpOIPUATHH, KOTOpPbIE JOJKHBI PETYJSAPHO BBINOJHATHCS JepiKaTeaeM
PErMCTPALIMOHHOIO YAOCTOBEPEHMSI B OTHOLICHUHU BCEX JIEKAPCTBEHHBIX CPEACTB B LEIAX
oOecrniedeHrs] BBINOJHEHHUsS] TPEOOBAaHMUI 3aKOHOAATENHCTBA I'OCYJAapCTB-WICHOB B cdepe
¢dapmakoHaa3zopa. BpIsBlIeHHE CHUTHAJIOB KakK 4YacTH PYTHUHHBIX MEPONPUSATHM IO
(hapMaKkOHaI30py SIBISETCS Ba)KHBIM 3JIEMEHTOM PadOTHI IO YCTAHOBJIEHUIO HOBBIX PUCKOB
BCEX JIEKApCTBEHHBIX MpenapaToB. Macrtep-¢aiin cuctembl (papMakoHaI30pa COACPKUT
noApoOHYyI0 MHPOPMAIMIO O PYTHUHHBIX MEPOINPHUATUIX MO (hapMakoHAA30py AeprKaTenei
PETUCTPAIIMOHHBIX yIOCTOBEPEHUH, MMOATOMY AyOJIMPOBAaTh JaHHYIO HH(POPMAIUIO B TUIAHE
yIpaBJIEHUsI pUCKaMU He TpedyeTcsl.

306. YIOJIHOMOYEHHBIN OpraH rocyJapCTBa-4eHa BIPABE IMPEIJI0KUTh JEPKATEIIO
PErUCTPALIMOHHOTO YIOCTOBEPEHHUS JIONOJHUTH JEHCTBYIOIIME MpoUeAypbl cOopa,
BepU(PUKAIMU, OLIEHKH U NpEeACTaBICHHS HH(GOPMALHUM O HEXKENaTeIbHbIX PEaKIUsiX,
OCYIIECTBIIIEMbIE B paMKax CIOHTAaHHOI'O penopTupoBaHus. B cinydae eciaum Oyner
PEKOMEHIOBAHO OTPaHUYMUTHCS COOPOM CTPYKTYPUPOBAHHBIX JIOMOJHUTENIbHBIX JTAHHBIX 10
pe3yibTaTaM BBINOJHAEMOM B paMKaX PyTHHHOW KIIMHUYECKOW NMPAKTUKU OLIEHKU COCTOSIHUS
NalMeHTa, y KOTOPOTO pa3BUIIach HEXKeNaTeJdbHas peakilus, JaHHas NeSITeNbHOCTh OyAeT
paccMaTpuBaThCA Kak pyTMHHas. B 3ToMm ciiyyae B JaHHOM pasjelie IJIaHa YIPaBICHUS
pUCKaMM J€pXKaTellb PEruCTPALlMOHHOTO YJOCTOBEPEHHUsI IPUBOAUT MOSICHEHHE 10
U3MEHEHHSIM B PYTHUHHBIX MEPONPHUATUAX MO (PapMaKOHAA30PY, BHECEHHBIM COIJIACHO
IIPEIOKEHHSIM YIIOJTHOMOYEHHOTO OPraHa rocyJapcTBa-4jeHa.

307. B cny4dae eciy ynoJHOMOYEHHBIM OpraH peKOMEHyeT BKJIKOUYUTH MPEICTABICHUE
00pa31LoB TKaHEH WM KPOBHU B OINPEJCICHHYIO KIMHUYECKYIO JJaOOpaTOPHUIO Ui OLICHKU
JOTOJHUTENbHBIX MAapaMeTpoB (HANpUMep, ONpEeeJICHUE aHTUTEN), HE BBHIMOJHSIEMON B
paMKax pyTHHHOW KIIMHWUYECKOW MPAKTUKH, TaHHAS IEATEIbHOCTD JOJIKHA PACCMAaTPUBAThCS
KaK JIOTIOJIHUTEIbHOE MEPONIPUATHE IO (papMaKOHAA30DY.

308. JlanHblil pazaen miaHa ynpaBieHUs PUCKAMU JOJKEH BKIIIOYATh B CEOsl ONMKUCaHUE
TOJIBKO TOW 4YacTU PYTHMHHOW JEATEIbHOCTH MO (papMakoHaA30py, KOTOpas BBIXOJIUT 3a
Npeenbl BBIMOJHAEMBIX MEpPONPUATHI MO paboTe ¢ COOOLIEHHSIMU O HEeXeIaTeIbHbIX
peakusax U oOHapyKEHHUIO CUTHAJIA.

CrenuanbHBIE OIPOCHHUKH IO IOCIEAyIomeMy cO0py HHPOpPMAIMH O HeXKEJIAaTEeNbHBIX PeaKIUIX

309. Ecnu ju1st BBIMOTHEHUSI PYTUHHBIX MEPOIIPUATHH TI0 (hapMaKOHAA30Py OT JAepKaTEIs
PETUCTPAIlUOHHOTO YJOCTOBEpEHUs] TpebyeTcs (WM caM OH IUIAHUPYET) COCTaBUTh



CIIeIIMAJIbHBIC OMPOCHUKH TSI TIOJIYUSHHUS CTPYKTYPHUPOBAHHONW HH(GOPMAIIUN O BBISBICHHBIX
MOJI03PEBAEMBIX HEXKEIATEIbHBIX PEaKIUsIX, MPEACTABIAIOMMUX OCOOBIH HWHTEpec,

HEOOXOMMO ONHCAaTh HCIOJIB30BAHUE YKAa3aHHBIX MaTepHajIoB B paMKaxX PYTHHHBIX

MEpPONPUATHIA 1O (apMaKOHAI30py M TMPEJACTAaBUTh IMPOCKTHI JAHHBIX OMPOCHUKOB B

npunoxennrn Ne 4 K TJIaHy yOpaBlIeHUs puckamu. Vcmonp3oBaHWe CrHemUaIbHBIX

OTIPOCHMKOB T10 TIOCNIeAYIoIIeMy cOopy HH(GOPMAIIUK O HEeXKeTaTEIbHbBIX PEAKIIUSIX OTHOCUTCS
K PyTHHHBIM MEPOTIPUATHSIM 110 (hapMaKOHAI30DY.

310. be3 ymepba st OpuruHaIBLHOCTH (hopMaTa ONMPOCHUK, UCIIONB3YEMbIN Pa3HBIMU
JIEpKaTeIIMA PETUCTPAIIMOHHOTO YAOCTOBEPEHHUSI JIJIsI OJHOTO M TOTO K€ HEXKeIaTeIbHOTO
SBJICHUS, JOJDKECH OBITh Kak MOJKHO 0o0Jiee COINOCTaBUMBIM, YTOOBI 0O0ECICUHUTh
GbOopMHpOBAaHHE COTJIACOBAaHHBIX JAHHBIX JUIS BBINIOJTHEHHS OLECHKHM W TPUHATHS
PETYJIATOPHBIX PEIICHHH TPU OJHOBPEMEHHOM CHIDKCHHHM HArpy3KH Ha CIHEIHANCTOB
CHUCTEeMBl 3JpaBooxpaHeHus. Mcxoas W3 3TOro, nepkareisiM pPEerucTPaluOHHOTO
YAOCTOBEPEHUS CIIETyeT MPEAOCTABIIATD I O3HAKOMJICHUS M UCITOJIH30BAHUS, TMEIONITUECS
CIIeIMAIbHBIC ONMPOCHUKHU [0 3allpocy JAPYTHM JepKaTelsiM PErucTpPaloHHOTO
YIOCTOBEPEHUS.

Jpyrue BUABI pyTHHHOH JIeATEIHHOCTH O apMaKOHAI30PY

311. danublil pa3zaen mjaaHa yrnpaBieHUs pUCKaMU JIOJDKEH BKJIKOYATh B ¢e€0s ONMHUCaHKe
ApYruX BUIOB PYTUHHOM JEATEIBbHOCTH MO (hapMaKOHAA30py (Hampumep, Mmporpammy
YCUWJIEHHOTO MacCMBHOI'O MOHUTOPHHIA, aHalW3 HAOII0/1aeMbIX JAHHBIX MO CPAaBHEHMIO C
OKUJAEMbIMHU, KyMYJISITUBHBIE 0030pbI HE)KEIAaTEIbHBIX SIBICHUNH 0COO0T0 HHTEpeca).

JlonoHUTENHBIE MEPOIIPUATHA IO (apMaKOHAI30py

312. B naHHOM pasjene miaHa ynpaBJICHUS PUCKAMU JIEPKATEIb PETUCTPALMOHHOTO
yAOCTOBEPEHHUSI OMNMHUCHIBACT 3aIlJIAHUPOBAHHBIC JIOMOJHUTEIbHBIE MEPOIPUATHS IO
(hapMakoHa30py ¢ MOAPOOHBIM YKa3aHUEM, Kakasi MH(popmalus J0JxKHa ObITh coOpaHa, B
HEeJAX MOCeAYIoNIeil 0oiee TOYHOW OIIEHKU COOTHOIIEHUs "mois3a — puck". Jlepxkarens
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIOJKEH OLIEHUTh CHUTyallih, B KOTOPBIX TpeOyercs
MPUHATHE JOTOJHUTEIBHBIX Mep 10 ¢dapMakoOHAA30py MO MPUIMHE HEBO3MOXKHOCTH
JOCTHOKEHUST e 10 HaJyIeKalled OIEeHKE M W3YyYEeHHIO PHCKa MPU MOMOIIU PYTUHHBIX
MeT0/10B (papMakoHam30pa.

313. K 10noaHUTEIbHBIM MEPOIIPUSATUSAM 10 (PapMaKOHAA30py OTHOCUTCA JI€ATEIbHOCTh
no (papmakoHaA30py, KOTOpAsl HE SIBISECTCS PyTUHHOW. /[aHHas NeATeNbHOCTh BKIIIOYAET B
ce0s1 TOKJIMHUYECKUE UCCIIEIOBAHMS, KIMHUYECKUE HUCCIEOBAaHUS U HEMHTEPBEHIIMOHHbIE
UCCIIEIOBaHMs, B TOM YHUCIE JJIMTENbHOE MOCcHeaylolee HaOI0/IeHHe 3a NalUeHTaMH,
MPUHUMABIIMMH y4acTUE B KIMHUYECKOM HCCIIEIOBAHUU, WJIM KOTOPTHOE UCCIEOBAHUE T10
OLICHKE 0€30MacCHOCTH JIEKaPCTBEHHOTO Mpenapara npu JJIUTeIbHOM NpUMEeHeHuH. B cinydae



BO3HUKHOBEHUS COMHEHUN OTHOCUTEIBHO HEOOXOJMMOCTH BBIMOJHEHHS JAOMOJIHUTEIBHBIX
MepOonpUITHI 10 (hapMaKOHAA30py JepKaTellb PErUCTPAMOHHOTO YAOCTOBEPEHUSI MOXKET
0o0paTUThCS € 3aMPOCOM O KOHCYJIbTAIMH MO JAaHHOMY BOMPOCY B YIIOJIHOMOYEHHBIN OpraH
rocyJapcTBa-uieHa B paMKax MpoIeaypbl HAyYHOT'O KOHCYJIbTUPOBAHHUS.

314. UccnenoBanus B ImiiaHe Mo (papMakOHAA30py AOJKHBI ObITh HAIpaBJIEHbI Ha
UACHTU(DUKAIMIO U XapaKTEPUCTUKY PUCKOB, COOP JIOMOJHUTENBHBIX JaHHBIX 10 acleKTam
OTCYTCTBYIOIIEH HHQOpMAnuMU WIH OLEHKY 3(P(EKTUBHOCTU JIOMOJIHUTEIBHBIX MEp
MUHHAMH3ALUU PUCKA.

315. [IpoToKoOJIbI HCCIIEIOBAHU MOTYT BKJIFOYAThCS B OOHOBJICHUE TUIAHA YIIPaBICHUS
PUCKaMH TOJIBKO B CJIyyasX, €CJId JaHHBIE HCCIEIOBAaHUS ObUIM BKJIIOYEHBI B IUIAH IO
(dhapmMakoHaI30py M 3alpoIIEHbl YIMOJHOMOYEHHBIM opraHoM. O030p W 0400pEeHHBIC
MPOTOKOJIBl MCCIAEAOBAHMUI, BKIIOYEHHBIX B IJIAaH MO (papMakoHaA30py, IOJKHBI OBITh
IIpeICTaBICHBI B YacTH b npwitoxenus Ne 3 k miaHy ynpaBieHUs PUCKaMH, YKa3aHHOMY B
nyHkTax 334 u 335 nactosmumx IIpaBun (mocpeacTBOM 3JIEKTPOHHBIX OTCHUIOK MIIUM CCBLJIOK
Ha IIPOTOKOJI, BKJIKOYEHHBIA B JIPYrOM paszeis AJIEKTPOHHOIO PETMCTPALMOHHOIO JIOCHE).
JIpyrue mpoOTOKOJIBI MCCIENOBAHUN KaTeropuu 3, ykazaHHOM B NyHKTe 304 HacTOSAIIMX
[IpaBui, npeacTaBieHHbIE TOJIBKO 7151 MH(OPMALIUY, TAKKE MOTYT ObITh BKJIFOUEHBI B YacTb
B npunoxenus Ne 3 k miany ynpaBi€HHs pPUCKaMH, YKa3aHHOro B myHKTax 336 m 337
Hacroamux IIpaBuin. Ilocime mpexncTaBieHHs] 3aKIIOYHUTENBHOTO OTYETa JUIA OLIEHKH B
YIIOJIHOMOYEHHBIN OpraH IMPOTOKOJIBI 3aBEPIICHHBIX UCCIEIOBAaHUMI MOJIEKAT UCKIHOYEHUIO
n3 npuioxxeHus Ne 3 K riaHy ynpaBiieHUs] pUCKaMU U UCCIEI0BAHMS HCKITIOYAOTCS U3 TUIaHA
1o (hapMaKoHa30py.

316. Jlepxkarenu perucTpaliMOHHBIX YIOCTOBEPEHHH MOTYT MPEACTABIATH B
YIIOJTHOMOYEHHBIE OPraHbl TOCYJApPCTB-YJICHOB IPOTOKOJBI MOCTPETMCTPALUOHHBIX
MCCJIeI0BAHMM 10 O€30MacHOCTH JUIsl MOJYYEHUs HayYHOU KOHCYJIbTALUH.

CBomHas TabMIa N0 JOMOIHATEIFHEIM MEPOIIPHATHAM IO (papMaKOHAA30PY

317. B nanHOM pasfesie TuiaHa YIpaBJICHUS PUCKAMH OIHUCHIBACTCS ACATEIBLHOCTD IO
(dhapMakoHa30py, HAMpPaBICHHAS HA BBISIBJICHUE W XAPAKTEPUCTHUKY PUCKOB, CBSI3aHHBIX C
pUMEHEHHEM JIEKapCTBEHHOTO Tpenapata. HekoTopbie BUIBI JAHHON NEATETHHOCTH MOTYT
OBITH 00s13aTETLHBIM YCIIOBUEM PETHCTPAIINH, TTOCKOIBKY SBIISIOTCS JIMOO KITIOYEBBIMU IS
COOTHOIIEHUs "ToNb3a — pHCK" JIEKAapCTBEHHOro Tmpemapara (oO0o3HauaeMble Kak
ucclenoBanus Kareropuu 1 B miaHe mo (apMakoHaa30py), TM00 0COOBIMU 00513aTENIbCTBAMHU
B KOHTEKCTE YCJIOBHOW PETUCTpAllMUd Ha UCKIIOYUTEIBHBIX YCIOBUAX (00O3HAYaEMBbIe Kak
HCCJIEIOBAaHUS KaTeropuu 2 B Tuiane mo (apmakoHaazopy). Ecnu ycTaHoBIEeHHBIE yCIIOBUE
UM 0053aTENbCTBO MPEACTABISIOT COOOW HEWMHTEPBEHIIMOHHOE WCCIEAOBAHUE TIO
0€30MacHOCTH, BBIMOJHEHUE JAHHOTO WCCICIOBAHUS TOJJICKUT KOHTPOIIO CO CTOPOHBI



YIOJIJHOMOYEHHOI'O OpraHa W Ipy IJIAHUPOBAHUM U MPOBEICHUN HCCIIEOBAHUS JIepKaTeIeM
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS JOJHKHO OBITh OOECIIEUEHO BBINOJHEHHE TpeOOBaHUM,
YKa3aHHBIX B paszaene X Hactosmux [Ipasui.

318. B muiane ympaBieHus pUCKAMH MOTYT MOTPEOOBATHCS APYrUe UCCIEIOBAHUS s
U3y4deHHUs] MpoOieMbl 0€30MacHOCTH WM ISl OIEHKU 3()(PEKTUBHOCTH MEPOINPUSATUH IO
MUHUMM3ALUA PUCKOB. Takue uccineoBaHus, BKIIOYEHHBIE B IJIaH MO (hapMaKoHAA30pYy,
TaK)XK€ UMEIOT IOPUANYECKUE OCHOBaHMS (0003HaYaeMble KaK UCCIEIOBaHUs KAaTErOpHH 3 B
wiaHe no Qgapmaxkonanzopy). CBoaHas TabnMua MO JOMOJHUTEIBHBIM MEPONPUITHIM I10
(hapmakoHaI30py J0JIKHA 00ECTIeUnBATh MOHATHOCTD ISl BCEX 3aMHTEPECOBAHHBIX CTOPOH B
OTHOILIEHUH TOTO, K KAKOM KaTeropuu B cOOTBETCTBUU ¢ MyHKTOM 303 HacTosimux [IpaBun u
HACTOSIIMM IYHKTOM OTHOCHUTCSI MEpPONpPUSATHE B IUIaHe MO (apmakoHaa3o0py (yciaoBue
pPETUCTpALNK, OINpEeIeTIeHHOEe O0053aTeNbCTBO JHOO HCCIEAOBaAaHUE HEOOXOAUMO s
JadbHEUIEero M3ydeHHs MpoOiieMbl O€30MacHOCTH WM I OUEHKU 3(PPEeKTUBHOCTH
MEpONpPUATHI MO MHUHUMM3ALMU PHUCKOB, cTaTyca (00s3aTenbHOE JHOO HOPUANYECKH
000CHOBAaHHOE), TUI UCCJEeA0BaHUs (MHTEPBEHIIMOHHOE WM HEWHTEpBeHUHOHHOE)). [lpu
MIPOBEJICHUH MHTEPBEHIIMOHHBIX UCCIEAOBAaHUN CIeAyET PyKOBOACTBOBATHCS TPEOOBAaHUSIMU
[IpaBun Haexkaen KIMHUYECKON TPAKTUKHU.

319. Ilman ynpaBiaeHHUs pUCKaMHU BOCIHPOMU3BEICHHBIX JICKAPCTBEHHBIX IPENApaToOB
JOJKEH OTpa)kaTb HEOOXOJMMOCTH BBIMOJHEHUS HCCIENOBaHUN 1O (hapMaKOHAI30py B
cilyyae, eclid Takas HeoOXOJMMOCTh UMEETCS MO0 COCTOSIHUI0O Ha MOMEHT perucrpanuu. B
ONPEAEIIEHHBIX CIIy4YasX BBINOJHSAEMbIE WIM IUJIAHUPYEMbIE IOCTPErMCTPALMOHHbBIE
ucciaeoBanusi 0e30MacHOCTH JUIsi pePEepeHTHOro JEKApCTBEHHOrO Ipernapara MOTYT
noTpeOOBaThCS U JI1 BOCIPOU3BEIECHHOIO JIEKAPCTBEHHOI'O Mpenapara (Hampumep, Kornaa
HEOOXO0MMO BKJIIOUUTH B JAaHHOE HCCIIeI0OBaHUE OO0JIbIIee KOJIMYECTBO MAMEHTOB MO0 BCeX
MalKeHTOB, KOTOPBIM Ha3HayaeTcs JedeHue peQepeHTHbIM WM BOCIHPOU3BEIECHHBIM
JEKapCTBEHHBIM IIpernaparoM). B ciydasdx, koraa 3TO NPUMEHUMO, MPHUBETCTBYETCS
MIPOBEICHHE COBMECTHBIX MOCTPETUCTPAIMOHHBIX HCCIIEJOBAaHUN O€30MacHOCTH (Hampumep,
IpU BHEIPEHUH PErucTpa JuO0 Mpu OmpeneieHuu TpeOOBaHMS MO MPOBEICHUIO JAHHOTO
UCCJIeIOBAHUS JIJISl BCEX 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENApPaTOB C ONMPEICICHHBIM
JEHCTBYIOLIMM BEUIECTBOM U MPUMEHSEMBIX 10 ONPEIEIEHHOMY [TOKa3aHUIO).

Yacts IV mnana ynpasnenus prckamu "Inan mocTperucTpanMOHHBIX HCCIISIOBaHUI
sbdexTuBHOCTH"

320. [auHbIi pa3nen miaHa ynpaBlIeHUs] PUCKAMH JOJDKEH BKIIOYATh B CE0s MmepeyeHb
MMOCTPETUCTPAIIMOHHBIX HCCIeAOBaHUN 3()PEKTUBHOCTH, KOTOPHIE SBIISIIOTCS OCOOBIMU
00s13aTeNbCTBAMU WJIM YCIIOBUEM IPU peructpainuu. B ciaydae oTCYyTCTBUS y AepKaTems
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI 0COOBIX 0053aTENbCTB IPH perucTpanuu yactsb [V miana
YIPaBICHUS] PUCKAMU MOKET HE 3aIOTHATHCS.



Yacts V "Mepsl MUHAMHI3aIMH PHCKOB (BKIII0Yas ONEHKY 3()PEeKTHBHOCTH MEp MAHAMM3AIUH
puckoB)"

321. B cooTBeTcTBUMU CO cHenudukanuein mo 0e30MacHOCTU JAep)KaTelb
PETHCTPALIMOHHOIO YIOCTOBEPEHNUS JOJKEH OLICHUTh, KAKHE MEPONPUATHS 10 MUHUMH3ALUU
PUCKOB HEOOXOIMMBI B OTHOIICHUHU KaXXJ0M mpoOieMbl mo Oe3zomacHocTu. Ilnan mo
MUHUMH3ALUU PUCKOB JIOJKEH BKJIIOYaTh B ce0s MOAPOOHYI0 MHPOPMALIUIO O MEPOTIPUSATHUAX
110 MUHUMU3ALMHI PUCKOB, KOTOPBIE JTOJKHBI OBITH MTPOBEACHBI B LIENSAX YMEHBIICHHS PUCKOB,
CBSI3aHHBIX C KaX/10M U3 YCTaHOBJIEHHBIX MPOOJIeM MO OE30MaCHOCTH.

322. Jnisi aHAJNOTUYHBIX JAEHCTBYIOUIMX BEILIECTB, COJAEPKAIMXCS B PA3TUUYHBIX
JIEKapCTBEHHBIX MperapaTax ¢ CylIECTBEHHO OTINYAIOLIMMUCS MTOKa3aHUSAMU K IPUMEHEHHIO
WIM LEJEBbBIMU MOMYJAIUAMH, MpeAcTaBiseTcs lLienecooOpa3HON pa3paboTka
WHJUBUIyalIbHBIX TUIAHOB 110 MUHUMHU3ALMU PUCKOB JJI KaXKJI0r0 U3 mpenapaTtoB. To ecTh
IUISL JIEKAPCTBEHHBIX IPENapaToB, MOKa3aHUs K MPUMEHEHUIO KOTOPBIX OTHOCATCS K pa3HbIM
00J1acTSIM MEAMIMHBI U CBSI3aHbl C PA3JIUYHBIMU MpoOieMaMHu O€30MaCHOCTH, WU JIs
JIEKApCTBEHHBIX IIPENapaToB, B pe3yJIbTaTe€ MPUMEHEHHS KOTOPBIX PUCKH Pa3IMYarOTCs B
3aBUCUMOCTH OT 1I€JIEBOW MOMYJISIIIUKU, WIH JIJISl JIEKAPCTBEHHBIX MPENapaToB ¢ Pa3iudHbIM
MIPABOBBIM CTaTyCOM JJIs OTIIyCKa OOOCHOBAHHBIM SIBJISIETCS pa3pabO0TKa MHIUBUIYAITbHBIX
IUIAHOB MUHUMU3ALIUU PUCKA.

323. Mepbl MUHUMH3aLMU PUCKOB MOTYT COCTOSITb U3 PYTMHHBIX MEP MUHHUMH3ALUU
PUCKOB M JOIOJHUTEIBHBIX MEP MUHUMU3ALUU PUCKOB. Bce Mepbl MUHHMH3allUA PUCKOB
JOJKHBI UIMETh YETKO 0003HAYEHHYIO 1IEJb.

324. JepxaTeiasiMu PETUCTPALMOHHBIX YIOCTOBEPEHUN JOJKHA BBINOJHATHCS
nepuoanyecKasl oleHKa HeOOXOAMMOCTH MPOJIOJKEHHS BBIITOJIHEHUS! YCTAaHOBIEHHBIX MEp
MUHUMU3ALMN PUCKA, @ TAKXKE BBIMOJHATHCS OLIEHKA UX 3PPEKTUBHOCTH. J|OMOTHUTENbHbIE
Mepbl MUHUMM3ALUK PUCKA U OlleHKA 3()(PEKTUBHOCTH MEP MUHMMH3ALUKA PUCKA TOJAPOOHO
onucansl B paszene XII nacrosmux [Ipasui.

PyTuHHEIE MEpHl MUHUMH3ALUA PHCKOB

325. PyTuHHbBIE MEpbl MUHUMH3ALMKM PUCKOB BKJIIOUAIOT B c€0s1 MEpONpUsTUS (IEUCTBUS),
KOTOPBIE MPOBOJATCS B OTHOIIEHWH KaXKJIOrO JEKApCTBEHHOTO mpenapata. l[IpumeHenue
PYTHHHBIX MEP pACIPOCTPAHACTCS HA:

OOIIyI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO MpenapaTa U HHCTPYKIUIO M0 MEIUIIMHCKOMY
MIPUMEHEHHUIO;

MAapKUPOBKY JIEKAPCTBEHHOI'O IIpEIapara;

pa3Mepbl yIIaKOBKHU;

KAaTETOPHIO OTITyCKa JIEKAPCTBEHHOI0 IIpenapara.

Heobxoaumo yuuTsiBaTh, 4TO (pOpMa BHITYCKa JIEKAPCTBEHHOTO MperapaTa Tak:Ke MOXKET
WTpaTh BAXHYIO POJIb B MUHUMH3ALIMU PUCKOB JIEKAPCTBEHHOTO Mpenapara.



OO6mast XxapaKTEpHCTHKA JIEKapCTBEHHOTO MPENapaTa i HHCTPYKIHA 110 MEHITHHCKOMY
OPHMEHEHHIO

326. O6mas xapakTepUCTHKa JEKApCTBEHHOTO MpemnapaTta W HHCTPYKIUS 10
MEJUIIMHCKOMY TTPUMEHEHUIO SIBJISIOTCS BaXXHBIMU MHCTPYMEHTAMU MUHHMU3AIUU PUCKOB,
MOCKOJBKY TPEACTABISIOT CO00M KOHTPOIUPYEMBIM W CTaHAAPTU3UPOBAHHBIM (opmar
MH(OPMUPOBAHUS MEAUIIMHCKUX U (papMaleBTUYECKUX PAaOOTHUKOB, a TAKXKE MAllUEHTOB O
JIEKapCTBEHHOM Ipernapare.

327. O6mias xapakTepUCTHKA JEKApCTBEHHOTO MpernapaTta W HHCTPYKIHUS 0
MEIULMHCKOMY TIPUMEHEHHUI0 o00ecrneyuBaloT UHOOPMUPOBAHUE OTHOCUTEIHHO
pEKOMEHAIMi IO PyTHHHBIM MepaM MUHUMM3AIUU PUCKOB, TaHHASI HH(POPMAIIUS BKIIOYAET
2 TUIAa peKOMEHAAINN:

pyTUHHOE MH(POPMHUPOBAHHUE O PUCKE OCHOBAHO Ha WHGOPMAIIUH, BKIIOYCHHOW B
nonpasznen 4.8 pazaena 4 oOiel xapakTEpUCTUKHU JEKAPCTBEHHOTO Mpenapara U MHCTPYKUIUU
M0 MEJUIIMHCKOMY MTPUMEHEHUIO, HAMPABJICHO HAa NH()OPMUPOBAHUE CIIEIIUATTUCTOB CUCTEMBI
3IpaBOOXPAHEHUS U MAIlMEHTOB OTHOCUTEIBHO HEXENaTeNbHbIX 3()PEKTOB JTEKAPCTBEHHOTO
npenapara B LeJsIX 00ecreueHrs] BO3MOXXHOCTH MIPUHATHS PEIICHUS] OTHOCUTEIBHO JICUCHUS
C YYETOM JIaHHBIX 10 TPOoduITt0 0€30MaCHOCTH;

pPYTHUHHBIE MEPbl MUHUMM3ALIMKU PUCKA BKIIIOYAIOT B c€0sl ONpe/ieICHHbIC KIIMHUYECKUE
MEpOIPUSITUS, HAMPaBJICHHbIE HA MPEIOTBPAIICHUE WU CHUXKECHHE PUCKA, U OTPAXKEHBI
npeuMyliecTBeHHO B mojapasnenax 4.2 u 4.4 paszaena 4 oOmel XapaKTepUCTUKH
JIEKapCTBEHHOT0 Mpenapara, HO MOTYT TakXke 3arparuBarh noapasaenst 4.1, 4.3, 4.5 -4.7 n
4.9 paznena 4 o01Iel xapakKTepUCTUKH JIEKAPCTBEHHOTO TMperapara, a TakkKe paszeinsl 2 u 3
UHCTPYKIUM TI0 MEIUIMHCKOMY mpuMeHeHuto. OcoOble YyKazaHUS HW  MEpHI
MPETOCTOPOKHOCTH B OOIIEH XapaKTEPUCTUKE JIEKAPCTBEHHOTO Mperapara, HalpaBjIeHHBIC
Ha MUHUMU3AIUIO PUCKA, BKJIIOYAIOT B CEOsI B TOM YHCIIE CIIEIYIONIYI0 HHGOPMAIUIO:

BBITIOJTHEHUE OMPEICIICHHBIX UCCIENOBAHUM MEepe]l HaYajIoM JICUCHHUS;

MOHUTOPHHT JIa0OPATOPHBIX MapaMETPOB BO BpeMs JICUEHUS,

MOHUTOPHUHT OMPEAEICHHBIX CUMITOMOB U TAPaMETPOB, XapAKTEPHBIX JJIsI IPOSBICHUS
pHUCKa;

KOPPEKTUPOBKA J103bl WM MPEKPAILCHUE JICYCHUS TIPU BOSHUKHOBEHUH HEXKEIATEIbHbBIX
SBJICHUM UM U3MEHEHHUH JTA0OPATOPHBIX MMapaMeTPOB;

BBITIOJTHEHUE MPOLETYPhl YCKOPEHHOM 3IMMUHAIIMY JIEKAPCTBEHHOIO Mpernapara mnocie
MpepbIBaHUSA JICUEHNUS,

pPEKOMEHIaIMH 110 KOHTPaLCTIIINH;

3ampeT OJJTHOBPEMEHHOIO TPUMEHEHH S APYTUX JIEKAPCTBEHHBIX IIPeNapaToB;

BO3/IciicTBHE Ha (haKTOPHI PUCKA, KOTOPHIC MOTYT IIPUBECTH K HEXKENATeIbHOU peakinu
MIpU IPUMEHEHUH JICKAPCTBEHHOTO IIpenapara;



PCKOMCHAAINN O JIHUTCIBHOM IIOCICAYIOIICM KIIMHHYCCKOM Ha6JHOI[eHI/II/I JJIA
BBIABJICHHUA HAa PaAHHUX CTAAUAX OTCPOUYCHHBIX HEKCIIATCIbHBIX peaKHI/Iﬁ.

PazMep ymakoBku

328. IInanupoBaHue pasMepa YHNAaKOBKH, MO3BOJISIOLIETO OTPAHUYUTH JTOCTYITHOE
KOJIMYECTBO JIO3MPOBAHHBIX E€IUHUIl JIEKAPCTBEHHOTO IMpemnapaTta B OJHOW YIAaKOBKE,
ABJISIETCS] OTHOM W3 PYTUHHBIX MEp MUHMMH3AlMK PUCKOB. [Ipu orpaHMdeHnn KOJIMYecTBa
€JIMHUI] BBIMUCAHHOTO JIEKAPCTBEHHOIr'O IMpenapara MalMeHT BBIHYXKJEH oOpalarbcs K
JeyalleMy Bpady 4epe3 MEHBIINE MPOMEXKYTKH BPEMEHHU, UYTO MOBBIIIAET BEPOSTHOCTH
BBIMIOJTHEHUSI KOHTPOJSL €ro COCTOSHUSI M COKpaIllaeT BpeMsi €ro HaxoxXJIeHus 0e3
COOTBETCTBYIONIETO HaOMIOMeHus. BhIMyck ymakoBku Ha HEOONbIIOE KOJIUYECTBO
JIO3UPOBAHHBIX €AUHHUI] (B OCOOBIX CIydasix — Ha OJHY JIO3UPOBAHHYIO €JIMHUILY) TaKKe
MOKET OBITh TOJE3HBIM B Ciy4ae, €CJIM OJHUM K3 OCHOBHBIX PHUCKOB CUHUTAETCS
nepe103upPOBKA.

Kareropus oTmycka JIekapCTBEHHOI'O Ipenapara

329. Kareropus oTmycka JIeKapcTBEHHOTO TIperapara, Mpu KOTOPOW BBOJIUTCS KOHTPOJIb
YCIIOBUM €Tr0 OTHYyCKa HACEICHUI0, MOXET MOMOYb CHU3UTh PHUCKH, CBSI3aHHBIE C
KCIOJIb30BaHWEM TAKOTO JICKAPCTBEHHOTO TpenapaTa Wi €ro HEMpaBWIbHBIM IPUMEHEHHEM.
DTO IOCTUTAETCS PETYIUPOBAHUEM YCIOBUM, MPU KOTOPHIX JIEKAPCTBEHHBIN MpernapaT MOXKET
OBITh Ha3HAYCH, WM YCIOBUH, IPU KOTOPBIX IMAIIUEHT MOXKET IOJYyYHTh JICKAPCTBEHHBIN
npemnapar.

330. B peructpallioHHOE YJIOCTOBEPEHUE HEOOXOAMMO BKIIOYUTH MOJAPOOHYIO
uHpopmaIuo o JOBIX YCIOBHUSAX, OTPAHUYCHUSX TUCTPUOBIONMHU WIJIM HCIOJIb30BaHUU
JIEKapCTBEHHOTO Mpernapara, BKJIKOYas YCIOBHS, IMPU KOTOPBIX JIEKAPCTBEHHBIN MpemnapaT
MOKET CTaTh JIOCTYITHBIM JIJIS TTAIIMEHTOB (KaTErOPHUI0 OTITYCKa JIEKApCTBEHHOIO Mpenapara).
JlaHHBIN cTaTyc BKJIIOYAET B ce0s1 MHPOPMALIMIO O TOM, TOAJICIKUT JICKAPCTBEHHBIN Mpenapar
OTIYCKY IO PEIENTy WX OTHycKy 0e3 pementa. OH TakXe MOXET OTpaHHYUBATHL MECTa
pacrpocTpaHeHus JIEKapCTBEHHOTO Mpernapara (Hanpumep, OrpaHMYeHHBIN MOPSI0K OTITYCKa)
. B oTHoOmeHnn geKapCTBEHHBIX IMpenapaToB, MPHOOPECTH KOTOPHIE MOYXKHO TOJBKO IIO
pelenTty, HeoOXOAUMO BBECTU JOIMOJHUTEIbHBIC YCIOBHS, a HMEHHO OIPEICIUTh
JIEKApCTBEHHBIC MpenapaThl, KOTOPbIE MOXHO NPUOOPECTH TOJBKO MO CHEHUAIBLHOMY
perenTy.

ﬂOI[OJIHKTCJILH]:IC MCPEI MUHAMH3AIUHA PACKOB

331. JlomosHUTENBbHBIE MEPHI MUHUMU3AIMN PUCKOB JTOJKHBI OBITH MPE/I0KEHBI, KOT/1a
BBEJICHUE TaKUX MEp SBJISIETCS HEOOXOAUMO JJI o0ecreueHus: 6e30MacHoro u 3PEeKTUBHOTO



MCIIOJIb30BaHUsI JIEKAPCTBEHHOTO mpemnapaTta. Heo0XoauMocTh IPOI0IKEHUS BBITIOJTHEHUS
JOTIOJTHUTENIBHBIX MEpP JO0JIKHA MEePUOIUIYECKU IepecMaTpPUBATHCS.

332. JlonoaHUTENbHbIE MEPHl MUHHUMHU3ALMNU PUCKOB MOCIE UX COIJIACOBAHUS C
YIOJTHOMOYEHHBIM OPraHOM TOCYAapCTB-UJIEHOB CTAHOBSTCS YCJIOBHEM [IJIs TOJYYEHUS
PETUCTPAIMOHHOTO YJIOCTOBEPEHUS MO0 COXpPAaHEHUS PETUCTPAIMOHHOTO cTaryca. B
COOTBETCTBYIOIIMX CIy4asiX MOJHAs HHPOPMAIIHS O JOTOTHUTEIBHBIX MEpaX MUHUMU3AIUU
PHUCKOB JI0JI’KHA OBITH MPEICTaBICHA B MPUI0KEHUHU Ne 6 K TUIaHy yIpaBJICHUS] pUCKAMH.

Onerka 3¢ pekTHBHOCTH MEp MHHAMM3AaIlUH PACKOB

333. Ha stanax 0OHOBJIEHHUS IJIaHA YIPABICHUS pUCKaMU TUIaH 10 MUHUMHU3aLUHA PUCKOB
JOJDKEH BKJIIOYaTh B ceOs wHopManuio 00 OIeHKE BO3JCHCTBUS pean3yeMbIX
JOTOJHUTEIbHBIX MEP MUHUMHU3AIMU PUCKOB Ha OCHOBHBIE MAapaMeTpbl, OMPENEAIoIIne
3¢ (PEeKTUBHOCTh JAHHBIX MEpONpHUATHH. B ciywasx, korja 3TO MPUMEHHUMO, JaHHAs
MH(pOpMaIUs T0JKHA ObITh MPEACTABIIEHA 110 KaX/I0My FOCyAapCTBY-WIEHY.

334. Eciiu npuMeHUMO, B JaHHBIN pa3ien cieayeT BKI0YaTh 00CYKIEHNE pe3yJIbTaTOB
M10001 BBINOJIHEHHOW CHENUaJbHOM OLEHKHM MEp MUHHUMM3alUMUM pUCKOB. B ciyuae
BbIABICHUA HEIP(PEKTUBHOCTH KOHKPETHOM CTpaTerud MHUHHMHU3ALUHU PUCKOB JHOO
ONpENEIICHUS, YTO pEAJIM3alMs HCIOJIb3yEMON CTpaTEruy COIpPsDKEHA C 4Ype3MEpHOMU
Harpy3Kou JJisg MalMeHTOB MM CUCTEMBbI 3/IpaBOOXPAHEHUSs, EPHKATENI0 PETUCTPALIMIOHHOTO
YAOCTOBEPEHHUS CIENYyET PACCMOTPETh aJbTEPHATUBHBIE BHUJIBI MEP MUHUMU3AIUU PUCKOB.
Jlepkatenb perucTpallioOHHOTO yIOCTOBEPEHUS JAOJKEH OLICHUTh U MPOKOMMEHTHPOBAThH B
IJIaHE YIPaBJIEHUS PUCKaMH HEOOXOJUMOCTh BBEIEHHUS JOMOJHUTEIbHBIX WJIM WHBIX MEp
MUHUMH3ALUU PUCKOB I10 Ka)10i mpobiieMe 1o 0e30MacHOCTH WM UCXO/IS U3 BBIITOJIHEHHOM
OLIEHKH ME€pbl 10 MUHHUMM3ALHUH PUCKOB (JOMOJHUTEIbHBIE) MOTYT OBITh MCKIIIOUEHBI U3
aHa (HampuMmep, Korja Mepbl 0 MHUHUMHU3AIMK pUCKA CTalIM 4YacTblO CTaHAApTHOM
KJIIMHUYECKOM MPaKTUKH). B onpeaeneHHbIX ciiydasix B pe3yabTaTe OLIEHKU CTPATETUU MOXKET
OBITH CclleJIaH BBIBOJ, YTO MEPbl MUHUMH3ALMU PUCKOB HE MOTYT KOHTPOJIUPOBATh PUCKH B
TpeOyeMoM oObeme sl obecneyeHus MPUMEHEHMs JIEKapCTBEHHOIrO Mpenaparta Hpu
MIPEBBIIICHUH OJIb3bl HAJ PUCKOM, YTO O3HA4YaeT HEOOXOAMMOCTh OT3bIBA JIEKAPCTBEHHOTO
Ipernapara ¢ pblHKAa WM OTPAaHUYCHMS €T0 IPUMEHEHUS TOJIBKO TOM MOArPYIIION ITAlIMEHTOB,
B OTHOILLIEHUU KOTOPOM M0JIb3a MEPEBEIINBAET PUCKH.

335. B ciyyae ecnu BBIIIOJIHEHHE OLIEHKH d(PPEKTUBHOCTH MEp MUHUMH3ALUU PHUCKOB
ABJISIETCS] TPEOOBAHUEM MJIM YCIOBUEM CO CTOPOHBI YIIOJJHOMOUYEHHOI'O OpraHa, JaHHbIE MEphI
BKJIIOUYAIOTCS B IUIaH MO (papMakoHaA30py.

336. MonuTopuHr 3¢pHEeKTUBHOCTH ME€p MUHHUMHU3AIUU PUCKOB omnucaH B yactu XII
Hactossux [IpaBuo.

IIman no MUHMMH3ANAH PHCKOB



337. B nanHOM pasnene B OTHOIICHUH KaXKI0W MPoOIeMbl 0€30MMaCHOCTH, BKIIFOUEHHOMN B
cnenupUKauio no 6€30NacHOCTH, IOJKHA ObITh MPE/ICTABIIEHA CAeAYIOMas HHPOpMaLUs 1O
MepaM MHUHUMU3AIUU PUCKOB:

a) pyTUHHbIE MEPbl MUHUMHU3AIMU PUCKOB, BKJIIOYas MOJPOOHYI0 MH(OPMALIKIO O TOM,
MpEeANoNaraeTcss Ju TOJBKO BKIIOYEHHWE B OOILIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOIO
npenapara ¥ HHCTPYKIHMIO IO MEIUIMHCKOMY TPUMEHEHHIO COOTBETCTBYIOIINX
peKoMeHAalui U MHpOpManuH, JU0O0 TIIAHUPYIOTCS WHBIE PYTUHHBIE MEPONPUATHS I10
MHUHHUMU3AIUU PUCKOB;

0) MOMOJTHUTENIbHBIE MEPhl MUHUMH3AIMKA PUCKOB (TP HEOOXOIUMOCTH), BKIIHOUAS
3a/la4il MO0 KaKJOMY JOMOJHHUTEIbHOMY MEpPONPUITHIO, OOOCHOBaHHE HEOOXOAMMOCTH U
cnoco0 O1eHKHU 3P(HEKTUBHOCTH TONOJHUTEIBHBIX MEP MUHUMHU3ALIMHI PUCKOB.

Pesiome miana MUHMMHA3AAA PHCKOB

338. B manHOM pasznene JoikHA OBITH MPEACTaBIIEHA TAaOIUIA C MEepeUHCIeHUEM
PYTUHHBIX W JOTOJHHUTEIBHBIX MEP MHUHHUMHU3ALUHUH PUCKOB B COOTBETCTBUU C
orpeneNnseMbIMy crienupukanyeii mo 6e30macHOCTH nMpoodiieMamMu 0€301acHOCTH (HarpuMep,
HOMEp paszzena oOmeil XapakTepUCTHKU JIEKapCTBEHHOTO IpenapaTra, B KOTOPOM
IpeyCMOTPEHbl PYTUHHBIE MEPhl MUHUMHU3AIMKU PUCKA, OO0 MepedeHb 00pa30BaTeIbHbIX
MaTepHuaoB).

Yacts VI "Pe3ioMe mwiaHa ynpaBiieHHS pUcKaMu"

339. Pe3roMe muiaHa ynpaBiI€HUs PUCKAMU I Ka)KJIOrO JIEKAPCTBEHHOTO Ipenapara
JOJHKHO OBITh JOCTYMHO OOIIECTBEHHOCTH. Pe3toMe MOMKHO BKIIOYATh B CeOs KIIOUYEBBIC
AJIEMEHTHI IUIaHA YIIPaBJIEHUsI PUCKAaMHU ¢ OCOOBIM BBIJECIEHUEM MEpP MUHHUMU3ALMKA PUCKOB.
VY10JIHOMOYEHHBIMU OpraHaMu JOJIKHA ObITh oOecreueHa myOauKalus pe3toMe 0100pEHHbBIX
IUTAaHOB YIIPaBJICHUs PUCKaMU Ha caliTe YIIOJIHOMOUYEHHOI0 opraHa B cetu MHTepHer.

340. Pe3roMe m1aHa ynpaBieHUs] pUCKaMH JOJKHO CBOEBPEMEHHO OOHOBJISITHCS O MEPE
BHECEHUS B 3TOT IUIAH Ba)KHBIX U3MEHEHUU. VI3MEHEHUS, BHOCUMBIE B IIAH YNPABICHUS
pPUCKaMHM, OLIEHUBAIOTCS KaK BaXKHbIE B CIIy4ae, €ClId OHU 3aTparuBaroT:

a) HOBBIC Ba)KHbIE MJICHTU(DUIIMPOBAHHBIE WM MOTCHIMAIbHBIE PUCKU JUOO Ba)KHBIC
M3MEHEHUS B IIEpeUHe MpoosieM 1o 0€30aCHOCTH WM UCKIFOUYEHHUS CBEJCHUM U3 HETO;

0) BKJIIOYCHHE WM HCKIIOYCHHUE JOMOJHUTEIbHBIX MEp MUHUMM3AIUU PUCKOB JHOO
PYTUHHBIX MEp MMHUMU3ALUKU PHUCKOB, IIPEANOJAralliuX BBIIOJIHEHHE OCOOBIX
KJIIMHUYECKUX MEPOIPUSATUI AJI yIPABICHUS pPUCKaMU;

B) CYLIECTBEHHbIE U3MEHEHMSI IJ1aHa 10 (apMaKOHa 30py (Harpumep, AONOJHEHHUE MIaHa
HOBBIMH HCCJIEJOBAaHUSIMU WJIU 3aBEPUICHUE BBIMOJHAEMbIX UCCIEIOBAHUM).

341. IlockonbKy pe3toMe IJIaHa YOpPaBICHUS PUCKaAMU MpPEeAHA3HAYEHO JJISI IITUPOKOU
ayIuTOpUH, UHPOpMaLIUs B JAHHOM paszielie JODKHA ObITh U3JI0KEHA JOCTYIHBIM S3bIKOM.



OpHaKo 3TO HE 03HAYAET, UTO CIeAyeT U30eraTh ClelUaIn3upPOBAHHBIX TEPMUHOB. JJOKyMEHT
JIOJIKEH YETKO Pa3bsICHUTh €ro 1IeJIb U TO, KAK OH COOTHOCHUTCS C Ipyroil uHpopmaiuen, B

YaCTHOCTH ¢ MH(pOpMaIuel o JIeKapCTBEHHOM Ipenapare (To ecTh ¢ 001Ieil XapaKTepuCTHKOM
JIEKapCTBEHHOTO Mpenapara, MHCTPYKIUEN M0 MEAUIIMHCKOMY MPUMEHEHHUIO U MapKUPOBKOM)

342. Pe3toMe miiaHa yIpaBJ€HUs pUCKaMH JOJIKHO COOTBETCTBOBAaTh MH(OpMaluwy,
npenacrasiaeHHor B moayisax CVII, CVII gactu II n gactax III — V mmana ynpasneHus
pHUCKaMU, U JOJDKHO COAEPKaTh CIEAYIOLIYI0 HHPOPMAIIHIO:

a) HAUMEHOBAHUE JIEKAPCTBEHHOI'0 IIpernapara W LENH, A KOTOPhIX 0J00pEeHO ero
IIPUMEHEHUE;

0) KpaTkasi XapaKTepucTHKa Mpo0eM 0e30MacHOCTU U OTCYTCTBYIOIEH HH(DOpMaIuy;
B) PYTUHHBIE U IONIOJHUTEIbHBIE MEPHl MUHUMHU3aLIUA PUCKOB;
I') AOIOJIHUTENIbHBIE MEPOTIPUATHS IO (PapMaKOHAI30DY.

Yacts VII "IIpunoxxeHus K IIaHy yIpaBJIeHHI pUCKaMu"

343. Ecnu nmnaH yrpaBJieHUs pUCKaMU MPUMEHSETCS 10 OTHOIICHHUIO K IBYM U OoJee
JIEKapCTBEHHBIM TIpemnaparam, MpeoiaraeTcs, YTO MPIOKEHUS OyIyT UMETh OTHOIIICHUE
KO BCEM JICKapCTBEHHBIM MpemnapaTtam. CienyeT 0co060 MoIYepPKHYTh KOHKPETHBIE aCIEKTHhI,
HEMIPUMEHUMBIE KO BCEM JICKAPCTBEHHBIM IIpenapaTaM B IIJIaHE yNpaBJiCHUS pUcKamMu (
Hanpumep, ¢opma mocieayromero coopa mHGOPMAMU O HEXKEIATeIbHOW pPEaKInu B
npuioxkeHud Ne 4 K IJIaHy YNPaBJICHUS PUCKAMU MOXKET OBITh MPUMEHHMa TOJBKO K
JEKapCTBEHHBIM TMpemapaTaM, COJEpKallluM aKTUBHOE BEIIECTBO, KOTOPOE HWMEET
NPUYUHHO-CIICJCTBEHHYIO CBsI3b C peakiueil). [lmaH ymnpaBieHHsT pUCKaMHU JIOJDKEH
coJlep KaTh MPUIIOKEHUS, TPUBEICHHBIC HIDKE (€CIIH TPUMEHUMO).

ITpunoxenne Ne 1 "OneKTpOHHBIH BUA IJIaHA YIIPABICHAS PHCKAMH"

344. Tlpunoxenue Ne 1 K miaHy ynpaBi€HHUS PUCKAMHM IPEACTABIAET COOOM
CTPYKTYPUPOBAHHBIA SJIEKTPOHHBIA (paliyl TjIaHa YIPaBICHUS pPUCKaAMU, KOTOPHIA HE
TpeOyeTcsi MmojaBaTh B COCTAaBE PETUCTPALMOHHOIO JIOChE JIEKAPCTBEHHOrO Mpernapara.
[Tpunoxxenne Ne 1 B Buie 37€KTpOHHOTO (aiiia JOMKHO OBITH TpEeACTaBIeHO, B dopmare,
COOTBETCTBYIOIUM TpeOoBaHUSIM K BJIEKTPOHHOMY BHIY 3adBICHUW M JOKYMEHTOB
PETUCTPALMOHHOIO JOChE, NPEACTABISAEMBIX IIPU OCYIIECTBICHUH PETUCTPAlUU U
AKCIEPTU3BI JIEKAPCTBEHHBIX MPENAapaToB Uil MEAULMHCKOTO TPUMEHEHUS, YTBEPKACHHBIM
Pemennem Kosnernn EBpasuiickoit s3xoHOMuueckon komuccuu ot 30 utons 2017 r. Ne 79.
JlaHHOE MPUITOKEHNE MOKET OBbITh HE3aIIOJHEHHBIM.

ITpunoxenne Ne 2 "O600meHHbIE JaHHBIE IO ITAHKPYEMBIM, BHIIOTHAEMBIM H 3aBEPIICHHBIM
HCCJIEIOBaHUAM IUIaHA IO apMaKoHAA30pY B TabimaHO#H popme”



345. JlaHHOE TPUIIOKEHHE IOJDKHO COACPkaTh B TaOJUYHOW (dopMe CICAYIONIYIO
nH(pOpMaIMIO TI0 MCCIICIOBAHMM, BKIIOYCHHBIM B IUIaH MO (hapMaKoHaI30py (COTacHo
TEKYIIEeH WIIM MPeIbIAYIICH BEPCUH TIaHa YIPABICHUS PUCKAMU, UCCISIOBAHNUSIM KaTeTOPHit
1,2u3):

a) TUIAaHUPYEMBbIE W BBIMIOJHSEMBIC HWCCIEIOBAHUs, BKJIIOYAS I, TPOOIEMBI
0C30IMacHOCTH, a TaKXe 3aIllJIAHUPOBAHHBIC CPOKH TMPEICTABICHUS IPOMEKYTOUHBIX M
KOHCUYHBIX PE3yJIbTATOB;

0) 3aBepIlICHHBIC MCCIICAOBAHUS, B TOM UYHCIIC 1IeJIH, TPOOIeMbl 0€30TTaCHOCTH, U JlaTa
MIPEICTABIICHUSI PE3yJIbTaTOB B YIIOJTHOMOYCHHBIC OPTaHbI (BBITIOJHEHHOE, 3aIlJTAHUPOBAHHOE
MpEeCTaBIICHUE WIIM YKa3aHWE MPUYUHBI HE MIPEJICTABIICHHUS PE3yIhTaTOB).

ITpunoxenne Ne 3 "IIpoToKOIBI MpeIaracMbIX, BHIIIONHACMBIX ¥ 3aBSpIICHHBIX HCCIICIOBAHMH
wIaHa no ¢papMaxoHaa3opy"

346. B nmpunoxkenne Ne 3 K miiaHy ynpaBi€HUs pUCKAMH HE TpeOyeTcs BKIIOYATh
MPOTOKOJIBI UCCIIEIOBAaHUM, KOTOPhIE HE OBUIM HA3HAYEHBl YIIOJIHOMOYEHHBIM OpPTraHOM
rocyJapcTBa-ujieHa U He ObUTH BKIIIOUEHBI B TUTaH 10 (hapMakoHaa3opy. [laHHoe npuioxxeHue
MOXET BKJIIOUaTh B C€0sl DJIIEKTPOHHYIO CCBHUIKY Ha JIpyrue MOAYJHU JOChE 3IEKTPOHHOTO
PETUCTPALlMOHHOTO JOChE, B Cllydyae MPEACTABJICHUS [aHHBIX MPOTOKOJIOB M IJiaHa
yIIpaBJIEHUs] PUCKAMHU OJTHOBPEMEHHO C DJIEKTPOHHBIM OOITUM TEXHUUYECKUM JIOKYMEHTOM. B
ciaydae MpEACTAaBICHUS IUJIaHA YNOPaBICHUS PUCKAMU HE B COCTaBE BJIEKTPOHHOTO
PErUCTPAIIMOHHOTO JOChE B JIAHHOE MPUIIOKEHUE TOJDKHBI OBITh BKJIIOYEHBI MPOTOKOJIBI
MCCIIEIOBAaHUM, BKIIFOUEHHBIX B IJIaH MO (DapMaKOHAI30pYy.

Yacts A npunoxeHus Ne 3 "3anpammiBaeMsle IIPOTOKOIBI HCCISAOBAaHUM ILTaHA 110
¢bapmakoHaI30pYy, MPEACTaBIAEMEIC A1 ONEHKH YIIOJIHOMOYEHHOTO OpraHa Ipy OOHOBIICHUN
BEPCHH IUIaHA YIPABJICHUI pUCKaMHU"

347. B ciyyae eciu 3arpanidBaeMble MPOTOKOJbI JOKHBI ObITh MPEICTABICHBI IS
PacCMOTPEHNS YIIOJTHOMOYEHHBIM OPraHOM U JI€pKaTeNb PETUCTPALMOHHOTO yI0CTOBEPEHMS
IJIAHUPYET MPEACTaBUTh MPOTOKOJ MCCIENOBAHUS JJIs OLIEHKU B YIIOJIHOMOYEHHBIA OpraH B
paMKax IpoLeaypsl NPEICTABICHUS IIJIaHA YIIPABICHUS PUCKAMU, 4acTh A mpuioxkeHus Ne 3
JI0JDKHA BKJIIOYATh B ceOs Takoil MpoTOKod. B kadecTBe albTepHATUBHOTO BapHaHTa
MPOTOKOJ MCCIEOBAHUS MOXKET OBITh PACCMOTPEH B paMKax OTAEJIbHON MPOLEAYphI U MOCHe
€ro COrJIacoBaHMs JOJKEH OBbITh BKJIIOUEH B 4acTh B manHoro mpumnoxkenus. Ilopsmok
IPEICTABICHUS MPOTOKOJIa UCCIEIOBAHMS JOJKEH OBITh COIVIACOBAaH € YMOJTHOMOYEHHBIM
OpPraHOM.

Yacts b mprmroxkennsa Ne 3 "3ampammBacMbie H3MCHEHHA paHee 0JJOOPEHHBIX IIPOTOKOJIOB
FCCJIeIOBaHMI TIaHa 10 papMaKOHAI30DY, MPEACTABIIEMEIE IS OLCHKH B YTIOJTHOMOYCHHBIN
opraH npy 0OHOBJICHHH BEPCHH IUIaHA YIPABICHUS pPACKAMH"



348. B cnydae ecinu ynoJIHOMOYEHHBIM OpraHoM ObUIHM 3alpOLIEHBI ISl PACCMOTPEHUS
WCIIPABJIEHUS MPOTOKOJA MCCIEIOBAHUS U JEp)KaTeNb PErHCTPALMOHHOTO YJIOCTOBEPEHUS
IUIAHUPYET MPEACTaBUTh U3MEHEHUs IIPOTOKOJIA HCCIENOBAaHMS B paMKax IpOLELypbl
MIPEICTABIICHUS IJIaHA YNPABJICHUS PUCKAMHU, YacTh b mpunoxenus Ne 3 nomkHa BKIIIOYATh B
ceOs1 OOHOBJIEHHBIM MpoTOKOJI. B KauecTBe anbTEpPHATMBHOIO BapuUaHTa MOIpPaBKa K
IPOTOKOJY MOXET OBITh IPEACTABICHA B paMKaxX OTAEJIBHOW MpOLEAYypBl U IOCIE €€
COrJlacOBaHMs JOJKHa ObITh BKJIIOYEHa B 4acTh B manHoro mnpumnoxxenus. [lopsoox
IPEICTABIEHUS NIPOTOKOJIA UCCIEN0BAHUS JOJIKEH OBITH COIVIACOBAH C YIOJHOMOYEHHBIM
OpraHOM.

349. [locne coriacoBaHMs yIOJIHOMOYEHHBIM OPraHOM IPOTOKOJIBI HUCCIEN0OBAHUN U3
gacte A wimm b cinegyer nmepeHecTd B 4acTh B TaHHOTrO NPHIIOKEHUSA C MOCHENYIOIIAM
00s13aTebHBIM OOHOBJIEHHEM IUIaHA YIPABJICHUS pUCKAMHU.

Yacts B npumoxerna Ne 3 "Onobpernsie IpOTOKOIIEI BEIIOIHIEMBIX HCCI©OBaHMH IUIAHA 10
(dbapMakoHa30py ¥ OKOHYATEHHBIE IPOTOKOIEI HCCIISIOBAHNH, HE IPEICTABIEMBIE Ul OLIEHKHA
YIOIHOMOYEHHOTO Oprasa"

350. B yacte B npunoxxenus Ne 3 Kk miaHy ynpaBiieHUs PUCKAMH JIOJKHBI OBITh
BKJIFOUEHBI CJIETYIOITUE MPOTOKOJIBI:

a) TOJIHBIE MPOTOKOJIBI, KOTOPHIE paHee ObLIN OLIEHEHBI YIOJIHOMOUYEHHBIM OPTaHOM U
COTJIACOBaHbI (TO €CTh HE OBLJIO 3ampoIIEHO MOBTOPHOE MpeJCcTaBlieHne mportokoina). K
MPOTOKOIY HEOOXOIUMO MPUIOKHUTH JOKYMEHT C YKa3aHHEeM HauMEHOBAHUS MPOIETyphl, B
pamKax KOTOpPOW MPOTOKOJI ObUT YTBEPKICH, U AaThl 3aKJIIOUEHUS. Y Ka3aHUe HauMEHOBaHUS
IPOIEAYPHI MOKET BKIIFOUATh B CeOS AIEKTPOHHYIO OTCBHIIKY WM CCBIIKY HA IPYTHE MOIYIIH
PETUCTPAIMOHHOTO JIOChE JIEKAPCTBEHHOTO IMperapaTa B ciydae, €ClIM paHee MPOTOKOJIBI
OBLIIM MPEJCTaBIEHBI B €TO0 COCTABE;

0) OKOHYaTEIbHBIE MPOTOKOJBI APYTUX HCCIEIOBAHMA KAaTETOPUU 3: MPOTOKOJIBI,
KOTOpble HE OBbUIM 3ampoIleHbl JIsi PACCMOTPEHHS YHNOJTHOMOYEHHBIM OpPraHOM H
NpEJCTAaBICHBl  Jep)KaTeJIeM PEruCTPAllMOHHOTO  YJIOCTOBEPEHUS TOJBKO IS
UH()OPMUPOBAHHUS.

351. IIpoTOKONBI 3aBEpPIIEHHBIX HCCIEAOBAHUIN CIEAYET HCKIIOUYNUTH M3 JaHHOTO
NPUIIOKEHUS MOCIIE TOro, KaK OKOHYATEIbHbIE OTUETHI [0 pe3ysibTaTaM UCCIIEeOBaHUs OyayT
MPEICTABJICHBI B YIIOJTHOMOYCHHBIN OpTaH JJIsl OIICHKH.

IIpunoxxenne Ne 4 "Cnenuanbasie OpMEL HOCIEAyOMEro coopa nEGpopMAaIM 0 HeXeIaTeIbHBIX
peakiax"

352. JlaHHO€ MPWIOKEHHE JOJDKHO BKIIIOYATh B ¢e0s Bce GOpPMBI TOCIEAYIOIIEro coopa
uH(pOpMAIUU O HEXKENATEIbHBIX PEAKIUIX, UCIIOJIb3yEeMbIE JAepKaTeIeM PEruCTPAIIMOHHOTO
YAOCTOBEPCHHS I cOOpa MOMOJHHUTEIBHBIX JAaHHBIX IO OMPEISIECHHBIM TpoOaeMaM I10
6e3onacHoctu. Mcronp3oBanue ¢hopm mocieayromero coopa napopmaiuu, BKIFOUEHHbBIX



B JJaHHOE MPWJIOXKEHHUE, JODKHO OBITh MOAPOOHO OMKMCAHO B IUIaHE MO (papMakoHAA30pPY B
TJIaHE YIIPaBJICHUS PUCKAMU KaK KOMITIOHEHT PyTHHHBIX MEPOIIPUATHHN TT0 hapMaKoOHaA30py.

353. ®opmel ocnenyromero coopa nHGopMaIuu, KOTOPbIe TOJDKHBI ObITh BKJIFOYCHBI B
JaHHOE MPUJIOKEHNE, MOTYT TaKKe Ha3bIBATHCS OMPOCHUKAMHU TI0 JOTIOJTHUTEIIBHBIM JaHHBIM
0 HEXEJNATEeNBHBIX peakiusix, GopmMoil cOopa MaHHBIX O HEXEIATEIBHBIX PEAKIUIX WU
dbopMoii moceayroIero coopa TaHHBIX O HEXKEIATSIIbHBIX PEAKITHIX.

IIpunoxenne Ne 5 "TIpoTOKOIBI IPEIaraéMBIX M BEITOHAEMBIX UCCIICAOBaHMU}, BKIIOYCHHBIX B
gacTh [V miana ynpaBneHus puckaMu"

354. JlaHHO€ MPUIIOKEHHUE TOJKHO BKIIIOYATh B C€0S1 OTCHUIKM WJIM CCHUIKM Ha JIpyrue
YacTH JIOChE BJIEKTPOHHOIO PErMCTPALMOHHOTO JIOChE B CIydae BKJIIOYEHHs IPOTOKOJIA
uccieoBaHusl 3(P(EKTUBHOCTH B JJIEKTPOHHBIM OOIIMM TEXHMUYECKHH JOKYMEHT JIH0O
MPOTOKOJI Ha3HAUEHHOTO HccienoBaHus 3((HEeKTUBHOCTH, BKIIIOUEHHOTO B 4YacTh [V miuaHa
yIpaBJIEHUs pUCKAMHU.

IIpunoxxerne Ne 6 "Ilogpo6Has mHGOpMALMS O IIPEIJIAraeMBIX JOMOJHUTEILHEIX Mepax
MPHHMU3AI{A PECKOB"

355. Ecnu mpuMeHnMo, B JJaHHOE MPUJIOKEHUE JOJDKHBI ObITh BKIIOUEHBI TIpejiaracMbie
W COTJIaCOBaHHBIC (€CIM MPUMEHHMO) IMIPOCKThI C OCHOBHOW MH(OpMaIen, CoOCTaBIISIIOIEH
JOTIOJIHUTENIbHBIE MEPBI MUHMUMU3AIIUU PUCKOB.

ITpunoxenne Ne 7 "Ipyrue BCIOMOraTeNbHEIC JAHHEIE
(BKIIIO9As CCHUIOYHBIH MaTeprai)"

356. Ecnn npuMeHnMo, BO u30exaHue nyOJIMpOBaHUs MaT€pUaoB, IPEACTABICHHBIX B
KayeCTBE CChUIOK, TAaHHOE MPHUJIOKEHUE JOKHO BKIIIOYATh B CE0sl OTCHUIKU K AIEKTPOHHOMY
PErUCTPallMOHHOMY JOCh€ WJIM CCBUIKM Ha JIpyTHe JOKYMEHTHI, BKJIIOUYECHHbIE B JpYyrue
MOJYJIU PETUCTPALMOHHOIO JOChE.

ITpumnoxerne Ne 8 "O630p H3MCHEHH#, BHECCHHBIX B ILUIaH YIIPaBICHUS pACKaMH"

357. B naHHOM TIPWJIOKEHUU JOJIKEH OBITh MPECTABIICH MEPEUYCHD BCEX CYIECTBEHHBIX
WU3MEHEHU B TUIAHE YNIPABICHUS PUCKAMU
B XpoHOJIoTHYeckoM mopsiake. Mudopmanus nomkHa BKIOYATh B ce0s KPaTKOE ONKMCAHUE
M3MEHEHUM, JaTy U HOMEP BEPCUU IIJIaHA YIPABJIEHUS PUCKAMHU MO BCEM CIEAYIOIINM
M3MEHEHUSIM:

a) noOaBieHNe, YAAICHUE UM U3MEHEHHE KIacCU(UKAIIMOHHOTO OTHECEHHS TIPOOJIEM 110
0e30I1aCHOCTH;

0) nobGaBieHre WK YJAICHHUE UCCIEI0BaHNI U3 TIaHa 1Mo (hapMaKoHAI30PY;



B) UI3BMEHEHHE MEPOIPUATHI B IJIAaHE 110 MUHUMH3ALNU PUCKOB B YaCTH MEPOIPUSITHUH,
MpeAiaralolnuxX OINPEACICHHbIE KIMHUYECKUE MEPBI ISl YNPaBICHUS PUCKAMU, WU
JOTIOJTHUTEIIBHBIX MEP MUHUMU3ALUU PUCKOB.

ITpunoxerne Ne 9 "Unrpopmanyst 00 OTIMIHMAX IUTAHOB YIIPAaBICHUA PUCKAMH B
rocyapCTBax-4IeHaX OT JEHCTBYIOMEH BEpCHH IJIaHA YIIPABICHAS pPUCKaMH"

358. JlanHO€ NMpUIIOKEHHUE MPEACTABISAETCS IPU HATMYUHU OTIUYNI HHPOPMAIIMK B TIJIaHE
yIIpaBJIE€HUs] PUCKaMH B TOCYIapCTBax-ujeHax OT HH(OpMaIMK COOTBETCTBYIOIINX Pa3/eiioB
NEUCTBYIOIIEH BEPCUU IUIaHA yIpaBieHUs puckaMu. OnucaHUWE YKa3aHHBIX OTIWYUM
MIPECTABISACTCS B COOTBETCTBUM C TPeOOBaHUAMU K (hOpMaTy U CTPYKTYpE JaHHBIX.

7. B3auMOCBA3b MEXKAY IUIAHOM YIIPABIICHHA PUCKAMH M IIEPHOJAIECKAM OOHOBIAEMBIM OTIETOM
1o 6e30IacHOCTH

359. OCHOBHBIMHM MOCTPErUCTPALMOHHBIMUA JOKYMEHTaMU (hapMaKOHaA30pa SBIISAIOTCS
IUIaH YOPABJICHUS] PUCKAMHM U NEPUOJUYECKUNA OOHOBISIEMBIN OTYET MO OE30MaCHOCTH.
['maBHOM 1€IBI0 MEPHOJUYECKOTO OOHOBISIEMOrO0 OTYETa MO OE30MaCHOCTH SIBISAETCS
PETPOCIIEKTUBHASI UHTEIPUPOBAaHHAs OCTPErUCTPALIMOHHAS OLIEHKA PUCKAa U IOJIb3bI, B TO
BpeMsl Kak ILeNbl0 IUJIaHa YMNpaBJIeHUS PHUCKAMHU SIBIAIOTCS MPOCIEKTHUBHOE IIpe- U
MOCTPErUCTPALlMOHHOE yIpaBlieHHEe OalaHCOM pUCKA W TOJB3bl M IIaHUpOBaHHE. Takum
00pa3oM JaHHbIE JOKYMEHTBI SBISIOTCS B3aUMOAOIOIHSAIOIUMHU.

360. B ciyuyae ecnu nmepuogudecKuii OOHOBIISIEMBIN OTYET MO 0€30TMacHOCTH U IUIaH
yIpaBJIEHUs pPUCKAMHU MPEACTABISAIOTCA OJHOBPEMEHHO, TUIaH JOJDKEH OTPaXKaTh 3aKJIIOUEHHUE
1o npoduiito 6e30macHoCTH U 3PPEKTUBHOCTHU, CICTIAHHOE B MEPUOIUYECKOM OOHOBIISIEMOM
otuere no Oe3omacHocTu. Hampumep, ecian B mepruoguyeckoM OOHOBISIEMOM OTYETE IO
0€30MacHOCTH CJIeJIaH BBIBOJ O BBISIBIEHWHM HOBOT'O CUTHAja M €r0 OTHECEHHWU K YHUCIY
BAXHBIX WACHTHU(QUIIMPOBAHHBIX WM BAKHBIX MOTEHIIMAIbHBIX PUCKOB, JAHHBIA BaXKHBIN
PUCK JOJKEH OBITh BKJIIOYEH B UMCIO MPOoOJieM 1Mo 0e30MacHOCTH B OOHOBJIICHHYIO BEPCHIO
IIJJAHA YIPABIECHUS PUCKAMH, IMPEICTABIAEMYI0 OJHOBPEMEHHO C IEPHUOJHYECKHM
OOHOBJISIEMBIM OT4YETOM IO Oe3omacHocTu. [lman mo ¢apMakoHaa3opy W IJIaH IO
MUHHAMH3ALUU PUCKOB JOJHKHBI B 3TOM ClIy4ae ObITh COOTBETCTBYIOIIMM 00pa30M OOHOBIIEHBI
C OTpakK€HUEM MPEMJIOKEHUN JepKaTens PEerucTPallMOHHOTO YIOCTOBEPEHUs IO
JanbHEHIIEMY W3YyYEHHMIO JTAaHHOW MpoOiemMbl Mo O€30MacHOCTH M MepaM MUHUMH3ALUU
COIPSKEHHOTO PHUCKA.

361. Uudopmanus nomkHa ObITh COTIACOBAaHHOM, HO MOKET OTIMYAThCs 10 popMaty B
CIIEIYIOMINX pa3fesiax B MEePHOJUUYECKOM OOHOBIISIEMOM OTYETE MO 0€30MacHOCTU U IJIaHe
yIpaBJIEHUS pUCKAMHU:

a) monyub CIII "Knnanueckoe nccnegoBanue Bo3aeicTus" yactu Il miana ynpasieHus
puckamu u monpasznen 5.1 "OOmiee 4YMCIO NAMEHTOB, MOJBEPTIIMXCS BO3AECHCTBUIO



JIEKapCTBEHHOr0 Ipemnapara B KIMHHUYECKHX HCCIENOBaHUAX' NEPHOANYECKOTO
OOHOBIISIEMOTO OTUYETA IO 0€30IMaCHOCTH;

0) moxyns CV "lloctpeructparmonnsiii atan" yactu Il miana ynpasieHus puckamu u
noapazaen 5.2 "OOiiee YuCa0 MaIMeHTOB, MOJABEPTIINXCS BO3JACHCTBUIO JIEKAPCTBEHHOTO
mpernapara, 1o JaHHBIM €r0 IPUMEHEHHs Ha PhIHKE' TMepUOANYECKOT0 OOHOBISIEMOTO OTYETa
1o 0e30IMacHOCTH;

B) moayinb CVII "UnentupuuupoBaHHble U NMOTEHIMAIbHbIE pUcku" yactu Il miaHa
yIpaBieHus puckamu u mojpaszaen 16.1 "OOGobmaromas nHpopManus o mpodiaemax 1o
0e30macHOCTH" MEePUOANUYECKOTO OOHOBIISIEMOr0o OoTYeTa 1o Oe3zonacHoctd, Moayis CVIIL "
Kpatkas xapakrepuctuka nmpobiiem 6e3onacHoctu" yactu Il turana ympaBieHus puckaMu U
noapasnena 16.4 "XapakTepucTuka pUCKOB" MEPUOJAMYECKOrO OOHOBJISEMOTO OTYETa IO
0e301acCHOCTH;

r) pazaen "OneHka 3pHEKTUBHOCTH MEPOTPUATHNA 110 MUHUMH3AIMU PUCKOB" yacTu V
IJlaHa ynpaBlIeHUs pucKamu U noapaszaein 16.5 "OddextnBHOCTh MEp MUHUMHU3ALIUK prUcKa"
NEPUOUIECKOTO OOHOBIISIEMOTO OTYETa IO O€30MACHOCTH.

8. Cucremsl KadecTBa U yNpaBIeHUE 3aIMUCAMHA

362. HecMoTps Ha TO, YTO B IPOLIECC HAMKCAHUS IJIAHA YMPABICHUS PUCKAMH MOXET
OBITh BOBJICYEHO MHOI'O IKCIEPTOB, BCS OTBETCTBEHHOCTh 3a €TI0 KayeCTBO, TOYHOCTh U
Hay4YHYIO LIEJIOCTHOCTh BO3JIaraeTcs Ha JIepakKaTesss PEerucTpaluoHHOro yaoctoBepenus. OH
K€ HECeT OTBETCTBEHHOCTh 32 OOHOBJICHUE TUIaHA YIIPABJICHUS! pPUCKaMH, KOTJla CTAHOBUTCS
JOCTYITHOW HOBasi WH(OpMaIHsl, U TOJDKCH MPUMEHSITh TIPUHITUIIBI 00eCTIeYeHUsT KadecTBa,
uznoxkeHuole B paszgene Il nHacrosmmux IlpaBun. [epxkarenb perucTpanmoHHOTO
YIOCTOBEPEHUSI JOJKEH OO0ECHeUUTh KOHTPOJIb U JIOKYMEHTHPOBAHHE MPOLEAYPHI
MIPEJCTABJICHUS TUIaHA YIIPABICHUS PUCKAMH B YIOJHOMOYEHHBIA OpraH C yKa3aHHEM JaT
MIPEJICTABJICHUS U BCEX 3HAUMUTEIBHBIX MU3MEHEHUN, BHECEHHBIX B KaXIyl BEpPCHUIO TIaHa
yIpaBieHus puckamu. [[aHHbIE 3amucH, MJIaH yIPaBICHUS PUCKAMU U JIOObIE TOKYMEHTHI,
MMEIOIIME OTHOIIEHHE K UH(POPMAIIUU B paMKax YKa3aHHOIO IJIaHa, MOTYT MOJIBEPTHYThCS
ayJIUTy ¥ HHCTICKTUPOBAHUIO WHCIIEKTOPaMu 10 (papMaKoHa130py.

9. TpeGoBaHM K IPEACTABICHHUIO IUIAHA YIPABICHHUS PHCKAMHU

TpeGoBanus K IpEeCTABICHHUIO IUIAHA YIPABICHAS PHCKAMH IS A€PXKaTENIeH PETHCTPAMOHHOrO
YZIOCTOBEpEHHUA IIPH MOJade 3asBIEeHHI Ha PETHCTPANHIO JIEKapCTBEHHOTO MpenapaTa |
OpHUBECHAE B COOTBETCTBHE C TpeCoBarmamu Coro3a

363. IIpu nomaue 3asiBIICHHS HA PETUCTPALIMIO JIEKAPCTBEHHOTO Mpernapara U MpUBeICHUU
PErUCTPAIIMOHHOTO JOChE JIEKAPCTBEHHOI'O Ipernapara B COOTBETCTBHUE C TPEOOBaHUSIMHU



Coro3a miiaH ynpasJICHHs] PUCKAMH C ONMCAHUEM CHCTEMBI YIPABICHUS] PUCKAMHU U PE3IOME
MJIaHa MPEJCTaBIsAeTCs JAJIS BCEX JIEKAPCTBEHHBIX MPENapaToB, 32 MCKIIOYEHUEM CIIy4aes,
yKa3aHHbIX B IyHKTe 350 HacTosiux [IpaBui.

364. ®opMa U A3bIK NPEACTABICHUS IJIaHA YIPABJICHUS PUCKAMHU B COCTaBe
PEruCTPallMOHHOTO JIOChE JIEKAPCTBEHHOI'O IMpernapara JOJDKHBI COOTBETCTBOBATH
TpeboBanusM [IpaBun peructpanuu U SKCIEPTUSHI.

365. Ilpu nonaue 3adABiEHUS HA IPUBEACHUE PETMCTPALMOHHOIO JOCHE JIEKAPCTBEHHOTO
npenapara B COOTBETCTBHE ¢ TpeboBaHusMU Coro3a He TpeOyeTcsl MpeACTaBICHUE IUIaHa
YIOPABJICHHS] PUCKAMU C ONMCAHUEM CUCTEMBI YIIPABIEHUSI PUCKAMU U PE3IOME IIaHa IS

a) JJIEKapCTBEHHOIO Iperapara, JIeUCTBYIOIIEE BEIIECTBO KOTOPOr0 XOPOIIO U3YyYEHO B
X0J1€ MEIULIMHCKOTO MPUMEHEHHUs], TPU 3TOM MPU3HAHBI €r0 3()PEKTUBHOCTD U MpUeMIIeMas
cTeneHp 0e30MacHOCTH M mpouwio He MeHee 10 jieT ¢ JaThl NEPBOr0 CUCTEMATHYECKOTO U
JOKYMEHTHPOBAHHOT'O MPUMEHEHHs JIEUCTBYIOUIErO BelllecTBa (JIEUCTBYIONIUX BEIIECTB)
JAHHOTO JIEKAPCTBEHHOIO Ipenapara B TOCYAapCTBE-UWIEHE, KOTOPOE OCYIIECTBIISIET OLEHKY
3asBJICHUSI Ha TMPHUBEJCHUE B COOTBETCTBUE C TpeOoBanusiMu Coro3a U y KOTOPOIO
OTCYTCTBYET IUIaH YIPaBJIEHUsI PUCKAMH HA MOMEHT MPUBEACHHS PETUCTPALIMIOHHOTO JIOCHE B
cooTBeTcTBHE ¢ TpeOoBaHusMHU Co103a;

0) JIEeKapCTBEHHOT'O PACTUTEIBHOIO Mpenapara, KOTOPbI COOTBETCTBYET KPUTEPUSIM
IIPEICTABIICHUS YIIPOLIEHHOTO 10ChE;

B) TOMEOINATHYECKOT0 JIEKapCTBEHHOIO MpernapaTa, KOTOPbIA COOTBETCTBYET KPUTEPUIM
IIPEICTABIICHUS YIIPOLIEHHOTO J0CHE.

366. Uckimtouenusi, ykazanubelie B myHKTe 350 Hactosumx [IpaBui, He MpUMEHSIOTCS U
IJIaH YIPaBJIEHUS! PUCKAMU JUIsl YKa3aHHBIX TPYIII JEKaPCTBEHHBIX NMPENapaToB I0JKEH OBbITh
IIPEICTABIICH B CAEAYIOIINX CIIydasx:

a) BHECEHHE HOBOTO IOKa3aHHUS K HPUMEHEHHIO B OOIIYI0 XapaKTE€PUCTHUKY
JIEKapCTBEHHOTI'O IIpenapara U MHCTPYKIHUIO IO MEIUIIMHCKOMY ITPUMEHEHUIO;

0) BO3HUKHOBEHHE MPOOJIeMbl 0€30MIaCHOCTH, OKa3bIBAIOIIECH BIUSHUE HA COOTHOIIEHHE "
MoJIb3a — PUCK";

B) €CJIM 00ecrieYeHre MPUMEHEHHUs JIEKAPCTBEHHOTO Mpenapara npu MPeBbIICHUN MOJIb3bI
HaJl PUCKOM TpeOyeT BBEACHHS JONMOJHUTEIbHBIX MEPONPHUATUNA MO (papMaKOHAI30py HIH
JOTIOTHUTENIbHBIX MEP MUHUMM3AIUU PUCKOB.

367. Ha mocTperucTpaiimioHHOM 3Tare MpeicTaBiIeHre OOHOBJICHUS TIJIaHa yIIPaBICHUS
pPUCKaMU UM HOBOTO IUIAHA YIIPaBJICHMsI PUCKaMHU MOKET MOTpeOoBaThCs B J1I000E BpeMs B
TE€YEHHUE )KU3HEHHOTO IIUKJIA JIEKAPCTBEHHOTO MperapaTa B CIeIYIOUUX ClydasX:

a) MO 3ampocy YHOJHOMOYEHHOrO0 OpraHa HpH BO3HMKHOBEHHHU MHPOOJEMBI IO
0e30MacHOCTH, OKa3bIBAIOIICH BIUSIHUE HA COOTHOLIEHUE "MO0Ib3a — pUCK";

0) Mpy BHECEHWU W3MEHEHHMI B PErMCTPALMOHHOE JIOChE, KOTOPBIE COMPOBOXKIAKOTCS
U3MEHEHHEM TiepeuHsi mpobseM 1o 0e30MacHOCTH, JHUOO TMOSBICHUEM HOBBIX
JOTIOJIHUTEIBHBIX MEpOINpPHUATHI 10 (papmMakoHAA30py, MO0 HEOOXOIUMOCTHIO BHECEHUS



U3MEHEHUN B MEPOIPUATHS 110 MUHUMH3AUU pUcKoB. IIpencraBienre oOHOBIEHUS MlaHa
YIPABJICHUS pUCKAMU MOKET MOTPEO0BATHCA B CIIy4asiX BHECEHHS] I3MEHEHUI B MOKa3aHUs K
NPUMEHEHHUI0, BBEIEHUSI HOBOM TO3UPOBAHHOM (POPMBI, HOBOTO CIIOCO0A BBEICHUS, BHECEHMUS
U3MEHEHHH B MPOIECC MPOU3BOJICTBA OMOTEXHOIOTHYECKUX JIEKAPCTBEHHBIX CPEJICTB.

TpeboBannt B 0COOBIX CATYaIMIX

368. Ilpu nogaye 3agBieHUs] HA PETUCTPALIUIO JIEKAPCTBEHHOIO TMperapara ¢ MOJIHbIM
cojepkaHueM moayJied 1 — 5 perucTpalmoHHOTrO J10Cbe HEOOXOIUMO MPENCTABIATh BCE
yacTU IUIaHA YHpAaBJICHUS pUCKaMu. Bo BcexX WHBIX clydasx IMOJauyd 3asiBICHUS Ha
PErUCTPALMIO JIEKAPCTBEHHOTO Mpenapara TpeOOBaHMs K COJEPIKaHUIO MJIaHA YTPABICHUS
pUCKaMHM  ONpENENsAOTCS  UCXOAs M3  NPUHIUNA  OPOMNOPUUOHAIBHOCTHU
UJICHTU(UIIMPOBAHHOTO U TMOTEHIMAJIBHOI'O PUCKAa JIEKAPCTBEHHOI'O Iperapara, a TakkKe
HEOOXOUMOCTH TOJTYYEHHUS JAaHHBIX O OE30MaCHOCTH Ha MOCTPETHUCTPAIMOHHOM dTare, B
CBSI3U C YEM HEKOTOpbIE YacTH WJIM MOJYJIM MOTYT ObITh OIYIIEHBI MPU YCIOBUU, UTO
YIOJHOMOYEHHBIM OpraH ToCyJapCTBa-ujeHa HE TMPEeABSABISECT HHBIX TpeOOBaHMUIl.
MuHuManbHble TPEOOBaHUS K MPEICTABICHUIO MHPOPMAILIUK TI0 YACTSAM IUTaHa YIPaBICHUS

pPUCKaMHM MPUBEJIEHBI B TabauLe 2.
Tabmuma 2

ITepeuens 9acTeli MIaHa YIPaBICHHS PHCKAMH IIPY MOAaYe 3asBIICHHUS
Ha PETHCTPALHIO JISKAPCTBEHHOTO Mpenapara Il pa3HbIX BANOB JICKAPCTBEHHBIX MPEIIAPaTOB

Bun Ilnan ynpaBieHus puckaMu
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[Ipumeyanus.

1. CumBon "+" o3Hauaet, 4To MH(OpPMAIUA MO JAHHOMY pa3jieny MPeJCTaBIsSETCsS B
ITOJTHOM 00OBbeMe TpeOOBaHHUIM.

2. CumBon "}" o3Hauaet, yTo MH(pOPMALUA 110 JAHHOMY pa3fely NpeCTaBIICTCS B
ciaydae, eclid peepeHTHBIN JEeKapCTBEHHBIM MpemnapaT HE UMEET OJ00OpEHHOro IlaHa
yIpaBJCHUsI PUCKAMU U pe3loMe IJIaHa YIPaBIECHUS PUCKAMU HE OMyOJIMKOBAHO Ha CaiTe
YIIOJITHOMOUYEHHOT'0 opraHa B cetu IHTepHeT.

3. CumBon "*" o3Havaer, yTo MHPOPMANUS 110 JAHHOMY pasleiy MPECTaBISETCS B
cilydae, €CJIM MOCTPErucTpallMOHHbIE UCCIIe0BaHUs 1O OlleHKe 3(P(HEeKTUBHOCTH Ha3HAYEHBI
pedepeHTHOMY JIeKapCTBEHHOMY Tpernapary.

4. CumBoa "#" o3Ha4aeT, 4TO B JIAHHOM pa3Jiejie MOXKET OBbITh MPUBEACHO YKa3aHUE O
COOTBETCTBUU HH(POPMAIIMU O OE30IaCHOCTH B OOIIEH XapaKTEPUCTUKE JIEKAPCTBEHHOI'O
npenapara U UHCTPYKUUH 110 METULIMHCKOMY ITPUMEHEHHUIO.

5. CumBon "{" o3Hawaet, 4To TpeOoBaHUS K HMHPOPMAIMU TO JAaHHOMY pa3iemy
OCHOBBIBAIOTCSI HAa MPHUHIHUIE MNPONOPUUOHAIBHOCTH COMNPSIKEHHBIM PHCKAM C y4E€TOM



MOJIYYCHHBIX HOBBIX JAHHBIX O 0€30MACHOCTH, a TAK)KE€ BO3MOXKHBIX OTINYHM ¢ pedhepeHTHBIM
pemnapaToMm.

6. CumBon "§" o3HauaeT, uro MHpOpPMANKSA B JAHHOM paszjeliie J0JDKHA OBITH
npeacTaBieHa Oojiee TOAPOOHBIM ONKMCAHWEM U OIICHKOW B OTHOIICHWH HOBOTO
JNEWCTBYIOIIETO BENIECTBA HA HOBOE JCHCTBYIOIIEE BEIIECTBO.

Ilogaga 3asBnCHMA Ha PerucTpammio BOCIIPOU3BCACHHOIO JICKGPCTBCHHOI'O IIpCIiapara

369. Ilpu nmogade 3asBJIEHHUS HA PETHCTPALIMIO BOCIPOU3BEACHHOIO JIEKAPCTBEHHOTO
npernapara uHopMalus B IJIaHE YMpPaBICHUS PUCKAMU JIOJKHA COOTBETCTBOBATH
CJIEAYIOIIUM TPEOOBAHUSIM:

a) B yactu | mimaHa ynpaBieHus: puckaMu TpeOoBaHUs K MH(POpPMaIUK COOTBETCTBYIOT
TpeOOBaHUsAM, MPEABSIBISIEMBIM NP TMOAaUe 3asABJICHHUS HA PETHCTPAIUIO JIEKAPCTBEHHOTO
rpermnapara ¢ IMOJHbIM COJEPKAHUEM MOAYJIEH 1 — 5 perucTpaioOHHOTO JOCKE;

0) B yactu Il nnana ynpaBieHus: puckaMmu uHGopMaius A0bKHA ObITh MPEACTaBIeHA C
Y4ETOM CJEAYIOIIUX BO3MOXKHBIX YCIOBHUM:

pedepeHTHBIN JIeKapCTBEHHBIN IMpenapaT MMEET IUIaH YNpaBJICHUS pUcKamMu. B aTom
cnyuyae moaysim CI — CVII miiana ynpaBieHHsI pucKaMy MOTYT HE ITPEACTABIATLCA. Moyib
CVIII nomxken BKiItoYaTh B ce0s1 00001IeHHYI0 HHPOPMAIIHIO 0 TTpolIemMax 1mo 6e30macHOCTH,
KoTopasi (opMUpYyETCs B COOTBETCTBUM C 0000IIeHHON MH(MOpManuei o mpobiemax Mo
O0e3onmacHOCTU pedepeHTHOro mpemnapara. B cimydae ecid, MO0 MHEHHIO JAepiKaTems
PErUCTPAIIMOHHOTO YJOCTOBEPEHHUs, HMEIOTCS JIOCTaTOYHbIE JIOKa3aTeNbCTBA IS
UCKIIIOYEHHUS] W3 TEepeuHs WJIM HU3MEHEHHS TMepedHs mnpoljeM 1o O0e30MacHOCTH,
coJiepKaliemMcsi B TUIaHe yNpaBJICHHUS PUCKaMH pedepeHTHOoro mnpenapara, B moaysib CVII
JOJKHO OBITh BKJIFOUEHO MOAPOOHOE 0OOCHOBAHHUE MUMEIOIIMXCS OCHOBAHUM JIsi BHECEHUS
MOJOOHBIX M3MEHEHUW. AHAJTOTUYHBIM O00Opa3oM B ciydae, €cJu Jep)KaTelb
PEruCTPAllMOHHOIO YAOCTOBEPEHHUS ONPEAEIHI HOBYIO MpobOiieMy Mo O€30MacHOCTH,
OTHOCSIIIYIOCS. K BOCIPOU3BEJACHHOMY JICKapCTBEHHOMY Tpemnapary (Hampumep, PHUCKH,
CBSA3aHHBIE C HOBBIM BCIIOMOTAaTEJIbHBIM BEILIECTBOM, WJIM HOBYIO MpoOJieMy 0€30IacHOCTH,
BO3ZHHKAIOIIYIO B CBSI3H C JIFOOBIMU TOJIYYCHHBIMHA KIIMHUYECKUMU JaHHBIMHK ), B Moysie CVII
JOJKHBI OBITH NMPUBEACHBI JeTajdbHas UHGOpMalus U 0OOCHOBAaHUE JAHHOTO OTIMYMS C
MOAPOOHBIM OMTMCAHUEM HOBOU MpOoOIeMbl O€30MaCHOCTH;

pedepeHTHBIN JIEKapCTBEHHBIN MpenapaT He UMEET IUlaHa yIpaBJieHUsS PUCKAMU, HO
aKTyaJlM3UPOBAHHBIN IMepeueHb MpodJieM Mo 0e30MacHOCTH JEMCTBYIOLIETO BellecTBa (
JEUCTBYIOIIMX BEIIECTB) JIEKAPCTBEHHOTO Mpemnapara oOmyOJUKOBaH Ha caiTe
YIIOJTHOMOYEHHOr0 oprana B cetu HMurTepHer. B stom ciydae npu QopmupoBaHuu
cnenu@uKanuy 1mo 0e30MacHOCTH BBITIOJHAIOTCS TPEOOBaHUS, aHATOTUYHBIC TPEOOBAHUSM,
IPEABSIBISIEMBIM K JICKAPCTBCHHBIM IIperapaTtaM, MMCIONIUM IUIaH YIPaBJICHUS PHUCKAMHU
BBIIIEYKAa3aHHOI'O IMyHKTa. B ciyyae ecin Ha caiiTe YINOJIHOMOYEHHOTO OpraHa B CETH
NHTepHer mo [AaHHOMY JIEMCTBYIONIEMY BEIIECTBY (IEMCTBYIOIIUM BEIIECTBAM)



onyOJMKOBaHO OoJiee OJHOrO TMepedyHs MpobieM 1o Oe30MacHOCTH, JepKaTelb
PErUCTPAIMOHHOTO YAOCTOBEPEHUS JOJIKEH 000CHOBATh cjenaHHbIi BeIOOp B Mojysie CVIII;

pedepeHTHBIN JTeKapCTBEHHBIN Mpemapar He UMEET IJIaHa YMPAaBJICHUS PUCKaMH, U
nepedeHb mpobiieM Mo 0e30MacHOCTU JACHCTBYIONIEr0 BEIIECTBA (JCHCTBYIOIIMX BEIIECTB)
JIEKapCTBEHHOTO Mpernapara He OmyOJMKOBAaH Ha caliTe YMOJHOMOYEHHOTO OpraHa B CETH
HNutepuer. B sTom ciydae B crienu@uKaiuu 1Mo O€30MacHOCTH MPEICTABISETCS MOJTHAS
uHopmanus no monyiasim CVII u CVIIL. B moayne CVII nomxHa ObITH MpeacTaBlieHa
KpUTHUYECKas OIIEHKAa UMeEIoIIeiics uHbopMaIlui O PHUCKax, CBSA3aHHBIX C MPUMEHEHUEM
JIEKapCTBEHHOTO TMpernapara (HanpuMep, JaHHbIE JOKIMHUYECKOTO U KIIMHUYECKOTO U3YUYEHUS
, Hay4yHOW MEIUIMHCKOW JUTepaTyphl, WHPopmaius pa3paboTunka pepepeHTHOTrO
JIEKapCTBEHHOTO TIpernapara), ¥ HpeJIoKeH NEPEUYCHb BaXKHBIX HICHTU(GUIIMPOBAHHBIX U
MOTCHITMATBHBIX PUCKOB, a TAK)KE OTCYTCTBYIOINIECH HHPOpMAITUN;

B) B yactu IIl mnana ynpaBienus puckamu uHpopmanus A0JKHA BKIOUYATh B ceOs
ONHMCaHUE JEATEIBHOCTH 10 (apMakoHAA30py B COOTBETCTBUM C TpPEOOBAHUSIMU,
yCTaHOBJICHHBIMU TTyHKTaMu 287 — 305 Hactosimux [IpaBu.

JepxaTento perucTpalliOHHOTO yI0CTOBEPEHUSI BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO
mpernapara HeoOXOJAMMO TPUHUMATh Y4YacTHE B IUIAHUPYEMBIX WM BBIOJHIEMBIX
HCCIIEIOBAHUSAX, TPOBOJAUMBIX JIep)KaTelIeM PErucTPallMOHHOTO  YJIOCTOBEpPEHUS
pedepenTHOrO mpemnapara, B ciaydasx, KOrja IPEACTaBISICTCS BaXHBIM 00ecneuuTh cOop
UMEIOIIMNXCS WA MPOCHEKTUBHO COOMpAaeMbIX JAHHBIX B paMKax OJHOTO HCCIEIOBAHUS.
Hampumep, mjis momydeHusl JaHHBIX 00 OMPENENICHHBIX acleKTaX 0e30macHOCTH HOBOTO
JIEKApCTBEHHOTO Tperapara, HEOOXOAUMBIX [JIsl JajdbHEWIed XapaKTEepPUCTUKU TPOQuIIs
0€30MMacCHOCTH JEHUCTBYIOIIETO BEIIECTBA, MOXKET MOTPEOOBATHCS BKJIIOUCHHUE MAIIMEHTOB B
OTJIETIbHBIE UCCJIEAOBAHUS C OJMHAKOBBIMU WM CXOJHBIMU IENISIMHU (HAIIPUMED, PETUCTPHI
OEpEeMEHHBIX, PETUCTPhl TMAIMEHTOB C OMNpeJeSICHHbIMU 3a00JIeBaHUSIMU, BCE
MOCTPETUCTPAIIMOHHBIE HCCIEOBaHUs OE30MacHOCTH, HaMpaBJICHHBIE Ha OICHKY
pe3yJIbTATOB JUITUTEIBHOTO MPUMEHEHHUS), YTO CO3/JaeT HEOOOCHOBAHHYIO HArpy3ky Ha
MAIMEeHTOB, Bpavyei U UCCIe0BaTeNIel U JOHKHO ObITh ONITUMHU3UPOBAHO ITyTEM MTPOBEICHHUS
COBMECTHBIX UCCIJIeIOBAHU.

VYTI0THOMOYEHHBIN OpraH, B CIydasiX, KOrja 3T0 IPUMEHUMO, MOXKET TAK)KE pACCMOTPETh
BOIIPOC O HAa3HAYEHUM HCCIEIOBAaHHI, KOTOPHIE ITOJDKHBI MPOBOJIUTHCS B OTHOIICHUU
BOCIIPOU3BEIEHHOIO JIEKAPCTBEHHOIO MpETapara;

r) yacth [V miaHa ympaBieHUs] pUCKaMH MOXKET HE 3arloJIHATCS B cllydae, eClu JUIs
BOCTIPOMU3BEACHHOIO JICKAPCTBEHHOTO TIpernapara HE Ha3Hayajao MOCTPErUCTPaIlMOHHOE
uccienoBanne 3HPEeKTUBHOCTH;

1) B yacTu V IUJIaHa yIIpaBJEHUSI pUCKAMU, B CITydae, €clid B OTHOLIEHUHU pedhepeHTHOTO
JEKapCTBEHHOTO TMpemapaTa HE BBIMOJHIIOTCS JOTOJHUTEIbHBIC MEPONPUSITUS TI0
MUHUMM3ALUA PUCKOB, JOCTATOYHBIM SIBJISIETCS YTBEPKJIEHHE O TOM, YTO MH(OpMaus o
0e30MacHOCTH B OOUIEH XapaKTEPUCTUKE JEKApCTBEHHOTO Mpernapara U UHCTPYKUIHUH IO



MEIMIMHCKOMY IIPUMEHEHUIO BOCIPOU3BEACHHOIO JIEKAaPCTBEHHOIO Ipernapara
COOTBETCTBYET MH(POPMAIIMU O OE30MaCHOCTH B OOILIEH XapaKTEPUCTHKE JEKaPCTBEHHOTO
npernapaTa U MHCTPYKIIMH N0 MEAUIIMHCKOMY MPUMEHEHHIO PehEePEHTHOTO JIEKapCTBEHHOTO
npenapara. B cinydae omnpeneneHuss HOBbIX (MHBIX) PUCKOB, CBSI3aHHBIX C NMPUMEHEHUEM
BOCITPOMU3BEJEHHOTI'0 JIEKAPCTBEHHOTI'O Mpenapara, J0JKHbI ObITh MPEJI0KEHBI MEPOIIPUATHS
N0 MHUHHUMH3AIUU PHUCKOB Ui COOTBETCTBYIOIIUX Mpo0OJieM O€e30MacHOCTH COTJIACHO
TpeOOBAHMM, YCTAaHOBJIEHHBIM JIJIsl JAHHOTO paszena (paszgena V) mpu nojaye 3asBICHHS Ha
pErucTpanuio JEKapCTBEHHOIO Ipemnapara ¢ MOJHBIM cojJep:kaHuem moxnyied 1 — 5
PErHCTPALlMOHHOTO J10CKE.

B cnaydae ecnu mo OTHOIIEHHIO K pedEepEeHTHOMY JIEKapCTBEHHOMY Ipernapary
BBITIOJIHSIOTCA ~ JOMOJHUTENbHbBIE MEPONPUSATHS 1O MHUHHMMHU3ALMU PHUCKOB, IS
BOCITPOM3BEJICHHOTO JIEKAPCTBEHHOTO TIpemapara TpedyeTcs NpeICTaBICHHE IOJIHOM
uHpopMaIuy 1o pasjieiny COrJiacHO TpeOOBaHHSM, YCTAaHOBJICHHBIM IMyHKTamu 307 — 324
Hacrosamux [Ipasu;

e) B yactu VI miuaHa ympaBiieHHs pUcCKaM HH(pOpMaIus JOJKHA COOTBETCTBOBATH
TpeOOBaHUSM, YCTAHOBICHHBIM IPU IMOAAY€ 3asIBJICHUS HA PErHUCTPALMIO JIEKAPCTBEHHOIO
mpernapara ¢ IOJHBIM COJAEpKaHUEeM MoAyined | — 5 perucTpanMoHHOIO J0ChE, U
MpEACTaBIATHCS B O0OBbEME JNAaHHBIX, OMPEAENIIEMOM BBIIIEYKAa3aHHBIMU TPEOOBAaHUAMH K
pazzenam IulaHa ynpaBJIeHUs pUCKaMU JUIsl BOCIIPOU3BEAEHHOIO JIEKaPCTBEHHOTO Ipenapara
coryiacHO myHKTaM 325 — 328 IlpaBu;

x) B wactu VII miana ymnpaBieHus puckaMu nH(opMaius J0JKHAa COOTBETCTBOBATH
TpeOOBaHUSM, YCTAHOBIICHHBIM TIPH MMOJA4€ 3asBJICHUS HA PErHUCTPAIMIO JIEKAPCTBEHHOTO
rpenapara ¢ HOJHBIM coJepKaHueM MmoayJieil 1 — 5 perucrpaunonHoro aocse. B wactu
npusioxkeHud Ne 4 1 5 K milaHy ymnpaBlIeHUS PUCKAMU JEpKaTEI0 PETUCTPALMOHHOTO
YAOCTOBEPEHHSI BOCIPOU3BEIAECHHOTO JIEKAPCTBEHHOI'O IpenapaTra CleIyeT HCHOJb30BaTh
MaTepuaibl, COAEPHKAHHE KOTOPBIX IPUBEJEHO B COOTBETCTBUE C AaHAJIOTUYHBIMHU
MaTtepuaiamMu pedepeHTHOro JIEKapCTBEHHOTO Mpernapara.

TTopaua 3asdBICHAA Ha PETHCTPAIMIO THOPHIHOTO JIEKAPCTBEHHOT'O IIpenapara

370. TpeboBanus Kk MHPOpManuu B IUIAHE YIPABJIEHUS PUCKAMU TUOPUIHOIO
JIEKapCTBEHHOI'0 MpernapaTa COOTBETCTBYIOT TpeOOBaHUSAM, YCTAHOBJIEHHBIM IS
BOCIIPOM3BEAEHHOTO JIEKAPCTBEHHOTO Ipernapara B myHkTe 354 Hacrosmux [IpaBui.

B monyne C VII wactu Il nnana ynpaBneHus pucKaMmu JepKaTeIeM PErHCTPALIMOHHOTO
YAOCTOBEPEHUS IOJDKHA OBITH TIPE/ICTABIICHA JeTalIbHAs OIICHKAa MMEIOIIUXCS Y THOPHUIHOTO
JEKapCTBEHHOr0 Mpernapara OTJIUYMM OT pedepeHTHOro Imnpenapara, (Hampumep,
JICUCTBYIOIIETO BEIECTBA, MOKA3aHWN K MPUMEHEHHIO, JO3UPOBKH, (papmarieBTUUeCKOu
(GhopMBI WM TIYyTU BBEJICHUS) C OOOCHOBAHHMEM BO3MOXXHOCTH HCMOJIb30BaHUS MEPEUHS
poOJIeM 1o 0e30IMacHOCTH PeEePEeHTHOrO JISKAPCTBEHHOI'O IIpenapaTa Wid He0OX0AUMOCTH
BHECCHUS HM3MEHEHUN (BKJIIOUEHUE [OMOJHUTEIbHBIX WM HCKIIOYEHHE MpoOiieM Mo



0€e30IaCHOCTH M3 JEUCTBYIOIIETO MEpeyHs) BCJIEACTBUE JaHHBIX OTIMYMM. JlaHHBIE
KIIMHUYECKHUX UCCIIEIOBAHUM, SBIISIIOIINAECS] OCHOBAHUEM ITOJA4M 3asIBJICHUS HA PETUCTPALUIO
, TOJKHBI ObITh BKITtOUeHbI B Moy CI u CIII wactu 11 nmnana ynpasnenust puckamu. VHbIe
YacTH IUJIaHA yOpPaBJEHUS PUCKAMU TaKXKe JOJKHBI ObITh MPUBEIACHBI B COOTBETCTBHE C
JaHHOM MHpopMalel (Hanpumep, yactu V u VI muaHa ynpaBieHus: puckamu).

ITogaga 3asABICHAA Ha PETHCTPALMIO JIEKapPCTBEHHOTO Mpenapara ¢ pUKCHpOBaHHOM KOMOUHaImei

371. TpeboBaHus Kk HHPOpPMALIMU B IJIAHE YHPABICHUS] PUCKAMU MPU MOJAY€E 3asBICHUS
Ha PETUCTpalHIo JIEKAPCTBEHHOTO0 Tpemnapata ¢ (UKCUPOBAHHON KOMOWHaIMeu
ONPENEISAIOTCSA UCXOAS U3 CIEAYIOIINX YCIOBHIA:

JUTSl IEKApCTBEHHOTO TpernapaTa ¢ GUKCUPOBaHHOW KOMOWHAIHEH, copepIKalieli HOBOe
JNeUCTBYIOIIEe BEUIECTBO, HHGOpMalMUs JOJDKHA COOTBETCTBOBATH TpPeOOBAHUSIM,
YCTAHOBJIEHHBIM JUIA NOJAYM 3asBJICHUS HA PETMCTPALMIO JIEKAPCTBEHHOI'O IIpenapara C
NOJIHBIM COAEpKaHUEM MOAyJell | — 5 perucTpalMoOHHOTO JOChE COTJIaCHO IMYHKTY 353
Hacroamux IlpaBun. Muadopmauns B moaynsax CI — CVI wactu Il miana ynpaBieHus
PUCKaMHM JTOJKHA OBITH MPEACTABIICHA C aKIIEHTOM Ha HOBOE JIEUCTBYIOIEE BEIIECTBO;

JUIsl JIEKApCTBEHHOTO Mpernapara ¢ (UKCUPOBAaHHOW KOMOMWHAIIMEH, HE cojepkaliei
HOBOT'O JIEHCTBYIOLIETO BellecTBa, UH(POpMAIUs J0KHA COOTBETCTBOBATH TPEOOBAaHUSAM,
YCTaHOBJIEHHBIM JUJIsI BOCIIPOM3BEIEHHOI'O JIEKAPCTBEHHOrO mpernapara. B OTHOIEHUH
TpeboBanuii yactu Il miana ynpapienusi puckamu moj peepeHTHBIM MPenapaToM CieayeT
NOHUMATh JIFOOOW MJIM BCE 3aPErMCTPUPOBAHHBIEC JIEKAPCTBEHHBIE MpEnaparThl, CojiepKaline
aHAJOTUYHBIE JEUCTBYIONIME BEIIECTBA, BKIIOYEHHBIE B JaHHYIO (UKCUPOBAHHYIO
KOMOUHAIHIO.

HoBas nndopmanus, nmoimydeHHass Ipu U3y4eHUH (PUKCUPOBAHHON KOMOMHALMH, JOJDKHA
obITh TipecTaBiiena B MoayJisix CII u CII wactu 11 mitana ynpasienus: puckamu.

ITopaua 3asgBICHAA Ha PETHCTPALMIO JIEKAPCTBEHHOT'O Mpenapara ¢ XOpOomIO H3yICHHEIM
MEIUINHCKAM MIPUMEHEHHEM

372. Ilpu mojaye 3asBJIEHUS Ha PETHUCTPALMIO JIEKAPCTBEHHOIO IpErnapara ¢ XOpoIlo
W3YYECHHBIM MEIHMIIMHCKUM IPUMEHEHHEM HH(pOpMalus B IUIAHE YNPABICHUS PUCKAMHU
J0JKHA COOTBETCTBOBAThH CIIEAYIOLUIUM TPEOOBAHUSM:

a) B yactu | mimaHa ynpaBieHUs: puCKaMH TpeOOBaHUs K MH(POpPMaLIMH COOTBETCTBYIOT
TpeOOBaHUSAM, NMPEAbSBISIEMbIM NPU MOAAaUE 3asBJICHUS HAa PETUCTPALUIO JIEKAPCTBEHHOTO
Ipernapara ¢ IOJIHBIM COJAEpKaHUEM MOIYJIEN | — 5 perucTpainoHHOTO JOCKE;

0) B uactu Il mnana ynpasnenus puckamu undopmarus npeacrasisercs B moayisix CVII
u CVIII. JlepxaTenb perucTpallMOHHOTO YA0CTOBEPEHUS JOJKEH MPEICTABUTh 0OOCHOBAHHE



mpeiaraeMoro mnepedHs mnpobjieM 1o 0e30macHOCTH JIMOO0 OOOCHOBAaHHME OTCYTCTBUS
npo0jeM 1o 6€30MacCHOCTH UCXOJS M3 UMEIOLIUXCS JaHHBIX, OMYOJMKOBAHHBIX B HayYHOU
MEIUIMHCKON JIUTEPATYPE;

B) B yvactax IIl u IV nmnana ynpasnenus puckamu TpeOoBaHUs K MHMOpManuu
COOTBETCTBYIOT TpeOOBaHUSAM, MPEIBSIBISIEMBIM MPHU MOJAY€ 3asBICHHUS HA PETUCTPAIUIO
JIEKApCTBEHHOTO Mpenapara ¢ MOJHBIM COJepkKaHueM Moayied 1 — 5 perucrpauuoHHOTO
ZOCHE.

Ilogaga 3asBneHNM Ha PErucTpanuro OHOJIOrIYeCKOro JICKApCTBCHHOI'O Ip€napaTa

373. Ilpu nonaye 3asBIE€HUS HAa PETUCTPALMI0 OHOJOTHYECKOTO JIEKAPCTBEHHOI'O
npenapara IUIaH yNpaBlIEeHUsS PUCKaMU JOJDKEH OBITh pa3paboTaH C y4eTOM CIIETYIOIINX
TpeOOBAHMIA:

a) OTpakKeHUE OILICHKU CMEeHU(PUUIECKOTO PUCKa MMMYHOT€HHOCTH C BO3MOXXHBIMU
KJIMHUYECKUMHU MOCIEACTBUSIMM U PUCKaA Mepeauu MHPEKIUOHHBIX areHTOB;

0) oOecrnieueHHe BBINOJHEHHUS B IJIaHE MO (apMakOHAA30py PYTHUHHBIX H
JOTIOJTHUTENIbHBIX MEPOINPUATHNA, HAIPABICHHBIX HAa BO3MOXKHOCTb IPOCIEKHUBAEMOCTH
HAUMEHOBAHUS U CEPUH OMOJOTHYECKOTO JICKAPCTBEHHOTO Mpemnapara npu MpUMEHEHUH |
BBISIBJICHUM HEXKEJIATEIbHBIX PEaKIUi, OIleHKY 0a30BOM 4acTOThl HEXKENATEeJbHbIX peakluil
0c000r0 MHTEpeca U HEMPEPHIBHOIO MOHUTOPHUHTA YAaCTOTHI TI0JI03PEBAEMBIX HEXEJIaTeIbHBIX
peakuuii ocoboro MHTEpeca Ha 3Tane MOCTPETHCTPALMOHHOTO NPUMEHEHUsS B LEIX
BBISIBJICHUSI TPEBBIIIICHUS 0XXUIAEMOW YaCTOTBI, a TaKXKe MEPONPHUATHNA IO H3YUCHHUIO
CHeM(PUUECKUX PUCKOB Ha MOCTPETUCTPALMOHHOM 3Tarie (Hanpumep, UMMYHOT€HHOCTH);

B) oOecneyeHHE BKJIOUYEHUS B MEpbl MUHHUMM3AIUU PHUCKOB MEPONPUITUH,
HAMpaBJICHHBIX HAa BO3MOXHOCTH TMPOCIEKMUBAEMOCTH HAMMEHOBAHUS U CEpUU
OMOJIOTMYECKOTO JIEKapCTBEHHOTO IIpernapara MpU MNPUMEHEHHMM U  BBISIBICHUU
HEKEIATEIbHBIX PEAKIUN.

Ilogaga 3asgBneHn Ha PErACTPAITAIO I'OMEOIIATHYICCKOI'0 JICKAPCTBEHHOI'O ITIpEIIapaTa u
JICKApPCTBCHHOI'O PAaCTHUTCIIbHOIO MpCIapara, KOTOPEIC HC COOTBCTCTBYIOT KPHTCPHAM
OpeACTaBICHUA YIIPOINCHHOI'0 PETHCTPAITHOHHOIO JOCEE

374. Ilpu nogaye 3asiBIICHUSI HA PETUCTPALMI0 TOMEONATHYECKOTO JIEKAPCTBEHHOTO
Ipernapara M JIEKapCTBEHHOIO PACTUTENBHOIO IPENapara, KOTOPhIE HE COOTBETCTBYIOT
KPUTEPHUSM TIPEJCTABICHUS YIPOIICHHOTO PETUCTPAIMOHHOTO J0Che, TPEOOBaHUS K
nH(pOpMaIU ONPEIEIAIOTCS UCXOS U3 THUIIA 3asIBJICHUS Ha PETUCTPAIUIO.

TpeGoBaHus K IEPBOMY IIPEACTABIECHUIO IUIAHA YIIPABJICHAA PUCKAMHE IIOCIIe IPOXOXKACHAL
PETHCTpAIiH JICKAPCTBCHHOT'O IIpemapaTa



IlpencraBiieHre HOBBIX IUIAHOB YIIPABJICHUS PACKAMH II0 3aIIpOCy YIOJIHOMOYEHHOT'O OpraHa
TOCYIapCTB-WICHOB B CBA3H C BELABIICHHO#H Impo6iieMoii o 6e301acHOCTH

375. TpebGoBanus k MHPOPMAIIMU B IJIAHE YIPABJICHUS PUCKAMU, MPECTABISIEMOM IO
3aMpocy yMOJHOMOUYEHHOI'O0 OpraHa B CBSI3M C BBISIBIICHHOW MPoOJIeMON 1Mo 0e30MacHOCTH,
COOTBETCTBYIOT TPeOOBaHMSIM, YCTAHOBJICHHBIM I BOCTIPOM3BEICHHBIX JICKAPCTBEHHBIX
MpernaparoB MNPy OTCYTCTBUU IJIaHA YIIPABJICHUS PUCKaMU Y peepeHTHOTO JeKapCTBEHHOTO
mpermapara.

376. YIOJIHOMOUYEHHBIM OPraHOM TOCYJapCTBa-4JICHA MOXET OBITh OMPENEIICHO
TpeboBaHME aJis JepiKaTels PEruCTPallMOHHOTO YAOCTOBEPEHUS MO MPEICTABICHUIO B
pasaene CVII cnenmbukanmuu 1mo O€30MaCHOCTH JaHHBIX B OTHOIICHWHM BBISBICHHOMN
poOJieMbl 110 6€301acCHOCTH JTUO0 MPEACTABICHHIO TTOTHON MHGOpPMAILMK O MpodiieMax Mo
0e30MmacHOCTH  JIEKapCTBEHHOrO Impemapata. JlaHHoe pemieHne NPUHUMAECTCS
YIOJHOMOUYEHHBIM OpPraHoOM ¢ oOmpejeieHueM Haubojee ONTUMAalbHOTO BapuaHTa B
CJIOXUBIITUXCS OOCTOSITEIIBCTBAX.

Jlo6poBOIEHOE IpEICTABICHIE HOBHIX IUIAHOB YIIPABJICHUA PUCKAMH IIOCHIE IPOXOXKASHAL
PETHCTpaIyH JeKapCTBEHHOT'O Ipemnapara

377. Ilpu noOpOBOJBHOM TMPEACTABICHUU JEpKATEIEM PETUCTPALMOHHOTO
yAOCTOBEPEHUSI TJaHA YIPABJICHUS PUCKAMHU TIOCIE MPOXOXKICHUS PErucTpaiuu
JIEKapCTBEHHOT'0 Tpernapara TpeOoBaHUs K MH(GOpPMAIIMU B IUIAHE YIPABJICHUS PUCKaAMU
OTIPEIETISIOTCS COMJIACHO THUITY PETHUCTpAaIlMU JICKAPCTBEHHOIO Ipernapara npu MepBUYHOMN
rojiaye 3asiBJICHUS] Ha PETUCTPAIUIO JICKAPCTBEHHOIO MpernapaTta (Hampumep, perucTparus
JIEKapCTBEHHOr0 IpenapaTta ¢ MPEACTaBICHUEM MOJHOTO coJepKaHus monayied 1 — 5
PETUCTPALIMOHHOTO JJOChE, PETUCTPALIMS BOCIIPOU3BEAEHHOr0 JIEKAPCTBEHHOTO Mpenapara u T
. JI.) © B COOTBETCTBHH C TPEOOBAaHUSMHU, YCTAHOBICHHBIMU MTyHKTOM 353 HacTosimux [IpaBun

ITpexcraBneHue IWIaHA yIPaBICHHA PUCKAMH B YIIOJIHOMOYEHHKIN OpTraH TOCYAapCTB-WICHOB

378. Ilpu nosaye 3asiBJICHUS] HA PETUCTPALIMIO TIJIaH YIPABICHUS] PUCKAMU JTOJKEH OBIThH
MPEJCTABICH KaK YacTh PETUCTPALlMOHHOTO JOCh€ JIEKapCTBEHHOro mnpemnapara. [lpu
MIPEJCTABICHUY IJIaHA YIPABJICHHUS PUCKAMH B COCTaBE JIEKTPOHHOI'O PETHCTPAIMOHHOTO
0Che B IOKYMeHT (hopmupyetrcs B Buje (aiiinoB PDF nubo nHom a5exkTpoHHOM (hopmare,
ompenenseMoM TPEOOBAaHUSIMU YIOJHOMOUYEHHOTO OpraHa K SJIEKTPOHHOMY Qopmarty
JOKYMEHTOB PErUCTPAIlMOHHOIO JOChE JIEKapCTBEHHOI'O IpernapaTa B COOTBETCTBUU C
BBINIOJIHAEMOMN mpoleaypoi peructpauuu. [lnan ynpaBieHus puckaMu MPEJICTABISETCS B
YIOJHOMOYEHHBIM OpraH rocyJapcTBa-ujeHa Ha s3bIKe, YCTAaHOBJIEHHOM TpeOOBaHUSIMU
[IpaBui peructpanuu U SJKCIEPTU3HI.



10. OGHOBNIEHN ITaHA YIIPaBIICHUA PUCKAMH

379. Eciu nnaH ymnpaBieHUs pUCKaMM ObLI paHee MpEeJCTaBIEH JepKaTeiaeM
PEruCTPAllMOHHOTO YIOCTOBEPEHHS] MpPU MPOLEAYpPE PErUCTPalUM JIEKAPCTBEHHOIO
npernapara A JEHCTBYIOIIETO BEIIECTBA, JIOObIE MOCIENYIONINE NPEACTaBICHUS TOJKHBI
M0aBaTbCsl B BHJIE€ OOHOBJICHMS, 32 MCKJIIOUYEHHEM CIy4aeB, KOrJa OrOBapUBAJINCH WHBIE
TpeboBanusa. Kaxnoe npeacraBieHne MmiiaHa yIpaBiIeHHUs] PUCKAaMU JIOJKHO UMETh HOMEP
BEpPCUU U OBITh JATUPOBAHO. DTO OTHOCUTCS K MPEICTABICHUIO TJIaHa YIPaBICHUs] pUCKaMU
IIOJIHOCTBIO MJIM TOJIBKO K €r0 YaCTH WU MOJIYJIIO.

380. OOHOBNEHME IJIaHA YNPABJICHUS PUCKAMH TPEICTABISAECTCS NPU BHECEHUU
U3MEHEHHIl B MepedeHb MpodiieM 1o O0e30MacHOCTH, MPU BBEACHUHM HOBBIX HIH
CYIIECTBEHHOM H3MEHEHUHU BKIIIOYEHHBIX B IJIaH JOMOJHUTENIbHBIX MEPONPUSITUN IO
dbapmMakoHaI30py WU JOMOJTHUTENbHBIX MEp MHUHMMH3aUuM pHUcKa. CylieCTBEHHbIE
M3MEHEHUS 0J100pPEHHOTO JTOMOIHUTEIBHOTO MEPONPUATHS 110 (PapMAKOHAI30PY MOTYT ObITh
CBSI3aHbl, HAllpUMEp, C HM3MEHEHUEM LEeJed HCCIEIOBAHMS, LENEBOM MOMYJISAIUU HIH
COIJIACOBAHHBIX /AT MPEJICTaBICHUsI pe3yIbTaToB UcciieoBaHus. CyleCTBEHHOE U3MEHEHUE
JOTIOJTHUTENIBHBIX MEp MHUHHUMHU3AlUM PUCKA MOXKET OBbITh CBA3aHO, HaNpUMeEp, C
JIOTIOTHEHHEM 00pa30BaTEIbHBIX MaTEpPUAJIOB HOBOW MpPOOIEMOi Mo O€30MacHOCTH, YTO
TaK)Xe OTpa)kKaeTcs B JAPYTMX COOTBETCTBYIOLIMX paszjiefax IUIaHa YMNpPaBJICHUS PUCKAMMU.
CymiecTBeHHbIE M3MEHEHHMsS JOMOJHHUTENbHBIX MEPONPUATUN MO (papMakoHAA30py WIH
JOTIOJIHUTEIbHBIX MEP MUHUMH3ALMU PUCKOB BKJIFOUAIOT B TOM YMCJIE UCKIIIOUEHUE JaHHbBIX
BUJIOB JOTIOJTHUTENIbHBIX MEPONPHUATHI U3 TUIaHA YIIPaBICHUS pUCKAMHU.

381. OGHOBIIEHNE IIJIaHA YIIPaBJICHUS PUCKAMU MOXKET MOTPeOOBaTHCS B CIydasx, Korja
M0 pe3yJibTaTaM OLIEHKH IMOJTYYEHHBIX JAHHBIX ONpenensieTcs HEOOXOJUMOCTh JOMOJIHEHUS
BBINIOJIHAEMON PYTUHHOM JEATEIbHOCTU IO (apMaKOHAA30py MHBIMU BHUJAMHU PYTHHHBIX
MEPOMNPUATUNA, TOMUMO JI€ATEIbHOCTH B OTHOUIEHUU HEXKEJIaTEeIbHbIX PEaKUUi U yIPABICHUS
CUTHAJaMH.

382. B wactu u3MeHeHus: pyTUHHON JESATEIbHOCTH 10 MUHUMHU3AIUU PUCKOB OOHOBJICHUE
IJJaHA YINPAaBJIECHUS PHUCKaMH MOXET MOTpeOOBaThCS MPHU JONOJHEHHH PEKOMEHAALMN
OTIPE/ICJICHHBIMU CHEIUAIbHBIMU KIMHUYECKUMU MEPONPUATHUSAMU B LENAX YIPaBICHUS
puUCKOM (HampuMmep, OOHOBJICHHE IUIaHA YIPABICHUS PHUCKAMU MOXET Takke ObITh
00OCHOBAaHHO NPH 3HAYMTENIbHBIX HM3MEHEHHUSAX IIJJaHA €XXETOJHOTO PAaCIIUPEHHOIO
MOHUTOPHUHIa 0€30MacHOCTU (PYTUHHOW AESATENBHOCTH MO (papMaKOHAA30py) JUOO MpHU
BKJIIOYCHUU JOTIOJIHUTEIBHOIO KOMIIOHEHTa PYTUHHOTO MOHUTOpPHUHTa (Hampumep,
PEryJsipHOTO MOHUTOPHUHIA (QYHKIMHU MOYEK) B KAYECTBE peKOMEHAAlMu B mojapasnaen 4.4
paznena 4 oOmel XapaKTepUCTHKHU JIEKapCTBEHHOro mpemnapara. HeobxoammMocTh
OOHOBJIEHHUS IJIaHA OLIEHKU 3()(PEKTUBHOCTH MEPONPUATUIN 110 MUHUMU3ALUN PUCKOB TAKXKE
JOJIKHA YYUTHIBATHCS IPU OOHOBJICHUSIX IJIaHA YIPABICHUS PUCKAMU.



383. OOHOBNIEHNUE TUTaHA YIIPABJICHUS PUCKAMU MOXKET MOTPEOOBATHCS MOCTIE 3aBEPIICHUS
OLICHKU SKCTPEHHOU MpoOJIeMbl 10 OE30MaCHOCTH W MOATBEPKICHHUSI HOBOW MpOOIEMBI 1O
0€30IacCHOCTH KaK BaXXHOTO HACHTU(GULUHUPOBAHHOIO WJIM MOTEHIUAJIBHOIO PHUCKA C
HEO0OXO0IMMOCTBIO BHECEHUSI I3BMEHEHUI B MepeyeHb Mpo0ieM 1Mo 6e30MacHOCTH.

384. Ecnu TpeGoBaHUSIMH HE OTPEAEIEHO HHOE, TOKYMEHT C 0TOOpakeHneM B TaOJIUYHOM
Buje ("OblIO — cTano") M3MEHEHUH, BHECEHHBIX B TIOceiHee OOHOBIIEHHUE TIJIaHa YIpaBICHUS
puckaMu (eclii MPUMEHHUMO), a TaK’K€ U3MEHEHUW MO CPABHEHUIO C TEKyIIeH 0J00peHHOM
BEpCHEN IUIaHa YIpaBiCHUs PUCKAMU JIOJDKEH OBITh BKJIIOUEH B KaXJ0€ MPEACTaBISIEMOE
OOHOBJICHUE TUIAHA YIIPABJICHUS pPUCKAMU.

385. JlekapcTBEHHBIN MpenapaT MOXKET UMETh TOJIBKO OJHY TEKYIIYI0 OJI00pEHHYIO
BEpCHUIO IUIaHa ympaBjeHus puckamu. [lpu Hanuuuum oTiIMYMi WHPOpManMU B IJIaHE
yIpaBJI€HUs] pPUCKaMHM (HampuMmep, B 4YacTH OSIHAEMHUOJOTHHM, 3Tana pealu3aluu
JOTIOJTHUTEIBHBIX MEpP MHUHUMU3AIMHN PUCKA, OLEHKH 3()(PEKTUBHOCTH MEp MUHUMU3AIUU
pHUCKa) B rOCY/IapCTBAX-UJICHAX, OMUCAHUE AAHHBIX OTIMYUNA MOXKET ObITh MPEACTABICHO B
npwioxkenuu Ne 9 k ruiaHy ympaBieHHUsI PUCKAMU B COOTBETCTBHHM C TpeOOBaHUAMH K
(dbopmary u CTpYKType MpeACTABISIEMBbIX B IIJIaHE YNPABICHUS pUCKaMH JaHHbIX. Eciiu B xoze
IpoLEAYpHI IPEACTABICHO HECKOIbKO OOHOBIIEHUH IIJ1aHA YIIPABJICHUS PUCKAMU, TTOCIEIHSIS
npeJcTaBleHHass Bepcus OyAeT paccMaTpuUBaThbCs Kak TEKYIIUM OJ0O0peHHBIN IuiaH
yOpaBJieHUsT PUCKAMH Il MOCJIENYIOIUX OOHOBIEHUW W I LieJied OTCIeKUBaHUS
U3MEHECHUM.

386. Ecii 0OHOBIEHHE IJIaHA YNPaBICHHUS PUCKAMH IMPEICTABISAETCS B paMKax
BBITIOJIHEHUS MPOLEAYpPHl, IUIAH YIPABICHUS PHUCKAMU CUMTAETCS YTBEPKAECHHBIM IO
OKOHYAHWM BBIIIOJHEHUS MPOLEAYPHI, €CJIU BCE BHECEHHBIE U3MEHEHUSI OLIEHHBAIOTCS KaK
IIpUEMIIEMBIE.

387. Ha mocTperucTpallMOHHOM 3Talle MOPSAOK IPEACTAaBICHUS HOBOTO WIIH
OOHOBJICHHOTO TUTAHA YIPABJIEHUSI PUCKAMU OCYLIECTBIIAETCS B CIIydasX U B COOTBETCTBUHU C
MOPSIZIKOM BHECEHHUS U3MEHEHUN B PErUCTPAIlMOHHOE JI0Che JIEKAPCTBEHHOTO Mpemnapara,
ycTaHOBJIEHHBIM npuioxkeHussMu Ne 19 u 20 k I[IpaBunam peructpanuu m 3KCIEPTU3BI, 32
UCKIIIOUEHUEM CIIy4YaeB MPEJICTABICHUS HOBOTO WM OOHOBJICEHHOIO IUIaHA YIpaBICHUS
pUCKaMU B paMKax HCIOJIHEHUsS HHBIX 0053aTENbCTB, HAJIOKEHHBIX YIOJIHOMOYEHHBIM
OpraHOM.

11. VnpaBnenne miaHOM yIIpaBJIeHAsS PUCKAMH TIPH BEITONHEHWH MapaJUISIIHHBIX MPOIEAYP

388. Ecnu B OTHOIIEHUU JIEKAPCTBEHHOTO IperapaTa OJHOBPEMEHHO BBIIIOJIHSAIOTCS JIBE U
OoJsiee Tpoleayphl, TpeOyoIue MPEACTaBICHUS IUIaHA YIPaBJICHUS PUCKAMHU, CIeIyeT
MIPEJCTaBUTh €IMHBI KOMOMHUPOBAHHBIN IIJIaH YIPABICHUS PUCKAMU C COOTBETCTBYIOIINM
paznenenreM naHHbix B moxayse CIII gactu Il ykazanHoro miana. OnTuMalIbHBIA BapUaHT
JUTSL TIPEJICTABIICHUS OOHOBJICHUs TJIaHA YIIPABIICHHUS PUCKAMU B CIydae BBITTOTHEHUS
HECKOJIBKMX PETYJISITOPHBIX MPOUEAYP, NOTCHUHAJIbHO BIMSAIOIIMX HA COACP)KAHUE ILJIaHA



VIPaBICHUSI PUCKAMH, JOJKEH OOCYXIaThCs C YIMOJHOMOYEHHBIM OpPTraHOM Tiepe]
MIPEACTABICHUEM JOKYMEHTA.

12. OGHOBIIEHKE IUIaHA YIPaBIICHAA PUCKaMH IIPH IOATOTOBKE IEPHOJHIECKOTO OOHOBIAEMOTO
oT4era 1o 6e30macHOCTH

389. B cayyae eciu mpu MOATOTOBKE MEPHOJAMYECKOTO OOHOBISIEMOTO OTYETa IO
0€30MMacHOCTH TOSBISIETCS HEOOXOJUMOCTh BHECEHHS M3MEHEHHH B IUIAH YyMIpaBJiICHUSA
pUCKaMU B pe3yJibTaTe BBISBIICHUS HOBBIX MPOOIeM Mo 0€30MacHOCTH MO0 MHBIX JaHHBIX,
MPEACTABICHHBIX B MEPUOJUICCKOM OOHOBIISIEMOM OTYETE MO OE30MaCHOCTH, HEOOXOAUMO
OJIHOBPEMEHHO C MPEACTABICHUEM NEPUOJUUECKOTO OOHOBIIIEMOI0 OTYETa MO O€30MacHOCTH
MPEICTaBUTh B YIIOJTHOMOUYEHHBIN OpPTaH rocyapcTBa-ujieHa OOHOBJICHUE TUTAHA YITPABICHUS
puckamu. B sTom ciiyyae He TpeOyeTcs MpejcTaBiieHHEe OOHOBJIEHUS IJIaHA YMPaBICHUS
pUCKaMu N0 OTIeNbHOM mpolueaype. B ciaydae eciaum BpeMs NpeacTaBiICHHST 000UX
JIOKYMEHTOB COBNAJAET, HO U3MEHEHUsSI HE CBA3aHbI JIPYT C APYroM, MpejcTaBieHUE IIaHa
yIpaBJICHUS] PUCKaMU JOJKHO pacCMaTPUBATHCSl KaK HE 3aBUCHUMOE BHECEHUE U3MEHEHUU U
MIPE/ICTABIICHUE B YIIOJIHOMOYEHHBIN OpraH OOHOBJICHHOW BEpCHUU JOKYMEHTA.

13. Onenka mwiana ympaBieHHsS PECKaMH YIIOTHOMOYEHHEIMHA OpraHaMH

390. B oTHOLIEHNH JIEKAPCTBEHHBIX MPENApPaTOB, 3aPETUCTPUPOBAHHBIX B COOTBETCTBUU C
3aKOHOJATEIHCTBOM T'OCYAAPCTB-WICHOB, YIIOJIHOMOYEHHbIE OPTraHbl HECYT OTBETCTBEHHOCTh
3a OLICHKY IJIaHA YIPABJICHUS] PUCKAMU U OPTAaHU3YIOT IKCIIEPTHBIE PA0OTHI MO OLICHKE IJIaHA
yIpaBJICHUs] pUCKaMU Ha €IMHOOOpa3HON OCHOBE.

391. YnoJHOMOYEHHBII OpraH MOXET 0053aTh AEp)KATENsl PErucTPallMOHHOTO
YAOCTOBEPEHUS KOHTPOJIUPOBATH CHUCTEMY VYIPABICHHUS PHUCKAMU JUISI KaXKJIOTO
JIEKapCTBEHHOI'O MpEeTnapaTa B CIy4yae HaJu4usl ONAaCEeHUM IO MOBOAY PUCKOB, BIUSIOIIUX HA
COOTHOIIIEHHE "TOJIb3a — PHUCK'", a TaKXkKe MPEJICTaBUTh MOJAPOOHOE OMUCAHUE CHUCTEMBI
YIOpaBJ€HUS] pUCKaMU, KOTOPYIO AepKaTelb PETUCTPAIMOHHOIO YAOCTOBEPEHUS TIIaHUPYET
peaIu30BbIBaTh ISl COOTBETCTBYIOIIETO JIEKAPCTBEHHOT O IIpenapara.

392. B OTHOILIEHUM JEKAPCTBEHHBIX MPENapaToB, 3aperucTPUPOBAHHBIX IO
JEUEHTPATN30BAHHON MPOUEAYpEe WM MPOLEAype NMPU3HAHUSA, B IJIAH 110 MUHUMM3ALHUH
PUCKOB BKJIIOYAIOTCSI MEPbl MUHUMU3AIMU PUCKOB, PEKOMEH/IOBAHHbBIE YIIOJTHOMOYEHHBIM
OpraHom pe(depeHTHOTr0 rocyAapcTBa U BIOCIEICTBUM COTJIACOBAHHBIE YIIOJTHOMOYEHHBIM
OpraHOM rocyJapcTBa Mpu3HaHus. J{OMOHUTENbHBIE MEPOIIPUSATHUS IO MUHUMHU3AIIUA PUCKOB
, @ TAKXKE€ WHBIE YCIIOBUS WJIM OTPAHUYEHMS], HAIIpaBJI€HHbIE Ha 00ecleuyeHrne NMPUMEHEHUS
JIEKapCTBEHHOTO Mpernapara Mpy MpPEeBbIIIEHUN MOJIb3bl HaJl PUCKOM, SBISIOTCS YCIOBUAMU
MOJIYYEHUS] PETUCTPALIMOHHOTO YA0CTOBEPEHMUS.

393. B ciyuae eciiy MpOUCXOASIT U3MEHEHHUS B OTHOIIEHUH TJIaHA MUHUMU3AINU PUCKOB
pedepeHTHOro JIEKapCTBEHHOrO Mpenapara Ju00 MPUHUMAETCS PEIIEHWE O BHECEHUU



M3MEHEHUI B MEpbl MUHUMU3AINH PUCKA JJIS TAHHOTO JIEHCTBYIOIIETO BEIIeCTBa (BEIIECTR),
YIOJIHOMOYEHHBIN OpraH rocyAapcTBa-ujieHa J0KEeH 00eCeYUTh CBOEBPEMEHHOE BHECEHUE
JepKaTeJIeM PETrUCTPALMOHHOTO YJAOCTOBEPEHHS Ha JIEKapCTBEHHBIE Ipernaparhl,
COJIep’Kalllie€ aHaJOTMYHOE JCHCTBYIOIIEE BEIIECTBO (BELIECTBA), M3MEHEHHH B MeEpbI
MUHHUMU3AIUU PUCKOB.

14. TIpo3pa4HOCTH OICHKY IUIAHOB YIIPABJICHAA PUCKAMHA

394. YnonHoMOYE€HHBIE OpraHbl 00ECIEeUYnBalOT B3aUMHYIO JOCTYIMHOCTh OTYETOB O
pe3yapTaTax OLEHKHU IMPEACTABISEMBbIX IUIAHOB YIPABICHUS PUCKAMU U PE3IOME IUIAHOB
YIOPaBJICHHs pUCKaMU Yepe3 UHTErPUPOBAaHHYIO HH(POpMamoHHYI0 cuctemy Coro3a.

395. YonmHOMOUYEHHBIN OpraH JOHKEH 00eCreyuTh OOIMECTBEHHBIN JOCTYI K PE3IoMe
0JI0OOpPEHHBIX TUIAHOB YMNpPaBJICHHUS PUCKaMHU Ha cBoeM caiiTte B cetu MHrtepHet. [ 3Tux
LIEJIEH JIepXKATeNIb PETUCTPALMOHHOTO YAOCTOBEPEHHUE NPEACTABIAECT B YIOJIHOMOYEHHBIN
opras pe3roMe IjIaHa YIpaBJIeHUsl pPUCKaMU JOTOJHUTENBHO B (pOpME OT/IETBLHOTO TOKYMEHTa
B DJIEKTPOHHOM BHJIE.

VII. Opraam3anus paboTsl ¢ HHPopManueit 0 HeXKelaTeIbHBIX PEeaKIHIAX

396. JlanHbli pa3ien onpeneseT OCHOBHBIE IPUHIUIIBI IpoLeayp cOopa U yIpaBIeHUs
JAHHBIMU U TPEJACTABICHUS HMHAUBUAYAJIBHBIX COOOIIEHUH O MOJ03PEBAEMBIX
HEXKENATEIbHbIX PEAKUUSX, CBSI3aHHBIX C MPUMEHEHUEM JIEKapCTBEHHBIX IIpenapaTos,
3apEruCTPUPOBAHHBIX B rOCyJapCTBax-4ICHAX.

397. B nanHOM paszaelie He ONpeAessioTcs TpeOOBaHUS K NPEICTaBICHUIO
WHIUBUIYAJIbHBIX COOOIICHUH O SBJICHMSX WJIM aCNEKTaX NMPUMEHEHHUs JeKapCTBEHHBIX
[pEenapaToB, KOTOPbIE HE MPUBOJAT K Pa3BUTHUIO HEXKENATENbHbIX peakiuil (Hampumep, O
cilydyasX Nepefo3WpOBKH, HENPABUIBHOM NPUMEHEHUM WJIH OIIMOKE NPUMEHEHHS, HE
COTIPOBOKJAIOLIUXCSI PAa3BUTHEM HEONArONpUATHBIX KIMHUYECKUX CUMNTOMOB). [laHHas
uH(popManus TOJKHA cOOMPaThCs, aHATU3UPOBATHCA U MPEICTABIATHCS B MEPUOIUYECKOM
OOHOBJISIEMOM OTYETE MO OE30MACHOCTH B LIENSAX HMHTEPHpPETAlUUd UMEIOUIUXCS JaHHBIX O
0€30MacHOCTH WX OIEHKU COOTHOIIEHUS "MojIb3a — pUCK'.

1. C60p coobmenmii 0 HeXxeNnaTeIbHbIX PeaKIUIX

398. YHoTHOMOUYCHHBIM OpraHaM M JCpPKaTelIIM PETHCTPAIIMOHHBIX YA0CTOBEPCHHIM
CJIeIyeT TMPOBOIUTH COOP M YIOPSAOYEHUE COOOIICHUI O MOA03PEBAEMBIX HEXKEIATCIbHBIX
peaKIuAX, MOJYYCHHBIX W3 Pa3IMYHBIX MCTOYHHUKOB 0O€3 MpeaBapUTEILHOTO 3ampoca U
MOCTYIIHUBIIIHX TI0 3aMPOCYy.

399. B nensax obecnedeHrss BO3MOKHOCTH cOOpa JIOCTaATOYHOTO KOJIMYECTBA COOOIICHUI
0 HEXENaTeNbHBIX pPEaKIUsIX MW WX IMOCIeAyIoleil HaydHO OOOCHOBAaHHOW OIICHKH
HE0OXO0MMO pa3BHBaTh CUCTEMY (papMakoHaI30pa.



400. Cuctema (hapMakoHa130pa J0JDKHA ObITH pazpaboTaHa TakKuM 00pa3oM, 4TOOBI OHA
oOecrnevynBaia HaJJICKAIYI0 OIIEHKY KadecTBa COOpPAHHBIX COOOIIEHUH O HEXEIaTeIbHBIX
peakuusax (B OTHOUICHUH MOMJIMHHOCTH, Pa30OPUYUBOCTH, TOUYHOCTH, IOCIIEIOBATEIILHOCTH),
MaKCUMAaJTbHYIO MOJIHOTY JaHHBIX [Tl MX KIIMHUYECKON OIIEHKH M BO3MOXXHOCTb BBITIOJTHEHHSI
IPOBEPKHU.

401. PaboTa ¢ JaHHBIMH, COJIEPIKAIUMUCS B COOOIIEHUSIX O HEKEINATSITHbHBIX PEAKITUX,
JOJKHA OBITh OPTraHW30BaHA C YYETOM 3aKOHOJATENhCTBA TOCYJapcTBa-ujeHa B o0yacTu
3aIUTHI TEPCOHATBHBIX JTAHHBIX.

402. CnenyeT CTpYKTYpUpOBaTh cUCTeMY (hapMakoOHa30pa TaKUM 00pa3oM, 4TOOBI OHA
MO3BOJIsIa CBOEBPEMEHHO BaJMIUPOBATH COOOIIEHHS O MOJ03PEBAEMbIX HEXENAaTeIbHBIX
peakusax W OOMEHHMBATHCA WMH C YIOJHOMOYCHHBIMH OpraHaMU U JepKaTelsMH
PETHCTPALIMOHHBIX YJOCTOBEPEHH B CpPOKH, YCTaHaBIMBAEMbI€ 3aKOHOJATEIHCTBOM
rOCy1apCTB-YJICHOB.

403. CooOmenuss ¢ nHpopmanuer o OE30MACHOCTH JIEKAPCTBEHHOI'O MIpemnapara,
coOupaeMble Ha dTare MOCTPErUCTPAIMOHHOTO TIPUMEHEHUS, MOXKHO pa3eiiuTh Ha JIBa TUTIA:
COOOIIIEHUS, TOTYYCHHBIE HE 0 3apOoCy, U COOOIICHHSI, MOyYEHHBIE M0 3aIpocCy.

Coo0meHns 0 HexeNnaTeJIbHRIX PEaKIHAX, IOIyIeHHbIe He IO 3aIpocy
CrooHTaHHBIE COOOMEHUS

404. CioHTaHHOE COOOIIEHNE CTEIHATNCT CUCTEMBI 31pPaBOOXPAaHEHUS, MTAIIUCHT WU
NOTpeOUTENb HANIPABIISIET B aJJpEC YIIOJIHOMOYEHHOTO OpraHa, JAepkaTelsi perucTPallMOHHOTO
YIOCTOBEPEHUSI WX APYroll opraHu3anuu (HaOIpuMep, B PETHOHAJbHBIN ILEHTP IO
(dbapMakoHaI30py, TOKCHKOJIOTHMYECKUM LEHTp) Oe3 mpeaBapuTeabHOro 3ampoca. B
CIIOHTAHHOM COOOIIEHUHM ONUCKHIBAETCS OJIHA WJIM HECKOJbKO IO0J03PEBACMbIX
HE)KEJATEIbHbIX PEAKIUN y TAalUeHTa, KOTOPOMY Ha3HA4aJICs JICKAPCTBEHHBIN Mpernapar.

405. K cnnoHTaHHBIM COOOIIIEHUAM HE OTHOCSTCS COOOIIECHUS, MOJTYyUYEHHBIE B XOJI€
UCCIICIOBAaHUN WJIM WHBIX BHUJIOB OPraHM30BaHHOTO cOopa maHHBIX. K CHOHTaHHBIM
COOOIIIEHUSIM B TOM YHCJE OTHOCSTCS CIEAYIOIIUE COOOIIEHUsS O TO0J03PEBAEMbIX
HEXKEeJATEIbHbBIX PEAKIIUSX:

a) cOOOIIeHMs, IPEICTABICHHBIE B OTBET HA MEPbl CTUMYJIMPOBAHUS B BHUJIE MPSMOTO
MH(QOPMHUPOBAHUS CIICIIMATMCTOB CUCTEMBI 3[paBOOXPaHEHMs], TyOJIUKaIMi B TIpecce, ompoca
CHEIUATMCTOB CUCTEMBI 3[IPaBOOXPAHECHHUS MPEICTABUTEIISIMU JiepKaTeseil perucTpaliMOHHbIX
YI0CTOBEpPEHUN, HHPOPMHUPOBAHUS MALIMEHTCKUMU OPraHU3allUsIMU CBOUX YYACTHUKOB WJIU
CyZ1IeOHBIX UCKOB B OTHOIIIEHUH KJIacca JIEKAPCTBEHHBIX CPEJICTB;

0) cooO1ieHus, HalpaBJIeHHbIE TOTpeOUTeNIMHU 0€3 MpeJBapUTEILHOIO 3apoca, BHE
3aBUCUMOCTH OT MOCHEAYIOIIEr0 MEIUIIMHCKOTO MOITBEPKICHHUS;

B) COOOILIEHHs], KOTOPbIE HE CBSI3aHBI C JIIOOBIM M3 METOJIOB OPraHM30BAHHOTO cOOpa
JAHHBIX W KOTOPBIC TMOJYYECHBI MOCPEIACTBOM CHUCTEMBI MPEACTaBICHHUS HHGOPMAIUHA O



JIEKapCTBEHHOM IIpenapare, JU00 SBISIOTCS Pe3ysbTaToOM paclpocTpaHeHHs] HHPOpMAIUH O
JIEKapCTBEHHOM IIpenapare Wik 00pa3oBaTeIbHbIX MAaTEPUAIIOB;
I') COOOIIEHNs, BBISIBICHHBIE B ceTH MHTepHEeT uiu Hu@poBBIX CpeacTBax HH(GOpMaLUY;
1) UHJIMBUYaJbHbIE COOOIICHMS, MOJYyUYEHHbIE OT HECKOJBbKUX PENOPTEPOB, IIPU 3TOM
KaK MUHUMYM OJTHO COOOIIIEHHE TOTy4eHO 03 MpeIBapUTEIbHOTO 3apoca;
€) cooOlIeHHsl, TOJy4YEeHHbIE TPU MPOBEJCHUU HEHUHTEPBEHIIMOHHOTO
MOCTPETUCTPALMIOHHOI'O UCCIEI0BAHMS, B OTHOUIEHUU KOTOPBIX MPOTOKOJIOM HCCIIETOBAaHUS
He ObUIO OIpEeIETICHO BHIMOIHEHUE CUCTEMATUYECKOr0 cOopa JaHHBIX;

) COOOILEHUS, MOJYyYEHHBIE B pe3yJIbTaTe MPUMEHEHUs He3aperucTPUpPOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB, HA3HAYEHHBIX B CBS3U C UCKIIOUUTEIBHBIMU OOCTOSITEILCTBAMU
U3 COOOpaX€HMM CcoOCTpajaHus, WIM B paMKaxX NEPCOHAIU3UPOBAHHBIX MPOrpamMMm
MIPUMEHEHUS HE3aPETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPENAPATOB, B CIIy4Yae €CJIH JAHHBIMU
nporpaMMaMH HE OMPENENsICSd CUCTEMAaTU3UPOBAHHBIM COOp JaHHBIX O HEXKeIaTeIbHbIX
peakLusIX.

406. T1epBOMCTOYHUKOM IOJI03PEBAEMOI HEXKEJIaTeIIbHOW PEeaKIuu SIBISETCS JIUIIO,
KOTOpPOE MPEACTaBUIIO MH(OPMAIIUIO O Cllydyae pa3BUTHUS HEXenaTelbHOM peakuuu. B ciydae
eci uHpopManus 00 OJHOM HeXenaTelIbHOM peakIUu IOCTyHaeT OT HECKOJbKHUX
MEPBOMCTOYHUKOB, B TOM YHCII€ OT CHEIUATINCTAa CUCTEMbI 3JpaBOOXPAHEHNUS, MALIMEHTA WU
noTpeOuTeNsl, TaHHbIE MO0 BCEM MEPBOMCTOYHUKAM JOJKHBI OBITH BKJIIOYEHBI B paszzaen "
[TepBoucTouHuK" HhOpMBI COOOLIEHUS O HEKETATEIBHON PEaKLIUU.

407. CooO1eHue o0 HeKENaTENbHOW PEaKLUH, IPEACTABICHHOE TOTPEOUTENIEM, CUATAETCSA
UMEIOIIMM MEIMIIMHCKOEe TOATBEPXKICHUE B CIydae MOCIEAYIONIEro MOATBEPKIACHUS
pPa3BUTHS y MALMEHTA JaHHOW HEXENaTebHOM pEeaKIMU CO CTOPOHBI CIIELUATMCTA CUCTEMBI
3/IpaBOOXpaHeHusl. MeIUIIMHCKOE MMOATBEPKACHUE COOOIIEHUSI O HeXeNaTeNbHON peaKIH,
MpEACTaBIEHHOI0 NOTpeOUuTeNeM, BKIIOYAeT B ce0s HalW4yue B COOOIIEHHHM HaHHBIX W3
MEIUIMHCKON JOKyMEHTAllMU MalleHTa (HampuMep, JaHHbIE Ja0OpaTOPHBIX WM HMHBIX
MCCJIeI0BAHMI ), KOTOPBIE MOATBEPKAAIOT PAa3BUTHE Y MALIMEHTa HEXXeJIaTeIbHON peakiuu, u
HaJIM4KMe UICHTUPHUIUPYEMOTO MEIULIUHCKOr0 pa0OTHUKA, KOTOPBIMA MPEANOIAracT Haluunue
B3aMMOCBSI3M MEXJy MPUEMOM IMalMEHTOM JIEKapCTBEHHOIO IMpernapara U pa3BUTHEM
HEXeJlaTeNbHOU peakiuu. B cimydyae eciu cooOlieHre O HeXenaTelbHOW peakiuu ObLIo
HaIpaBJIEHO IMOTPEOUTENEM, KOTOPBIA SIBIAETCS JUIOM C MEIUIMHCKUM OOpa3oBaHHEM,
JaHHOE COOOIIEHNE TAK)KE OLICHUBAETCS KaK MMEIOIEe MEAUIIMHCKOE TIOITBEPKACHHE.

B cnyuae nosmyueHusi CHOHTaHHOTO COOOIIEHUS! O Pa3BUTUU HEXKEJIaTeIbHOIO SBJICHUS, B
KOTOPOM OTCYTCTBYET YKa3aHHE Ha HaJIWM4he NPUUYMHHO-CIEJACTBEHHOW CBSA3HM, JAHHOE
HeKeJlaTeIbHOE SIBJIEHUE PACCMAaTPUBAETCSl KaK HeKeJaTellbHas peakuus. TakuM oOpazom,
BCE IMOCTYMNAIOIIUE CIIOHTAHHBIE COOOIECHMS, TPEICTABISIEMbIE CIEIUATUCTAMUA CUCTEMBI
3[IpaBOOXpaHEHHUs], MAlMEHTAaMH WM OTPEOUTEISIMH, paCCMAaTPUBAIOTCS KaK MOJJ03PEBAEMbIE
HEKeJlaTeIbHbIe PEeaKIIMKU UCXOS U3 TOTO, UTO UX MPEACTABICHUE COAEPKUT MPEANOII0KEHNE
MEPBOMCTOYHMKA COOOUIEHUSI O HAIMYUU B3aUMOCBS3U MEK]y HEXENaTeJIbHbIM SIBICHUEM U



MIPUEMOM TOJ03PEBAEMOI0 JIEKAPCTBEHHOTO Ipemnaparta. VCKIo4eHue COCTaBIAIOT
COOOIIEHMS], B KOTOPBIX PEMOPTEPOM CEIAHO YKA3aHUE HA OTCYTCTBHE TAKOW B3aMMOCBS3H.

Coo6meHns 0 HexeNlaTeJIbHBIX PEaKIHAX, OyOIMKOBaHHEIE B HAYTHOU METUIIMHCKOK
JMTEepaType

408. Hayuynas MeIUIIMHCKAs IUTEpATypa SIBISAECTCS BAXXHBIM UCTOYHUKOM HMH(pOpMAaIUU
JUTISI MOHUTOPHUHTA PO uisi 0€30MaCHOCTH U COOTHOIICHHUS "T0JIb3a — pUCK" JIEKAPCTBEHHBIX
npenapaToB, B OCOOEHHOCTH B OTHOIICHUM OOHAPY>KE€HUS HOBBIX CUTHAJIOB, CBA3AHHBIX C
0€30MacHOCThIO, INOO aKTyaJbHBIX BOIIPOCOB M0 O€30MaCHOCTH.

409. JlepxarensiM pPErUCTPAllMOHHBIX YJIOCTOBEPECHUM CIEAYET OCYIIECTBIATH
CUCTEMATHUYECKHUIA, HE peke 1 paza B Helento, 0030p HAYYHOU MEAUITMHCKON TUTEPATypPHhI, B
IIMPOKO MCIOJIb3YEMBIX CIIPABOYHBIX 0a3ax JIaHHBIX (B TOM yucie oubiunorpaduueckoit 6aze
cTareil mo menuuuHckuM HaykaMm (Medline) nnm OnomMeaMIMHCKON U (apMaKOIOTUYECKOM
oubnuorpaduueckoil 0aze JaHHBIX OMYOJMKOBAHHOW JUTEPATYpPHI, TPEAHAZHAYCHHOMN ISt
NOJJEPKKH MEHEIKEpoB N0 uHPopmanuu H (apMakoOHaA30pa B COOTBETCTBUM C
HOPMATUBHBIMU TPEOOBAHUAMH K 3apErUCTPUPOBAHHOMY JIEKAPCTBEHHOMY Mpemnapary (
Embase)). Jlepxatento perucTpallMOHHOIO yAOCTOBEPEHUS CIEAYET YJIOCTOBEPUTHCS, UYTO
0030p HAyYHOW MEIMIIMHCKOM JHMTEpaTyphl BKIIOYAET B ceOs mpocMoTp 0a3 JaHHBIX,
KOTOpbIE COEPKAaT MaKCUMaJIbHOE KOJMYECTBO CCHUIOK Ha CTAaThU, UMEIOIINE OTHOLIEHUE K
MOHUTOPUPYEMOMY JIEKAPCTBEHHOMY mpemnapatry. I[loMuMo 3Toro, cieayer npeaycMoTpeTh,
yTOOBl BCE MPEACTABUTEILCTBA JACPXKATENsI PErUCTPAlMOHHOTO YJIOCTOBEPEHHS ObLIN
OCBEJIOMJICHBI O IMyOJUKAIUSIX B MECTHBIX MEAUIMHCKUX W3AAHUAX U COOTBETCTBYIOIIUM
oOpa3zoM WMH(QOPMHUPOBAIM O HUX OTAEN OE30MACHOCTH JAEpPKATENsl PErHuCcCTPAIlMOHHOTO
YAOCTOBEPEHUSI.

410. NlepxateysiM pETUCTPALIMOHHBIX YJIOCTOBEPEHUH CIIEAYEeT MPOCMaTpPUBATH
COOOIIEHHUS] O TOAO3PEBAEMBIX HEXKEIATEIbHBIX PEAKUUIX, MYyOIMKYEeMbIX B Hay4YHOU
MEJIUIIMHCKOW JINTEpaType, B TOM YHCIE B Marepuanax KOH(GEpEHIM WU MPOeKTax
MoHoTrpaduii, 4TOObI BBISBISATH U PETUCTPUPOBATH TaKUE COOOIICHUS, KAaK CIIOHTAHHbIE
cooOIlIeHusT UIH COOOIICHUs, BBIABICHHBIE B XOJIE HEUHTEPBEHI[MOHHBIX
MOCTPErUCTPALIMOHHBIX UCCIIETOBAHUM.

411. Ecnu B myOMuKaluy yIOMUHAKOTCS HECKOJIBKO JIEKAPCTBEHHBIX MPENapaToB, TO
COOTBETCTBYIOILIEMY JEP/KATEIIO PETUCTPALIMOHHOTO yIOCTOBEPEHUS CIIEYET pACCMATPUBATh
JIEKapCTBEHHbIE MpENapaThl, KOTOPbIE OMPEIETAIOTCS aBTOPaMu MyOIMKAMU KaK UMEIOIINE
[0 MEHbIIEH Mepe BO3MOKHYIO MPUUYMHHO-CIEICTBEHHYIO B3aUMOCBSI3b C BBISBJICHHBIMU
M0/103PEBAEMBIMU HEXENATEIbHBIMU PEAKIUSMHU.

412. CooOiieHusi, OUEHEHHbIE KaK BaJMJHbIC, MOAJIEKAT MNPEICTABICHUIO B
YIOJHOMOUYEHHBIE OPTraHbl FOCYAapCTB-UJICHOB COTJIACHO TpeboBaHMsIM HacTosumx [IpaBu.
Haugano oTcuera BpeMEHHM, YCTaHOBJIEHHOI'O [Js NPEACTaBICHUS COOOIIEHUS O
HEXEJIaTeIbHOW peaKIuu, ONpeessieTcss ¢ MOMEHTa, KOrjJa B PacOPsKEHUU JeprKaTels



PErUCTPALlMOHHOTO YAOCTOBEPEHUS OKa3ajach MHGOpMalMs O CiIy4yae HexXelaTelbHON

peakuuu, oTBeyaroujas TpeOOBaHUSAM K MHUHHMMalIbHOM TpeOyemoll uHdopMamuum s

cpouHoro penoprupoBanus. Crieayer opopMIISITh OUH Clydail HeXKeIaTeIbHON peakiuu JIst
KaKJ0TO HACHTU(ULIHUPYEMOTO NALMEHTa, O KOTOPOM COOOIIAeTcsi, U B COOOIIEHUU

NPEACTaBIATh BAXHYIO JJI OIEHKH MEIUUMHCKYI0 wuHpopmamuio. I[lepBwiii aBTOp

nyOIMKaIMY CYUTAETCS IEPBOMCTOUHUKOM COOOLIEHUS O HEXKEIATEIbHON peaKluy, JTaHHbIE
OTHOCUTEJIBHO COAaBTOPOB NyOJMKalMu He Tpeldyercss IOKYMEHTHUPOBaTh B YacTH

NEPBOMCTOYHUKOB HH(OPMALIUH.

Coo0menns 0 HeXKeIaTeNbHEIX PeaKHIX U3 APYTHX HCTOYHUKOB

413. Ecnu gepxaTeno perucTpaldoOHHOTO YJIOCTOBEPEHHUSI CTAHOBUTCS U3BECTHO O
COOOIIEHUHU O TO0JI03PEBAEMON HEXKEeIaTeNbHOM peaklny W3 HEMEIUIIMHCKOIO MCTOYHMKA,
HaIrpuMep, U3 HeMPO(UIBHBIX MEYAaTHBIX M3JaHUN WIH IPYTUX CPEACTB WH(pOpMaIuu, emy
cienyeT 00pabaThiBaTh 3TO COOOIIEHUE B COOTBETCTBUU C MOJIX0aMHU, PEKOMEHI0BAaHHBIMU
JUIsl CIIOHTaHHBIX cooOmeHuil. Cneayer npopaboTaTh AaHHBIA clydail JJis MOJYyYEHUS
MUHHUMaJIbHON HEOOX0AMMON HHQOpMaIuu, KOTOpas MpPEICTaBIsIET CO0O0M BalMIHOE
COOOIIEHUE O HEXKENATENbHOU peakiuu. Bpems npeacTtaBieHusl JAHHOTO THIA COOOIIEHUI
TaKoe ke, KaK U JUIsl BCEX CIIOHTAaHHBIX COOOIICHHUIA.

Hudopmarms 0 mono3peBaeMBIX HeXKelaTeIbHBIX PeaKHiX, MOMyIeHHBIX 3 ceTH UHTepHeT U
muPOBEIX cpencTB HE(OpMaAIH

414. JlepxaTtensiM PpEeTrUCTPALlMOHHBIX YJOCTOBEPEHHUH clleyeT pETyJsIpHO
MIPOCMATPUBATH ceTh MIHTEpHET U LU(pPOBbIE CpeicTBA HHPOpMaLUU (HallpuMep, BEO-CalThI,
BeO-CTpaHullbl, 0JI0rH, BUAEOOJIOTH, COLUAIbHBIE CETH, MHTEPHET-POPYMBbI, BUAECOUATHI,
nopTansl MO TEME 3APaBOOXPAHCHHS), HAXOIAIIMECS TMOJ WX YyHpaBICHUEM WU
OTBETCTBEHHOCTHIO, HA HaJlMYUMe MOTEHIUAJIbHBIX COOOUIEHUH O MO0J03pEeBAEMBbIX
HEXEJIAaTeNbHBIX peakIusix. B maHHOM KOHTEKCTe IUQPOBBIE CpeAcTBa WHGMOpPMAIUU
CUMTAIOTCS CIIOHCUPYEMBIMH Jep>KaTejeM pPErucTPallMOHHOIO YJIOCTOBEPEHHMs, ECIIH
JiepKaTesb PEruCTPAMOHHOTO YIOCTOBEPEHHUS BIIJICET, OTNIAYUBAET WU KOHTPOJIUPYET UX (
Ipy 3TOM TOXKepTBOBaHME ((PMHAHCOBOE WJIM HMHOE) B aApeC TEICKOMMYHHUKAIIMOHHOMN
OpraHu3aluy WIA caiTa MPOU3BOJUTENIEM JIEKAPCTBEHHBIX MPENapaToB WUIIHU JEepiKaTeseM
PETUCTPALlMOHHOTO YyJAOCTOBEPEHUSI HE SBISETCA BIAJCHUEM TpPH YCIOBUU, UTO
IPOU3BOJIUTENb JIEKAPCTBEHHBIX MpEnapaToB WIM JepKaTelb pPErucTpalloOHHbIX
YAOCTOBEPEHUI HE KOHTPOJMPYET OKOHYATEIbHOE MH(MOPMALIMOHHOE HAMOJHEHUE cailTa).
Crnenyer obecnieUnTh TaKyl MEPUOJAYHOCTH MPOCMOTPA YKAa3aHHBIX MCTOYHUKOB, YTOOBI
BBITIOJIHSUIOCH TPeOOBaHME B OTHONICHWW BPEMEHU MPEACTABICHUS MOTCHIIMATHHBIX
BAJIUJIHBIX COOOIIEHUM O HEXENaTeIbHbIX pPEaKUUsIX B YIOIHOMOUYEHHBIE OpTraHbI
roCy/apCTB-4JIEHOB, HAUMHAs C AaThl, Korjaa uHpopmanusa Oblia pazmernieHa. [lepxxarensm



PETUCTPAIIMOHHBIX YJIOCTOBEPEHHUHN CJIEAYeT HCIOJIb30BaTh COOCTBEHHBIE CAWTHI s
onTUMH3aIMU cOopa HH(GOPMAIIMH O MOI03PEBAEMBIX HEXKENATEIbHBIX PEAKIUIX.

415. Undopmanuro o ciydasx IMoA03PEBacMbIX HEXKEIIATeIbHBIX PEaKIIUi, OMMMCAHHBIX B
cetu MaTepHeT unu nudpoBeIX cpeacTBax UHPOpMaIKKU, OJIYYeHHYIO 0e3 3arpoca, Caeayer
oOpabaTpiBaTh KaK CIOHTAaHHBIC COOOIICHUS C MPUMEHEHHEM K HUM TpeOOBaHUU B
OTHOUIIEHUU BPEMEHU PETOPTUPOBAHUS, KaK JJI BCEX CIIOHTAHHBIX COOOIICHHI.

416. B OTHOLIEHUH CITy4aeB HEXENATEIbHBIX PEAKIINN, ONMCAHHBIX B c€TU VIHTEpHET Win
uPpoBBIX cpelncTBaXx HHPOpPMAIUHU, HACHTUGUIIMPYEMOCTh COCTABUTENS COOOIICHUS
OTHOCHUTCS K IPOBEPKE CYIECTBOBAHUS PEAIBHOTO JIUIA, TO €CTh BO3MOKHOCTH IPOBEPUTH
MPaBUIBHOCTh KOHTAaKTHBIX JTAHHBIX COCTABHUTEINS OTUeTa (HAmpumep, ObLI MpeCcTaBlICH
JEHCTBUTEBHBIN aipec ANEKTPOHHON nouThl). KoHTaKkTHBIE JaHHBIE ClIeIyeT UCIOIb30BaTh
TOJMBKO I 1enedl ¢apmakoHam3opa. Eciam orcyTcTByeT wmHbOpMaus O CTpaHe
NEPBOMCTOYHUKA, TO B KAUECTBE TAKOM CTPaHBI CIIEyeT CYUTATh CTPaHy, TJie Oblja MoJydyeHa
MH(pOpMALIUS WU T]I€ BHIMOIHAECTCS MOHUTOPUHT.

417. Ecnu pgepxkaTello perucTpalMOHHOTO YJIOCTOBEPEHUSI CTAHOBHUTCS U3BECTHO O
COOOIIEHUH O MOI03PEBAEMON HEXENATeIbHON pEaKIMH, OMIMCAHHON B HU(PPOBBIX CPEACTBAX
uH(popMaIMK, CIIOHCOPOM KOTOPBIX JIepkKATEIh PETUCTPAIMOHHOTO YJIOCTOBEPEHUS HE
ABJISIETCA, CJIElyeT OLUEHUTh COOOLIEHHE, YTOOBI ONpENETUTbh, MOJNANAET JIU OHO MOJA
TpeOOBaHMSI O BBHITIOJIHEHUN CPOYHOTO PETIOPTUPOBAHMUS.

Coo6meHns 0 MoI03peBacMbIX HEKEIATSIBHEIX PEaKIUAX, IOIyICHHBIE 110 3aIIpOoCy

418. CoobmieHus 0 MOA03pEBAEMbIX HEXKeNaTeNbHBIX PEaKLUAX, TOTYYSHHBIE TI0 3aIpocy
MOCTYIAOT M3 CHUCTEM OPraHM30BAHHOIO cOOpa JAaHHBIX, KOTOpBIE BKJIOYAIOT B CeOs
KIMHUYECKHE HCCIEIOBaHUsA, HEUHTCPBCHIIMOHHBIE HCCIENOBAHUSA, PETHCTPHI,
NEePCOHAIM3UPOBAHHBIE  MPOrpaMMbl  HCIOJb30BAHUS  HE3apPErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MpEnaparoB, APYTHe MPOTpaMMbl MPUMEHEHHUS He3apeTruCTPHUPOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB, HA3HAYEHHBIX B CBS3U C UCKIIOUUTEIBHBIMU OOCTOSTEILCTBAMU
U3 cooOpakeHUi cocTpaganus (MPUMEHEHHE JIEKapCTBEHHOTO Mpernaparta Mpu HEU3JICUUMBIX
WM HETIOAJAIOUINXCS JICUEHHUIO 3a00JIEBaHUSAX U JIP.), I MOHUTOPUHTA 3a00JI€BaHUMN, OTIPOCHI
NAallMEeHTOB WM MEIUUUHCKUX PaOOTHUKOB MM cOOp JaHHBIX 00 3()PEeKTUBHOCTHU
JIEKapCTBEHHOTO Tperapara Wi NPUBEP>KEHHOCTH MAI[EHTOB.

419. Coo01ieHust 0 MO03pEBAEMBIX HEKEIATEIbHBIX PEAKIUAX, MOJyYeHHbIE W3
KaKkoW-1M00 W3 JTHX CHCTeM cOopa JaHHBIX, HE CIEAyeT CYHUTaTh CHOHTAHHBIMU
COOOILEHUSIMY, 32 UCKIIFOUEHUEM CIIEAYIOLIUX CIy4YaeB:

a) COOOIICHHS O TIOJI03PEBACMBIX HEKENATEIbHBIX PEAKIUAX TOTYyUEHBI IPH MPOBEACHUN
HEUHTEPBEHIIMOHHOTO MOCTPETUCTPALMOHHOTIO UCCIEIOBAaHUs, ANl KOTOPHIX MPOTOKOJIOM
MCCIICZIOBaHUS HE OBUIO OIPE/IeTICHO BHIMIOJIHEHHE CUCTEMATHYECKOTO cOOpa JaHHBIX;

0) cooOILIEHHs O MTOA03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX MOJYUYEHBI B pE3yJIbTaTe
NPUMEHEHUS] HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, HA3HAYEHHBIX B CBSI3U C



UCKJIIOYUTEILHBIMUA OOCTOSATENbCTBAMU M3 COOOpaKEHUU COCTpaJlaHusi, WM B paMKax
MEePCOHATM3UPOBAHHBIX TPOTPAMM HCIIOIL30BaHUS HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX
MpenapaToB B Clly4yae, €CIu JaHHBIMU MIPOTpaMMaMU HE ONPEAESIICS CUCTEMaTU3UPOBAHHBIM
cOOp JJTAaHHBIX O HEXKEJNATEIbHBIX PEAKIIUSIX.

B pamkax mporenypsl permopTUPOBAHUS COOOIICHHS O TI0I03PEBAEMBIX HEKEIATSIHHBIX
peaknuax, MOJYyYEeHHBIE IO 3ampocy, CcleayeT KiaccuUIMpOoBaTh Kak COOOIIeHUs,
MOJIy4YEHHbIE B XOJIE MCCJIEJOBAaHUW, U BBIMOJHATH BalUJAIlUI0 U OILEHKY
MPUYUHHO-CJIEICTBEHHON CBSI3M B LEJISIX YCTAHOBJIEHUS UX COOTBETCTBUS YCIOBUIM
CPOUYHOTO PEIIOPTUPOBAHUS.

420. TpeGoBaHUs K OpraHU3aAIMU PAOOTHI C COOOIIEHUSIMU O HEXKEIATEIbHBIX PEAKIIUIX,
MOJTYYE€HHBIMH 110 3aIIPOCY, YCTAaHOBJIEHBI MYHKTOM 466 HacTosmux [IpaBui.

2. Baimpanma cooOmenmit

421. CpoyHoMy pEnOPTUPOBAHUIO MOJIEKAT TOJIBKO MHAUBUIYAIbHBIE COOOIIEHUS O
HEXeJNaTeNbHbIX PEaKUUsIX, KOTOPble UMEIOT MOJOKHUTEIbHbIE PE3ybTaThl Banuaanuu. B
IEJISIX BBIIIOJTHEHUS! ATOTO TPeOOBAaHUS BCE COOOIIEHUS O HEXKENATEIbHBIX PEaAKIUAX 10 UX
MIPEICTABIICHHUS
B YIIOJTHOMOYEHHbIE OpPTaHbl TOCYJapCTB-WIEHOB JOJKHBI ObITh MOJBEPTHYTHI BaIHMIALIUU Ha
HaJM4he MUHUMaIbHOU TpeOyemoil uHpopmanmu. MunumanbHas TpeOyemas uHpopMaius
BKJIIOYAET B ceOs:

a) cBeJieHUsI 00 OJTHOM WU OoJiee UASHTUPUIIUPYEMOM pernopTepe (MePBOUCTOUHUKE),
KOTOPBI MOXET OBITh WACHTU(GULHPOBAH MO TAKUM MapaMeTpaM, Kak KBanudukanus (
HaIlpuMep, Bpad, MPOBU30p, (apMaleBT, APYroil MEIUIMHCKUN CHENUAIUCT, a TaKKe
MAlWEHT, MOTPEOUTENb WIH APYTroe JIMIO, HE UMEIOIIEee MEAUIMHCKOIO0 00pa30BaHUs), UMH,
MHHUIMANIBl WJIM MECTO HaxoxaeHus (aapec) (Hampumep, HAMMEHOBAHHE OpraHU3alnu
penoprepa, yiuilbl, ropoaa, 00JacTH, MOYTOBBIA KOJI, CTpaHa, 3JIEKTPOHHAs 10YTa, HOMEP
tenedona). [lpu pabGore ¢ JAUYHBIMM JaHHBIMH PENOPTEPOB JIOJKHBI BBIMOTHATHCS
COOTBETCTBYIOIIME HOPMBI 3aKOHOAATEIBCTBA TOCYAAPCTB-WJICHOB B OOJACTH 3alIUTHI
MEPCOHAIIBHBIX JTAHHBIX.

422. Penoptep cuuTaeTcsi MACHTU(ULIIUPYEMBIM, €CIIM OpraHu3alls, KOTopas HampaBuiia
CcOOOILIIEHHE O HEXeNaTeIbHONW peakUWH, pacrnojiaraeT JIOCTOBEPHBIMM JaHHBIMU IS
NOATBEPKJICHUS CYIIECTBOBAHUS JAaHHOTO JIMIA, PENOPTUPYIOMIET0O O Pa3BUTUH
HEXeJIaTeNbHOM peakuuyu Ha OCHOBAaHMM JNOCTynHOM mH(popmanuu. Crenyer oOecrneduThb
UJCHTU(PUKAIIMIO BCEX CTOPOH, KOTOpPbIE MPEICTABISIOT HH(pOpManUio O clydyae
HEXENaTebHOW pEeaKUUH, B TOM YHCIE AOMOJHUTENbHYI0 HH(POPMALHUIO MO 3ampocy.
Heo0xoaumo UConb30BaTh HMEIOIIUECS BO3MOKHOCTH [Tl MTOTYYESHHS] KOHTAKTHBIX TAHHBIX
penoprepa B LEsAX OOecrneuyeHus: BO3MOKHOCTH MOcheaytomero coopa mHGopManuu o
HexenaTeslbHoW peakuuu. Eciau penoprep He )KellaeT Mpe/ICTaBlIATh KOHTAKTHBIE JTaHHbIE,
COOOIIEHNE O HEXKENATEeNbHOW peaKIuu CIeAyeT CUYMUTATh BAJIHUIAHBIM MPHU YCIOBHUH, UTO



opraHu3anus, MPOMH(POPMHUPOBAHHAS O CiIydyae HEKeJIaTelbHOW peakIuu, CIOocOoOHa
MOATBEPIUTH €r0 HAMPSAMYIO C PEIOPTEPOM.

423. UaauBuayanbHOE COOOIIEHUE O HEXKENATeIIbHOW peakiuu He OyAeT CUUTATHCS
BaJIUIHBIM JJIsI TIPEJICTABJICHUS B YIIOJIHOMOUYCHHBIA OpraH, €Ciu HE COJIEPKHUT JaHHBIX IS
UICHTU(DUKAIIIN CBEJICHUN O KBATU(UKAINK, CTPAHE HAXOXKICHHS WIH APYTUX JAHHBIX, KaK
MUHUMYM OJHOTro pernoptepa. [Ipu OTCyTCTBHM HaHHBIX O KBadu(UKALUKU peroprepa
COOOIlIeHNEe N0 YMOJYAHHUIO CYUTAETCA NPEJACTABICHHBIM OT mnoTtpedourend. Jns
MOCJIENYIONIETO KOHTPOJS AYOIUPYIOMIMX COOOIIEHUM B MHIAUBUAYATBHOM COOOIIEHUU O
HEeXENaTeNbHON peakuu TpeOyeTcsl yKa3bIBaTh BCEX PEMOPTEPOB (HE TOJIBKO MEPBOUCTOUYHUK
) (ecniu 570 mpuMmeHumo). MHpopmarus o HexKenaTenbHON Peakiuy, MOJIydeHHas! OT TPEThen
CTOPOHBI, HE HMMEIOIIEH HEMOCPEICTBEHHOr0 KOHTAaKTa C NAlUeHTOM, HE CUUTAeTCs
BAJIMIHBIM COOOIICHWEM O HEXEIaTeIbHOW peakIuu, eclid He OyJAeT MOATBEpKIAcHa
HEMOCPEACTBEHHO MAIlMEHTOM, JIeYalluM BpadyoM MalMeHTa WIH PEnopTepoOM, UMEIOIIUM
HETMOCPEJCTBEHHBIM KOHTAKT C MAI[UEHTOM;

0) cBenenus 00 uaeHTudUIHpyeMoM TnanueHte. s uneHTudukanuu nanueHTa
JOMYCKAeTCs yKa3aHUE KaK MUHUMYM OJHOW U3 CIEAYIOLIUX XapaKTePUCTHK: WHULIHAJIBI
MalyeHTa, HoMep METUIIMHCKOM KapThl (aMOyIaTOpHOM, KapThl CTAIIMOHAPHOTO OOJIBHOTO,
KapThl C pe3ysibTaTaMu oOCIeoBaHus), AaTa pOKACHUS, BO3PACT WM BO3pacTHas rpyra,
nepuoj rectanuu u moii. OJHAKO TMAlMEHT CYUTACTCS UACHTUPUIIUPYEMBIM, €CI Ha
OCHOBAHHMH MUMEIOLIUXCS JaHHBIX MPEACTABIISIETCS BO3MOKHBIM MOJATBEPAUTH CYIIECTBOBAHKE
nanHoro manuenta. [losromy mHbOpMarus 00 MICHTH(PUKAIMN TAIMEHTa JOJDKHA OBITH
HamboJiee TMOJHOM C Yy4eTOM 3aKOHOJIATeNbCTBA IOCYNAapCTBa-uieHa B OOJACTU 3allUThI
MEepPCOHANBHBIX AaHHBIX. COOOIIEHNE MOXKET CUMTAThCS BAJIUJHBIM IS MOCIEAYIOIIETO
MPEACTABIICHUS B YIIOJITHOMOYEHHBI OPraH NpH HAIMYUKA KaK MUHUMYM OJTHOM U3 YKa3aHHBIX
XapakTepucTUK nanuenta. CoolllleHne ¢ yKa3aHuEM HECKOJIbKHX MAllMEHTOB HE CUUTAETCS
BAJIMJIHBIM, €CIU OTCYTCTBYET HHGOpMalus KaKk MHUHUMYM OO0 OJIHOW W3 yKa3aHHBIX
WHAUBUIYAIbHBIX XapaKTEPUCTUK MalUeHTa it  (OPMHUPOBAHUS  BAJIUIHOTO
VHAMBHUIYAIBHOTO COOOIIEHUS O HEXXEIaTeIbHOM peakiuy;

B) cBeJeHUsI 00 OJHOM WM OoJiee MOJ03PEBAEMOM JIEKAPCTBEHHOM Mpenapare Wiu
JNEUCTBYIOIEM BeIleCTBE. B3anMOnEeNCTBYIOMME JIEKAPCTBEHHBIE MpenapaTbl OTHOCATCS K
10/103pEBAEMbIM JICKAPCTBEHHBIM IMperapaTam;

r) cBelleHus 00 ogHOM wiau OoJiee MOJ03peBaeMoil HexenaTelbHOU peakuuu. Eciu
MEPBOMCTOYHUKOM CJICJIAaHO YTBEPKJICHHE B MPsIMOMl (opMe O TOM, YTO HCKIIOYAETCS
HaJIM4KMe MPUYUHHO-CIIEICTBEHHOMN CBSI3M MEXy Ha3HAUYEHUEM JIEKapCTBEHHOT'O Mpenapara u
HEXKeNaTeNbHON peakuued W mnojydaresb (YHNOJIHOMOYEHHBIM OpraH Wid Jep:KaTelb
PErUCTPALMOHHOIO YJIOCTOBEPEHMS) COIJIACEH C ATUM, COOOIIEHUE OIpeneNnseTcs Kak
HEBAJIM/IHOE WHJMUBUAYAJIBHOE COOOIIEHHE O HEKEJNATEIbHOW PEaKIMHU, MOCKOIBbKY 3TO
O3HayaeT OTCYTCTBHME I0J03peBacMON HexenaTeabHoM peakuuu. CooOleHHe TaKkKe
onpenenseTcs KaKk HEBAJIUIHOE WHJMBHUAYaJbHOE COOOIEHHE O HEXKENATeIbHOW peakuHu,



€CJIM COOOIIaeTcs, YTO MAlMeHT TMEPeHEC HEeKEeIaTeIbHYI0 PeaKIiio, HO He yKa3aH BH/]I
HEXKEJIATEIbHON PEAKUUU WIM HE MPEJACTABIECHO ONMUCAHUE NMEPEHECEHHOW HEXKEIATEIbHON
peakiuu. AHAJIOTUYHO WHAUBHAYAIBHOE COOOIIEHUE O HEXKENaTeIbHON peakIuu

ompenenseTcsl Kak HeBAIMIHOC, €CIM COJCPKUT HH(POPMAITUIO TOJBKO 00 MCXOJIe U TpPH
MOCJIEAYIONIEM cOOpe MaHHBIX HE MPEACTABISCTCS BO3MOXKHBIM TOJYYUTh KIMHUYECKOE
000CHOBaHME HEXKENATEIbHON peakIiMu B KauyecTBE MPUYMHBI PAa3BUBILETOCS MCXOJa WIH
MEPBOMCTOYHUKOM HE YKa3aHO HAIMYNE KaK MUHAMYM BO3MOKHOW B3aUMOCBSI3H C TIPHEMOM
JIEKapCTBEHHOTO TpenapaTa. Hampumep, npu nonyyeHun nHGOpMaIMy 0 BHE3AITHON CMEPTH
MaIMeHTa, HaXOAAIIETOCs Ha JICYCHUU B YCIOBUAX CTallMOHApa, HEOOXOJAMMO JTOTIOJTHCHHE
COOOIICHUST METUIIMHCKOW OIIEHKON ¢ 000CHOBaHUEM OIpPEICIICHUS JAHHOTO COCTOSIHHS KaK
MCXO0J1a HEXENATeIbHONW PEeakIy JTM00 OTHECCHHS K YHCITy HEXKeJaTeIbHbIX sBIICHUHA. [1pu
OIICHKE CJIy4aeB BHE3AITHOM CMEPTH MAIMEHTA, MOJYYalollero TEepanmuio C Ha3HAYCHUEM
JIEKapCTBEHHBIX MPENapaToB, CIEAYET UCXOIUTh U3 MPEANOI0KEHUS HaJTUYUs B3aUMOCBSI3U
JAHHOTO MCXOJa C JedeHneM. [Ipu OTHECEHNH K YUCITy BaJIUIHBIX JAaHHBIC WHINBHUIYATbHBIC
COOOIICHHS O HEXENATEeNbHBIX PEaKIMIX MOIekKAT He3aMeTUTEIIbHOMY PEelOPTUPOBAHUIO.

424. Tlpu c6ope cooOLIEeHN 0 MOJ03PEBAEMbIX HEKENATEIbHBIX PEAKLHIX YEPE3 CETh
NuTtepuer unu mudpoBbie cpeacTBa MHPOPMAIIMHU MO MOHSATHEM "UAeHTUDUIIPYEeMbIi"
MMOHUMAETCSl BO3MOKHOCTh IMPOBEPKHU CYIIECTBOBAHUS pernopTepa (COCTaBUTEIISI COOOIIESHMUS)
Y TIAI[MEHTA.

425. OtcyTcTBUE KaKOW-THO0 MHGpOPMALUKM U3 YKa3aHHOU B MyHKTe 407 HACTOSIIUX
[IpaBun o3Ha4aeT, 9YTO Caydaldl CUMTACTCS HETOJHBIM M HE TOJICKUT MPOIEType CPOYHOTO
peACTaBICHUs] COOOIIEHUSI O HEeXeIaTeIbHON peakiuu. YTMOJIHOMOYEHHBIE OpraHbl U
JeprKaTeIN PeTUCTPAIIMOHHBIX YI0CTOBEPEHUN OJDKHBI MPOSBIISATH OCOOYIO TIIATEIHHOCTD B
pabote 1o cOopy HemocTaroIIeil nHGOPMAIUU B COOOIIEHUSIX, IEUCTBHS IO TIOCIETYIOIIEMY
cOOpy JaHHBIX B COOOIIEHUAX O HEXKETATEIBHBIX PEaKIUAX MOIekKAT JOKYMEHTHPOBAHUIO.
Tem He MeHee COOOIICHUS O HEXKENATENbHBIX PEaKIUsAX, MUHUMalbHas HHGOpMAIUI B
KOTOPBIX SIBJISICTCS HEITOJHOM, CICAyET PETUCTPUPOBATH B paMKax CUCTEMBI (hapMaKOHAA30pa
B IIEJISIX WX UCIIOJIb30BAHUS B TEKYIIEH NESITEIHHOCTH TI0 OIIEHKE 0€30MacHOCTH.

426. Ilpu monydYeHUH HEAOCTAIOIMX B COOOIIEHUSX O HEXKENATeJIbHOU peakiuu
MUHHMaJTbHBIX JaHHBIX (BKJIIOYAs MEPECMOTP B3aMMOCBS3U HEXKEIATEIHHON pEaKkIuu C
IPUEMOM JIEKAPCTBEHHOTO Mpernapara) WHIWBUAYaJbHOE COOOIEHHE O HEXKelaTeJbHOU
pEeaKIuu OICHWBAETCS KaK BANMIHOE M TOJICKHT PEHOPTHPOBAHUIO B COOTBETCTBUU C
TpeboBaHusIMU HacTosmux [IpaBut.

427. Ecnu omHoW cTOpoHE (YHOJIHOMOYEHHOMY OpTaHy WM JEPiKATEII0
PETHCTPAIIMOHHOTO yJIOCTOBEPEHUS) CTAHOBUTCSI M3BECTHO, YTO PETIOPTEP MOT COOOIIUTH O
M0/I03pEeBAaEMOM HEXKEeNaTeIbHON peaklMu TakKe M JAPYroil 3aMHTEpEecOBaHHON CTOpPOHE,
Takoe COOOIIEeHNEe TEM HE MEHEe CIeAyeT CYNTATh BAJTUIHBIM COOOIIEHNEM O HEXKeNaTeIbHOM
peakiuu U BKJIIOYUTH B MPOUEAYPY PENOPTHUPOBAHUS WHIWBUAYAIBHBIX COOOIIEHUH O
HEXENATeIbHBIX peaknusax. MHauBuayambHOEe COOOIIEHHE O HEXKEIATSIBbHOW peaKIuu



JIOJDKHO BKJIIOYATh B ce€0s BCIO BAXKHYIO MH(MOpMAIHIO, HEOOXOIUMYIO Jii OOHapy KeHUS
TyOIUPYIOLIEro COOOIICHUSI.

428. Ecnu umeeTcs pa3HOTJIacHE MEXAY HCCIeNOoBaTelIeM W JepKaTeleM
PEeTUCTPAIIMOHHOTO YJOCTOBEPEHHUS] WM CIIOHCOPOM HCCJIEJIOBAHUS B OIICHKE
MPUYMUHHO-CIICICTBEHHOM CBSI3M MEXKJY Ha3HAuYCHHEM I10J03PEBAEMOr0 JIEKAapCTBEHHOIO
npenapara U pa3BUTHEM HEKENIATEIbHOM peaklvy MpU MPOBEACHUH MOCTPETUCTPAIMOHHBIX
HEMHTEPBEHIIMOHHBIX HMCCIEIOBAHUN, HE CIIEAYeT MEepPEeBOAUTH CiIydaill HexelnaTeabHOU
peakiuu B 0ojiee HU3KYIO MO CTENEHHU JOCTOBEPHOCTH B3aUMOCBSI3M KaTeropuio. B
WHJIUBUyaTbHOM COOOIIECHUU O HEXEeNaTeJIbHOW peaklnH CIeAyeT MPEACTaBUTh MHEHUS
uccieaoBaTeNlsl M JepiKaTeias PEeTrUCTPAlMOHHOTO YJOCTOBEPEHHS WM CIOHCOpa
HCCIIeIOBAHMUSI.

429. BannaHoe cOOOIICHUE 0 HEXEIATSIIbHOM PEeaKIIiH, MPECTABIICHHOE MOTPEOUTEIEM,
HE CJIeTyeT MePEeBOUThH B KATETOPHIO HE CBA3AHHOTO C MPUEMOM JIEKapCTBEHHOT'O Mpernapara
HEXKEJNaTeNbHOTO SIBJICHUS B Cllyyae, €CJId MEIUIMHCKUM pPa0OTHUKOM, YKa3aHHBIM
notpeduTeneM i MOJyYeHUs Mocieayronel nHhopmalum, He TOITBEPKIACTCS HATUUHE
B3aMMOCBSI3U. B HHIMBUyaIbHOM COOOIIEHUH O HEXEJIATeIbHOM PEaKIUU CJIeIyeT OTPa3UTh
MHEHHUSI TOTPEOUTENS U METUIIMHCKOTO pabOTHUKA B OTHOIICHUM HAJIUYWS B3aUMOCBSI3U B
YaCTH OIIEHKH B3aMMOCBSI3U Pa3IMYHBIMU MTE€PBOUCTOYHUKAMU.

430. Ecniu umeetcs pa3HOIJIacue MEXKy PEIOPTEPOM U JeprKaTeIeM PErucTpaiOHHOIO
YAOCTOBEPEHUS] WIM YIOJIHOMOYEHHBIM OPraHOM B OILICHKE OTHECEHHS HeXelaTelIbHOM
pEeaKIu K CEphe3HOH, HE CIIeIyeT MEPEBOAUTH OIEHKY HEXKENaTeIbHON peakimuu B Oosee
HU3KYIO TI0 CTENIEHU CEPhE3HOCTH.

3. ITocnexyronas pabora ¢ COOOMEHNIMH O HEKENATEIHHBIX PEaKIIIX

431. Eciu B mepBOHAYalbHOM COOOIIEHHU HH(OpMaALHS O TMOJ03PEBAEMBIX
HE)KEJIATENBHBIX PEAKIUAX COIACPKUTCS HEIOJHAsl, CIEAYET IMPOBOAUTH MOCIEAYIOLIYIO
paboTy dYTOOBI TOJYYHUTH JOMOJHHUTEIBHYIO TOAPOOHYI WH(OOPMAIIUIO, MTOMUMO
MUHHUMAJIbHOW TpeOyeMOH, SBIISIONLYIOCS BaXXHOM NJii HAYYHOW OLEHKH CIy4aeB Pa3BUTHS
HEXKEJIATEIbHBIX peakiuii. BeimonHeHwe paHHOW palOoThl SBISETCS BAXKHBIM IS
MOHUTOPHUPYEMBIX SIBICHHM 0COOOTro MHTEpeca, CIy4yaeB BO3JEUCTBUSL JIEKAPCTBEHHOIO
npenapata B IepuojJ OEpPEeMEHHOCTH, CIYy4aeB CMEpPTH NalMEeHTOB, CIIy4Yaes,
IPEANOIAraloluX BbISBICHUE HOBOIO PHUCKAa WM HOBBIX AaCIEKTOB XapaKTEPUCTUKHU
U3BECTHOTO pucka. JlelicTBUs mo mnocieaymouieMy cOOpy JaHHBIX B COOOIIEHUSAX O
HE)KEJIATENBHBIX PEAKIUAX U MOJYYEHHBIEC TAHHBIE MTOIEKAT JOKYMEHTUPOBAHUIO.

432. I1pu OTCYTCTBUU B COOOIIIEHUHU O HEXeIaTeIbHON peakuuu HHGOPMAIIUUA O BO3PACTe
MalUeHTa CJIeAyeT MPEANPUHATh MEPHI MO MOJYUYCHHUIO 3TOM MH(pOpManuu Wik JaHHBIX O
BO3PACTHOM TpyIlle B CBS3M C OCOOOM BaXXHOCTHIO ATOM MH(OpMAIUU ISl OLIEHKH
0e30MacHOCTH B OCOOBIX BO3PACTHBIX TpyMNHax, BKIIOYas NEAUATPUUYECKUX M TMOKHIIBIX
NALIMEHTOB.



433. IIlpumeHseMbIe METOIbI MTOCISAYIOMIEro cOOpa JaHHBIX O HEXKeJIaTeIbHOW PEaKIINH
CJIeAyeT HAICJUTh Ha ONTUMU3AIMIO cOopa HejocTarome nuapopmaiuu. [1o Bo3amMoxkHOCTH
CleAyeT MOJIydyaTh MUCbMEHHOE MOATBEPKICHUE CBEICHUM, MPEIACTAaBICHHBIX B YCTHOM
dbopMe. DTy CTaHIAPTHYIO JEATEIBHOCTh MO (papMaKOHAI30py CIEIyeT OCYIIECTBIISTH C
MPUMEHEHUEM MEp, MOOIIPSIONIUX MEPBOUCTOUYHUK (pernoprepa) MPEACTaBIsITh HOBYIO
nH(OpMAIIKMIO, BAKHYIO JJISI HAyYHOW OLIEHKH PENOpPTUPYEMOro BOIpoca Oe30MacHOCTH.
Hcnonb3oBaHue 1ENIEBBIX ONPOCHUKOB JUIsl cOOpa TONOJHUTEIBbHON Ba)KHOM MHPOpPMALIUU O
HEXXEeJaTeJIbHON peakIuu TO03BOJSET MEPBOMCTOYHUKY H30€KaTh HEOOXOIUMOCTH
IyOoJIMpOBaTh paHee MPE/CTaBICHHBIC aHHBbIC, O0JerdyaeT 3armoJIHEHHWE U CIOCOOCTBYET
ONTHUMU3AIMKI COOMpPAEMbIX BaXKHBIX I OLEHKU MaHHBIX. CiemyeT pa3padoTaTh IieJieBbIe
ONPOCHUKU B (Popme, CIOCOOCTBYIONMIEH MaKCHMalbHOMY OOJIErYeHUIO 3amoJTHEHUS (
HalpuMep, ¢ UCTIOJIb30BAHUEM MPEA3ANOJHEHHBIX MOJIEH), a TaKKe 00ecrneunBaTh MepeBo
OIPOCHUKOB Ha SI3bIKH T'OCYIaPCTB-UJICHOB.

434. Ecnu undopmanus o npeanoaracMoi HexKelaTelIbHON peakiuu, MoJlydyeHHas
HEMOCPEICTBEHHO OT TMallMeHTa WM MOTpeOUuTeNs, SBISIETCS HEMOJIHOM, CleayeT
NPEANPUHSITh TOMBITKA TOJYYUTh COIJIacHMe Ha TMPEACTaBICHHE JIOTMOJHUTEIbHOU
uHpOpMAIlUK Yy MEAUIMHCKOTO pPaOOTHHUKA, KOTOPHIM MOXET OBITh MpeJCTaBjIcHa
JOTIOJIHUTEJIbHAST MH(MOPMALIMS 110 HeXelaTeabHON peakiuu. Eciaum Meaunuuackuit paboTHUK
MOATBEP NI (TIOTHOCTHIO WJIM YaCTUYHO) MPECTABICHHBIN CITydail HEXKeNaTeIbHOU peaKIlui,
cleAyeT TOYHO OTpPa3uTh JaHHYI0O HHOOPMAIMI0O B WHIMBUIYAIbHOM COOOLIEHUH O
HEXKEJIATEIPHOW peaknuu. B ciydae NOCHeayIomero IMOJHOr0 JHOO YaCTUYHOTO
NOATBEPKICHUS HEXEIATETbHOU PEaKIUH CO CTOPOHBI MEIMIIMHCKOTO pa0OTHUKA B
WHJAUBUIYAIBHOM COOOIIEHUH O HEXENaTeIbHOW peakiuu JejlaeTcsi OTMETKa O
MEJIULIMHCKOM MOATBEPKIACHUN JAHHOTO CITyyJasi.

435. B oTHOIIEHUH MOJ03PEBAEMBIX HEXKEJNATEIbHBIX PEaKIUid, CBA3aHHBIX C
MPUMEHEHHEM JICKAPCTBEHHOTO TIpemnapara OMOJOTHYECKOTO MPOUCXOXKIEHHUS, OCOOYIO
BAXXHOCTh UMEET TOYHasi UH(popMaIus 00 U3TOTOBUTENE COOTBETCTBYIOIIETO JIGKAPCTBEHHOTO
npemnapara. [loaTomy cieayeT npUuHUMATh BCE HAJJIEkKaIUe MEPHI JJIsl TOYHOTO YKazaHUs
TOPrOBOI0 HaUMEHOBAHUS U HOMEpPA CEpUHU JIEKAPCTBEHHOTO IMpernapara OMOJIOrMYecKOTO
NpOUCXOXKJeHUusi. B ciaydyae HEBO3MOXHOCTH TOYHOW MACHTUPUKAIUU CEpUU
10/103pEBAEMOTr0 JIEKAPCTBEHHOTO TIpernapara OUOJIOrHYeCKOT0 MPOUCXOKICHHS B ONTMCAHUU
Clydasi HEXKeJaTeJIbHOU peakIMu B MEPBUYHOM HHIWBUIYaTbHOM COOOIIEHUM CIIEAYET
BKJIIOYATh COOTBETCTBYIOILIEE YKa3aHME O HANPaBICHHOM 3arpoce. BrimosiHeHue 3ampoca
pernoprepa OTHOCHUTEIBHO HACHTU(UKAIIMOHHBIX JaHHBIX O CEPUM I0J03PEBAEMOI0
JIEKapCTBEHHOTO Tpernapara OMoJIOTHIeCKOro MPOUCXOKICHHS SIBISETCS 00s3aTEIIHHBIM.

437. B onpenelieHHBIX CIydasiX, KOTr/a HE MPEJCTABISIETCS BO3MOXHBIM BBITTOJIHUTH
nocieaywmuii coop nHpopManuu 0 HEKEIATeTLHONH PEaKIMU B CBA3U C aHOHUMHOCTHIO
penoprepa B COOTBETCTBUU C 3aKOHOJATEIHCTBOM TOCYAApCTB-UJIEHOB B 00JIACTU 3alUTHI
MEePCOHANILHBIX JAaHHBIX (HAIpuUMep, B cliydae MPECTaBICHUSI COOOIICHUS O MEIUIIMHCKOM



omuOKe C HaHEeCEHUEeM yIepoOa >KM3HU WU 3JI0POBBIO MAIlMEHTA W HEXKEJaHUs pernoprepa
pacKpbIBaTh JIMYHBIE JaHHBIE), COOOIIEHUE JOJDKHO PacCMaTPUBATHCA KaK BaJIUHOE IS
pPEMOPTUPOBAHUS, €CIM OpPTaHW3aIlMs pernopTepa CIOCOOHA MOATBEPIUTH COOOIICHHE
HaANpPsIMYIO C PEIOPTEPOM U COONIOAAIOTCA OCTANbHBIE KPUTEPUU BATUAHOCTA COOOIICHUS O
HaJU4YUU MUHUMaIbHON MH(OpMaLIHH.

4. YupaBncHAE JaHHEIMA

438. Cienyer XpaHUTh COOOIIEHHS O MOJI03PEBAEMBIX HEXKEJIATEIbHBIX PEaKLHIX Ha
OYMa>KHBIX HOCHUTEIISAX, B BUJE AIEKTPOHHBIX JOKYMEHTOB, U 00paIIaThCs C HUMU TaKUM Ke
o0pa3oM, KaK U C IpyrMMH MEIMLIUHCKUMU 3aMHUCSIMU (BKJII0Yask BBHIIIOJIHEHHE TPEOOBaHU 110
oOecreyeHn0 KOH(UIEHIIMAIbHOCTH B OTHOIIEHUU HUJAECHTU(PUIUPYEMOCTH NAIMEHTOB U
pEnopTepoB), B COOTBETCTBUM C TPEOOBAHMIMHU 3aKOHOJATENbCTBA T'OCYAapCTB-WICHOB B
00J1aCTH 3aIIUTHl NEPCOHAIBHBIX AaHHBIX. ClleyeT XpaHUTh B TailHE M 3alULIEHHBIMHU OT
HEaBTOPU30BAHHOTO JIOCTyNa WACHTU(PUIIMPYEMbIE TMEepCOHANIbHbIE CBEJICHHUS O
COCTABJISIFOLMX OTYETHI CHEIHUANINCTaX CUCTEMbI 3JIpaBoOXpaHeHus (penoprepax). OOMeH
JAHHBIMU MEXIy Jep KaTelIsIMU PErUCTPALIMOHHBIX YIOCTOBEPEHUM W YIOJTHOMOYEHHBIMU
OpraHamMu B YacTH MEPCOHANBbHBIX JAHHBIX MAMEHTOB M PENOPTEPOB HOJKEH OBITH
OpraHM30BaH C y4eTOM TPeOOBAaHMI 3aKOHOAATENIbCTBA T'OCYAApPCTB-WICHOB B 00JacTH
3aIMThI IEPCOHATBHBIX JAHHbBIX.

439. Ytob6Bl 0oOecrnmeduTh COXPAHHOCTh W KOH(MUACHIHMATHLHOCTH JAHHBIX TIO
(dbapmakoHaa30py, CleyeT 00eCeYuTh CTPOTUH KOHTPOIb JOCTYIA K JOKYMEHTaM U 0a3am
JAHHBIX U MPEAOCTABUTH MPABO JOCTyNA TOJBKO YINOJHOMOYEHHOMY NEPCOHAY CHCTEMBI
dbapmakoHam3opa. YkazaHHoe TpeboBaHHE K oOOecrnedeHuto 0e30MacHOCTH JaHHBIX
pacrpoCTpaHseTcsd Ha BCE 3Talbl NPOXOXKAEHUS W oOpalleHus NaHHbIX. B CBA3U ¢ 3TUM
ClIelyeT peann3oBaTh MPOIEAYyphl oOecreueHnuss 6€30MacHOCTH M COXPAHHOCTH JaHHBIX BO
BpeMs Nlepeiaun JaHHbIX.

440. Ecnu nepenayda JaHHBIX 10 (papMaKOHAA30py MPOUCXOIUT B MIPEIeiax OpraHu3aluu
WM MEXYy OpraHU3alUsAMU, CIeyeT NPUMEHSATh TAKOW MEXaHU3M, MPU KOTOPOM HMMEETCS
MOATBEPKJAECHUE TOTO, YTO BCE YBEJOMJIEHHS NOJY4YeHbl. B 1aHHOM ciydae cienyer
obecrneunTh MPOoIIeCcC MOATBEPKICHHS U (WIIM) CBEPKU HH(POPMAITUH.

441. YnonHOMOYEHHbIE JUIa TT0 (hapMaKOHA30pY AOJKHBI UMETh JIOCTYII K JIAaHHBIM,
XPaHSIIUMCS B 3JIEKTPOHHOM BHJIE, B PEKUME PEaTbHOTO BPEMEHHU.

442. Ilpouenypa BBOJA JAHHBIX C UCIOJIB30BAHUEM CIIELIMAIBHON TEPMUHOJIOTUHN JTOJKHA
MOHHUTOPHPOBATHCS U OBITh BAIMJUPOBAHHON MTyTEM BBIMOJIHEHUS ayAUTa MO 00ECIIEUEHHUIO
KauecTBa CHUCTEMATUYECKHU JUOO MOCPEACTBOM IMPOBEICHUS MEPUOANYECKON BHIOOPOUHOM
ouneHku. [lepcoHan noJKeH OBITh NPOMHCTPYKTHPOBAH O NPOLIEAYpE BBOJAA JAHHBIX C
UCIIOJb30BAaHUEM CHEUUATBHOM TEPMHUHOJIOTHH, KBalU(UKAIUs TMepcoHala JOJDKHA
NEPUOINYECKH NOATBEpKAATHCS. COOOILIEHHS O HEXKEIATEIbHBIX PEAKIUAX, OJYyYEHHBIE OT
NepBOMCTOYHUKA (pemoprepa), cieayeT oOpabaThiBaTh HENPEAB3ATO, 0€3 H3MEHEHUS



uH(popManu, BO BpeMs BBOJA JAHHBIX WJIM TEpeladyd JIEKTPOHHBIX ITAaHHBIX CIETyeT
n3berarh no0aBiieHus wiK yaaneHus uadopmainuu. CooOuIeHus T0MKHBI BKIIOYATh B CE0s
JIOCJIOBHBIA TEKCT, UCIIOJIb3YEMBIN B IEPBOMCTOYHUKE, WIIA €70 TOYHBIA nepeBoa. VIcXonHbIM
TEKCT CIielyeT HW3J0XUTh C HCIOJb30BAaHUEM COOTBETCTBYIOIICH TepMuHoyioruu. s
obecrieyeHusI UETOCTHOCTU MH(OpPMAIMU MPU KOAUPOBAHUM TEKCTa COOOIIECHUS CIIeayeT
UCIIOJIb30BaTh TEPMHUHOJIOTHIO Ha fA3bIKE TOCYJAapCTBa-weHAa WJIM TOYHBIA TEpEeBOJl Ha
AHTJIMHACKUN SI3BIK.

443. Tlpu XpaHEeHWH JAHHBIX B JJIEKTPOHHOM BHJIE JOJKHA 00ECTIeUMBATHCS
MpoCiekuBaeMOCTh ("ayIUTOpCKUi ciien'") BceX BBEICHHBIX WM M3MEHEHHBIX JTaHHBIX, B
TOM YHUCJIE CBEICHUS O JaTaX U UCTOYHMKAX MOJTYyYECHHBIX JAHHBIX, a TAKXKE O J]aTax U MecTax
, B KOTOpBIE ATH JaHHBIE TIEPEAAOTCS.

444, Tlpu BBOJIE MTaHHBIX U (HOPMUPOBAHUHU CBOJIHBIX OTYETOB HEOOXOIUMO MPOBOIHTH
pOBEpPKYy 0a3bl JAHHBIX 11 OOHAPYXKEHUS M 00pabOTKH IyOJMPYIONIUX COOOIISHHH O
HEXKEeNATEIbHbBIX PEeaAKIUIX.

5. YopapieHne ka4ecTBOM

445. YIOMTHOMOYEHHBIM OpraHaM M JAEpKATENsAM PETHUCTPALMOHHBIX YJIOCTOBEPEHUN
cienyer pazpaboTaTb U BHEJIPUTh CUCTEMY YIPABJICHUS Kaue€CTBOM, YTOObI rapaHTUPOBATh
COOTBETCTBUE CUCTEMBI (hapMaKOHa30pa HEOOXOAUMBIM CTaHIApTaM KauyecTBa Ha KaxKIOu
cTaauu paboThl ¢ COOOIIEHUSIMHU O HEXKENaTeNbHbIX peakusax (HalpuMmep, Ha CTaausix coopa
JaHHBIX, TIEpe/layy JaHHbIX, YIIPaBICHUH JAHHBIMU, KOJUPOBAHUM U apXUBUPOBAHUH TaHHBIX
, BaJuJallUM Clyd4as, OLEHKE clly4as, MOJy4YeHUU TMocieayiomed uHpopManuu,
OPUIPEACTABICHUN HWHAUBUIYAIbHBIX COOOLIEHWH O HEKEIaTEIbHbIX pEakUusix u
apXMBHPOBAHUU CIIyYasi).

446. IlpaBuIbHOCTH BBeACHUSI MHGOpPMAIUH, BKIIOYAs COOTBETCTBUE HCIOJIb3yEeMOi
TEPMUHOJIOTHH, TMOJIEKUT KOHTPOJII KayecTBa, BHINOJIHAEMOMY Ha CHCTEMaTHYECKOU
OCHOBE WJIM C HCIIOJIb30BAaHUEM IMPHUHIUIA PETYISIPHON OLEHKHU IMPOU3BOJIBHON BBIOOPKH.
CoOTBETCTBME COXPAHEHHBIX IaHHBIX UCXOAHBIM COOOIIEHUSM U COOOIIEHHSIM, COJEPKAILIUM
uH(GOPMAIMIO O TOCIEeAYIONIeH OLEHKE, CIIEYET MPOBEPAThH C MOMOIIBIO MPOLETYyP KOHTPOJIS
Ka4eCTBa, KOTOPBIC AEJIAI0T BO3MOKHOW BaMJALMI0O COXPAaHEHHBIX IAaHHBIX IOCPEACTBOM
COINOCTABJICHHS C UCXOJIHBIMU JTAHHBIMH WJIM UX U300pakeHUsIMU. B CBSI3M ¢ 3TUM clieqyeT
UMETh IIOCTOSHHBIM JOCTYyI K JaHHBIM IIEpBOMCTOYHMKA (HampuMep, K IHUCbMaM,
COOOUIECHUSIM, MOTYYEHHBIM (IE€PEIAHHBIM) M0 3IEKTPOHHOU MOYTE, 3aMHUCIM Teae(OHHBIX
pa3roBopoB, KOTOPBIE COAEpKaT MOJPOOHBbIE CBEACHMS O HEXENATEeIbHON peakiuu) Uiu
M300paKEHUSIM JIaHHBIX UCTOYHHUKA B BHJIE€ Tpaduueckux (ailyios.

447. IlucbMeHHBIE CTAaHIAPTHBIE ONEPALIMOHHBIE IPOLEAYPBI JOJKHBI TAPAaHTUPOBATH
YETKOE pacipejielieHre posieil U 00A3aHHOCTEH, SICHOCTh MOCTABJICHHBIX 3aJlay AJI BCEX
CTOPOH, y4acCTBYIOIIUMX B paboTe ¢ mHPOpMAaLMEH O HEXENATeIbHBIX peakiusax. JomKHO
ObITh pa3pabOTaHO M BHEJPEHO IOJOKEHHE O HaJJIeKallleM KOHTPOJIE KayecTBa U NpH



HEOOXOUMOCTH 00 M3MEHEHUHU CHCTEMBbI KadecTBa CHCTeMbI (hapmakoHaa3opa. [lanHoe
TpeOOBaHNE PACTIPOCTPAHSETCS Ha IEATEIBHOCTh, OCYIIIECTBICHUE KOTOPOW MTPOU3BOTUTCS 110
KOHTPAaKTy C TPETbUMHU CTOPOHAMH, MTUCHMEHHBIE CTAHIAPTHBIC ONEPAIIMOHHBIC TTPOLICTYPHI
KOTOPBIX CJIEAYET MPOBEPATh, YTOOBI yJIOCTOBEPUTHCS, UYTO TAKHE MPOLEIYPHI SBISTIOTCS
COOTBETCTBYIOIIUMH U OTBEYAIOT IPUMEHsIEMbIM TpeOoBauusM [IpaBui.

448. HeoOXonuMo TPOBOAWTH HaJJIekallee oO0ydeHHE TepcoHana, KOTOPBIA
HEMOCPEACTBEHHO OCYIIECTBIISIET ACATEILHOCTh MO (hapMaKOHAA30py, a TaKKe MepCcoHana,
KOTOPBIN 3aHUMAETCS MOJTYyYEeHUEM M 00pabOoTKOM COOOIIeHHI 0 Oe30macHOCTH (Harpumep,
NepcoHaia TOoJpa3/efIeHui MO KIMHUYECKOW pa3paboTke, Mpojaxkam, MEIUIIUHCKOU
uH(popMaIuu, PUINIECKONH padoTe, KOHTPOJIIO KauecTBa), B 4aCTU OOYyYEHHs MPOIeaypam
cOopa W mepenayd WHPOPMAIUM O HEXKEIATSIbHBIX pPEaKIUAX (SBJICHUAX) B OTHEI
(dapmakoHaa30pa B COOTBETCTBUH C BHYTPECHHEH MOJIUTUKOU JACPIKATENS PETUCTPAIIMOHHOTO
yIOCTOBEpPEHUS U TPOIEAYpPaMH CHCTEMBI KadecTBa CHCTEMBI (apMakoHaazopa. O0yueHue
JOJHKHO TIPOBOAMTHCS MO COOTBETCTBYIOIIMM paszaenaM mpaBa Coro3a, 3aKOHOAATENbCTBA
rOCyapCTB-WICHOB B cdepe (dapMakoHAA30pa M METOIUYCCKUM JTOKyMEHTaM B JTaHHOM
chepe, a TakkKe BKIIOUATh B ceOs crielnMaibHOe oOydeHue mo oOpaboTKe COOOIIEHUM O
6e3onacHoctu. [lepconal, B 00513aHHOCTH KOTOPOTO BXOJIUT BBEJICHHE JIAHHBIX, TOJDKEH OBITH
00yYeH COOTBETCTBYIOITUM CTaHAAPTaM U TEPMHUHOJIOTHH.

6. Ocobrle cuTyarmm
ITpumeHeHNUE NeKapCTBEHHBIX MPENapaToB BO BpeMsA O6peMEHHOCTH WM KOPMIICHHS I'PYABIO
BepemerHOCTH

449. Cnenyetr o0ecneunTh MOCIEAYIONIee OTCASKNBAHUE CIIydaeB, KOrjia SMOPUOH WU
M0 MOT TIOJIBEPTaThCs BO3JACHCTBUIO JICKAPCTBEHHBIX MpemnapaToB (MOCPEACTBOM
BO3JICHCTBHS JICKAPCTBEHHOI'O Mpernapara Ha MaTh JU00 mepeaadyd JeKapCTBEHHOTO
npenapara 4epe3 crepMy Iocje BO3JEHCTBUSA Ha OTIa), 4TOoObl coOpaTh MHGOpMAIUIO 00
ncxoje OCPEMEHHOCTH M BO3MOXXHOM BIIMSIHUM JIGKAPCTBEHHOT'O IpernapaTa Ha Pa3BUTHE
pebenka. Ecnu neiicTByromee BemecTBO (Miau 1 U3 ero MeTaboIuTOB) UMEET JTUTEIbHBIN
MIEPUO]T TIOJTYBBIBEICHHUS, 3TO CJIEAyeT MPUHUMATh BO BHUMAaHUE TMPU OIICHKE BO3MOXKHOCTH
BO3JICHCTBHS JIEKAPCTBEHHOTO Mpernapara Ha SMOPUOH WIM IIJI0J Yepe3 MaTh, WU OTIA, B
ClIydae €Cli JICKapCTBEHHBIN MperapaT MPUHAMAIICS JI0 3a9aTHsI.

450. Cnengyet obecrieunTh HAIMUKME MAaKCUMaJIbHO MOAPOOHBIX CBEJICHUH B COOOIIEHUSIX
O BO3JEHCTBUHU JICKAPCTBEHHBIX TperapaToOB HAa OPTraHW3M MaTepH W IUIOJA BO BpeMs
OCpPEeMEHHOCTH B IIEJISAX MPOBEJICHHS OIEHKU MPUYUHHO-CICACTBECHHOM CBsI3U. [ olleHKH
TaKUX COOOIIEHUH MOTYT OBITh pa3pab0OTaHbI U UCITOJIH30BAHbI CTAHIAPTHBIC ONIPOCHUKH.

451. OTnenpHBIE CITy4aW C HEXKEJaTeIbHBIM MCXO0JIOM, CBSI3bIBAEMbIC C BO3JICHCTBHEM
JIEKApCTBEHHOTO Tperapara BO BpeMsi 0epeMEHHOCTH, KIacCU(PUIUPYIOTCS KaK Cephe3HbIC



HEXeJaTeNbHbIE PEeaKI[Ni, KOTOPBIC MOJIEKAT CPOYHOMY PETIOPTUPOBAHHUIO B COOTBETCTBHUH C
TpeboBaHusAMU HacTosKX [IpaBun. TakoMy penopTHPOBaHUIO MOJIEKAT COOOIIEHUS O:
a) BPOXKICHHBIX aHOMAJIMSAX WM OTCTAaBAaHWU B PA3BUTHH Y TIJI0JIa WM PEOCHKA;
0) cMepTH IJI0J1a U CAMOITPOU3BOJILHOM a00pTe;
B) TOJ03PEBAEMBIX HEXENATEIbHBIX PEAKIUIX y HOBOPOXKICHHOTO, KOTOPHIC
KJIacCU(DUIIUPYIOTCS KaK CEPhE3HBIE.

452. He noajiexar cCpoYHOMY PEMOPTUPOBAHUIO COOOIIEHUS O ClIydyasX MpepbIBaHUS
O0epeMeHHOCTH 0e3 yKazaHusi HHPOPMAIUK O HAIMYUU WU OTCYTCTBUHU BPOXKJIEHHOTO MTOPOKA
pa3BUTHS, COOOIIEHUS O BO3JICHCTBIH JIEKAPCTBEHHOTO IIperapaTa Ha TeUeHne OepeMeHHOCTH
0e3 maHHBIX 00 HMCXOJE€ WU COOOIIEHHS, B KOTOPBIX COJEPXKHUTCA HHOOpMAIUI O
HOpPMaJIBHOM UCXOJI€, TOCKOJBKY B HUX HE COJCPIKUTCS OJHO3HAUYHOTO YKa3aHUs Ha HATHINE
MoJ03peBaeMoi HexenaTenbHOM peakiuu. OJIHAKO JaHHBIE COOOIIECHHS CIEayeT
oOpabaTeiBaTh TaK e, Kak M ApPYrue coOoOIIeHUsS O HEXeJaTENbHBIX PpEaKIUsiX, C
MPE/ICTABICHUEM OIIEHKH B MIEPUOTUIECKOM OOHOBIISIEMOM OTYETE MO 0€30MaCHOCTH.

453. B ompenaeneHHBIX CllydasX BCE COOOIIEHHUS O BO3JCHCTBHUM JIEKAPCTBEHHOTO
mpemnapara Ha OpPraHU3M MaTepH W IUIOJa BO BpeMsi OEPEMEHHOCTH MOTYT MOJIeKAaThb
CpOYHOMY pernopTupoBanuio. JlaHHoe TpeOoBaHWE MOXKET OBITh YCIOBHEM PETHUCTpaIlvuu
JIEKapCTBEHHOTO Ipemnapara Wik MOXKET ObITh BKJIIOUEHO B TUTAH YIIPABJICHUS PUCKaMU U, KaKk
MpaBuUiio, OOYCJIOBJICHO HAJIMYMEM MPOTHUBOIOKA3aHUS TIO0 MPUMEHEHHUIO JICKAPCTBEHHOTO
npenapara BO BpeMs OEpEeMEHHOCTH WM €ro BBIPAKEHHOW TEpaTOreHHOCThIO U
HEOOXOMMOCTBIO 0053aTENHHOTO TIIATEIBLHOTO MOCIETYIOIIET0 MOHUTOPUHTA 0€30aCHOCTH
(HanpuMep, B OTHOLIEHUU TAIUIOMUA, U30TPETUHOMHA U TIOJJOOHBIX UM).

454. Crnenyer HE3aMEIMTEIBHO YBEAOMIISATH YIOJIHOMOYEHHBIE OpTaHbI
rOCyJapCTB-YJICHOB O BBISIBJICHHH CUTHAJIA O BO3MOXXHOM TepaTOreHHOM d(dekTe (Harmpumep
, CHTHAJIa O TPYTIE CXOTHBIX AHOMAIBHBIX UCX0JI0B OEPEMEHHOCTH).

Kopmienue rpyasio

455. CnenyeT coolOmath O TMOJ03PEBAEMBIX HEXKENIaTEIbHBIX PEaKIUiX, KOTOpbIe
BO3HUKAIOT Y MJIQJICHIIEB MOCJI€ BO3/ICUCTBUS HA UX OPraHU3M JIEKApCTBEHHOIO Ipenapara ¢
I'PYJIHBIM MOJIOKOM.

Hcnons30BaHue JIEKAPCTBEHHOTO IIPENapaTa B IeAUATPUH U Y IOXKIIBIX JFOAei

456. CnengyeT npeAnpUHITh BCE BO3MOKHBIE MEPHI JJIsi YCTAHOBJIIEHUS U yKa3aHUS
BO3pacTa WM BO3PACTHOM I'PYNIIbI MALIMEHTOB (€CIHU O CIy4Yae HEXENaTeIbHOTO BO3ICHCTBHUS
coOOIIIaeT CHEIUATUCT CUCTEMBbI 3/PABOOXPAHECHUS, MAIUCHT WU MOTPEOUTENh, HE
SBJISIIOIIUMNACS TMAalMEHTOM), 4YTOObBl MMETh BO3MOXKHOCTh YCTaHOBHUTH MOTEHIHAILHbBIC
CUTHaJbl 1O 0€30MacHOCTH, CHenuUYHbIE IJi1 OMPEACICHHON BO3PACTHOW TPYIIIIHI
HaceJeHUs.



457. Ecnu npuMeHEHHE JIEKapCTBEHHOTO Ipernapara pacnpoCTPaHEHO CPEAu TPYII
MallMEeHTOB, HE BKJIIOYCHHBIX B OJIOOPEHHYIO OOIIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO
npemnapara, BaKHO, YTOOBI yIOJHOMOYEHHBIE OpPTaHbl M JACPKATENIH PErucTPariOHHBIX
YAOCTOBEPEHUN OCYLIECTBISJIM MOHUTOPUHI JIOOBIX MOCIEAYIOUIUX TpobdiemM o
0€30MacHOCTH W MPUHUMAIIA COOTBETCTBYIOIIUE MEPHI MO paboTe ¢ CHTHAaJaMH 00 JTHX
npobiemax. JlepaTensiM perucTpallMOHHBIX YAOCTOBEPEHUN U YIIOJIHOMOYEHHBIM OpraHam
CIEAYET MOOUPATHh CIHEIUATUCTOB CUCTEMBI 3IPABOOXPAHEHUS] COCTABIATh U MPEIACTABIATH
COOOIIEHUsI O BCEX MOJO03PEBAEMbBIX HEXKENATENbHBIX PEAKIUAX, JTaXKe €CIIH TU PEaKInH
HMEIOT MECTO CpEAu TPYINI HaceJeHUs, He BKJIIOYEHHBIX B OJOOpPEHHYI0 00JacTh
MPUMEHEHHS JICKAPCTBEHHOTO TMpemnapara COIrJacHO ero oOmel XapaKTepHCTUKE
JIEKapCTBEHHOTO Iperapara.

Coo0menns 0 mepe03UpPOBKE, 3I0YNOTPEOICHNH M HEPABAIIBHOM IIPAMEHEHHUH JIEKAPCTBEHHOT'O
mpemnapara, a Takke 00 ommOkax IPHMEHEHHS WM BO3/IE€HCTBUH JIEKapCTBEHHOTO IIpenapara,
CBA3aHHOM C IPOECCHOHAIBHOH AEATEIHHOCTHIO

458. B cimydae ecnu mepeno3upoBKa, 370yMOTpedIeHne, HEMPaBUIbHOE MPUMEHEHUE,
MEIUIIMHCKass OmMOKa WJIM BO3JEHUCTBUE JEKAPCTBEHHOrO Mpenapara, CBA3aHHBIE C
mpoeCCUOHATBHON MESITENHPHOCTHIO, HE MPUBEIN K Pa3BUTHIO HEXKEIATCIHPHOW pPEaKIln,
CBEJICHMS O HUX HE MOJJIEkKAT CPOUHOMY PETIOPTUPOBAHUIO. DTHU JAHHBIE CIEAYET BHOCUTH B
COOTBETCTBYIOIINN NEPUOJIUUYECKUNA OOHOBIISIEMBIM OTYET MO 0E30MacHOCTU U IUIaH
yopaBieHus puckamu (eciau nmpumeHumo). Ecnu takue cooOuieHus copepkarT JaHHbBIE O
0€30MMacCHOCTH, BIUSIONINE Ha COOTHOIIEHUE "MOJIb3a — PUCK" JIEKapCTBEHHOIO Mpemnapara, o
HUX CJIEAYET YBEAOMIIATh YIIOJHOMOYEHHBIE OPraHbl TOCYJAapCTB-YIEHOB B COOTBETCTBUU C
TpeboBanusiMu Hactosmux I[lpaBun. HeoOxoaumo BbIOJHEHUE O00S3aTEIBHOTO
MOCJIETYIOIIETO cOOpa AOMOTHUTEIbHON HH(GOPMAIINH B TIEJISIX MOJIYYSHUS TOJTHBIX TaHHBIX B
OTHOILIEHUH CUMIITOMOB, HAaUMEHOBAHUH IOJ03PEBAEMBIX JIEKAPCTBEHHBIX IPENapaTos,
MCXOJIOB, TUIIAa HECOOTBETCTBUS (HAPUMEp, OMIMOKHU MPOMKICHIBAHNS, HA3HAUYCHUS, OTITyCKa,
J03UPOBKH, HEOJJOOPEHHOTO TOKA3aHUS K TPUMEHEHHUIO U UHBIX).

OtcyTcTBHE TEpameBTHISCKO#H 3P PEKTHBHOCTH

459. Crnenyer perucTpupoBaTh COOOILIEHHUS 00 OTCYTCTBUU TEpPaneBTUYECKOM
3¢ ()EKTUBHOCTHU U BBINOJIHATH MOCIEAYIONIYIO0 padOTy MO MOJYUYEHUIO TOJHON NHPOPMALIHH.
JlaHHble coOOLIeHHUs, KaK IMpaBUIO, HE MOAJIEKAT CPOYHOMY pENOPTUPOBAHUIO U
BKJIFOYAIOTCS B OLICHKY JIAHHBIX B MEPUOAMYECKUII OOHOBISIEMbIN OTUET 10 Oe30macHoCcTH. B
OTIpEeICNICHHBIX CIydasx MOXET MOTPeOOBaThCA MPEJCTaBICHUE COOOIIEHUN 00 OTCYTCTBUU
TepaneBTUYeCKO 3(pPeKkTuBHOCTU B TeueHHe 15 kaneHaapHblx nHed. K Takum ciayuasm
OTHOCSITCSI OTCYTCTBHE TEPANEeBTUYECKON (P PEKTUBHOCTH NP MPUMEHEHHH T1003PEBAEMOTO
JIEKapCTBEHHOTO Mpernapara Ajs Je4eHus 3a00JeBaHul, IPEICTaBISIOUNX YIPo3y KHU3HU (



BKJIIOYAsl yTpOXKAIOIINE KU3HU UHPEKLINOHHbIE 3a00I€BaHNUS, BbI3BaHHBIEC UYBCTBUTEIbHBIMU
MUKpPOOpPTraHU3MaMu JIMOO COMPOBOXKIAIOLIMECS TOSIBJIEHUEM HOBOIO YCTOMUYMBOIO IITaMMa
MUKpPOOpPraHU3Ma, paHEEe CYUTABIIErOCS BOCIIPUUMYHUBBIM), @ TAKXKE €CIU IM0J03PEBAEMbBIMU
JIEKapCTBEHHBIMU TIpenapaTaMu SIBJISIIOTCA BaKIMHBI U KOHTpalenTuBbl. VckioueHue u3
JAHHOTO TpeOOBaHUS OYIyT COCTABIIATH CIIydau, KOIJa PEHoOpPTEPOM CIAEIaHO OTIAEIbHOE
yKa3aHue, YTO UCXOJ1 y MalMueHTa OblT 00YCIIOBIIEH MPOrPECCUPOBAHUEM 3a00JIEBAHMS U HE
ObLT CBSI3aH C HEJIOCTAaTOYHOM TEpaneBTUYECKOW 3(PPEKTUBHOCTHIO JIEKAPCTBEHHOTO
npenapata. He mnomiexaT penopTUPOBAHUIO TakKKe CilIydyau TepaneBTUUECKOM
HEe3((DEKTUBHOCTH, BBIABICHHBIE B paMKax IPOBEICHUS HEUHTEPBEHIIMOHHOIO
MOCTPErUCTPALIMOHHOTO HCCleqoBaHus 3(P(PEKTUBHOCTH KaK COCTaBJISIOLIME OCHOBHBIE
KOHEYHBIE TOUYKHU JAHHOTO BU/IA UCCIEAOBAHUIA.

460. [1pu BBIsSIBIEHNN TepaneBTHUECKONW HEIPHEKTHBHOCTH JICKAPCTBEHHBIX MPENapaToB
IIpU MPOBEJACHUU aHTUOMOTUKOTEpANuu He TpeOyeTcs MpeCTaBIeHUE COOOIICHHH O Cityyasx,
00YyCJIOBJIEHHBIX MPUMEHEHUEM AaHTUOMOTHUKOB O€3 yyera cHekTpa MAEHCTBUS H
YyBCTBUTEIBHOCTU BO30ynutTens. HezamemmurensHOMY penOpTUPOBAHUIO MOAJIEkKAT CIydan
TepaneBTUYECKOW HEAIP(PEKTUBHOCTH MNpPU  MNPOBEACHUU  AHTUOUOTHUKOTEPANUU
KU3HEYTPOKAIOIINX COCTOSHUM, KOTOPbIE 00YCIIOBJICHBI MOSBICHUEM HOBBIX PE3UCTEHTHBIX
HITAMMOB paHee CYUTABUIETOCS YYBCTBUTEIbHBIM MUKPOOPTaHU3MA.

461. Cnengyetr cooOmarh O ciydasx OTCYTCTBUS d(PGEKTUBHOCTH BAKIIMH, YTOOBI
BBIJICJIUTh MOTEHIMATbHBIE CHUTHAJbl O CHWKEHHOM HMMMYHOTE€HHOCTH B MOJACPYMIe
BAKLIMHUPOBAHHBIX, CHI)KEHHOM MMMYHUTETE WJIM 3aMEIICHUM IITaMma. Takue CHUrHajbl
MOTYT TMOTpeOOBaTh ONEpPATUBHBIX JEHUCTBUM W JaJbHEWIIEr0 H3Yy4YeHUS B
MOCTPETUCTPALIMOHHBIX HCCIEA0BaHUAX 0€30MaCHOCTH.

7. CpouHOe IpeicTaBlIeHHe HHAWBAYAIBHBIX COOOIIEHUH 0 HeXXEIaTeIIFHBIX PEaKIiIX

462. IlpencraBieHUI0O B YHNOJHOMOYEHHBIE OpPraHbl MOJJIEKAT TOJBKO BAJIUIHBIC
COOOIIEHUSI O HEXENaTeNbHBIX peakiusax. OTcueT BpeMEHU JJIS BBITIOJHEHUS MPOIETyPhl
CPOUYHOT'0 PETOPTUPOBAHUS COOOIIEHUN HAYMHAETCSI ¢ TOr0O MOMEHTA, KOrJja MUHUMAaJIbHas
Tpebyemas nHpopManus I MPeCTaBICHUs] COOOIIECHUSI B COOTBETCTBUU C IMMyHKTOM 407
HacTosimux [IpaBui crasa QOCTymHA JAEpKATENI0 PEruCTPAlMOHHOIO YAOCTOBEpEHUS (
BKJIIOYAs MEAUIIMHCKUX MPEICTaBUTENIEH U MOAPSIAYMKOB). DTa 1aTa CUATAETCS JAaTON Havyaia
orcueta ("meHb HOMB") M TEPBBIM JTHEM MOJYYEHHS YHOJHOMOYEHHBIM OpPraHOM WIIU
JIepKaTEJIEM PETUCTPALMOHHOTO  YJAOCTOBEpEeHHs UHOpMaUu O  BaJIUIHOM
WHJIUBUIYIIbHOM COOOIEHHH O HEXEeJAaTeNbHON peaklny, BKJI0Yas BBIXOJHBIC WIH
Mpa3IHUYHbIC JTHU.

463. Ecnu aepxaTeiib perucTpalldOHHOTO YAOCTOBEPEHUS OTJAET YacTh JEATEIbHOCTH 10
(hapMakoHa130py Ha ayTCOPCHHT, HEOOXOAUMO OOECIEeUUTh HAJTU4YUE MPUHSATHIX B (opme
MACBMEHHOTO JOKYMEHTa TOYHBIX MPOIEIyP WM MOAPOOHBIX COTJANICHUH O pa3leleHUun
o0s13aHHOCTEN B 007acTH (papMaKkoHa130pa MEXKLy ayTCOPCUHIOBOM OopraHu3aiueit (JIMom)



U JIepKaTeJIeM PErucTPAlMOHHOTO YJIOCTOBEPEHHUS JJIS BBITOJHEHUS 0053aTEIBCTB IO
MPEACTABICHUIO BAIMIHBIX COOOIIEHUN O HEXKENATENbHbIX PEaKUUAX B TPeOyeMble CPOKH.
JlanHbIe POTIEAYPHI TOKHBI ONIPENETsATh, B YaCTHOCTH, IIPOIiecChl 0OMeHa nHpOpMaIHei o
0e30MacHOCTH JIEKapCTBEHHOI'O TMpernapaTra, B TOM YHUCIE BpPEMEHHbIE HWHTEPBAJIbI
npencTaBieHus nHGOpMaLUU, U 003aHHOCTh MPEICTABISTh COOOIIECHUS O HEXENaTEIbHbBIX
peakuMsix B YIOJHOMOYEHHBIE OpraHbl TocyaapcTB-ulieHoB. Crnenyer wu3beraThb
nyOaMpoBaHUs epeau COOOIIEHN B YIIOJIHOMOYEHHBIE OPraHbl FOCYAapCTB-YJIEHOB.

464. B OTHOILICHUN WHIUBUIYAJIBbHBIX COOOIIEHHH O HEXENaTEeIbHBIX PEaKIIUIX,
OMHUCAaHHBIX B HAyYHOM MEAMIMHCKOM JnuTeparype, orcuer BpeMeHu ("aeHb HOJb'")
HAYMHAETCS C JIaThl YBEOMJICHUS O TyOIuKaIuu, coaeprKalieii MUHUMAIbHYIO TpeOyeMyro
uHdopMaIuio B cOOTBETCTBUU ¢ MyHKTOM 407 Hactosamux [Ipasuin. Ecnu ¢ ayTcopcrHroBeIM
JIUIIOM WJIM OpTraHU3alUue YCTAaHOBJICHBI JOTOBOPHBIE OTHOIIICHHS HA BBITIOJTHEHUE [TOMCKA 110
JUTEPATYPHBIM UCTOYHUKAM U (WJIM) COCTaBIIEHUE COOOIIEHUN O HEXENaTeIbHbIX PEeaKIUsX,
HEo0X0AMMO, 4YTOOBI OBUIM OQPOPMIIEHBI MNUCHbMEHHBIE MOJAPOOHBIE COTJIAIIEHUS O
pacrpeneneHul O00sS3aHHOCTEH, TMO3BOJSAIONIME TapaHTHUPOBATh, 4YTO Jep>KaTelb
PErMCTPALIMOHHOTO YIOCTOBEPEHUSI CMOKET BBINIOJIHUTH TpeOoBaHUs HacTosmux IIpaBun o
pENOPTUPOBAHUM.

465. Eciu noyyeHa AOMOTHUTENbHAS BaxkKHast HH(OpMAIUs 0 HEXKeNaTeIbHOU peakilni,
OTCUET BPEMEHHU ISl COCTABJICHMS MOCIEIYIOIIEr0 COOOIIEHHS B OTHOLIEHWU JaHHOM
peakuuy HauyuHAeTCs 3aHOBO (TO €CTh CPOK MOJa4M IMOCIEIYIOIIEro cooOIeHus
OTCUMTHIBACTCSA C JAThl MOJYyYCHUS OMOJTHUTEIHLHON BakHOW WHMOpManmu). BaxkHou
JOTIOTHUTEIFHON MH(pOpPMaIMeld CYUTAETCS HOBas MEIUIIMHCKAs WM aJIMUHUCTpPATHUBHAs
nH(pOopMaus 0 MOA03PEBAEMOI HEKENATENbHON PEaKIINH, KOTOpask MOXKET OKa3aTh BIUSHUE
Ha OLEHKY WJIM YIPABJIEHUE CITyYaeM WJIU U3MEHUTH €r0 OLEHKY MO0 KPUTEPUSIM CEPHE3HOCTH.
HecymectBennass pomonHuTeNnbHas HHGOpMAIus BKIHOYaeT B ceOs OOHOBJICHHBIC
KOMMEHTApUU OTHOCUTEIBHO BBIIIOJHEHHOW OIEHKH CJIy4YaeB WM UCIPABICHUS
rpaMMaTHYECKUX OMMOOK, MM OIIMOOK B MYHKTYAIMH B MPEIBITYIIEM COOOIIEHUH O CITydae.

8. TpeGoBaHMs, IpebABIAEMEIE K CDOYHOMY IPEICTABICHHUIO COOOIEHHI O HEXKENaTeNbHBIX
PeaKmmIx

466. JlepxkaTein peruCTPAllMOHHBIX YAOCTOBEPEHUN B T€UEHUE |5 KalleHAApHBIX JHEH C
JaThl TMOJYYEHUs JIepKaTeJeM PErucTPallMOHHOTO YJIOCTOBEPEHUS WU  €ro
YIIOJTHOMOUYEHHBIM MPE/ICTABUTEIEM MUHUMAILHON TpeOyemMoit nH(opMaluu B COOTBETCTBUU
¢ nyHkroM 407 wHactosamux I[lpaBun mnpencTaBiasiitoT B yHNOJIHOMOYEHHBIM Opras
rocyJ1apCTBa-4YJIEHa:

COOOIIIEHNEe O CEepPhEe3HON HEKENaTEeIbHOW PEaKINu, BBHISBICHHONW HAa TEPPUTOPUH
rocyJ1IapcTBa-4JICHa;
COOOIIIEHNE O CEePhE3HOM HEMPEABUICHHON HEXenaTeIbHOM peaKiuu, BbIABICHHON Ha
TEPPUTOPUSIX UHBIX TOCYJAPCTB.



VY CcTaHOBJIEHHBI CPOK PENOPTUPOBAHUS PACHPOCTPAHAECTCS HA MEPBUYHYIO H
JOTIOTHUTENIbHYI0 HHPOPMALIMIO O HEXKEJIAaTeIbHON peaKIiu.

0. AHHympDBaHHC HHIWBHANYAJIBHOI'O COOOmEHN 0 HeXeIaTeIbHO! peaKmun

467. Ilpouenypa aHHYJIUPOBAHUS MHAMBUIYAIHHOTO COOOIICHUS O HEXKeJaTeIbHON
peaKluuu JO0JDKHA MCIOJb30BaThCs JJisi O0O3HAUYECHUS HEACHCTBUTEIBHOCTU paHee
NPEACTaBICHHOTO COOOIIEeHUs (HampuMep, NMpU MPU3HAHUM BCErO Ciydyas OIIMOOYHBIM).
[Topsanok aHHYJIUPOBAHUS WHIWBUIYATbHBIX COOOIIEHUN O HEXKENaTeJIbHONW peakiuu
onpenesnieH B myHkTax 535 — 537 nactosimux [Ipasun.

10. BEeceHne H3MeHEHHI B HHIUBHAYaJIbHOE COOOMEHHE 0 HeXeaTeIbHOH peaKun

468. B cimyuae HE0OX0IUMOCTH (HampuUMep, ociie BHYTPEHHEW W AKCIIEPTHOM OIEHKH )
BHECEHHUS H3MEHEHMl B paHee MpeACTaBICHHOE WHAWBUAYAJIbHOE COOOIIEHUE O
HEXEJIaTeNbHON peakuuu (HarmpuMep, B 4aCTH TEPMUHOJIOTHH, KPUTEPUEB CEPHE3HOCTH,
OLIEHKM NPUYMHHO-CJIEACTBEHHON B3aUMOCBSI3H, MPEIOCTABIEHUS MEPEBOAA WU CTATbU U3
Hay4YHOW MEIMIMHCKOW JUTEpaTypbl), KOTOpPbIE HE COOTBETCTBYIOT KPUTEPHUIM
IPEeJICTAaBIICHUS COOOIIEHNUS O BXKHOM JOMOJIHUTENbHON HH(GOPMAIINK, YKa3aHHBIM B ITyHKTE
447 nactosiuux IIpaBui, Takue N3MEHEHHsI MOTYT ObITh BHECEHBI B IIOPSAJKE, ONPEIEICHHBIM
B myHKTax 533 u 534 nacrosuux [Ipasui.

11. Crnoco6 u ¢popmar npeacraBieHus COOOMEHHMI 0 HeXeIaTeNbHEIX PeaKmaiIX

469. NunuBuayanbHble COOOIICHUS O HEXKENATEeNbHBIX PEAKIHUAX MPEICTABISIOTCS
JepKaTesiM  PETUCTPALIMOHHBIX  YJIOCTOBEPEHUH B  YIOJHOMOYEHHBIM oOpraH
rocyJapcTBa-4jieHa B DJJIEKTPOHHOM Bujie. PopMar WHIAMBUAYAIBHBIX COOOLIEHUH O
HEXENATeJNbHBIX pPEakIUsiX JOJKEH COOTBETCTBOBaTh (opMary, ONpeAeIeHHOMY B
pyKOBOJCTBE MexayHapoHON KOHPEPEHIIMU 110 TapMOHU3AIMN TEXHUYECKUX TpeOOBaHUMN K
JIEKapCTBEHHBIM IpernaparaM JJisi MEIULMHCKOTO MPUMEHEHUS "YTIpaBJI€HUE AAaHHBIMU MO
KJIMHUYECKOW O€e30MacHOCTH. ODJIEMEHThl JaHHBIX I Tepeaadd cooOmieHuid o0
WHIVMBUAYAJIBbHBIX CIIydasX HEXKeNaTelbHbIX peakuuit”" (mamee — ¢GopmaT IIEKTPOHHBIX
nanHbeiXx E2B) (¢ yuerom nepexonaa ¢ ¢popmarta 31eKTpoHHBIX AaHHBIX E2B ¢ Bepcun R2 Ha
dbopmar anexkTpoHHBIX naHHBIX E2B Bepcum R3). B uHauBuayanbHOM CcoOOOImICHUU
ucroibzyercs Tepmunonorus MedDRA, npu 3ToM B cO00IIEHUN JOJIKHBI UCTIOIB30BATHCS
TepMuHbl HikHero ypoBHs (LLT). JepxkarensiMu perucTpallduOHHBIX YJIOCTOBEPEHHI
JOJDKHO OBITh 00€CTIeYeHO BBIMOJHEHHWE peKoMeHaaui mnoaaepkuBatoiieii MedDRA
CEpPBUCHOM OpraHu3alliu [l CBOEBPEMEHHOTO MEPEX0/ia Ha HOBbIE BEPCUM HCIOJIb3YEMOM
tepmunosiorn MedDRA.



470. Tlopsimok mepenayn MHANBUIYATbHBIX COOOIIEHUI O HEKEIaTEIbHBIX PEaKIUsIX B
AJIEKTPOHHOM BHJE OIPEIEISIETCS COOTBETCTBYIONIUM PYKOBOJICTBOM YHOJTHOMOYEHHBIX
OpPraHoB I'OCYIApCTB-YJIEHOB.

12. C60p cooOmeHmii 0 HEKENATETHHEIX PEAKIUAX
OOs3aHHOCTH YIOIHOMOYEHHBIX OPTraHOB I'OCYIapCTB-LICHOB

471. YHOOTHOMOYEHHBIE OpraHbl KaXJO0r0 rocyJapcTBa-ujeHa JIOJKHbI Pacrojiarath
CUCTEMOM cOopa M YNpaBJICHHS] BCEMU COOOIIECHHUSIMHU O MOJI03PEBAEMBIX HEXKEIATEIbHBIX
peaKkuusaX, CBA3aHHBIX C MPUMEHEHUEM JIEKAPCTBEHHBIX MPENApaTOB, HAXOISAIIUXCS B
oOpallleH’H Ha TEPPUTOPHUSIX TOCYJaPCTB-UIJICHOB.

472. YNOJIHOMOYEHHBIE OPraHbl Ka)KJOT0 TOCy/IapCTBa-ujieHa BIIPAaBE MOOUIPSTH
CHELUATUMCTOB CUCTEMbI 3/IPABOOXPAHEHMSI CBOEr0 rOCyJIapCTBa-ujieHa K MPeICTaBICHUIO
COOOIIEHUI O MOJ03PEBAEMbIX HEXKEJIATEeNbHbIX peakiusax. Kpome Toro, yrnoiHOMOYEHHbIE
OpraHbl TOCYJapCTBAa-4I€HA BIpPaBe HAKJIAAbIBAaTh HAa CHEHUAIHNCTOB CHCTEMBI
3IpaBOOXPAHEHUSl CIELHalIbHbIE O0043aTEIbCTBA MO MPEACTABICHHUI0 COOOLIEHUH O
N0I03PEBAEMBIX HEKENATENbHBIX PEAKIIUAX.

B nensx ontumuzanuu npoueaypbl npeacTaBieHus MHPOPMAUU O HEKENaTeIbHbIX
peakuusx cTaHgapTHble (OpMbl OJAHKOB C BO3MOXXHOCTBIO MX HEMOCPEICTBEHHOTO
3aMOJIHEHUS JTOJDKHBI HAaXOAUTHCA B CBOOOJAHOM JIOCTyIE Ha calTaX yHMOJIHOMOYEHHBIX
opraHoB (yImOJIHOMOYEHHBIX OpraHusamuil) B cetu MHTepHET BMecTe ¢ mHbOpMaIuen o
pa3IUYHBIX Croco0ax MpeacTaBlieHus MHGOPMAIMU O IMOJ03PEBAEMBIX HEXKeNIaTelIbHBIX
peakuusax. YIOJIHOMOUYEHHBIMH OpraHaMy T'OCYIapCTB-YJIEHOB JIOJDKHO OBITH 00ecredeHo
BKJIIOYEHUE B €IMHYIO 0a3y JaHHBIX HEXKEJNATeNbHBIX PEAKIUNA TrOCyAapCTB-UJIEHOB BCEX
COOOILIEHHIT O CEPhE3HBIX HEXKENATENbHbIX PEAKLHIX, BBIIBICHHBIX Ha TEPPHUTOPHUSIX
roCy/apCTB-4JICHOB, MPEACTABIEHHBIX B COOTBETCTBYIOIIMN YHOJIHOMOYEHHBIA OpraH
rocyJapcTBa-ujieHa U OLEHEHHBIX KaK BaJUuIHbIE.

473. YNOJIHOMOYEHHBIM OpraHaM TOCYJapCTB-WICHOB clielyeT oOecrneyuBarh "
BBIpaXXKEHUE MPU3HATEILHOCTU" 32 pabOTy 1O MPEACTABICHUIO COOOIICHUI 0 HeXKelaTeIbHbIX
peaxusx, BKI0Yas MpeCTaBlIeHNEe penopTepaM nHGOpMaLuu O pe3yabTaTax JaJIbHEUIIEeTo
PacCMOTPEHHUS UX COOOIIEHU O HEXKeNaTeIbHBIX PEaKIUsIX.

474. Ilpun npeAcCTaBICHUH COOOLIEHUN O HEXENaTeNbHbIX PEaKUUAX Aep KaTeIsiMu
PETUCTPALIMOHHBIX YAOCTOBEPEHUHN YIIOJHOMOYEHHBIE OpraHbl TOCyJapCTB-WICHOB, Ha
TEPPUTOPUSIX KOTOPBIX HMMEJIa MECTO IOJ03peBaeMas HeKejlaTelbHas peakuus, BIpPaBe
MIPUBJICKATh MAllMEHTOB U JIEpKATeNIe PErucTPallMOHHBIX YJIOCTOBEPEHHI K MOCIEeAYOMIei
paboTe Mo JaHHBIM COOOIIEeHUsIM. JlepKaTenn PEerucTpallMOHHBIX YJAOCTOBEPEHUN MOTYT
MPUBJICKAThCS K MOCIenyIouneil pabore Mo MoayuyeHHBIM COOOIICHHUSIM O HEeXelaTelbHbIX
pEaKIUAX B CAEAYIOIUX CIyYasx:



a) HE0OXOIMMOCTb MOTYYEHHSI BAXKHOHN JTONOJHUTENbHON HHPOPMAIIUH JIJIs1 BBITOJIHEHUS
HaJUIeKalled OLICHKU HEeXKeJlaTeIbHOM peaKIny;

0) HeOoOXOAMMOCTh YTOYHEHMsS] NPOTHUBOPEUMBBIX NAHHBIX, MPEICTABICHHBIX B
COOOIICHUH O HEKeJIaTeIbHOM peaKini;

B) HEOOXOAMMOCTb MOJYYEHHS TONOJIHUTEIBHOW MH(OPMALUK B paMKaX BBIITOJIHEHUS
OpoLEaypbl BalWAALMM CHUTHaja, OLEHKH AacleKTOB Hpoduis O6e30MacHOCTH, OLIEHKHU
MEPUOIUYECKOr0 OOHOBIISIEMOr0 OTYETA MO OE30MACHOCTH WM MOATBEPKICHUS MPOOIIEM O
0€30I1acCHOCTH B IUIAHE YIPABJICHUS PUCKAMHU.

475. Kaxxioe rocy1apCcTBO-4JIeH JOJKHO 00€CTICUUTh:

MH(GOPMUPOBAHHUE YIIOJHOMOYEHHOI'O OpPraHa, OTBETCTBEHHOT'O 32 KOHTPOJIb 00pallieHus
JIEKapCTBEHHBIX MPENnapaToB, O JII0OOH MOA03peBaeMO HeXKeNaTeIbHON PeaKkiluu, CBECHUS O
KOTOPOM CTaIM JOCTYIHBI JUIsl TFOOOr0 YIIOJTHOMOYEHHOIO OpraHa, BEJOMCTBa, OpraHu3alnuu
WIN YUPEXKIEHUS, OTBETCTBEHHBIX 3a 0€30I1aCHOCTh MallEHTOB;

IpeACTaBICHUE COOOLIEHUI O JIF0OOM MOI03pEeBAEMON HEXeNaTeIbHOW peakuuu B 0a3y
JaHHBIX 3TOTO FOCYAApCTBA-UICHA.

476. Eciiu cooOuieHust 0 moJ03peBaEMbIX HEKEIATENbHBIX PEAKIUAX ObUIM HAPaBIICHbI B
WHBIE OpraHbl TOCYIapCTBEHHOIO YIIPABJIEHUS, BEIOMCTBA, OPraHU3aLUU WU YUYPEKIACHUS B
JAHHOM TOCYJIapCTBE-4JIEHE, YINOJHOMOYEHHBIH OpraH TrocyJaapcTBa-uieHa, B cdepy
JESITeIbHOCTH KOTOPOTO BXOJIUT OCYIIECTBICHHE (papMaKoHAI30pa, JOKEH UMETh C HUMU
corjamieHuss o6 oOMEHe JaHHBIMM, YTOOBI 3TH COOOIIEHUS HAINpaBIAJIUCh B JaHHBIM
YIOJIHOMOYEHHBI OpraH rocyjaapcrBa-uieHa. CBEIEHHsS] O HEKENATEJIbHBIX PEakLHsIX B
JaHHBIX CIIy4asiX TOJIKHBI MepefaBaThCsl B YIOJIHOMOUYEHHBIM OpraH rocyJapcTBa-4ieHa B
AIIEKTPOHHOM BHUJE. YKa3aHHOE TpeOOBaHHUE PacIpOCTpPaHAETCs TaKKE Ha CIyd4au Pa3BUTHS
HE)KeJIaTeJIbHbIX PEAKIINI, KOTOpPBIE IBUJIUCH CIEACTBHEM MEIUIIMHCKUX OIINOOK.

477. JlanHble U JOKYMEHTHI 1O (hapMaKOHA/I30py B OTHOLIEHUU 3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB MOJIEKAT XPAHEHHIO B YIIOJJHOMOYEHHOM oprane He meHee 10 ser
MOCJI€ UCTEYEHUS CPOKA JEUCTBUS PETUCTPALIMOHHOIO YIOCTOBEPEHHMS. 3aKOHOIATEILCTBOM
rOCyIapCTB-4WICHOB MOKET OBITh OIpeieeH 0oJiee NIUTENbHBIN CPOK XPAHEHUS.

478. I'ocyaapcTBaMu-4JIeHAMU HE YCTAaHABIMBAIOTCA JOTIOJHUTEIbHBIE 00s13aTENbCTBA
UL IepKaTenell PerrucTPAallMOHHBIX YJIOCTOBEPEHHI MO MPEACTABICHHUIO COOOUIEHUN O
HEXKEJIaTeNIbHbIX pPeaKlMsIX, IOMUMO yCTaHAaBIMBAaEeMbIX HacTosimuMu IIpaBunamu, eciau 3To
HE MMEET JOCTaTOYHBIX OCHOBAHUMW, MOJYYEHHBIX IO pe3yibTaTaM JEATEIbHOCTH IO
bapmakoHaa30pYy.

O0s13aHHOCTH AepiKaTeNeil pernCTpaiOHHBIX YAOCTOBEPEHUI

479. Kaxnplii nepkareib PerucTpalOHHOTO YJIOCTOBEPEHUS NOJKEH YCTAaHOBUTH U
NOJJIEP)KUBATh CUCTEMY cOOpa W pPErucTpalud BCeX COOOIIEHUN O MOA03pPEBAEMBIX
HEXXEJIATEIbHBIX PEAKIUAX, KOTOPBIE IMOCTYIMAIOT B €ro PAaCHOpSIKEHHUE KAaK B paMKax
CIIOHTAHHOTO PENOPTHUPOBAHUS CIEIUAIUCTAMHU CUCTEMbI 3APABOOXPAHECHUS, MAallMEHTAMHU



WU TIOTPEOUTENSIMU, TaK U B XOJI€ MPOBEICHUS] MOCTPETUCTPAIIMOHHBIX HCCIETOBAHUM.
JlepkaTensiMu PErUCTPAIlMOHHBIX YAOCTOBEPEHUM JOJKHBI ObITh pa3padOTaHbl U BHEAPEHBI
npoueaypbl, OOECHEeUHUBAIOLIAE TIOJYYEHHUE TOYHBIX W TPOBEPSEMBIX JAHHBIX IS
MOCJIEAYIONIe Hay4YHOM OIIEHKH COOOIICHWM O HEXeJaTeNbHBIX peaknusax. Jlepxkarenb
PETUCTPAIMOHHOIO YJIOCTOBEPEHHUSI HE UMEET MpaBa OTKJIOHSATh U HE BBIMOJHATH TPEOYyeMbIe
poLexypsl M0 paboTe C COOOIICHUSIMUA O HEXKENATEIbHBIX PEAKIUAX B CIydae MOTy4eHUS
naHHOW uHpopMauuu. Jlep:kaTtenu perucTpariMOHHBIX YJIOCTOBEPEHUN IJOJDKHBI CO3/aTh
MEXaHU3MBbI, 00€CTIeUnBAIONTME BO3MOXKHOCTh MPOCIEKUBAHUS COOOIICHHH, MOCIEAYIONIeH
PabOTHI C COOOIICHUSMH O HEXEIATESIIbHBIX PEAKITUAX U MPEJCTABICHUS B YIIOJTHOMOYCHHBIM
opraH OOHOBJICHHBIX JJAHHBIX O HEXEIATeIbHON PEeaKIuu.

480. [laHHBIC U TOKYMEHTHI MO (papMaKoHAA30py B OTHOIICHUHU 3apEeTUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJACTB MOJIEKAT XPAHEHUIO JIepKATeIeM pPEerucTpaluOHHOIO
yAOCTOBEpeHHsI He MeHee 10 JeT mociie UCTEYEHUs] CPOKa NEHCTBUS PErMCTPALIMOHHOTO
YIOCTOBEpPEHHS. 3aKOHOJIaTEIbCTBOM TOCYJapCTB-UJIEHOB MOXET OBITh OmpejeseH Ooee
JUTUTENBHBIN CPOK XPAHEHHS.

481. O6s3aHHOCTH IO COOPY CBEAEHUMN O MOJI03PEBAEMBIX HEKENATEIbHBIX PEaKIUAX
NEpKATEISIMA PETUCTPALIMOHHBIX YJIOCTOBEPEHUN pPAacCHpOCTPaHIETCs] B TOM YHCIE Ha
COOOIIEHHs] B OTHOIIEHUH JICKAPCTBEHHBIX MPENapaToB, MPUHAICKHOCTh KOTOPBIX TaHHOMY
JIEPKATeII0 PETUCTPAIMOHHOTO YIOCTOBEPEHHS HE MOXKET OBITh UCKIIOUCHA Ha OCHOBAHUHU
OJIHOTO M3 CIEAYIOIUX KPUTEPHEB, YKa3aHHBIX B COOOLIEHHH O IM0JI03peBaeMOi
HEXKeJNaTeJNbHONW peakluu: TOProBOro0 HAMMEHOBAaHUS JIEKAPCTBEHHOI'O Mpernapara,
HAaUMEHOBAHUS JIEHCTBYIOIIETO BEIIECTBA, (DOPMBI BHIITYCKA, CEPUU MM CIIOCOOA BBEACHMUS.
Ucknroyenne NDPUHAAIEKHOCTH JIEKAPCTBEHHOrO IIpenapara JaHHOMY JEpKaTelro
PETUCTPAIIMOHHOTO yJAOCTOBEPEHHUs, OCHOBaHHOE Ha MH(OpMaIMU U3 TOCyJapCTBa-4JIeHA,
MEPBOUCTOUYHHUKA, WM TOCyJapCTBa-uyieHa, TJe MoJi03peBaeMasi HeXelnaTeabHas peakius
MMeJla pa3BUTHE, MOXKET ObITh MPUMEHEHO B Clly4yae, €ClIM JAep>KaTelb PEruCTPalliOHHOTO
YIOCTOBEPEHUS MOXXET IMOJATBEPAUTh, UYTO IOJ03PEBAEMBIN JIEKAPCTBEHHBIN Ipenapar
HUKOT]Ia HE MOCTABJISUICS HAa PHIHOK JAHHOTO TOCyJapCcTBa-4ieHa U JaHHBIN JEKapCTBEHHbBIN
npenapar He SBISETCS MpenapaToM, KOTOPBIM MOKET ObITh MPUBE3EH HA TEPPUTOPHUIO ITOTO
rocyJlapcTBa-ujeHa KaK CpeJCTBO, HEOOXOMMOE B MMy TEIIECTBUU (HAIIpUMED, JICKAPCTBEHHBIE
npenaparsl 115 JICYEHUSI MATIIPUHN).

482. JlepxaTenb PETUCTPALIMOHHOTO YJIOCTOBEPEHMS [OJKEH 00eCTeuuTh
nH()OPMUPOBAHKE BCEX MPUHAISKAIINX €My KOMIIAaHUH OTHOCUTENBHO BCEX MOCTYMAIOITUX
B €ro aJpec COOOIIEHHH O HEeXeJIAaTeIbHBIX PEAKIHUAX, CBA3aHHBIX C IMPUMEHECHUEM
JIEKapCTBEHHOT0 Ipemnapara, AepKaTeleM PEerucTpalioOHHOIO YJIOCTOBEPEHHSI KOTOPOro OH
apisiercs. JlaHHoe TpeOOBaHUME TaKXKe€ JOJDKHO BBIMOJHATHCS B CiIydae 3aKJIIOYEHUS
KOMMEpPUYECKOTO COTJIAIIEHWS] Ha OJUH W3 JIEKAPCTBEHHBIX MPENapaToB Jep>KaTels
pPErUCTpallMOHHOTO yaocToBepenus. MudopmupoBanue obecrnieunBaeTcsi MyTeEM BHECEHUS
JepKaTesieM PErUCTPALIMOHHOTO YA0CTOBEPEHUS MH(POPMAIIMHU O TTOCTYMAIOIIUX COOOIIEHUSIX



HEXEeJIaTeIbHbIX PEAKIUsIX B 0a3zy NaHHBIX W MOCHeayromero (yHKIMOHUPOBAHUS 0a3bl
JAHHBIX KaK €IMHasl TOUYKa JOCTYIa K JaHHBIM 0 0€30MaCHOCTH.

CHooHTaHHBIE COOOMEHUT

483. Jlepxarenu pEerucTpallMOHHBIX YJIOCTOBEPEHUN MOJIKHBI PETrUCTPUPOBATH BCE
CIIOHTAaHHbIE COOOIIECHHS O MOJI03PEBAEMbBIX HEXKEJIATENbHBIX PEaKIUsAX, BOSHUKAIOIINX Ha
TEPPUTOPUSIX TOCYAAPCTB-UICHOB WJIU 3a UX IpeaenaMu. TpeboBaHue pacpocTpaHsieTcs Ha
COOOIIEHHUSI O MOJI03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX, TOJTYUYCHHbIE B DJICKTPOHHOM BUJIE
WU KaKUMH-ITHO0 JIpyruMu criocobamu. Jlepkatenu perucTparvoOHHBIX YJIOCTOBEPEHUN
MOTYT HUCIIOJb30BaTh CBOU CANTHI B ceTu MHTEpHET nJig CONEeUCTBUS COOpPY CBEAECHUM O
MOI03PEBAEMBIX HEXKEJIATEIbHBIX PEAKIUIX, PA3MECTHUB HAa HUX (OPMBI JIJISi 3aMOJTHEHUS
COOOIIEHHI O HEeXKEJIATeIbHBIX PEaKIUIX UM COOTBETCTBYIOIINE KOHTAKTHBIC JTaHHBIC IS
HEMOCPEACTBEHHOM CBSI3H.

Coo0meHns 0 Mo03peBacMBIX HEKEIATESIBHBIX PEaKIHAX, IOIyICHHBIE II0 3aIIPOCy

484. Jlepkatenu pEerMCTPAllMOHHBIX YAOCTOBEPEHUN IOJKHBI PETUCTPUPOBATH BCE
COOOIIEHUSI O TOJI03PEBAEMBIX HEKENATEIbHBIX PEAKIUAX, BOZHUKAIOIIUX HA TEPPUTOPUSIX
roCy/1IapCTB-WICHOB WJIM 3a WX MPEJeIaMU U BBISBJICHHBIX B X0JI€ MOCTPErUCTPAIMOHHBIX
uccienoBaHuil. B naHHble COOOILIEHHUS, MONTYYEHHBIE IO 3alpocy, BXOIAT COOOLICHUS,
MOJIyYEHHBIE M0 pe3yJbTaTaM OpPraHU30BAHHOrO cOOpa AaHHBIX, KOTOPBI MHULIMUPYETCS,
yrpaBiseTcss Wil (UHAHCUPYETCS JIEepKATENSIMU PETHCTPAIIMOHHBIX YIOCTOBEPEHUH.
JlanHble COOOILEHHS TaK)KEe BKIIOYAIOT B C€0sl CBEJICHUS, MOCTYUBIINE B XO/€ BHIIOJIHEHUS
HEMHTEPBEHIIUOHHBIX MOCTPErUCTPALIMOHHBIX HCCIEIOBaHUM, MPOTpaMM MNPUMEHEHUS
JIEKapCTBEHHOTO TMpernapara, Ha3HAYEHHOTO B CBSI3U C UCKITIOYUTEIbHBIMUA 00CTOATENbCTBAMU
U3 COOOpaXEHHl CcOCTpajaHus, WIM B paMKaxX NEPCOHAIU3UPOBAHHBIX MPOrpamMM
NPUMEHEHUS] HE3apErMCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpemnapara, APYrux Mporpamm
MOACPKKY MAlMEHTOB U MOHUTOPHUHTA 3a00JI€BaHU, MpOrpaMM MOAACPKKU MalMEHTOB U
coopa uadpopmaruu 00 3hHEKTUBHOCTH WIH IPUBEPKEHHOCTH IMAITUCHTOB JICUCHUIO, a TAKKE
BEJCHHUSI peecTpoB. B OTHOIIEHHMHM HEUHTEPBEHIIMOHHBIX IMOCTPETUCTPAIUOHHBIX
HCCTIEIOBAaHUMN JTaHHOE TPeOOBAaHME PACIPOCTPAHSACTCS Ha HMCCIEIOBAaHMs, OCHOBAHHBIC Ha
NepBUYHOM cOOpe JaHHBIX, MOPSAOK cOOpa JaHHBIX MPHUBEIEH B MyHKTax 468 — 473
Hacrosamux [Ipasui.

Coo0menns, MOTy9eHHBIC B X0/I¢ IPOBEACHHA HEHHTCPBCHIIMOHHBIX HCCIIEAOBAHMIA

485. JlepkaTenu perucTpaliOHHBIX YIOCTOBEPEHHUM JOJKHBI BHEAPUTH U UCHOJIb30BaTh
MEXaHM3Mbl cOOpa TOJIHOW M BCECTOPOHHEW HMHGPOPMAIMU O CIydasx MOJ03PEeBaeMOi
HEXXEJaTeIbHON peaklUuy MNpH MEPBUYHOM COCTABIECHUU COOOIIECHHS O IMOJ03PEBAEMOI
HEXXEeJaTeIbHON peaKkuy MO0 PEe3yibTaTy IMOJYyUYEHHS CIIOHTAHHBIX COOOIIEHUN O TaKHUX



peakiusx B IelsX oOecredeHus] BO3MOXKHOCTH TPOBEJACHUS HaJJIEkKaIlle OICHKU
COOOIIEHHUSI U BBINOJHEHUS TPEOOBAHUHN 11O CPOYHOMY PEMIOPTUPOBAHUIO YITOJTHOMOUYECHHOMY
OpraHy TOCYAapCTB-WIEHOB (€CJIM MPUMEHMMO) B OTHOUIEHUH HCCIEAyEMOro (Wiu
MOCTaBJIIEMOT0) JICKAPCTBEHHOTO Tpernapara. Jlepareau perucTpalmoOHHbIX YI0CTOBEPEHUIM
JTOJDKHBI  CO37IaTh CHUCTEMY, OOCCIEeUHMBAIONIYI0 TMPOCICKUBAEMOCTh COOOIICHHH,
BO3MOKHOCTh TOCJIENYIONIe paboThl ¢ COOOIIEHUSIMU O HEXEJIATEIbHBIX PEAKLIUIX U
MOJYy4YEeHUs PE3yJIbTaTOB OLIEHKH MEPBOMCTOYHUKA OTHOCHUTEIBHO B3aMMOCBSI3U MEXIY
UCCIIeAyEeMbIM (ITOCTABISIEMBIM) JICKAPCTBEHHBIM MPENapaToM U HEXKEJIaTeIbHBIM SBICHHUEM.
B cinyudae orcyrcTBUsS MH(GOpPMAIMU OTHOCUTEIBHO MHEHMS NEPBOUCTOUYHHMKA O HATIUYUU
B3aMMOCBSI3H, JAEPKATEIEM PETHUCTPALMOHHOTIO YJOCTOBEPEHHS] HA OCHOBAHUHU MMEIOLIEHCS
nH(pOpMaIKU OJDKHA OBITH BHITIOJIHEHA COOCTBEHHAS OIEHKA B3aUMOCBSI3H C OINpeeIeHuEM
BaJIUTHOCTH COOONICHHS U COOTBETCTBUS KPUTEPHSIM penopTupoBanus. [lannoe tpeboBanme
HE pacClIpOCTPAHSAETCS HA MCCIEIOBAHUS, NU3AMH KOTOPBIX IPEIINOJaracT BTOPUYHOE
HCTOJIb30BAHUE MEAUIUMHCKUX JaHHbIX. HexenaTelbHble pPEaKIUM, BBHISIBICHHBIE B
UCCIIEIOBAHUU C BTOPUYHBIM HCIOJIb30BAHUEM JIAHHBIX, HE IOJJIEKAT MPEJICTABICHUIO B
YIIOJTHOMOUYEHHBIN opraH. [laHHbIe O HEXKeNaTeNbHbIX PEAKIUSIX, TOJYUYEHHbIE B PEe3ybTaTe
OpraHU30BaHHOTO cOOpa JaHHBIX, MOJICKAT OTPAKEHHUIO B MEPUOTUIECKOM OOHOBIIEMOM
oTyeTe 1o 0€30MaCHOCTH.

486. Ecnu nmaHHBIE O MOJ03pEBACMOM HEXKeJIaTeJIbHOW peakIMM MOJy4YEHbl B XOJ€
BBITIOJIHEHUS! HEWHTEPBEHIIMOHHBIX MCCIENOBAHUM, CIEAYET pa3feibHO aHAIU3UPOBATH
JAHHBIE MCCIEIOBAaHUM CcO COOPOM NEPBUYHBIX JaHHBIX HANPSIMYI0 OT MAIMEHTOB M
CIEUHUAIINCTOB CUCTEMBI 3[[PABOOXPAHEHUS U JAHHBIE HCCIIEIOBAHUN C AU3aiiHAMU, KOTOPbIE
OCHOBAHbI HA BTOPUYHOM HCIOJIb30BAHUU JIAHHBIX (HAMpPUMEP, UCCIETOBAHHM, OCHOBAHHBIX
Ha MEPEeCMOTPE MEAMIMHCKUX KapT WM HJIEKTPOHHBIX 3alHCEd 3IpaBOOXPAaHEHUS,
CHUCTEMATHYECKOM MEPECMOTPE WJIM METaaHAJU3E).

487. CoobIIeHre COCTaBISIETCS, €CIIM PETIOPTEPOM WITU JIep KaTelIeM PEerucTPAIOHHOTO
yJIOCTOBEPEHHSI  MpeAIoJiaraeTcss  Hajluuyue  KaKk  MHUHHUMYM  BO3MOXHOU
MPUYNHHO-CIIEJICTBEHHON CBSI3U C TOJ03PEBAEMBbIM JIEKAPCTBEHHBIM IMpPEMapaToM.
Coo01ieHus: 0 HeXeNaTeNbHBIX SBICHUSIX, B KOTOPHIX MPUYMHHO-CIEIACTBEHHAs! CBS3b
OIICHUBAETCS KaK COMHUTEJIbHAs, CIEIyeT BKJIIOYaTh B 3aKIIOYUTEIbHBIA OTYET 00
UCCJIEOBaHUMU.

488. B OTHOLIEHNN HEMHTEPBEHIIMOHHBIX UCCIIEIOBAHUI C IEPBUYHBIM COOPOM JaHHBIX
HampsIMyl0 OT MAIlMEHTOB U CIELHUAIUCTOB CHUCTEMBI 3APaBOOXPAHEHUS MPEICTABICHUIO
MOJIeXKAT COOOIIEHUS O HEXKEeIaTeIbHBIX PEaKIHIX, B OTHOIIEHUH KOTOPBIX PEnopTep UiIu
JepKaTeab PEruCTPAllMOHHOIO YJOCTOBEPEHHS MOJ03PEBAET, YTO UMEETCS KaK MUHUMYM
BO3MO’KHAsl IPUYUHHO-CJIEACTBEHHON CBA3b C MOJI03PEBAEMBIM JIEKAPCTBEHHBIM MPENapaATOM.
[Ipoune cooOlmieHUs O HEXKENATEIbHBIX PEAKIUAX, B OTHOUICHUU KOTOPBIX HMEETCS
NOAO03PEHHE, UTO OHU CBS3aHbl C JICKAPCTBEHHBIMHM MpenapaTaMH, KOTOPbIE HE BXOAST B
YUCIIO MCCIEAYEMBIX JIEKAPCTBEHHBIX TMpenapaTtoB U B KOTOPHIX HE YCTAHOBJIEHO



B3aUMOJICMICTBUE C MCCIEAYEMBbIMU JIEKAPCTBEHHBIMU IIpEeNapaTaMH, HCCIEA0BATEISIM
CJIeyeT HAMPaBIATh B YIIOJTHOMOYEHHBIE OPraHbl TOCYAapCTB-WICHOB (€CJIM 3TO TPUMEHHUMO)

489. [Ipu npoBeIeHNN HEMHTEPBEHIITMOHHBIX HCCIICIOBAaHUN, OCHOBAHHBIX HA BTOPUYHOM
HCIOJIb30BAaHUU JAHHBIX, MPEACTABICHUE COOOIICHUN O BBISBISIEMBIX HEXEIaTEIbHBIX
peakuusix He TpeOyercsi. Bce naHHble O BBISIBICHHBIX HEXKEIATENbHBIX PEAKIHUAX
CYMMUPYIOTCS B 3aKJIFOUUTEILHOM OTYETE 00 UCCIIEI0BaHUU.

490. JlepxaTenb perucTpaliOHHOTO YAOCTOBEPEHHUS BIIPABE YTOUHUTH TPEOOBAHUS 1O
MPEACTABICHUIO HWHAUBUAYaJbHBIX COOOIIEHUNW O HEXKEJIaTeIbHBIX peakIusIX B
COOTBETCTBYIOIIMX YITOJTHOMOUYEHHBIX OpraHax rocyJapcTBa-uiceHa.

491. JlepxaTena PErucTpallMOHHOTO YJIOCTOBEpPEHHs clieAyeT coOJIro1aTh
3aKOHO/ATEILCTBO TOCYJapCTBA-WICHa, MPUMEHSIEMOE K MPEACTABICHUIO COOOIICHUN O
CIIyyasix MOJ03PEBAEMbIX HEXKEIATeNIbHBIX PEaKIMil B HE3aBUCUMBIE STUYECKUE KOMHUTETHI
roCyAapCTB-4JIEHOB U UCCIEA0BATEISIM.

IIporpaMma mpuMeHEHHS JICKAPCTBEHHOT'O IIpenapara, HA3HaA9€HHOTO B CBS3H C
HCKTIOYHTETHHEIMA 00CTOSTEILCTBAMH U3 COOOpaKEeH I COCTpagaHms, IEPCOHATH3APOBAHHAS
OporpaMMa HCIIOIb30BaHMA HE3aPETHCTPAPOBAHHOTO JIEKAPCTBEHHOTO IIPEnapaTa

492. Ecnu nepkateib peruCTPAIMOHHOTO yIOCTOBEPEHUS WU CIEIUATNCT CHCTEMBI
3paBOOXpPAHEHUS U3BEHICHBI O (haKTe MOAO03PEBACMOIl HEXKEIATEIbHOW pPEaKUUd WIH
BBISIBJISIFOT 1TO/I03PEBAEMYI0 HEKENATeNbHYI0 PEaKIMI0 B paMKax MPOBEIEHUS MPOTPaMMBI
MPUMEHEHHS JICKAPCTBEHHOTO Tperapara, Ha3HAYCHHOTO B CBSI3M C HCKITIOYUTEIHHBIMHU
00CTOSITEIHCTBAMU U3 COOOPAKEHUI COCTPAJIaHus, UM TIEPCOHATU3UPOBAHHON MPOTPAMMBbI
WCIIOJIb30BAaHUS HE3apPETHCTPUPOBAHHOTO JIEKAPCTBEHHOI'O TMpernapara, COOOIICHUS O
HEXEJNATeNbHBIX PEaKIUIX MPEACTABISIOTCS CIEIYIONUM 00pa3oM:

a) B cIIy4ae eclii HeJKeJaTelbHasl peakiysi Obliia BBISIBIICHA B TIPOIECCE OPTaHU30BaHHOTO
cOopa JaHHBIX, CIEAYET MPEACTABISITH COOOIICHUS TOJBKO O HEXEIATSIbHBIX PEAKIUAX, Y
KOTOPBIX TPHYNHHO-CJICICTBEHHAS CBSI3b C MPUMEHEHUEM TI0/I03PEBACMOT0 JIEKAPCTBEHHOTO
npernapara onpeenseTcsi NePBOUCTOUHUKOM (PEMOPTEPOM) COOOIIECHUS WM JIepKaTelieM
PETUCTPAIMOHHOTO YJIOCTOBEPEHUSI KaK BO3MOXHAas (Kak MHUHHMYM). DTH COOOIIEHUS
CleayeT paccMaTpHBaTh KaK COOOIICHHSI O HEXeJIaTeIbHBIX PEAKINSX, MOJYYCHHBIX IT0
3arpocy;

0) B cilyyae eclii He)eJaTelbHas peakius Oblja BhISIBJIEHA HE IMyTeM OpraHU30BaHHOTO
cOopa JMaHHBIX, BCE HEXKEJaTeIbHbIE M HEMpeIHAMEPEHHBIE PEaKIMi Ha JICKapCTBEHHBIN
npermapar CileIyeT pacCMaTpuBaTh KaKk COOOIICHHS O IOJ03PEBAEMBIX HEKEIATEIbHBIX
peaKnusX, MOJYICHHBIX HE 110 3aMMpOCy, U MPEICTABIATH KaK COOTBETCTBYIOIINE COOOIICHNSI.

IIporpamMMa noaepKKy NAIMCHTOB



493. IIporpamMma NOANEPKKUA MAIMEHTOB SBISIETCS PA3HOBUAHOCTBIO CHUCTEM
OpraHU30BAaHHOTO CcOOpa JaHHBIX, MOPU KOTOPBIX JepiKaTellb PErucTPallMOHHOTO
YIOCTOBEpPEHUS COOMpPAET [aHHBIE, OTHOCSIIMECS K MCIOJIb30BAHUIO JIEKAPCTBEHHOIO
mpenapara rpynmnaMu nHanueHToB. [IlpuMepamMu MOCTpPErucTpallMOHHBIX IPOTpPaMMm
MOJACPKKU MAIMEHTOB SIBJISIIOTCS MPOrpaMMbl MOHUTOPUHTA 3a00J€BaHUN, MOHUTOPUHTA
NaIMEeHTOB, cOopa MH(POPMAIIMKU O MPUBEPKEHHOCTU MAIMEHTOB JICYEHUIO MOHUTOPUHTA B
paMKax CUCTEM KOMIEHCAUU (BO3MEILICHHUS ).

494. JlomyckaeTcsl MPOBEICHUE aKTUBHOTO cOOpa MHPOPMAIMU O HEXKEIAaTeIbHBIX
peaKIusIX B XOJI€ BHITIOJTHEHUS Pa3IMYHBIX BUJIOB CUCTEM OPraHU30BaHHOTO cOOpa JaHHBIX, B
ATOM cCiiydae COOOIEeHHs] 00 ITHUX HEXKENATENbHBIX PEaKIHSIX CIEAyeT YUYHUTHIBATH KakK
MOJy4YeHHbIEe MO 3ampocy. JlepkaTenab perucTpalmoOHHOIO YIAOCTOBEPEHHS OJKEH
o0ecIeunTh HAJTMYNe MEXaHW3Ma OPTraHU30BAaHHOTO U CUCTEMAaTU3UPOBAHHOTO cOOpa TaHHBIX
0 0€30MacHOCTH B COOTBETCTBUM C BBINOJHAEMON NporpaMMoil u obecrnedeHue
MPEACTABICHUS HWHAUBUIYAIBHBIX COOOIIEHUH O HEXKENaTeJIbHbIX pEaKIUusixX B
YIOJHOMOYEHHBIN OpraH corjacHo TpeboBanusM nyHkTa 448 Hacrosuux [IpaBun B ciyuae
OTpPENICNICHHUs] COOTBETCTBUS MH(POPMAITUU O HEXKeIaTEIbHON peaklui KPUTEPUSIM CPOYHOTO
pPENOPTUPOBAHUSL.

495. B ciiyyae eciau B paMKaxX CUCTEMbI OpraHU30BaHHOTO cOOpa JaHHBIX HEXKelaTelIbHas
peakiusi OblIa BBISIBJICHA HE B MPOIIECCE OPTaHU30BAHHOTO U CHCTEMATH3UPOBAaHHOTO cOOpa
JAHHBIX O 0E€30MacHOCTH, BCE HEXKeNaTelbHble M HeNpeJHaMEpEHHbIE peakiuu Ha
JIEKapCTBEHHBIA TMpenapar, KOTOpble ObUIM COOOIIECHBI JEPHKATEIIO PETHUCTPAUOHHOTO
yIOCTOBEPEHUS MEAUIIMHCKUM PaOOTHUKOM WJIM MALUEHTOM, CIEIyeT paccMaTpHUBaTh Kak
COOOIIIEHUSI O TOA03PEBACMBIX HEKEJATEeIIbHBIX PEaKIUAX, MOJYYEHHbIE HE MO 3ampocy U
MIPEICTABIIATH COOOIEHUS COOTBETCTBYIOIIMM 00pa3oM.

Coob6meHnns, olry0IMKOBaHHEIE B HAYIHOH MOIUIIMHCKOM JIATEpaType

496. [epxaTenamM peTrUCTPALMOHHBIX YIAOCTOBEPEHHH CIEAYyET OCYUIECTBIATH
MOHUTOPUHI MyOJHMKAUUA B HAYYHOW MEIMIIMHCKOM JUTEpaType BO BCEX IrOCY/IapCTBAX, B
KOTOPBIX Pa3pelIeHO MPUMEHEHUE COOTBETCTBYIOLIMX JIEKAPCTBEHHBIX IPENapaToB, B
COOTBETCTBHUHU
¢ nyHkramu 393 — 397 nacrosimux [IpaBun u npeacraBiasiTh 0OHAPYKEHHBIE COOOILIEHUS O
HEXKEJIaTEeJIbHBIX PEAKLUMAX B YHNOJHOMOYEHHBIE OpPraHbl IOCYJapCTB-WICHOB COTJIACHO
TpeboBaHMsIM HacToamux [Ipasu.

497. CooOmieHusl 0 HEXEeNaTeIbHBIX PEAKIUSAX BBISBICHHBIE MPU MOHUTOPHHTE
myOJMKaIMil HAyYHON MEAUIIMHCKOM JIUTepaTyphl, HE MOJJIEKAT CPOUHOMY PENOPTHUPOBAHUIO
B CIEAYIOIINX CIIyYasix:

a) eclii MPUHAJICKHOCTh JIEKapCTBEHHOIO TMperapaTa JAep>KaTeaio PerucTpaliiOHHOTO
YAOCTOBEPEHHUS] MOKHO HCKIIOUYUTh Ha OCHOBAaHMHM YKA3aHHBIX B COOOIIEHHH TOPTOBOTO



HAaVMEHOBAHUs JIEKAPCTBEHHOTO Ipenapara, HAMMEHOBAaHMs JIEWCTBYIOLIErO BEILECTBA,
(hopMBI BBIMTyCKa, CIIOCOOBI BBEJICHUSI 1 HOMEPA CEpUH;

0) eciii IPUHAJJICKHOCTH JIEKAPCTBEHHOTO Mpenapara AepKaTelllo PerucTpalioHHOTO
YAOCTOBEPEHUS MOXHO HUCKIIOYUTh Ha OCHOBAHMM YKa3aHHBIX B COOOIIEHUM CTPAHbI
MIEPBOMCTOYHUKA COOOIIECHHS WM CTPAHbBI IPOUCXOXKICHHSI 10103PEBAEMON HEKETATEIbHON
peakiuu B CJydae, €CIM JIEKapCTBEHHBIM IMpemapaT HE TMOCTaBISJICA JIep)KaTeieM
PErHCTPALlMOHHOTO YIOCTOBEPEHUS Ha JaHHYIO TEPPUTOPHIO;

B) €Cly MyOJIMKaIusl SBISETCS PE3yIbTaTOM aHaJIn3a YIOJTHOMOUYEHHBIM OPTaHOM 0a3bl
JAHHBIX O HEXKEJIaTeNbHbIX PeaKUusax; (MCKIOUEHUE HE PacpOCTpaHsIeTCs Ha My OIHKaluy,
c(opMUPOBaHHBIE IO pe3yJibTaTaM aHaIKU3a 0a3 JaHHBIX IPYTHX YIOJTHOMOYEHHBIX OPTraHOB)
5

T') eclii MyOnuKarus COACPKUT MHPOPMAIIUIO M3 OOIIETOCTYIMHBIX 0a3 JaHHBIX, B
KOTOpPOM Ciydau MpeACTaBI€Hbl B BHUJE TaONWIl WIU MOCTPOYHBIX MEPEUUCTCHUI.
HckiroueHne He pacnpocTpaHseTcs Ha MyOJIMKalud, KOTOPbIE MO3BOJSIOT ¢(hOpMUPOBATH
BaJIMIHOE WHIUBUyAIbHOE COOOIICHUE O HeXKENaTeIbHON peaKIny;

1) €ClI B MyOJIMKAIMHU TIPEICTABIEHBI PE3YyJIbTaThl IOCTPETUCTPALMOHHBIX UCCIIEI0BaHUN
, METaaHaAJIM30B WM HAyYHBbIX 0030POB;

€) eciau B MyOJuKaluu NpeacTaBieHa HHGOpMaALUs O HEXeIaTeIbHbIX PEeAKIUIX Y
IPYIIBl NAMEHTOB BO B3aMMOCBA3M C IPUMEHEHHEM OINPEIEICHHOrO JIEKapCTBEHHOIO
npenapata M OTCYTCTBYIOT HMHIMBHAYaJIbHbI€ JaHHBIE IO MallMEHTaM, I03BOJISIONINE
chopMupOBaTh BaJIHIHOE HHIUBUAYAJIHHOE COOOIIEHUE O HEXEIATeIbHOM peakinu.

498. Cenenusi 0 0€30MACHOCTH, NMPEACTABICHHBIE B TAKMX HAYYHBIX MMyOIUKAIUSX,
ClelyeT paccMaTpuBaTh B COOTBETCTBYIOIIMX pazjielax NEePUOJHYECKOro OOHOBIISIEMOTO
oTyeTa 1o OEe30MaCHOCTH U NMPUHUMATh BO BHUMAHHUE MPU aHAJIM3€E BIMSHUS ATHUX CBEJACHUN
Ha COOTHOIIEHHE 'monb3a — puUcK" JekapcTBeHHOro mpemnapara. O 000l HOBOM
uHpopmaIuu 0 6€30MacHOCTH, KOTOpasi MOKET MOBIUATH HA COOTHOIICHHE "MOJIb3a — PUCK"
JIEKapCTBEHHOTO TMpernapara, ClIeAyeT He3aMeIJUTEIbHO YBEJOMIISTh YHOJIHOMOYEHHBIH
OpraH rocyAapcTBa-4wI€Ha, Ha TEPPUTOPUU KOTOPOTO 3apErMCTPUPOBAH JIEKAPCTBEHHBIM
npernapar.

ITomo3peBaeMbie HEXKEIATEILHEIE PEAKIIUH, CBI3aHHEIE C Ae()EeKTOM KaueCcTBA WK
¢arscuHIMPOBaHHIMH JIEKAPCTBEHHBIMH IIperapaTaMi

499. Ecnu cooOlieHrue O Mmojao3peBaeMoi HeXeIaTeIbHOM peaKIUM CBSI3aHO C
NPUMEHEHHUEM JIEKapCTBEHHOTO Mpemnapara, Ganbcudukanus KOTOporo noao3penaercs JIuoo
YCTAHOBJIEHA, WJIM JIEKapCTBEHHOI'O IIpernapara HEHaJIeXallero KadecTBa, JaHHOE
COOOIIIEHUE MOJICKUT PENOPTUPOBAHUIO (B CIIydae OTHECEHHUS €ro K BaTUAHOMY COOOIICHUIO
).

500. B atux ciayyasx B LEJSIX OXpaHbl 00IIECTBEHHOTO 3/I0POBbSI MOKET NOTPEOOBATHCS
IpOBEJEHUE TAaKUX CPOUYHBIX MeEp, KaK OT3hIB C pPbIHKAa OJHOM JepeKTHOH cepuu



JIEKapCTBEHHOr0 MpemnapaTta win Ooisee. JlepxaTessM perucTpalloOHHBIX YJIOCTOBEPEHUMN
CJIeIyEeT UCIOJIb30BaTh CUCTEMY, 00ECTIEUNBAIONIYIO TPOBEICHUE HE3AMEIUTEIbHON OLEHKH
U pacclIeIOBaHKE IMOJYYEHHOTO COOOILIEHHS O MOJO03PEBAEMOM HEXEIATEIbHOM peakuuH,
CBSA3aHHOM ¢ (panbCUUIUPOBAHHBIM JIEKAPCTBEHHBIM IPENapaToM WK AePEKTOM KayecTBa
JIEKapCTBEHHOr0 Ipemnapara. B ciydae mnoATBepkAEHUA HaIU4us JepeKkTa KadyecTBa
TpeOyeTcss He3aMeIJIUTEIbHOE YBEJIOMJICHUE JIep)KaTeJeM  PEeruCTPallMOHHOIO
YIAOCTOBEPEHHSI HEMOCPEACTBEHHOTO MPOU3BOAMTENS JIEKAPCTBEHHOTO Mpenapara |
YIIOJJHOMOYEHHBIX OPraHOB I'OCY1apCTB-YJICHOB.

ITomospeBacMas nepenada HHYEKIHOHHOTO areHTa Yepe3 JIeKapCTBEHHEIIH pemapaT

501. H}eKImOHHBIM areHTOM CUMTAeTCS 000 MHUKPOOPTaHWU3M, BUPYC WIHU
MH(pEeKIMOHHAs YacTula (Hampumep, MPUOH, MPOTEUH, MEpPealolIue TPAaHCMUCCHUBHYIO
ry0JaTyro sHiepaonaTuio), Kak maTtoreHHbIe, TaK U HEMaTOTCHHBIE.

502. Tlomo3peBaemas mneperaya HUH(GEKIHMOHHBIX AreHTOB MPU MNPUMEHEHUH
JIEKapCTBEHHOI'O IIpenapara pacCMaTpUBAETCs KAaK Cepbe3Has HEXENnaTeIbHAs peaxkuusd,
noJyuieXkallasi CpOYHOMY PENOPTUPOBAHUIO B TE€UeHUE |5 KaleHOApHBIX THEH C JaThbl
MOJIyYEHUs JEpKaTeeM PETUCTPALMOHHOTO YJIOCTOBEPEHUSI WJIM €r0 YINOJIHOMOYEHHBIM
MpeACTaBUTENIeM MUHHUMAJIbHOW TpeOyemoil mHpopManuu O HEKeIaTeIbHON peakiuu B
cooTBeTcTBUU ¢ MyHKTOM 407 Hacrosuux [IpaBun. JlanHoe TpeGoBaHuE pacnpoCTpaHsIeTCs
TaKXe Ha BaKI[MHBI.

503. Jlepkatenu perucTpaliMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX IpenapaTos,
MOJYYEHHBIX W3 KPOBH WJIM ILJIa3Mbl YEJIOBEKA, JTOJKHBI MMETh CHCTEMY, B CiIydae
MOJIO3PEHUsI Ha Tepeayy MH(EKIHOHHOTO areHTa O0eCleynBaIOIIYI0 He3aMeIJTUTEIbHOE
YBEIOMJIEHHE TPOU3BOIUTENSA JIEKAPCTBEHHOIO IIpemapara, COOTBETCTBYIOLINX
YIOJIHOMOYEHHBIX OPTaHOB KOHTPOJISI 0OpallleHrs MPenapaToB KPOBH M YMOTHOMOUYECHHBIX
OpPraHOB rOCY1apCTB-YJIEHOB.

504. Tlepemaua B0O30yauTeNss MHPEKIHH MOXKET IOJ03PEBATHCS HAa OCHOBAHUH
KIMHUYECKUX TPU3HAKOB WM CHUMITOMOB, a TakXe Ja0opaTOpPHBIX pe3yibTaToOB
WCCIICIOBAHUM, YKa3bIBAIONIMX Ha HAIMYME WHQPEKIUU y TMAaIUeHTa, MOJIBEPTIICTOCS
BO3JCHUCTBUIO JIEKapCTBEHHOro mpenapara. Crenyer yaeniarb o0cob0e BHHUMaHHE
OOHapy>XeHUI0 MHPEKIUA WK BO30yauTeneld MH(EKUUd, B OTHOIIEHUH KOTOPBIX UMEETCS
uH(popMaIus, 0 TOM, YTO OHU CIIOCOOHBI TIEpeIaBaThCsl MPU MPUMEHEHUU JIEKAPCTBEHHOTO
npernapara, HO MpPU 3TOM CIEAYEeT YUYUThIBATh TAKKE U PHUCK IMOSBICHUS HEU3BECTHBIX
BO30OYAUTEICH.

505. Ouenky mojo3peBaeMoi nepeaadyu MH(PEKIIMOHHOIO areHTa Mpu MPUMEHEHUU
JIEKapCTBEHHOT'O MpernapaTa ciieAyeT IPOBOAUTh C 0CO00M OCTOPOKHOCTHIO H 00ECTIeUunBaTh,
HACKOJIBKO 3TO BO3MOXKHO, pa3rpaHueHue MyTH WHPUIIMPOBaHUS (HApUMEp, UHBEKLIUS HIIN



MpUEM), UCTOYHHKA UHPEKINH (HampuMep, KOHTAMUHAIIUS JICKAPCTBEHHOT'O Mperapara) u
KJIMHUYECKOT'0 COCTOSIHUS TallMeHTa Ha MOMEHT MpejnojaraeMoro uHGUIUpoBaHus (
MMMYHO/JICTIPECCUBHOE COCTOSIHUE WJIM MPEIIECTBYIONIAsl BAKIIMHALIMSA ).

506. oaTBEpKACHNE KOHTAMUHAIIMY (BKJIFOYasi HECOOTBETCTBYIOIIYIO MHAKTUBAIIMIO WIIH
ocliabJIeHre BUPYJIICHTHOCTH (aTTEHYAIHMIO) BO30yuTe e NHPEKINH KaK aKTUBHBIX BEIIECTB
) MOAO03PEBAEMOro JIEKAPCTBEHHOr'0 IpenapaTa IMOBBIIIAET CTENEHb J10KA3aTEeIbHOCTH
nepegayd BO30yauTeNss WMHPEKUMU W MOAO3PEHUS Ha Haiauuue aedexkTa KauecTBa
JIEKapCTBEHHOTO Ipernapara.

13. OkcTpernsie mpobieMsl o 6e30macHOCTH

507. Ilpu mpuMeHEeHNH JEKapCTBEHHBIX MPENapaToB MOTYT ObITh BBISIBJICHBI COOBITHS WU
pe3yJbTaThl HAOIIOICHUM, CTIOCOOHBIE OKa3bIBaTh CYIIECTBEHHOE BIIMSHUE HA COOTHOIIEHUE "
Mojb3a — PUCK" JIEKAPCTBEHHOrO Mpernapara, NalMeHTa WK OOLIECTBEHHOE 3/10POBbE (
3/I0pOBbE HAcelieHus), 4YTo TpeOyeT He3aMeMJIUTEIbHONM OIEHKH CO CTOPOHBI
YIIOJTHOMOUYEHHOTO OpraHa U MOKET MOoTpeO0BaTh MPUHATHS CPOUHBIX PETYJISITOPHBIX MEp, a
Takke HHPOPMUPOBAHMS CHEIUAIUCTAMU CHCTEMBI 3JpPaBOOXPAHEHUS U MAI[MEHTOB.
[IpencraBinenue uHGOPMAIIMU O BBISBICHHBIX IKCTPEHHBIX MpoOjeMax Mo 0e30MacHOCTH
BBITIOJIHSIETCSI B COOTBETCTBUH C TPEOOBAHUSIMH YCTAHABIMBAEMBIMU B IyHKTax 756 u 757
Hactosmux [IpaBun. B ciydae eciu ocHOBaHHMEM JIJIsl BBISIBJICHUS SKCTPEHHOMN MPOOJIEMBI 110
0€30MacHOCTU SIBUIIUCh OTJIETbHBIE CIy4aW TOJ03PEBAEMBIX HEXEIATEIbHBIX PEaAKIIUM,
JIOJKHBI OBITh BBITIOJTHEHBI TPEOOBAHUS MO MPEICTABICHUIO MHANBUIYAIbHBIX COOOIIEHUM O
HE)KEJIATENbHBIX PEAKIUSX.

14. TIpencraBnenue coOOMEHMI O HEXKENATEIBHBIX PEAKIMAX B IEPHO MEXAy Ioaadeit
3asBJICHAS HAa PETUCTPALMIO JICKAPCTBEHHOTO MIpeTiapaTa M MOTy4eHHEM YAOCTOBEPEHHS O €T0

perucTpanyu

508. B nepuon Mexay rnojgayei 3asBJICHHUS Ha PErMCTPALIMIO JIEKAPCTBEHHOTO Mpenapara
U TOJIyYEHHEM YIOCTOBEPEHHMS O HEM Yy IPEANOJIATaeMOTO JEP/KATENS] PEruCTPAllMOHHOTO
YIOCTOBEPEHUSI MOJKET MOSABUThCA HHPopManus (IO KayecTBY, KIMHUYECKUM WIIU
JTOKJIMHUYECKUM JAHHBIM), U3MEHSIONAs COOTHOIIICHUE "TMOodb3a — PUCK" JIEKapCTBEHHOTO
npenapara. B 00s3aHHOCTH Jep)kaTens PEerucTpalioOHHOTO YJIOCTOBEPEHUS BXOIUT
oOecrieyeHne He3aMeIJIMTENbHOTO IPEeICTABIEHU TaHHON H(OpPMAIMU YIIOJTHOMOYEHHOMY
OpraHy TIoOCyJapCTBa-4jeHa, KOTOPbIM NIPOBOAUT OJKCIEPTU3Y U PETUCTPALUIO
JIEKapCTBEHHOTO IMpernapaTra, B COOTBETCTBMM C TpeOOBaHUSIMU IMYHKTOB 756 u 757
Hactossux [IpaBuo.

509. B ciy4ae nosry4eHus AepKaTesieM pEeruCTPalMOHHOIO YIOCTOBEPEHMS CBEICHUN O
HE)KEJIaTEJIbHBIX PEAKUUAX, BBIABICHHBIX IIPU IPUMEHEHUN JIEKAPCTBEHHOIO IIperapara Ha
TEPPUTOPUM JAPYTUX CTpaH, BaJIHUIHBIE MHIUBUIYAJbHbIE COOOIIEHMSI O HEXKEIaTEIbHBIX



peakuusx, copMUpoBaHHbIE HA OCHOBAHUHU COOOIIEHUH MOJYYEHHBIX MO 3alpocy U HE IO
3ampocy, MOJJIEKAT IPEACTABICHUIO B YIOJHOMOYEHHBIM OpraH COIVIACHO NYHKTY 448
Hactossux [IpaBuo.

15. TIpencraBnenue cooOmMEHMH O HEXKEMATENHHBIX PEAKIUAX B IIEPUO, IIOCIIE IPUOCTaHOBIICHUA
JICHCTBHA WM OT3BIBA PETHUCTPAMOHHOIO yIOCTOBEPEHHA JIEKAPCTBEHHOTO IIpenapara

510. Jlepxatenb perucTpalliOHHOTO YJOCTOBEPEHUS JIOJDKEH MPOJIOKAaTh COOMPATH
CBEJICHUS O TMOJ03PEBAEMbIX HEKENATEIbHBIX PEaKLMsX, CBA3AHHBIX C paccMaTpUBAEMbIM
JIEKapCTBEHHBIM IIpENapaToM, IOCIE MPHUOCTAHOBIEHUS JEHCTBHS €r0 PErHCTPalMOHHOTO
YAOCTOBEPEHHS C BBINOJHEHHEM PENOPTUPOBAHUS B CIydasiX, KOTOPHIE YIOBJIETBOPSIOT
KPUTEPUSIM CPOUYHOI'O PEMOPTUPOBAHUS B COOTBETCTBUU C MyHKTamu 431 — 448 nacrosuux
[TpaBu.

511. B ciryyae oT3bIBa PErMCTPALlMOHHOTO yIOCTOBEPEHUS YIIOJIHOMOYEHHBIE OPTaHbI
JOJDKHBI TMPEIBABISATh K JACPKATENI0 PErUCTPAlMOHHOTO YJOCTOBEpEHHs] TpeOOBaHUS O
nanbpHeIeM cOope CBEJCHUW O T0JI03PEBAEMBIX HEXENAaTeAbHBIX pEeaKIuiaX Ha
JEKapCTBEHHBIN mpenapar (Hampumep, Jjs oOJerdeHusl BBITIOJIHEHHUS! OLICHKHM B CiIy4ae
Pa3BUTHUSL OTCPOUYCHHBIX HEXENATENbHBIX PEAKIMN WU JUIS MOJIYYEHUS PETPOCIEKTUBHBIX
COOOIICHHI O HEKENaTeTbHBIX PEAKIIUAX ).

16. ITpencrasienne cooOmeHMii 0 HeXeNaTeIbHBIX PEAKIHAX B IEPHO IPe3BEIaiHEIX CHTYaI[Hi
B 001acTH 00IIECTBEHHOTO 3/JpaBOOXPAHEHNS, IMEIOIIAX MEXIyHAPOJHOE 3HAYCHHE

512. B cnydyae BO3ZHMKHOBEHHMS YpE3BbIYATHON CUTyalluu B 00JacTH 0OIECTBEHHOTO
3ApaBOOXPAHEHHS, UMEIOUICH MEXIYHApOJHOE 3HAYEHHUE, YCTAHOBJICHHOW BcemupHOM
OpraHu3alren 3IpaBOOXPAHEHNUSI, YIIOJITHOMOUYEHHBIE OpPraHbl BIIPABE BHOCUTh U3MEHEHUS B
TpeOOBaHUSI K PETYISIPHOCTH MPEACTABICHUS COOOIIEHHI 0 TT003PEBAEMbIX HEKENATEeIbHBIX
peakuusax. Takue U3MEHEHUsT MPUHUMAIOTCS OTAEJIBHO JJISI KaXKJIOTO CIIy4dasl Ype3BbIYaAHON
CUTYyallUM, U U3BEIICHUS O HUX Pa3MEIIAIOTCS Ha OPUIIHAIBHBIX CalTaX YIIOJTHOMOYEHHBIX
OpPraHoB IOCYIApCTB-YIEHOB B ceTu MHTEepHeT.

17. IIpencraBnenne cooOmeHmii, OCHOBaHHEIX Ha CyAeOHBIX HCKAaX B OTHOIMICHHH Bpena,
OPUIMHEHHOTO IPUMEHEHHUEM JIEKAPCTBEHHEIX TIPENapaToB

513. C coo0meHns MU, OCHOBAaHHBIX HA CYJ€OHBIX UCKaX B OTHOIICHUU MPUMEHEHUS
JIEKapCTBEHHBIX MpEMapaToB, CleayeT padoTaTh Kak ¢ COOOIICHUSMH, MOJYyYEHHBIMH 03
3ampoca. Cieayer MpeACTaBIsITh BAJTUIHBIE COOOIIECHUS TOJIBKO O HEXKEIATSIIbHBIX PEeaKITUsX,
B KOTOPBIX PEHNOPTEPOM WM JIEpKATEJIEM PETUCTPALMOHHOTO YJAOCTOBEPCHUS
MpeanojaraeTcss HaJIM4YMe KaK MUHHUMYM BO3MOXHOW NPUYUHHO-CIEICTBEHHON CBSI3U
HEXEJNaTeJIbHOTO BO3ACHCTBUS C MOJI03PEBAEMBIM JIEKAPCTBEHHBIM IpernapaTtoM. B aTux
ClIy4asiX MpH OMPEIEeICHUN COOTBETCTBUSL KPUTEPHUSIM CPOUYHOTO PEIOPTUPOBAHUS BAJIU]IHBIC



UHANBUAYaJbHbIE COOOLICHUS O HEXeJIaTeIbHBIX PEaKIUAX IMOJJIekKAT MPEJCTaBICHUIO B
YIIOJJHOMOYEHHBIN OpraH roCyJIapCTB-YJIEHOB B COOTBETCTBUM € NMyHKTamu 431 — 448
Hactossux [IpaBuo.

514. ITpu nosy4yeHUH OOJIBIIOTO KOJUYECTBA MOTEHIUATBHBIX COOOIIEHHUIN O CEPhE3HBIX
HE)KEJIATENBHBIX PEAKIUAX JAepKaTeab PErMCTPALMOHHOTO YIOCTOBEPEHHUS B KadyeCTBE
UCKJIFOYEHHUSI MOXET COIVIACOBAaTh C YIOJHOMOYEHHBIM OpPraHOM IIPOJUIEHHE CpOKa
MPEACTABIICHNS HHIMBUIYaIbHBIX COOOIIEHHH 10 30 KaaeH apHbIX JHEH.

18. TIpeacTaBieHne coOOMEHMI O CITydasx IpUMEHEHHUS JIEKApCTBEHHOTO IIpenapaTa He B
COOTBETCTBHH C 00IIe# XapaKTepHCTHKOH JIeKapCTBEHHOTO Ipenapara Wi HHCTPYKIHE#H 1Mo
MEIUITHHCKOMY IIPHMEHEHHIO

515. TlpuMeHeHue IEKapCTBEHHOrO MpemnapaTta HE B COOTBETCTBUM C OOIIEH
XapaKTepUCTUKON JIEKAPCTBEHHOTO Mpenapara Wid HHCTPYKUHUEH MO MEIUIIMHCKOMY
NPUMEHEHUIO MOXET OBbITh OOYCJIOBJIEHO PAa3IMYHBIMHM MpUYKMHaMHU. [IpuMepsl BKIIOUaOT
Cllyyau MPUMEHEHUs JIEKAPCTBEHHOTO IMpernapara ¢ IMpeJHAMEpPEHHBIM HECOOII0JEHUEM
YCJIOBUH, OMpeAessieMbIX B OJOOPEHHOW AeCTByomeld WHGOpPMAIUU O JICKAPCTBEHHOM
npenapare (oOuiel XapaKTEpUCTUKE JEKapCTBEHHOrO IMpernapara WM HHCTPYKIUU IO
MEIULIUHCKOMY PUMEHEHHIO), TAKHE KaK:

a) MpUMEHEHUE JICKAPCTBEHHOTr'O IpernapaTta He B COOTBETCTBUU C YTBEP>KIECHHBIMU
MOKa3aHUSIMU K IPUMEHEHUIO;
0) MpUMEHEHHUE y TPYIIbI MaIMEHTOB, KOTOPHIM HE PEKOMEH/IOBAHO MPUMEHEHHE
JIEKapCTBEHHOT'O IIpenapara;
B) OTJIMYME ITYTH BBEJCHUSI WU CII0c00a BBEJCHMUS;
') OTJIMYKE PEXHUMA JI03UPOBAHUS.

516. HeoO6xonmmMocCTh TpeACTaBICHUS COOOIIEHUNM O Ciydasx NPUMEHCHUs
JIEKapCTBEHHOTI'O MperapaTa He B COOTBETCTBUM C 00IIel XapaKTePUCTUKON JIEKAPCTBEHHOTO
npenapaTta Wi MHCTPYKLIHEH MO0 MEAUUMHCKOMY HNPUMEHEHHIO OINPENEseTCs UCXOMs U3
CIEAYIOUIUX YCIOBUHM COTJIACHO PE3YJIbTaTy NIPUMEHEHHS] OTHOCUTEIBHO NPUYUHEHUS Bpeaa
3I0POBbIO WJIM JKU3HU HallUeHTa:

a) NpUMEHEHUE JIEKapCTBEHHOr0 IIpenapata HE B COOTBETCTBUU C 0OIIei
XapaKTepUCTUKON JIEKAPCTBEHHOTO Mpenapara WM HHCTPYKUHUEH MO MEIUIIMHCKOMY
IIPUMEHEHHUIO C NMPUYMHEHUEM IMalMEHTy BpeAa B pe3yJIbTaTe Pa3BUTHUS IOA03PEBAEMOMU
HEKEJIATEIIbHON PEeaKLINH;

0) mpuMeHeHHe JEKapCTBEHHOTO IpemnapaTa HE B COOTBETCTBUM C OOmIeH
XapaKTEPUCTUKOW JIEKapCTBEHHOrO Ipemnapara WM HHCTPYKUUMEH MO MEIUIMHCKOMY
MPUMEHEHUIO 0€3 MPUUMHEHUS BPEAA MALUEHTY U MOJI03PEBAEMOM HEXKENaTeIbHON pEeaKIUH.

517. B cnydae nmonydeHuss uHGOpPMALMU O Pa3BUTUHM HEXeNaTEIbHOW peaKIiuu
JepKaTeeM PEruCTPallMOHHOTO YAOCTOBEPEHUS NPEANPUHUMAIOTCS. MEPHI MO BBIMOJIHEHUIO
nocieaymolero coopa nHGOpMaluy O HEXKETATENIbHON peakluu ¢ LeNblo 00ecreueHus Kak



MO>XHO 0OoJiee TOJHBIX JaHHBIX O KaXJaoM U3 cooOuieHui. IlpencraBiieHne BaluIHBIX
WHJMBHUIYAJbHBIX COOOIIEHUN O HEXKENaTeNIbHbIX PEeaKUMsIX, PA3BUBIIUXCA B PE3yJbTaTe
IPUMEHEHHS JIEKAPCTBEHHOTO MperapaTa HE B COOTBETCTBHM C OOIIEH XapaKTepUCTUKOU
JIEKapCTBEHHOr0 IMpenapara WIM HWHCTPYKUMEW 0O MEAUIMHCKOMY MPUMEHEHHUIO,
BBINIOJIHAETCA cornacHo nmyHKTam 431 — 448 nacrosmux I[IpaBun B ciiydae omnpeneneHus
COOTBETCTBUSI KPUTEPUSM CPOYHOTO PENOPTUPOBAHMS.

518. B caywasx, korjga 3TO OPUMEHUMO, OIIEHKA COOTHOIIEHUS "MOjJb3a — PUCK"
JIEKapCTBEHHOT'O IpernapaTa B MEPUOAMYECKOM OOHOBIISIEMOM OTYETE MO OEe30MacHOCTU
JOJKHA BKIIIOYATh KJIMHUYECKU 3HAYMMBIE PUCKH NPUMEHEHUS JIEKAPCTBEHHOTO Ipenapara
HE B COOTBETCTBUU C OJ00peHHON HHpOpMaluedl Mo MPUMEHEHUIO JIEKapCTBEHHOTO
rpernapara.

519. B cootBerctBuM ¢ pazaenoMm VI Hactosimux [IpaBun npu Hanuyuu Hay4yHO
000CHOBAaHHBIX OCHOBAaHUU MOATBEPXKJICHUS B3aUMOCBSI3U MEXKIY Pa3BUTUEM KIMHHUYECKUX
HEOIAronpHUsTHBIX UCXOJ0B U TPUMEHEHUEM JIEKAPCTBEHHOT'O MIpenapara He B COOTBETCTBUH
c o011e#l XapaKTepUCTUKOM JIEKaPCTBEHHOTO MpernapaTa Wik UHCTPYKIUEH 10 MEIUIIMHCKOMY
MIPUMEHEHUIO HEXKeNaTellbHas peaKIsl MOKET OLIECHUBATHCS KaK MOTEHIMAJIbHBIN pUCK JIHOO,
B Cllydyae COOTBETCTBUS KPUTEpPUSAM BaXHOW NMpoOJeMbl MO O€30MacCHOCTH, KaK BayKHBIM
MOTEHIMAIBHBIA PUCK C BKIIOYEHUEM B ClIEHU(DUKAILMIO 110 O€30MaCHOCTH IJIaHA YIIPABICHUS
puckamu. Takoi MOJIX0/1 0OCOOEHHO BaXKEH B CIIydasiX, KOT/Ia BBISBICHHBIN acTIEKT Mpoduis
0€30MacHOCTH XapaKTepU3yeTCsl CYIIECTBEHHBIMHU OTIUYUSIMU MEXKYy OCHOBHOM MOMYJIsLIUEH
U TIONYJISINEN, Y KOTOPOM JIEKAPCTBEHHBIN IIpEnapaT MUCIOIb30BaJICA HE B COOTBETCTBHHU C
o100peHHO mH(pOpManKeil Mo MPUMEHEHHIO JIEKapCTBEHHOIo mMpenapara. BxiroueHue
npoOsieMbl MO 0€30MaCHOCTH B MEPEYEHb BaXXKHBIX IOTEHIMAJbHBIX PHUCKOB IUIaHA
yHpaBJIeHUs pUCKaMH TpeOyeT MOCIEAYIOLIEro BHIIOTHEHUS AepKaTeIeM PErUCTPALlMOHHOTIO
YIAOCTOBEPEHUSI MEPOIPUATHN MO OLIEHKE NTaHHOTO BAXKHOTO PUCKA, KaK YAaCTH IUJIaHA I10
(bapmakoHaa30pYy.

520. JlepxatesieM perucTpallMOHHOTO YI0CTOBEPEHUSI JOJIKHBI OBITh 00ecTieueHbl cOOp U
OLIECHKa MH(OpMalUK O NPUMEHEHHH JIEKAPCTBEHHOTO IMpernapara HE B COOTBETCTBUH C
oO11el XapaKTepUCTUKOMN JIEKAPCTBEHHOIO Ipenapara Wik HHCTPYKIHEH M0 METUIIMHCKOMY
NPUMEHEHUIO C ILEJbI0 BBINOJHEHUS 0053aTENbCTB MO HENPEPHIBHOM OLEHKE H
MH(GOPMHUPOBAHUS YIIOJTHOMOYEHHOTO OpraHa OTHOCUTENIbHO BCEX U3MEHEHUN COOTHOIICHUS
"Mmonp3a — pUCK" JIEKAPCTBEHHOTO Ipernapara.

521. Ilnan ympaBieHHS PHUCKaMH BKJIIOYAaeT OLEHKY acl€KTOB IPUMEHEHHS
JIEKapCTBEHHOTO CPEJCTBA B YCJIOBUAX PYTUHHOW KIMHUYECKOM MPAKTUKU U ONPEAEISIET
MIPONOPLUUOHAIBHBIN YCTAaHOBJIEHHBIM PUCKAM IOJAXOJ IO JAaJbHEUIIEMY MOHUTOPHHIY U
u3ydyeHuw. B ciyyae omnpeneneHuss NPUMEHEHHUs JIEKAPCTBEHHOTO IIpemnapara HE B
COOTBETCTBHUHM C OOILEH XapaKTEPUCTUKOMN JIEKAPCTBEHHOIO MperapaTa Uil HHCTPYKUUEH 110
MEJUIIMHCKOMY TPUMEHEHHUIO KaK MNpoOJieMbl 1O 0O€30MacHOCTH, TO €CTh B cllyyae
YCTAHOBJICHUS B3aWMOCBSI3M MEXJy JaHHBIM HECOOTBETCTBUEM OJOOPEHHBIM YCIIOBHIM



MPUMEHEHHS JIEKAPCTBEHHOTO Mperapara U BaXKHBIM MOTCHIIMATBHBIM PUCKOM, B ILJIaHE
YIpaBJICHUS PUCKAMU TPEACTABISICTCS OIICHKA HEOOXOJMMOCTH BBHITIOJIHCHHS CIICTYFOITUX
MEpOTIPUATHIA 110 hapMaKOHAI30PY:

pa3paboTka IeJeBBIX OMPOCHHUKOB IO MOcieayomeMy cOopy wHPOpMAIUd O
HEXEJIATSIhbHBIX PEAKIMAX, PAa3BUBAIONIUXCS B pPE3yJbTaTe MPUMEHEHHS JEKapCTBEHHOTO
npernapara He B COOTBETCTBUU C OOIIEH XapaKTEPUCTUKOMN JIEKAPCTBEHHOTO Mpernapara Win
WHCTPYKITUEH TI0 METUITMHCKOMY TIPUMEHEHHUIO;

HCIIOJIb30BAHUE JIPYTUX O00A3aTeIbHBIX (OPM PYTHUHHBIX MEPOMPUATHH IO
dbapmakonaazopy B ¢dopMe 1eneBoro cbopa WHAUMBUAYATbHBIX COOOIIEHHH O Claydasx
MIPUMEHEHHUsI JIEKAPCTBEHHOTO TpernapaTa HE B COOTBETCTBUU C OOIIEH XapaKTepHUCTHKON
JIEKapCTBEHHOTO TIperapara WIM WHCTPYKIUEH 110 MEIMIIMHCKOMY IPUMCHCHHUIO, HE
COTIPOBOXKIAIOIIUXCS PA3BUTHEM HEKETATEIHHBIX PEAKITUH;

IPOBEJCHUE CHEIUATbHBIX UCCIEAOBAHUN (TaKUX, KaK MUCCIEAOBAaHUE MO U3YUYEHUIO
MIPUMEHEHUS, OTICHKA 0a3 JaHHBIX ).

522. UnauBuayanbHble COOOUIEHUS O Cydyasx MPUMEHEHHU JIEKapCTBEHHOTO Ipernapara
HE B COOTBETCTBHHM C OOIIEH XapaKTEPUCTHKOW JICKAPCTBEHHOTO TIperapara WIn
WHCTPYKIIMEH MO0 MEAUIIMHCKOMY NMPUMEHEHHIO, KOTOPhIE HE COMPOBOXKIAIUCH PAa3BUTHEM
HEXXEJaTeIbHBIX PEeaKIuid, He TOJMJIeKAT MPEACTABICHHIO B YIOJHOMOYCHHBINH OpraH,
MOCKOJIbKY HE COOTBETCTBYIOT MHUHHMAJBHBIM KPHUTEPHUSM COOTBETCTBUS BaJTUIHBIM
COOOIIIEHUSAM.

523. JIekapcTBEHHBIE MpenapaThl, KOTOPbIE HE UMEIOT Pa3pabOTaHHOTO U YTBEPKACHHOTO
TUTaHa YIPABJICHUS PUCKAMHU, TAKXKE JODKHBI OLICHUBATHCS JIEPKATEIEM PErHCTPALIUOHHOTO
YAOCTOBEPEHUS U YIIOJTHOMOYEHHBIM OPTAaHOM B OTHOIIICHUH HATMYIHUS BO3ZMOXKHOU MPOOIEMBI
1mo 0e30MmacHOCTH, OOYCIOBICHHOM NpPHMEHEHHEM HE B COOTBETCTBUHM C OOIIEH
XapaKTePUCTUKON JICKAPCTBEHHOTO TMpemnapara WiId HHCTPYKIHEH IO MEIUIIMHCKOMY
MpUMEHEeHHI0. B ciiydae ycTaHOBIEHUS TaKoW MpPOOJIeMbl 0€30MacHOCTH OIMPEeseTCs
HEOOXOMMMOCTh pa3pabOTKM TIJIaHa YIPABICHUS PUCKAMU WIJIM  TMPOBEICHUS
MOCTPETUCTPALIMOHHOTO UCCIIEIOBAHUS 110 O€30MaCHOCTH.

19. IToaroroBKa HHAUBHAYATHHBIX COOOMEHMIH O HEXKEIATEMHHBIX PEaKIUAX
OO6mmue NPUHAIUIE HOATOTOBKY HHMBHIYIHHEIX COOOMEHMI O HEXKEIATEIbHBIX PEaKIHIX

524. OO6MeH Bcex CTOpPOH HMH(pOpMalued O HWHIAMBUIYAIbHBIX COOOIIECHHUAX O
HEXKEJATEIbHBIX PEaKLUAX OCYIUECTBIISECTCA B DJIEKTPOHHOM BUJE C HCIOJIb30BAHUEM
tepmuHosiorni MedDRA u B COOTBETCTBUM C NPUMEHUMBIM (OPMATOM 3JIEKTPOHHBIX
nanubix E2B. B 1mensix BBINOJHEHUS OLIEHKM HEXEJIaTeIbHOM peakuuu HHPopmaius B
MPEICTaBIIEMOM HHIANBUIYAJbHOM COOOILEHHUU JOJIKHA OBITh MAaKCHUMAaJbHO MOJHOH. B
Cllyyae €CJIM SIBISETCS OYEBUIHBIM, UTO PENOPTEPOM HE OblIa HaIlpaBi€HA IOJIHAas
uMmeromascs uHpopmalus 00 WHAUBUIYAIbHOM Cllydae, MOJydaTelb MOXKET 3alpOCHUTh



MOBTOPHOE TPEJICTABICHUE WHIWBUIYAJIHLHOTO COOOIIECHHS O HEXENaTeNbHOW PEaAKIUU C
BKJIIOUEHHUEM TOJIHOM MH(OpPMAIIUU B COOTBETCTBUU C TPEOOBAHUSAMM K SJIEKTPOHHOM Mojayue
JaHHBIX B TedeHHe 24 YacoB C MEJIbl0 MNOCIEAYIOIEd MEIUIMHCKOW OUEHKU U
UCITIOJIb30BaHUS B MPOIEYPE BBISIBJICHUS CUTHAJIA.

B cnydae ecnm momo3peBaemasi HeXenaTeIbHAsl peakius, WHPopMaIrus 0 KOTOpOi
npejacTaBieHa B (opMe WHIMBHUAYAIbHOIO COOOIIEHUS, MOXKET OKa3aTh CYIIECTBEHHOE
BIIMSIHUE Ha COOTHOIIEHHE '"MoJb3a — pHUCK" JEKapCTBEHHOIro Ipemnapara, JaHHas
uHpOpMaIMs OIEHUBACTCS KAaK SKCTpPEHHas mpoljeMa mo O0e30MacHOCTH M TOJICKUT
MPEJICTaBICHUIO B YIOJHOMOYEHHBIA OpraH Kak WHIWBHUIyaJbHOE COOOIIEHHE U Kak
AKCTPEHHAs MpoodiiemMa 1Mo 0€30IMacHOCTH B COOTBETCTBUHU C ITyHKTaMH 756 u 757 HacTOSIINUX
[IpaBun. B aToM ciydae ocHOBaHMS JJIsI OTHECEHUs MH(OpMAIIUU JaHHOTO COOOICHUS K
AKCTPEHHOU TpoljeMe Mo OE30MacHOCTH U MpejjiaraeMbie MEphl BKIIOYAIOTCS B paszaen
KomMmenTapun otnpaBurens" coriacHo (opmaTy dIEKTpOHHBIX JaHHBIX E2B
MHJUBUYaIbHOTO COOOLIEHUS O HEKEIATENbHON PEaKLUU.

525. [IpuMepsl SKCTpEeHHOM MpoOIeMbl IO 0€30MIaCHOCTH BKIIIOUAIOT B €0 B TOM YHCIIE:
cepbe3Hble TPOOJEeMBbl, CBA3aHHBIE C 0€30MaCHOCTHIO, BBISIBICHHBIE B XOJI€
MPOJOJKAIOIINXCA WM 3aBEPIICHHBIX HCCIENOBAaHUN (HANpUMep, HENPEIBUICHHOE
MIOBBIIIIEHNE YPOBHS JIE€TAIBHBIX WJIH YIPOKAIOIINX KU3HU HEXKETaTEIbHbIX SIBJICHUMN);
cephe3HbIe MPOOJIEMBI, CBSI3aHHBIC ¢ 0€30MacCHOCTHIO, BBHISIBICHHBIE HAa OCHOBAaHUU
CIIOHTAHHBIX COOONIEHWN WM JaHHBIX, ONMYOJMKOBAHHBIX B HAYYHOW MEIULIMHCKOU
JIUTEepaType, KOTOPhIE MOTYT SABISATHCS OCHOBAHUEM JJI PACIIMPEHUS MPOTHUBOMOKA3aHUM,
OrpaHUYEHUN MPUMEHEHUs JIEKAPCTBEHHOTO Mperapara Wid HeoOXOAUMOCTH €0 OT3bIBa C
PBIHKA;
PETYJISTOPHBIE MEPHI B OTHOIIIEHUU CEPHE3HBIX MPOOJIEM, CBSI3aHHBIE C 0€30MIaCHOCTHIO, B
TPEThUX CTpaHax (HaMmpUMep, OrpaHUYEHUE UCTI0JIb30BaHMS JIEKAPCTBEHHOTO Mpernapara win
BPEMEHHOE MPHUOCTAHOBIICHUE JACHCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHUSA).

Hudopmamms 0 mogo3peBaeMbIX, B3aAHMOJEHCTBYIOMMX U COIyTCTBYIOMIMX JIEKaPCTBEHHBIX
mpemnaparax

526. B coo0meHnu o HexXenaTeNbHOM peakiuu clielyeT YKa3blBaTh HAMMEHOBAHUS
MOJI03PEBAEMBIX, B3aUMOJICUCTBYIOMMX ¢ (WJIM) COMYTCTBYIOIIUX JIEKAPCTBEHHBIX
MIPENapaToB, UX PEKUMbI I03UPOBAHUS U JaThl HAYaJla U OKOHYaHUs Tepanuu. OTHeceHue
JIEKApCTBEHHBIX MPEMapaToB K MOJ03PEBAEMbIM, B3aUMOICCTBYIOIIMM WU COMYTCTBYIOIIUM
OCHOBBIBAETCSI Ha OLIEHKE INEPBUYHOIO PENOpPTEPA HEXKENATEIbHOW peakiuu. B ciyuae
HECOTJachs yIOJIHOMOYEHHOTO OpraHa WUjIu JIepKaTeIsl PErUCTPALIMOHHOTO YIOCTOBEPEHUS C
XapaKTEPUCTUKOM pOJIM JIEKAPCTBEHHBIX NPENapaTroB, CAECJIAHHOW NEPBOUCTOYHHUKOM
COOOIIEHUS O HEXKeNaTeNbHOW peaklMH, JAaHHOE PACXOXKIACHUE OTpa)kaeTcs B paszjielie

"



KomMenTapun otnpaBurens" coriacHo (opmaTy dIEKTpOHHBIX JaHHBIX E2B
WHJIUBUIYaJIbHOTO COOOIIEHUS O HEXKENaTeIbHOUW PEaKIMH C COXPAHEHUEM MEpPBUYHOM
OLIEHKH peroprepa.

527. Jlnst KoOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, KOTOPBIE COJiepKaT Oosee
OJIHOTO JEHCTBYIOIIETO BEMIECTBA, HEOOXOANUMO OT/IEJIBHO YKa3bIBaTh KaX10€ JIEUCTBYIOIEE
BemecTBo. [Ipu Hanuuuu mHOpMaALMU O TOPrOBOM HAMMEHOBAHUU MOJI03PEBAEMOT0 WIIU
B3aMMOJIEHCTBYIOIIETO JIEKAPCTBEHHOTO MPEMNapara yKa3blBa€TCs TOPrOBOE HAMMEHOBAHUE U
HanMEHOBaHWE JCHCTBYIOIIETO BEIecTBa (ICUCTBYIOMIMX BeliecTB). B ciaydae Hanmmams
COOTBETCTBYIOIIEH UWHPOpPMAIUM O TMOJO3PEBAEMOM WJIM B3aUMOJICHCTBYIOIIEM
JIEKapCTBEHHOM IIPENapaTe TaKke yKa3bIBAETCA FOCYyJapCTBO, B KOTOPOM MAlUEHT MOJIYYUII
JAHHBIN JIEKApPCTBEHHBIN MpenapaT, HOMEP PErUCTPAlMOHHOTO YJIOCTOBEPEHUS, TOCYIapCTRBO,
B KOTOPOM JICKapCTBEHHBIN MperapaT ObUT 3apeTUCTPUPOBAH, U (MIJIM) HOMED CEpPUH.

HO,T.[OBpOHHC Ha B3aUMOCBA3b C TCPANICBTHICCKHUM KIIACCOM JICKapCTBCHHOI'O IIpCapara

528. B cnyuae ecnu y mogo3peBaeMoro JICKApCTBEHHOTO MpenapaTa He yKa3aHO TOProBOe
WIM MEXKIYHApOJHOE HAaMMEHOBaHWE (HAImpuMep, MEPBOUCTOYHUKOM COOOIIEHUS O
HEeXeJaTeIbHOW peaklUy yKa3aH TOJbKO TEParneBTUUYECKUN KIacc) MO0 €Cciii HEBO3MOKHO
CTPYKTYpPUPOBATh HA3HAYAEMYIO TEpaIHIO, OTCYTCTBHE JIaHHBIX CBEACHUW YKAa3bIBAETCS B
paszesnie ONMUCAHMS Caydas U HE BKJIOYAETCS B CTPYKTYPUPOBAHHBIE 3JIEMEHTHI JAaHHBIX
HAUMEHOBAHUM JICKAPCTBEHHBIX MNPENAPATOB WM JCHUCTBYIOIIUX BEIIECTB. AHAJIOTHYHBIN
OPUHIMI TIPUMEHSIETCS B Cllydae OINMUCAHUS PEAKIM B3aWMOJICMCTBHS JIEKapCTBEHHBIX
npenapaToB ¢ MPOJYKTaMH NHUTaHHUS (Hampumep, ¢ rperndpytoBeiM cokom). Eciau B
COOOIIEHUH OMHUCHIBAEMBIN CIydail HEXeJaTeNIbHOW peaKkIMu yKa3aH KaK CBSA3aHHBIN C
TEpPaNeBTUYECKUM KJIACCOM JIEKAPCTBEHHBIX IPENApPaTOB, TAKOE COOOILIEHHE CUUTAETCA
HENOJHBIM M HE OTBEYAET KPUTEPHUSAM HE3aMEIINTEIbHOTO TPEACTABICHUS B
YIOJTHOMOYEHHBIE Opranbl. B 3ToM ciiyyae nMII0, OTBETCTBEHHOE 3a IpPEJCTaBICHUE
COOOIEeHNS B YIMOJIHOMOYEHHBIE OpTraHbl TOCYJApPCTB-YICHOB, JOJDKHO TPHUHSTH
HeoOXoauMble Mephl Mo cOopy HegocTaroumei uHPOpMAIMU O MOJA03PEBAEMOM
JIEKapCTBEHHOM Ipernapare.

ITomo3peHne Ha peakIyIo B3aHMOAEHCTBHS

529. llpn onucaHuM peakUUM B3aUMOAEHUCTBUSA, KOTOPBIE MOTYT BKJIIOYATh
JI€KapCTBEHHBIE B3aUMOJICHCTBUS JIEKAPCTBEHHBIX MpENapaToB BKIOYAs OMOJIOTMYECKUE
JIEKapCTBEHHBIE Mpernaparbl), a TaKKe B3aUMOJACHCTBHE JIEKAPCTBEHHBIX IPENAPATOB C
IIPOAYKTAMH IUTAHU, U3ACIUIMU MEAULIUHCKOTO HA3HAYECHUS U AJIKOTOJIEM KOAUPOBAHUE
MOJ03PEBAEMOr0 B3aUMOJAECHCTBHS M BHECEHHE HH(GOpPMALMU O CBA3AHHOW C peakuuei



B3aUMOJICHMCTBUS HEXKEJIATCIbHON pEaKUMEHd BBINOJHAKTCA B COOTBETCTBUHU C
pekomennyemoil tepmuHonoruer MedDRA wu craenyrommmu paszaenamu  (popmarta
AJIEKTPOHHBIX TaHHBIX E2B:

a) JUIs ONMHMCAaHUsl B3aUMOJEHUCTBUS JIEKAPCTBEHHBIX IpemnapaTtoB B pasznene "
XapakTepucTUKa pOJIH JIEKAPCTBEHHOIO Ipenapara’ uisi BCeX B3aUMOECHCTBYIOIIUX BEIIECTB
BbIOMpaeTCs XapaKTepUCTHKa "B3aMMOEHCTBYIOIUI JIEKApCTBEHHBIN Ipenapar';

0) a1 onKcaHUsl B3aUMOJEHCTBHS JIEKaPCTBEHHOI'O Ipenapara ¢ NPoAyKTaMH MUTaHUS
WIM UHBIMU HEJEKapCTBEHHBIMU areHTamMu HHGopManus O B3aUMOJEHCTBYIOIIEM
JEKapCTBEHHOM Ipenapare BKJIo4aeTca B pasnen "MHdbopmauus o JieKapCTBEHHOM
npenapate”, uHGOpMaLUg MO B3aUMOJECHCTBYIOIIEMY HEJIEKapCTBEHHOMY areHTy

BKJIIOYACTCA B OIIMCAHUE ClIy4das.
Honospemae HA B3aUMOCBA3b CO BCIIOMOI'aTCIIbHBRIM BECIIECTBOM JICKAPCTBCHHOI'O IIpCIIapara

530. B ciy4ae eciau nepBOMCTOYHHUK COOOLIEHUS O HEXKEIATENbHOM peakliuy 0103peBacT
BO3MOKHYIO POJIb OJHOTO M3 BCIIOMOTATENBHBIX BEIIECTB B PA3BUTHM HEXEIATEIBHOU
peakuuu (Hampumep, KpacuTelns, KOHCepBaHTa, cTabuin3aropa, apomMaTu3aropa u T. 1.),
nH(popMalMs O MOJ03PEBAEMOM BCIIOMOTraTeIbHOM BEUIECTBE MPUBOJMTCS OTACIBHO B
paznene "Mudbopmarus o JekapCcTBEHHOM Mpenapar’, oTpakaeTcs B OMUCAHUU ciydasi, U (
Npyu HaIu4yuu) B paszgene "Pe3yiapTarbl TECTUPOBAHUS M HCCIEAOBAaHMM mamueHTa"
IIPUBOAATCS JAHHBIE PE3YJIbTATOB HUCCIEAOBAHUI (MOJOXKHUTEIbHBIE WIM OTPHULIATEIIbHBIE),
KOTOpbIE TPEAIOIAraloT HaJIU4YUMe B3aUMOCBSI3M HEXKENATEIbHOW pPEAKIMU U OJHOTO U3
BCIIOMOTATEJIbHBIX BEIIECTB JIEKAPCTBEHHOI'O ITpenapara.

Baxsas nonoxHUTEIbHAA HHQOpMAIHA O JISKApCTBEHHOM IIperapare

531. JononHuTenbHas WHPOpMAIUs O JIEKAPCTBEHHOM IpENapaTre KOTopas MOXKET
SABJISITECA Ba)KHOW NJIs BBIMOJHEHUS aHANIM3a JAHHBIX M OLICHKU Clydas HexenaTelbHOM
peaxiuu, 10JKHA OBITh BKIIIOYEHA B cooOmieHue B pasznen "JlononnutenbHas nHGpOpMamms o
JIEKapCTBEHHOM Ipernapare’ ¢ COOTBETCTBYIOIIMM BBIOOPOM MoOJipa3fiesia U KOJAUPOBaHUEM
JOTIOJIHUTEIPHON XapaKTEPUCTUKU COTIACHO TepMUHOIOTHYeckoMy oTHeceHHI0 MedDRA

banpcubuIpOBaHHBIN JIEKAPCTBEHHBIN TIpeNapar;
Nepe103UpPOBKa;
JIeKapCTBEHHBIN MpenapaT NpUHUMANICS OTIIOM MaI[MeHTa;
JIEKapCTBEHHBIH MpernapaT NPUHUMAJICA 110 UICTEUCHUH CPOKA XPAHEHUS;
pe3ynbTaThl TECTHUPOBAHHUS CEPUU JIEKAPCTBEHHOTO IMpernapara MOATBEPININ
COOTBETCTBHE TPEOOBAHMAM CITeIM(UKAIIH;

pEe3yNbTaThl TECTUPOBAHUS CEPUHU JICKAPCTBEHHOTO Mperapara MpoaeMOHCTPUPOBAIIN

OTKJIOHEHHE OT TpeOOBaHUI crieupUKaIINH;
OIMOKa MEIUIIMHCKOTO TTPUMEHEHUS;



HENPaBUIbHOE IPUMEHEHUE;

HaJM4Yue 3aBUCUMOCTH;

BO3JICHCTBHE B pe3yJIbTaTe BBIMOIHAEMOMN MpodhecCuOHATBHOM IEeATeIbHOCTH,

NPUMEHEHUE HE B COOTBETCTBUHU C OOIIECH XapaKTepUCTUKON JIEKAPCTBEHHOTO Mpernapara
WJIM UHCTPYKLHMEH 110 MEAUIIMHCKOMY PUMEHEHHUIO.

532. Ilpumepsl TpUMEHEHUS HE B COOTBETCTBUM C OOIIEH XapaKTEPHCTUKOM
JIEKapCTBEHHOTI'O Mpenapara Wikl HHCTPYKUUEH 110 METUIUHCKOMY TPUMEHEHHUIO BKIIOYAIOT B
ce0si HaMepeHHOE MPUMEHEHHUE IO JPYromMy MOKa3aHUI0 K MPUMEHEHUI0, JPYroi rpynmnoi
MAalKUEeHTOB (HAIpHUMEp, IPYyroid BO3PACTHOM Tpymnmoil), IpyruM crnocoOOM UM METOAOM
IIPUMEHEHMS, WIH B APYroil no3upoBke. s ompenesieHus: COOTBETCTBUS NPUMEHEHUS
JIEKapCTBEHHOT'O CPEACTBA KPUTEPHUSIM IPUMEHEHHS "BHE MHCTPYKLMH'" UCIIONB3yeTCs o01as
XapaKTEpPUCTUKA JIEKAPCTBEHHOIO Npenapara WM HHCTPYKUUS MO MEIULIUHCKOMY
NPUMEHEHHIO, OJI0OOpEeHHasi B CTpaHe, B KOTOPOM HMMEET MECTO JaHHOE MCIOJIb30BAaHHE
JIEKapCTBEHHOTO Iperapara.

533. B paznen "/luarnos otnpaBuTens" MOXKET OBITh BKIIOUCHO ONMKMCAaHWE IPU3HAKOB U
CUMIITOMOB, TOATBEPKAAIOIINX OIPEAEIEHHBIA TUAarHo3, a TAKKE€ OXapaKTEpPU30BaHa POJIb
oJ03peBaeMoro mnpenapara B paszaene "KommenTapuum otnpaButens’'. B ciaydae ecnu
MEPBOMCTOYHUKOM COOOILEHUS O HEXENaTeJIbHOW peaKIMu He cleNlaHbl 0CcOoOble yKa3aHUs
OTHOCHUTEJIBHO JOIOJTHUTEIBHOW XapaKTEPUCTUKH JIEKAPCTBEHHOT'O IIpernapara, OgHaKoO 3TO
ABJISIETCS. OYEBUIHBIM M3 KIMHHUYECKOTO KOHTEKCTa COOOIIEHHUS, OTIPABUTENIb MOXKET IO
CBOEMY YCMOTPEHHUIO BHECTH JIONOJHHUTEIBHYI) HWHPOPMALHIO O XapaKTEPUCTHKE
JIEKapCTBEHHOTO IIpernapaTa B yKa3aHHbIM paszaen. B 3Tom ciydae ciieayeT NpUHATH
MOCJHEAYIOIIME MEpbl JJI MOJYy4YEHUs ONMOJHUTENbHONM uMH(opManuu. Yacts pazgena "
JlononHuTeNnbHAasT MHPOpMalLUs O JIEKapCTBEHHOM Ipemnapate, mpenHa3HaueHHas s
CBOOOJIHOTO TEKCTa, MOKET ObITh MCIOJb30BaHa ISl YKa3aHHs JIFOOOUW TOMOJIHUTENbHOM
uH(poOpMalMK B JaHHOM pasjeie (Hampumep, JaHHBIX 00 HCTEYEHUH CPOKA TOJAHOCTHU JUIS
yKa3aHHOM Cepuu JIEKapCTBEHHOTO Mpernapara).

Ilono3peBaeMasi HeKeNATEIbHAA PEAKIHA

534. B cooO1eHnu 0 moa03peBaeMoil HexKeNnaTeIbHON peakiuy JOJKHA ObITh yKa3aHa
BCsl UMeroIasics o He i undopmanus. Heobxoaumelie JaHHBIE BKIIIOYAIOT B CEOsI:
JaThl HaYaJla U OKOHYAHUS HEXeJaTeIbHOU peakiuu (MiIu IpOAOSIKUTEIbHOCTD);
CEpPhE3HOCTh HEXKENATEIHbHON peaKInu;
UCXOJ] HEXKENaTeIbHOM peakIuy Ha 1aTy MOCIeAHEero HabIto1eH S,
BPEMEHHOUN MHTEPBAJl MEXy HA4aJIOM MPUMEHEHHUS MOJI03PEBAEMOI0 JIEKApPCTBEHHOTO
npernapaTta ¥ HayajaoM HEXKeJNaTeIbHON peakiny;
OTHMCaHUE HEeXKENaTeIbHOW PeaKIIuy IEPBOMCTOYHUKOM COOOIICHUS;
rocyZapcTBO, B KOTOPOM HEXKeNaTebHasl peakiys Obliia BBISBIICHA.



KonupoBanue nuarsosa, npeaBapuTEIbHOIO JUAarHo3a Wil CUMIITOMOB M IIPU3HAKOB
HEKEJIaTEJIbHOW PEAaKIMU BBIIOJHAECTCS C HCIOJb30BAHUEM TEKYIIEH BEPCHU
TepMuHoOJIorHUeckoro kinaccupukaropa MedDRA u cornacHo TepMuHaAM HUKHETO ypoBHS. B
ClIyyae €Cjd B COOOIIEHHM YKa3bIBACTCS AMArHO3 MAlMEHTa, XapaKTEepU3YIOIUi pa3BUTHE
HE)KEJIATEIbHOM PEaKlMU, W XapaKTEPHbIE CUMIITOMBI IIPOSIBIICHUS JAAHHOIO COCTOSHUSA,
OPEANOYTUTENIBHBIM SIBJISIETCS KOJUPOBAHWE HEMOCPEACTBEHHOIO JMArHo3a COTrJIaCHO
TepMuHy HIkHEro ypoBHs MedDRA. [Ipu oTcyTcTBUM yKa3aHUsl JUarHo3a BCe BKIIFOUEHHbIE
B COOOIIIEHUE CUMIITOMBI U OTKJIOHEHHS JIOJDKHBI OBITh OTPaKEHBI MYTEM HCIIOIb30BAHUS
cooTBeTcTBYOIIero TepmuHa MedDRA. B ciydae ecinu gaHHbIE CHUMIITOMBI SIBJISIFOTCS
TUMWYHBIM KJIMHUYECKUM TPOSIBICHUEM OIPEAEICHHOTO [UarHo3a, OH MOXET OBITh
INOIOJIHUTEIIbHO BHECEH B pa3fell O HEXKENAaTeJIbHOM pEaKIUU B COOTBETCTBUU C
TepMUHONIOTHYeCKUM oTHeceHneM MedDRA ymnomHOMOYeHHBIM OpraHOM WU JAepiKaTeeM
PErUCTPAIMOHHOTO YAOCTOBEPEHUS KAK YaCTh JUArH03a MM KOMMEHTApHUs OTIPABUTEIIS.

535. Ilpu yka3zaHuu NEPBOMCTOUYHUKOM COOOIIECHUSI O HEXKENATEeIbHONW pPEeaKlnu B
ONMCAaHUU HEKEJIATEJIbHOM PEaKUUU €€ CHUMIITOMOB, KOTOPBIE HE SBIISIIOTCS TUIIHYHBIM
KIIMHUYECKAM MPOSIBIICHUEM JMArHO3a IIEPBOMCTOYHHUKA, W IOJO3PEHUU, YTO JAHHBIE
CUMIITOMBI SIBJISIFOTCSI HEXKENATEIbHBIMU PEAKIUSIMU, TaHHBIE CHUMIITOMBI JOJDKHBI OBITh
OTPa)KE€Hbl B COOOIIEHUU C OTHECEHHWEM MX K COOTBETCTBYIOIIMM COCTOSHHUSIM COTJIACHO
MedDRA tepMUHOJIOTHH.

536. B ciyuae Hecorsacus yIoJHOMOYEHHOTO OpraHa Wid JepkKaTesl PETUCTPALMOHHOTO
YAOCTOBEPEHHUS] C JHMAarHo3oM, COOOIIaeMbIM TMEPBOMCTOYHUKOM COOOIIEHHUS O
HEeXeJaTeIbHON peakIuu, albTePHATUBHBIA JIMATHO3 MOXKET OBITh BKJIIOYEH B pasiel
JMarHo3a OTIPABUTEIS ¢ IPUBEICHUEM OCHOBAHUN PACXOKICHHS BO MHEHUS C MIEPBUYHBIM
pPENoOPTEPOM B UaCTH KOMMEHTAPUEB OTIIPABUTEIIS.

537. B ciiyyae cMepTH alMEHTa B COOOIIEHUE JOJIKHA ObITh BKIIIOUEHA UH(pOpMAIus O
JaTe U NPUYMHE CMEPTH, BKIIOYas (MpW HAJW4YUM) JaHHble ayTorncuu. Eciu u3 3toit
MH(pOpMaLMK CIEayeT, YTO CMEPTh MAal[MEHTa HE CBA3aHa C HEXeNaTelbHOW peakiuend u
00yCIOBJIEHAa HHBIMH NPUYMHAMU (HapUMeEp, MPOTrPECCUPOBAHUEM 3a00ICBaHMSI, JTIETATbHBIHI
UCXOJ HE JIOJKEH HCIOJb30BAThCA B KAYECTBE KPUTEPHUSI CEPHE3HOCTU HEKENATEIbHON
peakiun).

Ormmcanne HeXxeNlaTenbHOU PCaKIAH 1 OLICHKA npnqlmno-cne,ucmermoﬁ CBA3H

538. Jlina kaxaoro OTAEIbHOIO COOOIIEHUS MPEACTaBISAETCS ONMUCAHUE Pa3BUBLICHCS
HEeXeNaTelbHOM peakuuu B cllydae Halduuus HEOOXOAMMBIX JaHHBIX B COOOIIEHUH,
MOJIYyYEHHOM OT IEpPBOMCTOYHHMKA COOOUIEHUS O HEXelaTelbHOW peakuuu. OnucaHue
ABJISIETCS 00s3aTEIbHBIM I CEPhE3HBIX HEXKEIaTeNbHBIX peakuuil. MupopManus o pazButun
HEXXeJIaTeIbHOW peaklUWu JO0JDKHA ObITh M3JI0%KEHa B JIOTUYECKOM M BpEMEHHOU



MOCJIEJOBATEIIbHOCTH, B COOTBETCTBHUHU C XPOHOJOTHEH W3MEHEHUS COCTOSIHUS IMAIlMEHTA,
BKJIIOYAsl KJIUHUYECKOE TEYEHHE, TEePANeBTUUECKUE MEPhl, HCXOJ U TMOJYYCHHYIO
MTOCJICAYIOITYI0 HH(POpMAIIHIO.

539. OnucaHue JOIKHO OBITh BCECTOPOHHHUM M BBICTYNATh KaK CaMOCTOSTEIbHBIN
MEIUIUHCKUN OTYET, COAECPKAlIMid BCE€ HW3BECTHHIC BAXKHbIE KIMHUYECKUE JaHHBIE M
CBSI3aHHBIC C HUMHU CBeJIeHUs (JJTabopaTOpHbIE, TMarHOCTUYECKUE U UHbIE CBEJICHUS ), BKIIIOUas
XapaKTEePUCTUKY TMAallMeHTa, ACTalu3alMI0 JICUCHUS, UCTOPHUIO0 OOJE3HU, KIMHUYECKOE
TEUEHHUE NPOSBICHUN, JIUArHO3, HEXKEJIaTelbHbIE PEAaKIUU U HX HCXO0J, BaKHbIE
nabopaTopHble JaHHBIE W JIIOOYIO JAPYryro HHGOpMAIMIO, KOTOpas MOATBEPKIAeT WU
ONPOBEpPraeT IMOJI03PEBAEMbIE HEKENaTeIbHbIE peakluu. B cilyyae cMmepTd mNalueHTta
JOJDKHBI OBITH 000OIIEHBI OCHOBHBIE PE3yJIbTaThl BCKPBITUSI WIIM PE3YJIbTaThl IOCMEPTHOTO
uccienoBanus (eciu mpuMeHuMo). MapopManys mo onucaHuio ciaydas BKIIOYASTCs B pa3/en
"Kpatkoe omucanue ciydas" Qopmarta 35IeKTpoHHBIX AaHHBIX E2B uaamBuayanbHOTO
COOOIICHMS O HEXENATEIbHON pEaKIUu.

540. KommeHTapuu NepBOMCTOUYHHUKA COOOIICHUSI O HEXKENATEeIbHON PEeaKui B YaCTH
JMarHo3a Wi OLIEHKU MPUYMHHO-CJICJACTBEHHON B3aMMOCBS3M TMPHUBOAATCA B paszaene "
KomMmmenTtapuu penoprepa" 35eKTpoHHOTO (hopMarta JTaHHBIX.

541. YoJITHOMOYEHHBIEC OPTaHbl U JIepKATEIN PETUCTPALIMOHHBIX YA0CTOBEPEHUH BIIpaBe
BHECTH KOMMEHTApHUH JTUOO MPEJIOKUTh ATbTEPHATUBHBINA BapUaHT B OTHOIICHUM JTMATHO32
WU OLIEHKM NPUYUHHO-CIEICTBEHHOM CBSI3M MEXKIY MOJO3PEBAEMBIM JIEKAPCTBEHHBIM
penapaToM M HEXeNaTeJIbHOU peaklued B cllydae pacXOoXkKJCHUS BO MHEHUH C
NEePBOMCTOYHUKOM cooOmenus (pemnoprepom). KommeHTapum B 3TOM ciydae
IIPEACTABISAIOTCS B paszzaeie "KoMMeHTapum oTnpaBuTeNs .

542. OueHka cTeneHu JOCTOBEPHOCTH MPEAIonaracMoil IpUYMHHO-CIIEACTBEHHON CBS3U
KQXJOTO0 M3 JIEKAPCTBEHHBIX IIPENAPATOB C KAXKIOW PEMOPTUPYEMOM HEKEIATEIbHOU
peakIuel mpeIcTaBiIseTcs B COOOICHUN B CTPYKTypupoBaHHOK Gopme. CooOIeHnE MOKET
BKJIIOYaTh OIIEHKY, CJICJIAaHHYIO pa3HBIMH HMCTOYHHKAMU (MIEPBUYHBIM PEIOPTEPOM,
JepKATeJIEeM PETrUCTPALlMOHHOTO YJAOCTOBEPEHMS, YIOJIHOMOYEHHBIM OpPraHoM) C
UCIIOJIb30BAHUEM PA3JIUYHBIX METOJOB OLIEHKH NMPUYUHHO-CIIEICTBEHHOW B3aMMOCBS3U. B
dbopmarte snekTpoHHbIX AaHHbIX E2B(R3) nundopmarius 06 onieHke NpUIMHHO-CIIEICTBEHHON
CBSI3U OTpaxaercs B paszenie "JlekapcTBEHHBINM Mpenapar — HeXelarelbHas peakius (
sBiieHue)".

543. Pe3ynbTarhl aHAJIM30B U UHCTPYMEHTAIBHBIX HCCIIEIOBAHUIN

B onucanuu HexenatenbHON peakiuu ciieayeT GUKCUpPOBaTh pe3yJbTaThl aHAIM30B U
MpOLEAYpP, BBIIIOJHEHHBIX C 1EJIbI0 JHUArHOCTUKU WU TMOATBEPXKACHUS peakuuu (
HEKEJIaTeNIbHOTO SIBJICHUS) (BKJIIOYAsl aHAJU3bl, IPOBEACHHBIC JJI UCCIIEI0BAHUS TPUYMHBI,
HE CBSI3aHHOU C JICKAPCTBEHHBIM IpenapaTtoM (HalpUMEp, CEPOJIOTUUECKUE aHalM3bl Ha



WH(EKIIMOHHBIN TEeNaTUT MPU TOJO3PEHUU Ha TEeMaTHT, BBI3BAHHBIA JIEKAPCTBEHHBIM
npenaparom)). CieayeT cooOIIaTh O MOJIOKUTEIBHBIX W OTPHUIIATEIBHBIX pe3yJibTaTax
aHAJIM30B U HHCTPYMEHTAIbHBIX UCCIICIOBAHUIA.

544. Nndopmanus o pe3ysbTaTax aHAIM30B U MHCTPYMEHTAJIBHBIX MCCIETOBAHUM
J0JIKHA OBITHh MPEJICTABIEHA B COOOIIEHUH B CTPYKTYPHUPOBAHHOM BHJIE€ B COOTBETCTBHUH C
nercTByronieit Bepcuei rTepmuHosiorud MedDRA B pasnene "Pe3ynbrarsl TECTOB U MPOLETYP
, TOJIyYEHHBIX NpPHU HCCIEIOBaHUU MalueHTa" QopmaTta 3IEKTPOHHBIX JaHHbIX E2B
WHIUBUIYAJIBHOTO COOOIICHUSI O HEXKeJaTebHONW peakiuu C YKa3aHWEeM BUJOB
HCCIENOBAHNN, NOJYYEHHBIX pE3yJbTaTOB, HWHTEPBAJA HOPMAJIBHBIX 3HAYECHUH 10
TECTUPYEMBIM IOKa3aTeysiM (€clii 3TO NPUMEHMMO) M KOMMEHTapHus pernoprepa
OTHOCHUTEIIBHO ITOJYYEHHBIX pPE3YyJIbTaTOB. B cilydae HEBO3MOYKHOCTH IPEICTABIICHUS
uH(pOpMAIUU B CTPYKTYPHUPOBAHHOM BHUJIE JTAHHBIE MOTYT OBITh MPEACTABICHBI B TEKCTOBOM
BUJIE B YaCTH pasjeia "Pe3ynbTaThl TECTOB M Hpouenyp', NpeIHa3HauYeHHOW JJIs1 BHECEHUS
CBOOOJTHOIO TEKCTA.

JlonomHuTEIbHBIE JOKYyMEHTH H HH(popMaIms

545. KnroueBas uHpopmalus U3 AOMOJHUTEIBHBIX JOKYMEHTOB, MPEACTABISIEMbIX B
MOATBEPKJECHUE JAaHHBIX B COOOIIEHNHN O HEXKENIaTebHON peakIuu, J0HKHA ObITh BKIIIOYEHA
B COOTBETCTBYIOILIMUE pa3/ieibl MHAUBUIYAIBHOTO COOOIICHHS O HEXENaTebHON peakuuu. B
pasnene "JlomosHUTENbHBIE JOCTYITHBIE JOKYMEHTHI" (hopmaTa 3JIeKTPOHHBIX NaHHBIX E2B
MHAUBUIYATBHOTO COOOIIECHUS O HEKENATENbHOW PEaKlMK JTA€TCsl yKa3aHUe O MPUIIOKEHUH K
COOOIICHUIO JOTOJTHUTENBHBIX JOKYMEHTOB WJIM WH(QOpManuum C BKIIOYCHUEM
HEMOCPEJICTBEHHO TOKYMEHTOB B HarpaBiisieMoe coobiienue B nojpasnene "llpunaraemeie
JOKYMEHTHI".

B cnyyae ecnu oTmnpaBUTENEM HAIMPaBISIOTCS JOMOJIHUTENIbHBIE JTOKYMEHTHI WU
uH@opmaius, B noapasnaene "J[OKyMeHTHI, HAXOSIIUECS B PACIOPSKEHUM OTIpaBUTENs"
MPUBOJAUTCA ONMCAHUE BHUJA JAHHBIX JOKYMEHTOB (HAIpUMEpP, NAHHBIX MEIMIIUMHCKOU
JOKYMEHTAIlUM, 3aKJIIOUYEHHE MO pe3yjbTaTaM BCKpBITHsS). OOpaboTKa MpeacTaBICHHBIX
JOTIOTHUTENIPHBIX JOKYMEHTOB H HWH(QOpManuM [OJDKHA BBIMOJHIATHECS C YYETOM
JIEHUCTBYIOILIETO HAa TEPPUTOPUHU TOCYJIAPCTBA-WICHA 3aKOHOJATEIbCTBA B 00JIACTU 3aLIUTHI
MEePCOHAIBHBIX JIAHHBIX.

20. ITocnexyromas uapOpMALUA

546. C y4yeToM mOpeACTaBICHUS WHAUBUAYAIHHOTO COOOIIEHHUSI O HEXKEIaTeIbHOU
peakiu¥ Ha pa3HbIX dTalax pas3UYHbBIM MOJy4aTeNIsM CTaTyC TaKoro COOOIIEeHUS
OTHOCUTEIIbHO MEPBUYHOTO WM MOCIEAYIOIIEro MPEACTaBICHUS ONpPEAENsieTCs Ha YPOBHE
nonydarens. C 9TOW IEJbI0 HCTOJB3YIOTCS JaHHBIE O JaTe IMOJy4YeHUs COOOIIeHHS,
YHUKQJIBHOM HACHTHU(UKAIMOHHOM HOMEpPE HMHAWUBHAYAIHHOTO COOOIIEHHS U HOMEpe,



IPUCBOCHHOM ToiyyaTeneM. Hanmuume TOYHBIX AT MOJyYeHHs] COOOLIEHUs SBIsSETCA
00s3aTeNbHBIM ISl ONIPEICNICHUs CTaTyca COOOIEHNUS.

C nenpto obecnieueHus HaJJIeKaIIero KOHTPOsi OOHOBIIEHUs MH(OPMAIMK U cTaTyca
COOOUIEHUSI YHUKAIbHBIN MICHTU(DUKAIUOHHBIA HOMEpP WHIMUBHUAYaJIbHOIO COOOIICHUS O
HE)KENAaTeJIbHOM peakuuMd W JaTa MNEPBOrO IMOJIYyYEHHUS AAHHOTIO COOOINEHUS JOJIKHBI
COXPaHAThCS HEU3MEHHBIMH Ha YPOBHE YIOJIHOMOYEHHBIX OPraHOB M JepiKaTeieu
PETUCTPALlMOHHBIX YJAOCTOBEPEHUM C OTpaX€HUEM B pazzaenax ''MexIyHapOIHbIN
YHUKQIbHBIN HACHTU(GUKAIMOHHBIH HOMep" u "JlaTa mepBoro momydeHus cooOmieHus"
dopmaTta 3eKTpOHHBIX JaHHbIX E2B coorBercTBeHHO. MIEeHTH(UKAIMOHHBIA HOMED,
MPUCBANBAEMBIN OTIIPABUTENIEM, BKIIOUAETCSA B pa3en "YHUKAIbHBIA UICHTU(DUKAITMOHHBIHA
HOMEp OTHpaBUTENsA COOOIIeHUs O HexenatenbHoll peakuuun". Ilpu nonydeHun
nociaeayomeid MHGOpMAUMK JIepKATEIeM PEruCTPAlMOHHOIO YIOCTOBEPEHHS WU
YIOJHOMOYEHHBIM OPraHOM KaXKJIbIil pa3 BBIMOJIHSAETCS OOHOBIECHUE TOYHOM NaThl MOMyYEeHUS
NocJeHe HHPOPMALIMK O COOOIIEHUU O HEXENAaTeIbHOW PEaKkMH BHE 3aBUCUMOCTH OT
3HAYUMOCTHU JaHHOW mHpopmaiuu B pazzaene "Jlata monydeHus: nociueaHedt nHGopMaim o
COOOIIEHUH O HeXelaTeabHOW peakuuu" ¢dopMara >3JIEKTPOHHBIX JaHHbIX E2B
WHJMBHUIYaJbHOIO COOOIIEHHUS O HexenaTelabHOM peakuuu. Hoas mnocnenyromas
uH(pOpMalKs B 4aCTH KPATKOTO OMHUCAHUS cllydas JOJIKHA BKJIIOYATHCS B COOOIIEHUE B
pasnen "Kparkoe onucanue ciryyasi, KIMHUYECKOE OIMCAaHNE, TEPANIEBTUUECKUE MEPBI, UCXOT
U JIONOJHUTENbHAss WMHpopmanus o ciydae" ¢dopmara 3IeKTpOHHBIX JaHHbIX E2B c
BO3MOXXHOCTbIO WIEHTU(UKAINY OOHOBJICHHOW YacTHU JAHHBIX U, KOTJAa 3TO MPUMEHUMO,
OBITh MIPE/ICTABIICHA B CTPYKTYpUPOBaHHOM popme.

Baxxaas mociemyiomas mEpopmMarms

547. OrnpaBuTelb COOOIICHUS O HEXEJIaTEIbHOW PEeaklIWu JOJDKEH HamlpaBUTh
noclenywnyn HHGOPMAIMIO O HEXeJNaTeIbHOW peakluu He3aMeIJIUTENbHO, €CIIU
mojydyeHa HOBas BaxkHas MenuimHckas wuHdopmarus. I[lom Takod uHpopmanuein
MMOHUMAIOTCSI B TOM YMCJIE HOBBIE MOJ03PEBAEMBIE HEKEIATEIbHBIE PEAKIIMU, U3MEHCHUS B
OIICHKE TPUYUHHO-CIICICTBEHHONW CBS3M W J100ass HoBash uHpopmanus (maHHBIE) 00
M3MEHEHHUH MepBOHAaYaIbHOM (MIpEeANIeCTBYIONIEH) HH(OpMAIUK O cllydae, €ClIu OHU BIUSIOT
HAa MEJULHMHCKYI0 UHTEPIPETALMIO HEXKEIATENbHONU peakuru. OTHECEHHE HOBBIX JAHHBIX O
HEXKEJATeNIbHOW peakIuu K BaXKHOW HOBOW MH(MOPMAIMU OCHOBBIBAECTCS HA MEIUIIMHCKOMN
OIIEHKE COOTBETCTBHUS BBIIICYKA3aHHBIM KPUTECPUSIM.

548. CnenyeT yuuThIBaTh KaK 3HAUUTEIbHbIE H3MEHEHUS HH(POPMAIIUU O HEXKEINATeIbHbIX
peaKIusX JI00bIE CUTYyaIluH, IPU KOTOPHIX MO OT/ACIbHBIM CIIy4asiM HEeXKeNaTeIbHbIX PEaKIIUi
MPOUCXOAUT TOHWKEHUE KPUTEPUEB CEPHE3HOCTU COTJIACHO OIPENEIIEHHUI0 CEPHE3HOU
HEXeJNaTeJIbHON peakiuu U (WIM) OLICHKH MPUYUHHO-CIICICTBEHHOW CBSI3U (HAmpuMmep,
nocieayoias nHhopMaIus MPUBOIUT K U3MEHEHHIO OIEHKH KPUTEPHUEB CEPHE3HOCTH C
CEPBhE3HON HEXKENIATEIbHOW PEAKIIMU HAa HECEPHE3HYIO HEKENATEbHYI0 PEAKIIUIO WM OLICHKA



MIPUYUHHO-CJICACTBEHHON CBS3U U3MEHSICTCS ¢ MMEIOIIEeH KaKOH-TM00 YPOBEHb BEPOSTHOCTH
HaJIU4usl B3aMMOCBSI3M Ha COMHHUTEJIBbHYIO B3aUMOCBSI3b), U COOOIIATh O TaKUX CIydasx
COTJIACHO TPeOOBaHMUSIM K CPOYHOMY MPEACTABICHHUIO WH(OpMAIIMU O HEXKEIaTEITbHBIX
peaKuusx.

549. TlpencraBieHue HOBOW BEPCUU WHIUBUIYAIBHOTO COOOIICHUS O HEXKEIaTeIbHOU
peakini MOXKET MOTPEOOBATHCS MPHU MOITYYSHUH aIMUHUCTPATUBHON HH(OPMAIUH O Cyyae,
KOTOpasi MOXET IOBJIUATh Ha MPOLEAYPY YIpaBICHUs ciaydaeM. Hampumep, mosrydeHue
JAHHBIX O TIapaMeTpax WACHTU(GUKAIIUU COOOIICHUIN TP BHIMIOIHEHUHU MPOIIEAYPhl KOHTPOJIS
TyOJMPYIONIUX COOOIIEHUM TMOJUICKUT OTpakeHUto B paznenie "Hble uaeHTUPUKATOPHI
ciaydas MpU MpeAlIecTBYIONIEH mnepenade JaHHbIX'. B ciydae ecinu ormpaButeiiem
MPEACTABJISIOTCS JOMOJHUTEIbHBIE JOKYMEHTHI ISl MOATBEPKACHUS W3MEHECHUS paHee
BBIMIOJIHEHHON MEJUIIMHCKOW OIEHKH, HOBBIE JOKYMEHTHl BKIJIOYalOTCs B paszaen "
JlonmoHUTENbHBIE JOCTYHHbIE JTOKYMEHTHI" (¢opMara »HJIEKTpOHHBIX AaHHbIX E2B
MHJUBUYaIbHOTO COOOLIEHUS O HEKEIATENbHON PEaKLUU.

ITocnemyromas HHpOpManys, HE OTBEIAIOMIas KPUTEPUSIM BaxKHOH mocieqyiomei nadopMarym

550. B cnyuae ecnu nocneayromas nHGopMalusi BHOCUT He3HAYUTEIbHbIE U3MEHEHUS B
NEPBOHAYAJIBHBIC JAaHHBIE M OILECHKY HEXKEJIaTeIbHOM pEakUu, OHA HE MOIJIEKHUT
HE3aMEJINTEILHOMY MPEACTABICHUIO. M3MEHEHUSI OTIEJIbHBIX XPOHOJOTMYECKUX JaT B
IpoIecCe ONMUCAHUS M OICHKH HEXKEeJaTeIbHON peaknuu Oe3 BIHUSHUS Ha OLEHKY JIHOO
nepeady ciiydasi, UCIPaBJICHHS ONEYATOK B MPEAbIIYIICH BEPCUU Cllyyas WU UCIPABICHUE
THNOrpauIecKuX OMMOOK B MPEJCTaBICHHOM paHee COOOIISHHHM PacCMaTpPHUBAIOTCS Kak
HE3HAUYUTEIbHbIC U3MeHEeHUA. ClelyeT TeM HE MEHEE MOJIYy4YUTh MEJUIIMHCKOE SKCIIEPTHOE
MHEHUE OTHOCUTEJIBHO 3HAYMMOCTH MoOclenymonied uHpopmanuu, Tak Kak (opmaibHas
OIICHKA SIBJIICTCS HEJIOCTATOYHOH (Hampumep, M3MEHEHHE B COOOIICHUH O HEeXeIaTeIbHOU
peakuuu JaThl POXKACHUSI TalMEHTAa MNpPeACTaBisieT COOOM CYIIECTBEHHOE H3MEHEHHUE
nHGOpPMAIIUM O BO3pACTE IMAIlMEHTA, €CIAW MPHBOJUT K IepeHocYy HHOOpMAlIHWU O
HEXEJATeJIbHOM JICMCTBUM JIEKAPCTBEHHOTO Ipenapara Ha MHYIO BO3PACTHYIO TPYIILY
ManueHToB). BHecenne n3mMeHeHnii B 9acTu ucnoiibdyemoro tepmuHa MedDRA B cBsizu ¢
OOHOBJICHHEM BEPCHUU TEPMHUHOJOTHUYECKOI0 KiacCU(HUKaTopa TakKe MOXKET OIEHHBATHCS
KaK HE OTHOCHIIEECS K Ba)XHBIM HM3MCHCHHSIM, €CJIM JaHHOC HW3MCHCHHE HE BJIMSICT Ha
MEJIUIIMHCKYIO OLICHKY Clly4asi HEeXEIaTeIbHON peaKiuu.

21. Tlopsimox BHECEHHA H3MEHEHU! B HHIUBH Y AJILHEIE COOOIMEHN O HeXeIaTeIbHOH peaKuu

551. O6mwmit mopsiIOK BHECEHUSI U3MEHEHUM B MPEJCTABICHHOE B YIOIHOMOYEHHBIH
OpraH UHJUBUIYaTIbHOE COOOIIEHHUE O HEXKENAaTeIbHOU peakIuu ornpeesercs myHKkToM 450
Hactosiux [IpaBui. BHECEeHNE M3MEHEHUI BBIIIOJIHAETCS B CIIy4ae BHECEHUSI KOPPEKTUPOBKH
B paHee MpEACTaBICHHOE COOOIIEHUE MO pe3ybTaTaM BBHITIOJHEHHON BHYTPEHHEH WU



AKCTICPTHOM OIICHKH, KOTOpasi He OCHOBaHA Ha IMOJYyYCHHH HOBOM MH(pOpMaIH, TpeOyromen
MPEJICTaBJICHUS TIOCIEAYIONIEro COOOIIEHUsI O HEXKeNaTelbHON peakiuu. B ciyyae eciu
BHOCMMOE HM3MEHEHUE BJUSET Ha MEIUIMHCKYIO OILEHKY Ciydas, HHIUBUIYaJIbHOE
COOOIIIEHHE O HEeXeJaTeNbHONW peakIUu JOMKHO OBITh MNPEJCTABICHO MOBTOPHO C
BKJTFOYCHHEM MH(POPMAIIMK O BHOCUMOM M3MEHEHHH B YaCTH OMUcaHus ciydas. Hampumep,
U3MEHEHuEe TepMuHoiorudeckoro koma MedDRA B cBs3um c mepecMOTpoM paHee
BBIIMOJIHEHHON MEIUIIMHCKOM HWHTEpHpeTallul Cciaydass HEXKeIaTeNbHOW peakiUuu MOMKET
paccMaTpuBaThCS KAaK CYIIECTBEHHOE M3MEHEHUE W TpeOyeT MOBTOPHOTO MPEICTABICHUS
MHUBUYyaJIbHOTO COOOLIEHUS O HEKENIATENbHON peakluu B popMaTe BHECEHUS U3MEHEHUH (
npuMepsl HHGOPMAIINH, OTBEYAIOIIEH U HE OTBEYAIONIEH KPUTEPUSIM BaXKHOUW MPUBOJATCS B
nyHkTax 529 — 532 nacrosmux [1pasun).

[Ipy BHeCcEeHUU U3MEHEHHI B UHANBUYyaIbHOE COOOIIEHUE O HEXENATEIbHON PEeaKIIUU
uHopMarus B pasnenax "MexayHapoHbI YHUKAIbHBIA HACHTU(DUKAIIMOHHBIN HOMED", "
Jlata mepBOro IMOJIYy4eHHSI COOOLIEHUS] OT TNepBOUCTOYHHUKA", "YHUKaIbHBIN
UACHTU(DUKAIIMOHHBIA HOMEP OTIPABUTEINS COOOIIEHUsS O HexXenaTelbHou peakuuu", "JlaTta
MOJy4YeHHsl mocjieaHel uHbopMaluu O COOOIIEHHH O HexenarenabHou peakuuu, "
Opranuzanusi OTIpaBUTeNa" coxpaHseTcs 0e3 M3MEHEHUi, B pazzene "AHHYIHMpOBaHUE
COOOIIEHUS UM BHECEHUE U3MEHEHUI" BHIOMpAETCS BapUAaHT BHECEHUS U3MEHEHUM B paHee
MPECTABICHHOE MHAMBHUAYAJIbHOE COOOIEHUE O HEXKENIATEJIbHOM pPEaKlUH C yKa3aHUEM
COOTBETCTBYIOLIMX OCHOBAaHMWH B pazaeine "OCHOBaHUSA NI aHHYJIMPOBAHUS WIM BHECEHUS
U3MEHEHU".

552. JlonoJHUTENbHBIE JOKYMEHTHI, IPEACTABIAEMBbIE IO 3aMPOCY YIOTHOMOYEHHOTO
opraHa, Takue Kak MepeBOJ WHIWBUAYAIHHOTO COOOIICHUS O HEXEeIaTeIbHOW peakluu Ha
PYCCKHUH A3BIK, TOATBEPKIAIONINE TOKYMEHTHI IO TAKOMY COOOIIICHUIO WM IyOIuKaIiy, Ha
KOTOPBIE JIeJIae€TCsI CChUIKA B COOOIICHUH, IPEACTABISAIOTCS B (POpMe U3MEHEHUS TIEPBUYHOTO
COOOIIEHUsI ¢ BKIIOYEHHEM JTOKYMEHTOB B pasnene "[lpunaraemsie nokymeHTsl" (opmata
AIIEKTPOHHBIX TaHHBIX E2B MHIWBUAYaTBHOTO COOOIIEHHUS O HeXeIaTeIbHON PeaKIIUH.

22. Tlopsnok aHHYIMPOBAaHWA MHIMBAAYAIFHOIO COOOIMEHNA O HeXKEIATeIbHON PeaKIuy

553. Ilpouenypa aHHYJIUPOBAaHUSA MHIWBHUAYAJTbHOIO COOOILEHHS O HEXKENIaTelIbHOU
peakuuu JOJDKHA UCIOJb30BAThCA JUISI O0O3HAUECHUS HEACHCTBUTEIBHOCTH paHee
MPEICTaBICHHOTO COOOIICHHS, HATPUMEDP B CiIy4yae MPU3HAHMS BCEro cliydas OMMOOYHBIM
WJIU B CITy4ae BBISIBICHUS TyOJIUPYIOIINX COOOIICHUH.

554. AuHynupoBaHHE paHEe NPEJCTABICHHBIX WHAMBUIYAIbHBIX COOOIIEHUN O
HEXeJaTeIbHBIX PEAKIIUIX BBIMOIHACTCS C COOTIOICHUEM CIIEAYIOIINX MPUHITUIIOB:
a) OCHOBAHMS JIJI1 aHHYJIMPOBAHUS JOJKHBI TOYHO M OJJTHO3HAYHO COJIEPKATh IPUUUHY,
0 KOTOPOW paHee MpeICTaBIEHHOE MHAUBHUAYaIbHOE COOOIIEHNE O HEKENIATEIbHOU peakliuu
HE CUMTAeTCsd JEeUCTBUTENbHBIM. Hampumep, OCHOBaHUS I aHHYJUPOBAHWUS,
chopMyIupOBaHHbBIE KakK "cooOlIeHne 0ojiee He OTBEUAET KPUTEPHUSIM PENOPTUPOBAHUS" HIIH



"cooOIIeHe OBLIO TPEACTABICHO 10 OMKUOKe", HE SBISIOTCS JOCTATOUYHBIMUA 000CHOBAHUSIMHU
JUTSI BBITIOJTHEHUS IPOLEAYPhl aHHYIUPOBAHUS;

0) UHIMBHUIYATHHOE COOOIIEHNE O HEXKENIaTeTbHON PEeaKIIuu MOXKET ObITh aHHYJIUPOBAHO
TOJIbKO OpTraHHu3aluel, NepBOHAYaIbHO MPEACTaBUBIIEH JAHHOE COOOIICHUE;

B) B Cllydae aHHYJIUPOBAHUS MHAUBHIyaIbHOE COOOIICHUE O HEXKENATeIbHON PeaKIK He
NOJJICKUT MOCIEAYONIEMY BOCCTAHOBIICHHUIO KaK JE€HCTBUTEIBHOE;

I') OTIEJIbHBbIE MOCIEAYIOUIUME COOOIIEHUsS K NEePBOHAYAIBHO MPEACTABICHHOMY
WHUBUTyIbHOMY COOOIIIEHUIO O HEKENATEIHbHOM pPeakluy He MOJIeKAT aHHYJIUPOBAHUIO.
Tonpko MOHOE UHANMBUIYABHOE COOOIIEHHE O HEXKENIAaTeIbHOM peakiui, K KOTOpoMy ObLIN
c(opMUPOBaHBI MOCIEAYIOIINE COOOIIEHUS MOKET ObITh aHHYJINPOBAHO;

1) aHHYJUMPOBAaHHbIE MHAWBUJYyaJbHbIE COOOIICHUS O HEXKEJNaTeIbHOW peakuuu B
MOCIIEAYIONEM HE BKIIOYAIOTCS B BHIIOJIHAEMYIO HAyYHYIO OLIEHKY JaHHBIX 0 0€30MacHOCTH,
MIOCKOJIBKY HE CUMTAIOTCS AeHCTBUTENbHBIMU. OHAKO TaKhe COOOIICHUS MPU 3TOM CIEAyeT
COXpaHUTh B 0a3e JMaHHBIX (papMakoHAJ30pa OTMIPABUTENS M MOJydaTens s ILened
MOCJIEIYIOIIETO ayINTa.

555. [lpu BBIMOJHEHUU MPOLEAYPhl aHHYJIUPOBAHUS UHAUBUAYAJIBHOTO COOOIEHUS O
HEXXeNaTeNbHOM peakiuu uHopMamuss B pazfaenax "MexIyHapOIdHBIN YHUKAIbHBIN
uaeHTUGUKaIMOHHbIM HOMep", "/]aTa mepBoro nojaydeHus cCooOIIEeHNs OT IEPBOUCTOYHMUKA",
"VHUKaTBHBIA UACHTU(GUKAITMOHHBIM HOMEpP OTIPAaBUTENS COOOIIECHUSI O HEXKeIaTeIbHON
peakiuu", "Jlata momydyeHus mociegHed MHPOPMAIUU O COOOIIEHHH O HEXelaTelbHOM
peakuuun", "Opranuzauus OTHpaBUTENs" coXpaHseTcs 0e3 H3MEHEHWH, B pasjele
AHHYNIUpOBaHHE COOOIICHUS WIM BHECEHHE HW3MEHEHHI" BbIOMpAETCS BapUaHT
aHHYJIMPOBAHUS paHEe MPEICTABICHHOIO MHWBHUAYAJIbHOTO COOOIIEHUS O HEKEIaTeIbHOU

"

peaKIMu C yKa3aHUEM COOTBETCTBYIOIIMX OCHOBaHMU B paszaene "OcHoOBaHUS s
AHHYJMPOBAHUS WM BHECEHUs] M3MeHeHui". B ciaydae HE0OXOAMMOCTH MOCIEAYIOIIETO
Mpe/ICTAaBICHUs paHee aHHYJIMPOBAHHOTO MHMBUIYaIbHOTO COOOIIEHUSI O HEXelaTeIbHOU
peakiuu, COOOLIEHUIO MPUCBAUBAIOTCS HOBbIE WIECHTU(HUKALMOHHBIE HOMEpa B pasnenax "
MexayHapOoIHbIl YHUKAJIbHBIM HACHTUDUKAUHMOHHBIA HOMep" U "YHUKAIbHBINA

UICHTU(UKAIIMOHHBIA HOMEP OTIIPABUTENSI COOOIIEHUS O HEXeaTeIbHON peakuuu'.
23. 3aKOHOAATENHCTBO B 00JIACTH 3aIUTH IEPCOHAIBHBIX JAHHBIX

556. [1pu BbImOIHEHUH 00sA3aHHOCTEHN 1O apMaKOHA30py B 4AaCTH PabOTHI ¢ JaHHBIMU
COOOIICHUI O HEXeNaTeNbHbIX PeaKUUsaX, BKIYatomel o0padoTKy MepcoOHaIbHBIX JaHHBIX
NAlMEHTOB WM NEPBOUCTOUYHUKOB COOOIIEHUN O HEXENATEeNIbHBIX PEAKIUAIX, JOJKHO OBITH
00ecreueHo BBINOJIHEHUE TPEeOOBAaHUU 3aKOHOJATEIBCTBA TOCYAAPCTB-UJIEHOB B 00JacTU
3alllMThl JIMYHBIX JaHHBIX. B ciydae eciu 3aKOHONATEIBCTBOM ToOCyJapcTBa-ujieHa He
JOITyCKaeTCs mepeaya MepCOHATbHBIX JaHHBIX B 0a3y JaHHBIX O HEXKENATETbHBIX PEAKIUIX
AepKaTeasiMU PETUCTPAIMOHHBIX YIAOCTOBEPEHUN WM YMOJHOMOYEHHBIMU OpTaHaMH
roCyapCTB-WICHOB, MpU 00pabOTKE MEPCOHANBHBIX JAHHBIX JOHKHO OBITh 00€CIEYEeHO



MpUMEHEHHE KOAUpOBaHUS (00e3MUUMBaHMs) C HM3MEHEHHMEM JIMYHBIX JAaHHBIX Ha
MICEBIOHUMBI WJIM KOJIBI B COOTBETCTBUU C YyKa3aHUSAMU B 00JIACTH PETYyJIMPOBaAHUS
oOpamenus 1UPPOBBIX MMEPCOHANBHBIX JaHHBIX B 3/paBOOXpaHEHHWH. B KkadecTBe
aJTbTEPHATUBBI C II€JIBIO 3AIIUTHI MEPCOHATBHBIX JIAHHBIX NMPH OOMEHE COOOIICHUSMH O
HEXeJaTeIbHBIX peakiusiXx B ¢opMaTe 3ICKTPOHHBIX AaHHBIX E2B MoxkeT ObITh
UCIIOJIb30BaHa CIICIMaIbHAs CUCTeMa MackupoBaHus naHHbIX (null Flavours), ¢ mOMOUIIbIO
KOTOpOM B wensix oOecrnedeHus: O€30MacHOCTH MEpPCOHAJIbHBIE JaHHBIE CTaHOBSTCS
HEJIOCTYIHBIMU IS TOJydYarTelis, HO MPH 3TOM He (UKCUPYIOTCS KaK OTCYTCTBYIOIIAs
uHpopmarus.

557. [lpuMeHeHne METOOB 3aIUTHI TEPCOHATBHBIX TAHHBIX TOJDKHO OBITH OPraHU30BaHO
JepKaTeIsIMUA PETUCTPALIMOHHBIX YOCTOBEPEHUN WIIM YIIOJITHOMOYEHHBIMA OpraHaMH TaKuM
oOpa3om, 4TOOBI HE CO3/IaBATHCH MPENSATCTBUSA sl d3P(HEKTUBHOTO M CBOCBPEMEHHOTO
oOMEHa U OILIEHKHU JaHHBIX 0 0e30macHOCTU. C yuyeToOM BBICOKOTO YPOBHSI 3HAUUMOCTH TaKUX
MEePCOHANBHBIX JIAaHHBIX, KaK BO3pPACT WJIM BO3pacTHas IpyIia MalMeHToB U MoJI, TpeOyeTcs
COXpaHEHHUE JAHHOM YaCTH JIUYHBIX JAHHBIX B BUAMMOM U HE MOJJIEKAIIEM PEAAKTHPOBAHUIO
dbopmare.

24. Bui6op s3bIKa Y NpEICTaBICHAN HHANBHAYATHHBIX COOOMEHHH 0 HEKEeNIATeNbHBIX PEaKIUIX

558. IlpencraBienrue MHAMBUIYAIBHBIX COOOIICHUN O HEXEIATEIbHBIX PEaKIUiX B
cucteMe ¢dapMakoHaI30pa OCHOBAHO Ha mepeaade MHGOPMAIMU B CTPYKTYPHUPOBAHHOM M
KOJAMPOBAHHOM 3JIEKTPOHHOM (OpMaTe, YTO MO3BOJISIET BHIOJIHIATH 00padOTKy, 00001IeHNE
JAHHBIX W BBISIBIICHHE CUTHAJOB. BhINoOJIHEHNME HAYUYHOW OLICHKH CIIy4aeB HEKeJaTeJIbHBIX
peaKiuii U OLIEHKU CHUTHalla TpeOyeT HalW4yusg B COOOIIEHHUSX KPAaTKOTO MEIMIIMHCKOTO
OMUCAHUS CIIy4aeB HEXKENATEIbHBIX PEaKIIUM.

B cnywae mpencrtaBieHMs AepKaTENsIMM PETUCTPALIMOHHBIX YJAOCTOBEPEHUN
WHJIUBUIYaJbHBIX COOOIIEHUN O HEXKeIaTENbHBIX PEaKIUAX IepBOHAYAIbHOE OIMHCAHUE
HEXKEJaTeIbHOW pEeaKIu TEePBOMCTOYHUKOM COOOIIEHUS] M KPaTKOE OIMCaHUe
HEeXXeJaTeIbHON peakiy MpeICTaBISIOTCS:

a) Ha PYCCKOM s3bIKe (JTMOO C BKIIFOUCHHEM TEPEBOJIa HA PYCCKHUH S3bIK) NP BBISBICHUN
HEXENATENbHON peaKIUH Ha TEPPUTOPUU TOCYAAPCTB-YICHOB;

0) Ha aHTJIMIICKOM $I3bIKE€ MPHU BBISIBICHUU HEXKEIATEIbHOW peakiuu Ha TEPPUTOPUU
IPYTUX TOCYIApCTB.

559. Tlpu popMupoBaHUY UHIUBUAYAIBHOTO COOOIIECHUS O HEXENATEIbHON PEaKIUK B
pasnene "Peakius (sBJIeHHE) B COOTBETCTBUU C OITMCAHUEM IEPBOMCTOYHHKA COOOIICHHS Ha
roCyJJapCTBEHHOM sI3bIKE" COXpaHsieTCSd TEepBOHAYAJIbHBIH TEKCT C OINHUCAHUEM
MOJ03PEBAEMON HEXKENATENbHOM Peakliui MEPBOMCTOYHUKOM, B pasneie "Peakuus (sBieHHE)
B COOTBETCTBUU C OMMCAHUEM MEPBOUCTOYHUKA COOOIICHUS C TIEPEBOOM" MPEICTABIACTCS
MepPEBO/I MEPBOHAYAIBHOTO TEKCTA C OMHUCAHUEM IOJI03PEBAEMOM HEKENATEIbHOU peaKnu
NEPBOMCTOYHUKOM Ha PYCCKUM S3BIK B CIIy4asix MPEAYyCMOTPEHHBIX IMYHKTOM 541 HacTOSIIMX



[IpaBun. B uwactu paznena dbopmara snektpoHHbXx maHHbIX E2B "Kpatkoe omucanwme,
BKJIIOYAsi KIIMHUYECKOE OMMCAHKE CIIydasi, TEPAllEeBTUUECKUE MEPbI, UCXOJ U AOMOTHUTENIbHAS
uHpopMaIus o ciayyae" nIpeacTaBisieTcs KpaTKOe OMUCaHKe M0103PEBAEMON HeXKellaTebHON
pEeaKIMu Ha PYCCKOM WJIM aHTJIMHUCKOM SI3bIKaX B COOTBETCTBUU ¢ MyHKTamu 540 u 541
Hacrosamux [Ipasuir.

560. Ilpu mpenocTaBieHUH OTIPABUTEIEM OJHOBPEMEHHO C WHIMBUIYaJbHBIM
COOOILIIEHHEM O HEXeNaTeIbHOW pEaKUHH JONMOJHUTEIbHBIX JOKYMEHTOB Ha JI000M
rOCyJapCTBEHHOM SI3bIKE I'OCYJapCTBa-4ICHA, NEPEBOJ HA PYCCKHUH S3bIK IPEICTABISIETCS
JepKATeJIeM PErucTpallMOHHOrO0 YAOCTOBEPEHHUS B Clydae 3ampoca cO CTOPOHBI
YIOJJHOMOYEHHOI'O OpraHa rocy/1apcTBa-4JIeHa.

25. Ocobrie cuTyanuu
IIpuMeHeHHe TeKapCTBEHHBIX MIPENapaToB B IEPHOALI OEpEMEHHOCTH ¥ KOPMIIEHHS IPYABIO

561. Ilpu opranuzanuu paboThl C COOOIIEHUSIMU O MPUMEHEHUU JIEKAPCTBEHHBIX
IpenapaTtoB B MepuoJ OEpeMEHHOCTH M KOpPMJIEHHS Tpylbl0 TpeOyercs coOIoaTh
nosokeHus myHKToB 431 — 437 nacrosimux [Ipasui.

562. Ilpu moATroTOBKE MHAMBUAYAIBHBIX COOOIIEHHI O HEXENATEIbHBIX PEaKIIUsX,
pPa3BUBIIMXCS B pe3yjbTaTe€ MNPUMEHEHHS JIEKAPCTBEHHBIX IPENaparoB B MEPUOABI
OEpPEMEHHOCTH WJIM KOPMJICHUS TPYIbIO, ClieyeT 00E€CIeUUTh BBIMOJHEHUE MOJIOKESHUI
MyHKTOB 546 — 549 nacrosiiux [IpaBut.

Pa3BuTHe mOA03pEBacMOii HeJKeIATEIHHOM peakiuy y pefeHka (IU1o/a), 3a HCKIIOYCHHUEM CIIydacB
CaMOIIPOM3BOJIHOTO a00opTa Ha paHHMX CPOKaxX GepeMeHHOCTH mim rrbeim wIioaa

563. B ciyyae pa3BuTHA y TUI0/a WK peOeHKa, MOABEPTIINXCS BO3EHCTBUIO OJTHOTO WU
HECKOJLKHMX JICKAPCTBEHHBIX MPENapaToB B pe3yJbTaTe UX MPUMEHEHUS POJUTEIIEM, OJTHON
WM HECKOJBKHUX MOJ03PEBAEMbBIX HEXKEJATEIbHBIX PEAKIU, 32 HUCKIIOYEHUEM CIydacB
CaMOMPOU3BOJILHOTO a00OpTa Ha PaHHUX CPOKaX OEPEMEHHOCTH WJIM BHYTPUYTPOOHOU rubenu
J10/1a, B OJTHOM MHAWBHUIYAJTLHOM COOOIIEHUH JOHKHA OBITH TIpeICcTaBIeHa HHGOPMAITUS O
poautene U o pedbeHke (mione). B maHHOM ciiydae cooOieHue SBISIETCS COOOIIEHUEM O
poautene — pedenke (mioje). B pa3aene naHHbix 0 manueHTe "XapakTepuCTUKa malueHTa”
npeacTaBisiercs nHbopmalus o peoeHke (Ioae).

JlaHHBIE O MaTepu WM OTIE, KOTOpPhIC SBUIUCH HUCTOYHUKOM BO3JICHCTBUS
MOJI03PEBAEMOTr0 JIEKAPCTBEHHOTO TMpemapaTta Ha peOeHka (IJI07), MOJKHBI OBITh
MPEJICTaBJIEHbl B CTPYKTypUpOBaHHOU ¢dopme B paznene "MHdopmanus o poauTtene s
Cily4aeB COOOIIeHHI 0 poauTene u pedeHke (tuioze)" hopmarta snekTpoHHbIN qaHHEIX E2B. B
ciaydae eciau o0a poauTeNs SBWIMCh MCTOYHUKOM BO3JCHCTBUA Ha pebeHka (IUion), B
CTPYKTYPUPOBAHHOM BHJI€ TIPEICTABIACTCS MH(POpMAIus o Matepu; uHbopMarus 00 OTIe
IpeACTaBIsAETCS B KPAaTKOM OIKMCAHUU COBMECTHO C MHOM HMHpOpManuend Mo KpaTkoMy



MEJIUIIMHCKOMY OIHMCAHUIO clly4aro B pazaene "KpaTkoe onucaHue, BKIOYas KIMHUYECKOE
OMHUCAHUE ClIy4asi, TePareBTUYECKUE MEPhI, UCXO/I U IOTOTHUTEIbHAs HH(OpMALIU O CiTydyae
" (hopmara eKTpOHHBIN JaHHBIX E2B.

PazBuTre momo3peBacMoii HeXkeNaTeIbHOM PeakMy y poauTeNs U pedenka (wona)

564. 1lpu pa3BUTHUH MOA03PEBACMBIX HEXKEJATEIbHBIX PEaKIUi (32 MCKIIOYECHHEM
CIy4aeB CaMOINPOMU3BOJBLHOTO abopTa Ha pPaHHUX CpPOKax OEpPEeMEHHOCTH WU
BHYTPUYTPOOHOU THOENU TJjoAa) y poauTens U pedeHka (1iojaa), MOABEPriieMycs
BO3JCHCTBUIO OJHOIO WJIM HECKOJBKUX JIEKAPCTBEHHBIX IpENapaToB B peE3yjbTaTe HUX
MPUMEHEHUsI pojuTeiaeM, (GopMUPYIOTCS JBa OTAEIbHBIX COOOILICHUS O Pa3BUTHU
HEXeNaTeNbHON peaknuu y poautens u pebenka (mioma). C 1enblo yCTaHOBJICHUS
B3aMMOCBSI3U MEXJy COOOIIEHUSIMU JJIs1 TMOCJHEAYIolell COBMECTHON OIEHKHU
WHIUBUAYAIBHBIM COOOIIEHUSM JIOJDKHBI OBITh TPUCBOEHBI B3aMMOCBSI3aHHBIC
UACHTU(UKAIIMOHHBIE HOMEPA C UCIIOJIb30BaHUEM pasjiena AaHHbIX "UneHTudurannoHHbIM
HOMEP MHAMBUAYAJIBLHOTO COOOLIEHUS, B3aMMOCBS3aHHOIO C JaHHBIM cooO1eHueM" opmara
ANEKTPOHHBIX NaHHBIX E2B nHAMBUyalbHOTO COOOIIEHUS O HEKEIATEIbHON PEaKItu.

565. OTcyTCcTBUE HEXKENATEeIbHOU peakiuu y pedeHka (Tioia)

B ciyuae oTcyTcTBUS HeXenaTeNbHOM peakuuu y pedeHka (110/1a), MmoaBepriierocs
BO3JICHCTBUIO OJIHOTO WJIM HECKOJBKUX JIEKAPCTBEHHBIX MpENapaToB B pe3yjbTaTe HUX
MPUMEHEHUSI POJIUTENIEM, COOOIIeHue O poauTene — pedeHke (TI0/e) HE SBISETCS
NpUMEHUMBIM. BHE 3aBUCHMOCTH OT pe3yjbTaTa IpUeMa OJHOTO0 WJIM HECKOJIbKUX
JIEKapCTBEHHBIX TPEMapaToB poauTeseM (OpMHUPYETCS WHANBUIyATbHOE COOOIIEHUE TIO0
POJIUTEINIO KaK MalMeHTY, C ONMHCAHUEM BHYTPUYTPOOHOTO BO3JCHCTBUS JIEKAPCTBEHHOTO
npenapaTta Ha pebeHka. B paszmen "XapakrepucTuka maiueHTa' BKIIOYAKOTCS JAaHHBIE O
MaTepu WM OTie pebeHka (1oxa). MHauBUayanbHOE COOOIIEHHWE HE IOJICKHUT
MPEJICTAaBICHUIO B ClIydae, €Cld Y POJUTENST B Pe3yJibTaTe MPUMEHEHHUS OJHOr0 WJIHU
HECKOJIBKHX JIEKAPCTBEHHBIX MPENApaTOB HE PAa3BUIIACh HEKENATEIbHAS PEAKIIUS.

Coobmenre 0 caMOIpOM3BOILHOM ab0pTe Ha paHHMX CpOKaX 66PEMEHHOCTH WM BHIKHIBIINIE

566. [lpu momy4eHUn COOOIICHUS O CaMONPOU3BOJILHOM abOpTE HA PaHHUX CPOKax
OEpEeMEHHOCTH WM BBIKUABIIIE (POPMHUPYETCS UHANBUIYATBHOE COOOIICHUE O POJIUTENE, KaK
MalKeHTe C BKIIOYEHUEM JIaHHBIX O MaTepH B paznen "Xapakrtepuctuka namnueHTa". B cioyuae
IpueMa IOJI03PEBAEMOr0 JIEKAPCTBEHHOIO Ipenapara OTIOM COOTBETCTBYIOLIUNA 3JIEMEHT
CTPYKTYPUPOBAHHBIX JAHHBIX BHIOUpAETCS JUIsl BKIIOUECHUS B (hopMHUpyeMOe COOOIIEeHUE B
pazaene "JlomonmHutenbHas wuWHQOpMaIUMAg O JeKapcTBEHHOM mpenapate" dopmara
AIIEKTPOHHBIX TaHHBIX E2B MHIMBUAYaTbHOTO COOOIICHUS O HeXeIaTeIbHON peaKIiuH.

Coo0meHns 0 HexeNlaTeJIbHBIX PEaKIHUAX, OIyOIMKOBaHHEIE B HAYTHOU METUIIMHCKOK
JHMTepaType



567. Ilpu popmMupoBaHNM WHIWBHAYATHLHOTO COOOIIEHUS O HEXKEIATCIIBHOW PEaKIIHH,
OIMyOJIMKOBAHHOTO B HAYYHON METUIIMHCKOW JIUTEpaType, K NPeICTABICHUIO B AJIEKTPOHHOM
BUJIE, CJIETyET YUUTHIBATh PsAJl TPEOOBAHUIA:

a) paznen ¢popmata MeKTpOHHBIX JaHHBIX E2B "VMcTounuk nuteparypsl" n0iKeH ObITh
3al0JIHEH C BKJIIOUCHHEM YyKazaHUsl HU(PPOBOTO (AUCKPETHOTO) UACHTU(DUKATOpPA O0OBEKTa
Ul TyOJIMKAllMM B HAYYHOW MEAMIIMHCKOM JIMTEpaTrype, KoTopas SBUJIACh MCTOYHHUKOM
MH(}OpMaIUU O HEeXKeIaTeIbHON peakluu;

0) monpoOHOE OMUCaHUE ClIydasi HeXENaTeIbHON peakluy JOKHO OBITh BKIIIOUEHO B
pazaen "Kparkoe onucanue, BKIOYas KIMHUYECKOE OINKCAHUE Clydasi, TEPAreBTUYECKUE
MephbI, UICXO/J] ¥ AOTOJHUTENbHAs HH(pOpMaLus O ciaydae';

B) IO 3aIIpOCy YIOJHOMOUYEHHOTO OpraHa B cliydyae HeOOXOAMMOCTH BBIOTHEHUST 0030pa
uHpopMauuu O OE30MaCHOCTH [JepiKaTeleM pPErucTpalMOHHOIO YJIOCTOBEPEHUS
MPEACTABISACTCS KOMMsSI COOTBETCTBYIONICH MyOnuKamuu (C y4eTOM 3aKOHOJATENIbhCTBA B
00JacTH OXpaHbl aBTOPCKUX Mnpas). Konus nmyOnukauuu v nepeBoj myOauKaluu, eciu 3TO
MPUMEHHUMO, BKJIIOYAIOTCS B WHIMBHUAYalbHOE COOOIIEHHE O HEXEeIaTeIbHON pEeakiuu B
pasnaene "lIpunaraembie nokymeHTHI". B ciydae ecnu komus myOJIuKaIluy MPeICTaBIsSETCS
OTZEJIBHO OT paHee HANpaBJICHHOIO WHAMBUIYAJIbHOI'O COOOIIECHUS, MEPBOHAYAIBHO
NpEACTABICHHOE WHIUBUIYaTbHOE COOOIIEHUE C BKJIIOYECHHBIM JIOMOJHUTEIbHBIM
JOKYMEHTOM NPEACTaBISAETCS MOBTOPHO B paMKax IMPOLEAYypbl BHECEHHS M3MEHEHUN B
WHJUBUyaIbHOE COOOIICHUE O HeXENATebHON PeaKIuu.

568. B ciyuae ecnu myOnukaius B HAy4YHOM MEIMIIMHCKOW JUTEpaType BKIIOYAET
ONMCAHUE PAa3BUTHUSL CIIy4YaeB HEXKENATEIbHbIX PEAKIUNH Yy HECKOJbKUX IMalMeHTOB,
dbopMUpyeTCs COOTBETCTBYIOIEE KOJIMYECTBO HMHAMBUAYATbHBIX COOOIIEHUNH O
HEXKENATEIbHbBIX PEeaKIUIX.

Coo0menns 0 HeXXeaTeTbHEIX PEaKIUAX, 00YCIOBICHHEIE IEPEAO3UPOBKOM, Pa3BUTHEM
3aBHCHMOCTH, IPAMEHEHNEM HE B COOTBETCTBHH C 00MmIeH XapaKTEPUCTHKOM JIEKAPCTBEHHOTO
mpemnapara, HepaBWIHHEIM IPHMEHEHHEM, OMMOKO# IpHMEHEHN WM BO3/IeHCTBHEM
JIEKapCTBEHHOTO IIpENapara B pe3yIbTaTe MpoeCCHOHAIBHOM AesATeIHHOCTH

569. Ilpu dopmupoBaHUU COOOMICHHWI O PA3BUTHHM HEXKEIATECIHHBIX pPEaKIUH,
00yCIIOBJIICHHBIX TEPEI03UPOBKOM, pa3BUTHEM 3aBUCHUMOCTH, NPUMEHEHUEM HE B
COOTBETCTBUM C OOLIEH XapaKTepUCTHKON JIEKapCTBEHHOTO Ipenapara, HelpaBHJIbHBIM
MpUMEHEHUEM, OIMOKONM MPUMEHEHHSI WK BO3JICHCTBUEM B pe3ylibTaTe MpodecCuoHaIbHON
JEeSATEIbHOCTH, JOJIKHBI HCIIOJb30BATHCS COOTBETCTBYIOIIME TEPMHUHBI Kiaccudukaropa
MedDRA 1151 mpaBHIIBHOTO OTPAXKEHUS XapaKTepa BO3ACHCTBUS JIEKAPCTBEHHOTO Mpernapara.

570. O6uiue NpUHLMIB OTPAXKEHHUS] OCOOCHHOCTEH MPUMEHEHHUS JIEKapCTBEHHOTO
npenapara B opmaTe JIeKTPOHHBIX JaHHBIX E2B BKIIIOYAIOT crieayromnre 0COOCHHOCTH:



a) uHbopMalus O MOAO3PEBAEMOM JIEKAPCTBEHHOM TMpernapaTe B 4acTH TOPTOBOTO
HaMEHOBaHUs U (WJIN) ICUCTBYIOIIETO BEIIECTBA BKIIFOYACTCS HA OCHOBAHUU UH(pOpPMAIIUH,
MIPEICTABICHHON MTEPBOMCTOYHUKOM COOOIIEHHS O HEKETATEIHbHOW PEaKIfy, C BKIIOUCHUEM
B pazzaensl "ToproBoe HaMMEHOBaHHUE J€KapCTBeHHOro mnpenapara" u "HaumeHoBaHue
JIEHUCTBYIONIETO BellecTna';

0) B paznene "/lononuuTtenbHas nHGOpMAIUS O JIEKAPCTBEHHOM Ipenapare’ BHIOMparoTCs
CTPYKTYPUPOBAHHBIC 3JIEMEHTHI JAHHBIX, XapaKTePU3YyIOIIUX COOTBETCTBYIOIIME MPUUUHBI
BO3/ICHCTBUS JIEKAPCTBEHHOTO TIpenapara (HanpuMmep, epeo3upoBKa, OlMOKa MPUMEHEHHUSI,
HENpaBUIbHOE MPUMEHEHHE, pPa3BUTHUE 3aBUCUMOCTH, BO3JIEHCTBHE B pe3yibTaTe
npodecCUOHATBLHOW NEeSTeIbHOCTH, NPUMEHEHHE HE B COOTBETCTBHU C OOIIeH
XapaKTEPUCTUKOM JICKApCTBEHHOI'O TIperapara). YKa3aHHE€ OTHOCUTEJIBHO XapakTepa
BO3JICHCTBUS JICKAPCTBEHHOTO Tpenapara B JAHHOM pasjeje AeNaeTcs B Ciydae, €ciu
TaKOBOE CJIeJaHO MEPBOMCTOYHUKOM COOOIICHHS O HEeKeNaTeNbHOU peakiuu. B ciayyae ecnu
MIEPBOUCTOYHUKOM HE OBLIO CHI€JIaHO MPSIMOTO YKa3aHUsS OTHOCUTEILHO MEPEI03UPOBKH,
OIIMOKY MPUMEHEHHUSI, HEIPABUIILHOTO MMPUMEHEHHUS, PA3BUTHS 3aBUCUMOCTH, BO3/ICHCTBUS B
pe3yJibTaTe npodecCuoHaIbHON AESTEIbHOCTH, TPUMEHEHUSI HE B COOTBETCTBUM C OOIIEH
XapaKTEPUCTUKOMN JIEKAPCTBEHHOTO TIpernapara, KOTOpOe MOXKET ObITh TPaHCHOPMHUPOBAHO B
COOTBETCTBYIONUN TepMUH Kiaccudukatropa MedDRA, ogHako 3T0 ciaeayeT U3 KOHTEKCTa
KJIIMHAYECKOTO OMUCAaHUS HEXENaTeTbHON peakiliy, OTIPABUTEh MOKET BRIOpaTh Hanbolee
COOTBETCTBYIOIIMWA, IO €ro MHEHHUI0, CTPYKTYPUPOBAHHBIM JJIEMEHT JaHHBIX,
XapaKTEepU3yIIUd COOTBETCTBYIOIIEE BO3JCUCTBUE JIEKAPCTBEHHOrO IIpemnapara ¢
oOecrieyeHrueM Mocleyoniero coopa nHGOpMaIi U YTOUHEHHSI OLIEHKH Y IEPBOMCTOYHUKA
HEXKEIATEIbHON PEAKIINH;

B) B pasnene "HexenarenbHast peakius (SBI€HHUE) B COOTBETCTBUHM C TEPMHUHOJIOTHUEH
MedDRA" noykHBI OBITh UCTIOIB30BAaHbI COOTBETCTBYIOIINE TEPMUHBI HHXKHETO YPOBHS JIJIs
OTPAKECHUS XapaKTepa BO3ICHCTBUA JIEKAPCTBEHHOIO Mpenapara U HeXenaTeIbHON peakiui (
COBOKYITHOCTH HEXKEJIaTEeIIbHBIX PEaKIIHii), pa3BUBIIEHCS B pe3yJibTaTe TaHHOTO BO3/ICHCTBUSI.
B caydae ecniu 3TO NPUMEHHUMO, TO PE3yJbTaTaM OIIEHKH COOOIIECHUS OTIpPaBUTEIEM
3anonHseTcss paznaen "JluarHo3d (CMHIpPOM) O MHEHHUIO OTIpPaBUTENS, H3MEHEHHUE
KJIaCCU()UKAIIMOHHOTO OTHECEHUS peakiuu (sBieHus)" GopMbl COOOIIEHUSI ¢ BKIIOYECHUEM
COOTBETCTBYIOIIUX 000CHOBaHUH B pazzeine "KomMeHnTapuu otrpaBurens';

r) 1 cooO1eHus o0 omuOKe MPUMEHEHHUS, CBI3aHHON ¢ OIMMOOYHBIM MOJYyYEHUEM
MalMEeHTOM (OTIYCKOM, HNPUMEHEHUEM) HHOI0, HEXEIW MPONHCAHHBIA (HAa3HAYEHHBIN),
JIEKapCTBEHHOIO Mpenapara B paszeiie " XapakTepucTuKa poju JISKApCTBEHHOTO mpemnapara’
BBIOMpAETCS JIEMEHT JaHHBIX "JIeKapCTBEHHBIM MpemnapaT HE Ha3HAaueH', a B paszaeine "
Nudopmanusa o JekapcTBEHHBIX mpemnaparax’ NPUBOIATCS JaHHBIE O MPOMUCAHHOM (
HAa3HAYCHHOM) JICKApCTBEHHOM IIpemnapare ¢ ykazaHueM TOro (akTa, 4To mpermapar He ObLI
npornurcad (Ha3HayeH), U JaHHbIe 00 OMMOOYHO MPUMEHEHHOM JIEKapCTBEHHOM Ipernapare.



Coo6meHns 0 HeJOCTaTOYHOM TepaneBTHIECKOH AP PEKTUBHOCTH JIeKapCTBEHHBIX NTPENapaToB

571. Ilpu dopmupoBaHUU COOOIIEHUH O HEAOCTATOYHOW TEpameBTUUYECKON
saddexkTuBHOCTH B paszgene "HexenarenbHass peaxiusi (SBICHHE) B COOTBETCTBUHU C
tepmuHosiorueir MedDRA" cnenyeT ucnonb3oBaTh HIKHHN ypoBeHb TepMUHOB MedDRA,
Han0oJiee TOYHO OTPAKAIOIINKA ONMCAHUE MTOA03PEBAEMON HETOCTATOYHON TEPANEBTUUECKOM
3¢ (HEKTUBHOCTH, MPEICTABICHHOE TEPBOMCTOYHUKOM COOOIIEHHUS O HEXKENATeIbHOU peaKinuu

[Tono3peBaemblii JTIEKApCTBEHHBIM MpemnapaT BKIOYaeTcs B pasgen "HexenarenbHas
peakuus (siBIeHue)" B ciydae, €Clid OH Ha3Hayajcs IO MOKa3aHUI0, B OTHOIIEHUH KOTOPOTO
Ha0JII0/1aeTCsl yXYIIIEHUE COCTOSHUS ManeHTa. TpeOoBaHUs K CPOUYHOMY PENOPTUPOBAHUIO
(B Teuenue 15 xameHIapHBIX JHEH) O CIydyasx OTCYTCTBUS TepareBTHUECKOn (P PeKTUBHOCTH
pacpoCTpaHAIOTCSA B TOM YHCIJIE HA CIy4au, B KOTOPHIX HE COOOIIaeTcs O MOI03peBacMoil
HEeXKeNaTeNbHOW peakiuu (Hampumep, JUIsl JIEKapCTBEHHBIX MPENapaToB, MPUMEHSIEMBIX IS
JICUECHHMS )KMU3HEYTPOXKAIOIIMX COCTOSIHUM, BAaKIIUH, CPEJCTB KOHTPALICTIIIMK ) U PEIOPTEPOM HE
yKa3aHO COOTBETCTBHE pPA3BUBIIETOCA Yy IMAaI[MEHTa COCTOSHUS KPUTEPUSIM CEpbhE3HOU
HEXKEJATEIIbHOW pEaKIUH.

Coo0menns 0 HeXXeIaTeNbHEIX PeaKHIX, CBI3aHHEIX ¢ Ae()eKTOM Ka9eCTBA JIeKApCTBEHHOTO
OpenapaTa Wik IpAMEHEHHEM (paIbCHQUIMPOBAHHEIX JIEKAPCTBEHHEIX IIPENapaToB

Coo0menns 0 HeXKeNaTeTbHBIX PEaKIUAX, CBI3aHHBIX C Ae(EKTOM KadeCTBa ICKapCTBEHHOTO
mpemnapara

572. Ilpu ¢opmMupoBaHUU COOOIICHUH O HEXKEJATCIbHBIX PEaKIUIX, CBA3aHHBIX C
MOJ03pEBAaEMbIM  Je(EKTOM KadecTBa JIEKapCTBEHHOTO Ipemnapara, B paszgeie "
HexenatenbHas peakius (SBJICHHE) B COOTBETCTBUU ¢ TepMuHoioruer MedDRA" cremyet
UCIIOJIb30BaTh HWXKHUN ypoBeHb TepMuHOB MedDRA, nHanbosnee TOYHO oTpakaroumuin
omucaHue AedeKTa KadyecTBa, IMPEACTABICHHOE IEPBOMCTOYHHKOM COOOIIEHUS O
HEXENATEIbHON PEaKLIHH.

573. O0uue NpUHLIMIBI OTPaXKeHUs B (popMaTe IeKTPOHHBIX JaHHBIX E2B nndopmanuun
0 HEXKeJaTeJIbHON PeaKkIMy BKIIIOYAIOT CIIETYIOIINE OCOOCHHOCTH:

a) B JIONOJHEHHE K 00s3aTeabHOMY JJIs 3amojiHeHus pasnaeny "HaummeHoBanue
JIEKapCTBEHHOTO TpernapaTa corjaacHo MHGOpMaIy IEPBOUCTOYHUKA" 3amonHseTcs pa3aen "
Nudpopmanuss o0 nekapcTBEHHbIX Tmpenaparax" B COOTBETCTBMU C HHMOpManuen,
Mpe/ICTaBJICHHON NEPBOMCTOUYHUKOM, M COTJIACHO yKa3aHUsSM IO (JOPMHUPOBAHUIO TaHHBIX B
OTHOILIEHUHU TM0J03PEBAEMbIX, B3aUMOJEUCTBYIOIIMX W OJIHOBPEMEHHO Ha3HauyaeMbIX
JIEKapCTBEHHBIX MIPENapaTos;

0) B paznene "JlononHurenbHas nH(OpMaIus O JIeKapCTBEHHOM MperapaTe” BhIOupaeTcs
AIIEMEHT CTPYKTYPUPOBAHHBIX JAHHBIX B CIIy4ae HAIMYUSA COOTBETCTBYIOLIEIO OJJHO3HAYHOIO
yKa3aHusl B COOOIIEHUU MEPBOMCTOYHHUKA: "JEKapCTBEHHBIM MpenapaT MOciie UCTEYEHUs
CpOKa TOAHOCTH'", "KOHTPOJIb KayecTBAa CEPUM WM IMApPTUU JEKAPCTBEHHOIO IIperapara



MOATBEPANII COOTBETCTBUE TpeOoBaHUSAM crienuduKkanuu”, "KOHTPOJIb KauyecTBa CEpUH H
NapTUM JIEKAPCTBEHHOTO IMpernapara MOATBEPAUI HECOOTBETCTBUE TpPeOOBAHUAM
cnerupuxanuu';

B) B pazjene "HexenaTenbHas peakius (SBJ€HHE) B COOTBETCTBUU C TEPMUHOJIOTUEN
MedDRA" nomxHBI OBITH UCIIOJIB30BAHBI COOTBETCTBYIOIINE TEPMHUHBI HUKHETO YPOBHS IS
OTPaKEHHSI XAPAKTEPUCTUKHU JIEKAPCTBEHHOrO Mpernapara M HEXKeNaTelbHOW peakiuu (
COBOKYITHOCTH HEXeJaTelIbHbIX PEakKlMil) B pe3yJbTare NPUMEHEHHS JIEKapCTBEHHOTO
mpemnapara ¢ 1MoJio3peBaeMbIiM JleeKToM KauecTBa. B ciyuae eciu 3TO MPUMEHUMO IO
pe3yJibTaTaM OLIEHKH COOOIIEHUsI OTIIPaBUTEIIEM, 3aloJIHsIeTCs pa3aen "uarno3 (CHHAPOM)
10 MHEHUIO OTIIPABUTENS, U3BMEHEHHUE KIIACCU(DUKAITMOHHOTO OTHECEHUSI peakiuu (siBieHus)"
(dhopMBbI COOOIIICHUS
C BKJIFOUEHHUEM COOTBETCTBYIOIINX 000CHOBaHUM B passene "KomMmenrapun otnpaButens';

I') TOTIOJHUTEIbHBIE KOMMEHTApUU B OTHOIICHHUH JIEKAPCTBEHHOT'O CPEJICTBA B TEKCTOBOM
(dopme BIrOUaroTes B pazaen "JlonoaHuTenbHas nHGOpMaIKs O JIEKApCTBEHHOM Ipernapare”

Coob6meHns 0 HexeNnaTeIbHEIX PEaKIHAX, CBI3aHHBIX ¢ IPHMEHEHHEM (PaTbCHPHUITPOBaHHOTO
JIEKapCTBEHHOT'O Ipemapara

574. Ilpu GopmMupoBaHUU COOOIICHUN O HEXKENATEeIbHBIX PEaKIUAX, CBA3aHHBIX C
IIPUMEHEHUEM JIEKAPCTBEHHOIO IIpenapara, Juisi KOTOPOro MoA03pEBAETCS WU MMOATBEPKICH
bakt danbcudukanuu JIEUCTBYIONIUX, BCIOMOTATEIbHBIX BEIIECTB WU B IEJIOM
JEKapCTBEHHOTIO Mpemnapara, B pazzene "HexenarenbHas peakius (SBJICHUE) B COOTBETCTBUU
¢ tepmunosiorueit MedDRA" cienyer ucnonb3oBaTh HIKHUN ypoBeHb TepMHHOB MedDRA,
HauOosiee TOYHO OTpakaromMi HHPopManuoo 0 (QanbCU(PUIMPOBAHHOM JIEKAPCTBEHHOM
npernapare MpeacTaBICHHYIO IEPBOUCTOUHUKOM COOOIIEHUSI.

575. O0uue NpUHLIMIBI OTpaXKeHUs B popMmaTe 3eKTpoHHbIX JaHHbIX E2B undopmanuu
0 HEXKEJaTEeJIbHON PEaKUU BKIIFOYAIOT CIETYIOIINE OCOOCHHOCTH:

a) B JIONOJHEHHE K 00s3aTedbHOMY IS 3amojiHeHus pasnaeny "HaummeHoBanue
JICKapCTBEHHOTO IpernapaTa CoriacHO HHGOpMaIluu MEPBOUCTOUHUKA" 3aMoNHsIeTcs pasaen "
Nudopmanuss o0 JeKapCTBEHHBIX TIpenaparax" B COOTBETCTBUU € HHMOpMaiuen,
MIPEACTABICHHON MEPBOMCTOYHUKOM COOOIIEHUS U COMVIACHO YKA3aHUSAM MO (POPMUPOBAHUIO
JAHHBIX B OTHOILIEHUH II0J03PEBAEMBIX, B3aMMOJCUCTBYIOIIMX U OJHOBPEMEHHO
Ha3HA4YaeMbIX JICKAPCTBEHHBIX IIPENApaTOB;

0) B pasznene "JlonomuurenbHas nH(OpMaIUs O JIEKApCTBEHHOM TperapaTe” BhIOupaeTcs
AJIEMEHT CTPYKTYpPUPOBaHHBIX JaHHBIX "®danbcuduxar" B ciydae NOJO3PEHUS WU
MOJITBEPXKIEHUS (pakTa MpUMEHEeHUs PanbCu(PUIMPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara;

B) B paznene "HexenarenbHast peakius (SBJI€HHUE) B COOTBETCTBUHM C TEPMHUHOJIOTHUEH
MedDRA" noy1kHBI OBITH UCIIONIB30BaHbI COOTBETCTBYIOIINE TEPMUHBI HUKHETO YPOBHS JJIS
OTpaXEHUSI XAPAKTEPUCTUKU JIEKAPCTBEHHOI'O IpernapaTa W HEXKEIaTeIbHOW peakuuu (



COBOKYITHOCTHU HEKEJIATEIbHBIX pPEaKIUi) B pe3yJbTaTe NPUMEHEHUS JIEKapCTBEHHOIO
npenapara, Jjig KOTOpPOro MOJ03peBaeTcs WM MOATBEpkIeH (akT danbcudukanuu. B
Clydae ecid 3TO NPUMEHHMO, IO pe3yJbTaTaM OIIEHKH COOOIIEHUs] OTIpPaBUTEIEM
3amonHsercs paszjaen "JlmarHos (CHHAPOM) MO MHEHHUIO OTHPABUTENS, H3MCHEHHE
KJIaCCU(PMKAIIMOHHOTO OTHECEHUs peakiuu (sBiaeHus)" GopMbl COOOMEHNS ¢ BKIIOUYCHUEM
COOTBETCTBYIOIIMX 000CHOBaHUM B pazjene "Kommentapuu otnpaBurens';

I') IOMOJTHUTEIbHBIE KOMMEHTAPUU B OTHOIIIEHUH JIEKAPCTBEHHOT'O CPEJICTBA B TEKCTOBOM
dbopme BItOUatoTes B pazzen "JlonoaHuTenbHas nHGOpMAIIHS O JIEKapCTBEHHOM Tpernapare”

Coo0meHns 0 moao3peBaeMoii epejade MHPEKIMOHHOTO areHTa MIOCPEACTBOM IPUMEHEHH
JIEKapCTBEHHOT'O IIpemapara

576. Ilpu dopMupoBaHUHM COOOIICHUN O HEXKENATEIHHBIX PEAKIUAX, CBSI3aHHBIX C
nojo3peBaeMoil mepenadyel MHQEKIIMOHHOTO areHra TMOCPEICTBOM TMPUMEHEHUs
JIEKapCTBEHHOTO Mpemnapara, B pazzene "HexenarenbHas peakius (SBJICHUE) B COOTBETCTBUU
¢ TepmuHonorueir MedDRA" crnenyer ucnonp30BatTh HIKHUM ypoBeHb TepMUHOB MedDRA,
HanboJiee TOYHO OTpa)Xaroluidi HHPOPMALMIO NTEPBOMCTOYHHKA COOOIEHUS OTHOCUTEIBHO
MH()EKITMOHHOTO areHTa.

Coo0meHns 0 moo3peBaeMbIX HeXeIaTeIbHBIX PeaKIiiX, IIOJyIeHHEIE 10 pe3yIbTaraM paboThl
CHCTEM OPTaHM30BAaHHOTO cOOpa JaHHBIX

577. O0mue NMOJOKEHUS MO YIPABICHUIO JaHHBIMH WHIWBHUIYaTbHBIX COOOIIEHUN O
HEXEJATENbHBIX PEAKIUSIX, IMOJYyYaeMbIX B XOJ€ NPOBEACHHUS MNOCTPETHCTPALMOHHBIX
HCCIeN0BaHUN (MHTEPBEHIIMOHHBIX KIMHUYECKUX MCCIEIOBAaHUM M HEUMHTEPBEHIIMOHHBIX
UCCJEeI0BaHMI) onpeieNieHbl B MyHKTax 468 — 473 nacroamux IIpasun. [Ipu hopmuposannu
WHJIUBUIYAIBHBIX COOOIICHUH O HEXEIaTEIbHBIX PEAKIUAX, BBIIBICHHBIX IIPH IPOBEICHUN
JTAHHBIX MCCJIe0BaHUM, B (hopMarte AIeKTpOoHHBIX NaHHBIX E2B B pasznen "Waentudukamms
nccieoBanus" He0O0X0AUMMO BKIIOYNTH HH(GOPMAIIUIO O TUIIC MCCIICIOBAHUS, HANMCHOBAHHUH
UCCJICIOBAHUs, HOMEPE HCCIEI0BAHUSA, ITPUCBOCHHOM CIIOHCOPOM, M PETHUCTPALUOHHOM
HOMEPE UCCIETOBAHUS.

578. IlonoxxeHus MO YIPaBICHUIO HHANBUIYATLHBIMUA COOOIIEHUSIMHU O HEeXKeNaTeIbHBIX
peakuusax, IMOJYYEHHBIX MPU MPOBEIACHUM NPOrpamMM MOAACPKKH MNAILMECHTOB WU
MapKETUHTOBBIX HCCJIEI0BATEIbCKUX MPOTPAMM OIPENCJICHbl B MYyHKTE 475 HACTOSIIUX
IIpaBui.

579. Tlpu ¢popMuUpOBaHUM WHIAUBUIYATBHBIX COOOIICHUN O HEXKEIIATCIbHBIX PEAKITUsX,
MOJIYYEHHBIX IPHU BBIMOJHEHUH MPOrpaMM OPraHU30BAaHHOI'O cOOpa JaHHBIX, CIEAYET
YUYUTBIBATh PSAJ PEKOMEHIALINI:



a) B caydae (popMHpPOBAaHUS COOOIIEHUIM O HEXKENATEIbHBIX PEAKIUIX, B OTHOIICHUU
KOTOPBIX TMPOTOKOJIOM HEUHTEPBEHIIMOHHOTO MOCTPETUCTPALIMOHHOTO HCCIEIOBaHUS
OTIPENICTICHO BBITIOJHEHUE CHUCTEMATU3UPOBAHHOTO cOOpa NMaHHBIX, TUOO B Clydae eciu
nporpaMMoN TPUMEHEHUS JIEKapCTBEHHOI'0 IIpernapara, Ha3HAUY€HHOrO B CBS3H C
HUCKIIOYUTEIHPHBIMA ~ OOCTOSITEIbCTBAMH W3  COOOpaXEHHWH  COCTpajaHus, WU
WUHIUBUTyaIbHOTO MPUMEHEHHMS MPEAYCMOTPEH aKTUBHBIA COOp JAHHBIX O OE30MaCHOCTH,
n1u00 B Cilydae MOJYUYEHHS] COOOIIECHUN B pe3yJibTaTe BBIMOJHEHUS MPOTpaMM MOIAACPKKU
MAalMeHTOB WJIM MAapKETUHTOBBIX UCCJIEIOBaHUM, COOOIIEHUS O HEXKENATeNbHBIX PEaKIMsIX
CUMTAIOTCS MOJYYEHHBIMU IO 3ampocy U B pazzaene "Tum coobuenus" BEIOUpaeTCcs: 3IEMEHT
nanHbIX "CooOlieHre, moJiydeHHOE MPY MPOBEACHUN MCCIIENOBaHUS", €CIU T0I03PEBACTCS
HaJIMYue B3aUMOCBSI3H MEXKy UCCIIEAYEMBbIM JICKAPCTBEHHBIM IIPENapaToM U HEXKeJIaTeIbHOM
peaxkiuei.

B pasnene "Tun uccnegoBanusi, B KOTOPOM BbISIBJICHA HEXKeNlaTeIbHas peakius'" BIOMpaeTcs
COOTBETCTBYIOIIMK 3JEMEHT JaHHbIX 'HHble wucciaenoBanus' win "MHIuBuayanbHOE
npuMeHeHue mnainueHtoMm". B ciydae eciaum mpeamnonaraeTcs HaJdUYue B3aMMOCBS3U
HEXKeJaTeJIbHOM peakluu ¢ JIGKAPCTBEHHBIM MPErnapaToM, KOTOPOE HE ABISETCS 00bEKTOM
HCCIIEIOBAHUSI M HE MPENINOJaraeTcsl B KaueCTBE NMPUYHUHBI HEKENATEIbHON PEAKIUHU POJIb
peakiui B3aUMOJICHCTBUSI C M3y4YaeMbIM JICKAPCTBEHHBIM IpernapaTtoMm, B pazjaene "Tum
cooOmieHus" BeIOMpaeTcs 3eMeHT HaHHbIX "CIIOHTaHHOE coo0IIeHue";

0) B citydae (hOpMUPOBAHUS COOOIICHUHN O HEXKENATEIbHBIX PEAKIIUX,
B OTHOLICHUU KOTOPBIX MPOTOKOJIOM HEUHTEPBEHIIMOHHOTO MOCTPETrUCTPAIMOHHOTO
UCCJIEIOBAHUSI HE OIPECIICHO BBIMOJIHEHUE CUCTEMATU3UPOBAHHOTO cOOpa JaHHBIX, JTUOO B
clydae MporpaMMbl MIPUMEHEHHUS JEKapCTBEHHOTO Mperapara, Ha3HAUY€HHOTO B CBSI3U C
UCKIIIOYUTEIBHBIMU OOCTOATENILCTBAMU M3 COOOPAKEHHUI COCTpaJaHusi, WU MPOTPAMMBbI
MEePCOHATU3UPOBAHHOTO MTPUMEHEHUS, B KOTOPOW HE MPETyCMOTPEH aKTUBHBIN COOp JaHHBIX
0 0e30MmacHOCTH, COOOIIEHUS O HEXEJIATENbHBIX PEAKIHUSAX CUUTAIOTCS CIIOHTAHHBIMHU
cooOmenussMu 1 B paznene "Tun cooOuienus" BrIOMpaeTcs daeMeHT JaHHbIX "CIIOHTaHHOE
cooOmieHue", eciau TMOJ03peBAaeTCs HaJUYUE B3aUMOCBA3U MEXIY HCCIETyEeMbIM
JIEKapCTBEHHBIM IPEMapaToM U HEXKeNaTeIbHOU peakinei;

B) B ciiydae (OpMHUpPOBaHUS COOOIICHUS O HEXENATEIbHON peakiuu, MOJyYEeHHON TTPU
NpPOBEJACHUH HWHTEPBEHIIMOHHOTO KJIMHUYECKOTO MCCIENOBaHMS, JJISI KOTOPOH
MpEeIoIaracTCsd HAJIMYKME B3aUMOCBSI3M C MHBIM, HEXEIU UCCIETyeMbli, JTeKapCTBEHHBIM
MpEernapaToM, a TaKXKe He MPEIoIaraeTcsd B KaueCTBE MPUYMHBI HEXKENATEIbHON peakiuu
POJIb PEAKIIUU B3aUMOJICHCTBUSI C UCCIIEAYEMbIM JICKAPCTBEHHBIM MpenapaToM, COOOIICHUE O
HEXKENaTeIbHON PEeaKIMM CYWUTACTCS CIOHTAHHBIM COOOIIeHueM W B pazzaene "Tum
cooOmeHust" BeIOUpaercs 3eMeHT HaHHbIX "CIoHTaHHOE cooOIIeHue" .

26. Ilomygenne MUHIMAILHOMN OTCYTCTBYIOMEH HHPOpMAIII



580. Ilpu nmonyuyeHn MUHUMAJIBHOW OTCYTCTBYIOIIEH MHGOPMAIIK B OTHOIIICHUN paHee
HEBAJIMJHOTO WHIMBUIYAIbHOTO COOOIIEHUS O HEXKENATEIbHOW peakluH HEeoO0XO0IUMO
COOIOIATh Psi/T YKa3aHUM 1O BHECEHUIO JaHHBIX:

a) nara B paszeinie AaHHbIX "JlaTta mojgydeHus MepBUYHOTO COOOIIEHUS OT penoprepa”
J0JDKHA OTpakaTh JATy IOJIYYEHHs NEPBOHAYAIBHOTO HEBAJIMIHOIO WHIUBUAYAIBHOTO
COOOIICHHS O HEXENATeIbHON peaKIny;

0) nata B paszeiie AaHHBIX "JlaTa mosydeHus: nocienHed nHpopmanuu o cooomeHnn"
JO0JDKHA OTpakaTh JaTy TMOJYYEHHS HEIOCTAIIIel MHUHUMaIbHOW HHGOpPMALMH IS
oOecriedeHus: COOTBETCTBUS KPUTEPHUSM BAJIMAHOCTH HMHAMBUIYATbHBIX COOOIIEHUH O
HEXKEATEIbHbBIX PEaKIHUAX;

B) B paznen "KpaTkoe ommcaHue, BKIJIOYAs KIWHUYECKOE OIMHMCAaHUE Cciydas,
TEpPANEeBTUYECKUE MEPBI, UCXOJ W JOMOJHUTENbHass WHGopMamus o ciaydae" ciemyer
BKJIIOYUTh YKa3aHHE Ha TO, KAKME M3 YEThIPEX DJIEMEHTOB MUHUMAIbHON HHPOpMALNH O
HEXENATEeIbHON peaKuu OTCYTCTBOBAJIN B IEPBOHAYAIBHOM COOOIIEHUH;

I') Ha KOXAYI0 JaTy MOJIy4eHUs JOMOTHUTEILHON MHPOPMAIUU JOJDKHA BBITOJIHSITH
OIICHKA COOTBETCTBUS TPEOOBAHUSIM.

27. KauecTBO AaHHBIX B HHAMBHAYAIHHOM COOOINEHHMH O HE)KeNaTeIbHOH peaKiuy,
IPEACTaBIIIEMOM B 3JIEKTPOHHOM BHIE, M YIIPaBJIeHHE TyOIUpPYIOIIMH COOOIEHUAMH O
HEXEJIaTeIbHBIX PeaKIuIX

581. ba3bl JaHHBIX 0 HEXKETATEIbHBIX PEAKIUAX TOCYAaPCTB-UICHOB IOJDKHBI COIEPIKATh
BCE CJIydYad TOJ03PEBAEMBIX HEXEIATEIbHBIX PEAKIINN, TOJICKAIINE PEIOPTUPOBAHUIO B
COOTBETCTBHUM C TpeOoBaHusMu HacTosimux [IpaBun. [Ipu npencraBieHnn MHAUBUAYATbHBIX
COOOIIICHUI O HEXKENATEIbHBIX PEaKIUIX B TaKHe 0a3bl JAaHHBIX TOCYAapCTB-YJICHOB JOIKHO
OBITH OOECIIeYeHO BHITIOJIHEHHE TpeOoBaHui HacTosmux [IpaBui k anekTpoHHOMY opMary
JTAHHBIX, CTPYKTYPUPOBAHUIO W KOJMPOBAHHMIO MH(POpPMAIUU. YIIOJTHOMOUYCHHBIC OPTaHbI
rOCyJapCTB-YICHOB M JIEPXKATEIIN PETUCTPAIMOHHBIX YIOCTOBEPEHUI HECYT OTBETCTBEHHOCTh

a) 3a BBIMOJIHEHNE KOMIUIEKCa MPOIeaAyp MO 00eCEeYeHNIO BRICOKOTO YPOBHS KayecTBa
LEJIOCTHOCTH MH(POPMAIIMH O HEXKENATEJIbHBIX PEaKIUsIX, IPEICTaBIsEMbIX B 0a3bl JAHHBIX O
HE)KENaTEeNbHBIX PEAKIUSIX TOCYAapCTB-UJICHOB;

0) 3a oOecmedyeHrue HaAJICKAIIETO MOHUTOPUHIAa COOTBETCTBUSA HCIOIB3yEeMOU
TEPMUHOJIOTHH TPEeOOBAaHUSAM K MPUMEHEHHIO TEPMHUHOJOTHU IMYyTEM CHCTEMaTUYECKON
OLICHKM JaHHBIX O HEXKEJIaTeIbHBIX peakUHsIX B 0a3e JaHHBIX WU PETYJSIPHON OICHKU
MPOU3BOJIBHON BHIOOPKH,

B) 3a coOI0/IeHne TpeOOBAHMI 110 KAYECTBY, JOCTOBEPHOCTH MH(OPMALMU U BPEMEHU
NPEJICTaBICHUS COOOIIEHWN O HEXKENaTeIbHBIX PEaKIHsIX B YIOJIHOMOYCHHBIC OpPTaHBI
rOCy/1apCTB-YJICHOB;



r) 3a coOmofeHne TpeOOBaHUM MO KayecTBY, LIETOCTHOCTH, MOJTHOTE COOOIIEHHUM O
HEXEJATENbHBIX PEAKIUIX COINIACHO TPEOOBAHMSM K UX CTPYKTYpeE, GOpMaTy U COACPHKAHUIO
5

1) 32 BBINOJIHEHUE MPOLEAYp MO YIPABICHUIO NYOIUPYIOUIMMHU COOOLIEHUSIMU O
HEXENATEIbHbBIX PEaKIHIX.

B nensix noaTBep:kIeHUsI COOTBETCTBUSI CUCTEMbI KaueCcTBa CUCTEMbI (papMaKOHa30pa
TpeOOBaHUSAM K OpraHu3aluu padoThl € IyONUPYIOUIMMH COOOLIEHHUSIMHU, BKIIOYAs
BBISIBJICHUE NYyOJIMPYIOMIMX COOOIICHUM M ympaBi€HHE MMM, BBIIIOJIHEHHE TPEOOBAHMM K
HE3aMeJINTEIbHOMY PENOPTUPOBAHUIO, JEPKATEIN PETUCTPALMOHHBIX YIAOCTOBEPEHHHN U
YIOJHOMOYEHHBbIE OpTraHbl TOCYAapCTB-UJIEHOB JOJDKHBI OOECHEYUTh BBINIOJHEHHE
PEryJsipHBIX U OCHOBAHHBIX Ha OLICHKE pUCKa ayJMTOB CUCTEMBI KauecTBa. [Ipu BbIsiBIeHUN
HECOOTBETCTBUS CHCTEMbI KaueCTBa YCTAaHOBIIEHHBIM TPEOOBAHUSAM JOJIKHBI BBITOIHITHCS
KOPPEKTUPYIOLINE MEPOIPUATHS, BKIKOYAs IPOBEACHUE MOCICAYIOUIUX ayquToB. JlaTel U
pe3yabTaThl BCEX ayJUTOB MOJIEKAT JOKYMEHTHPOBAHUIO B COOTBETCTBUU C MOJIOKEHUSIMU
paznena V Hacrosmux [IpaBuir.

B cooTBercTBHM ¢ TpeOOBaHUSAMHU MO MOJAEPKAHUIO M COBEPIIEHCTBOBAHUIO CUCTEMBbI
KauecTBa CUCTEMBbl (apMaKoHaJ30pa JAepKaTelssMU PErMCTPAllMOHHBIX YJIOCTOBEPEHUN U
YIIOJTHOMOYEHHBIMH OpraHaMH JIOJDKHO ObITh 00€eclned4eHo Haludhe JJ0CTaTOYHOTO
KOJIMYeCTBa KBAJIU(UIMPOBAHHOTO M OOYYEHHOIrO TMepcoHala JJig BBIMOJHEHUS
AEesTEeIbHOCTH 1O (apMakoHaa3opy. CrenuanucTsl, MNPUBIEKAEMbIE K BBIITOJIHEHUIO
NEATEIBHOCTH MO (papMaKOHAA30pYy, AOJKHBI MPOXOAUTh HAYAIBHOE U NEPUOJHYECKOE
nociueayuiee 00y4eHne B COOTBETCTBUU C BBIIOJHAEMBIMU QYHKIUSAMU U 00S13aHHOCTSMH.
C uenpro JOKyMEHTUPOBAHMS, MOICPKAHUSA U PAa3BUTHS KOMIIETEHIIMI epcoHana Tpedyercs
(dbopMupoBaHH€ IJIaHA U OTYETOB MO OOYUYEHUIO, JOCTYIHBIX JJIsl OLIEHKH MPHU MPOBEICHUU
ayJIMTOB WM UHCIEKUUN CUCTEMBI (hapMaKOHaA30pa.

582. YoJIHOMOYEHHBIE OpraHbl rOCY1apCTB-YWIEHOB PETYJSPHO BBIIOJHSIOT OLEHKY
KauecTBa M MOJIHOTHI MPEJICTABISIEMBIX JEPKATENIIMH PETUCTPALMOHHBIX YIOCTOBEPEHUI
WHJIUBUYAIbHBIX COOOLIEHHII O HEXKEJNATEeIbHbIX pEaKUUsSIX, a TaKXKe€ BbBIITOIHECHHS
TpeOOBaHMI MO CpoOKaM MPEJCTaBICHUS COOOLIEHUH O HEeXeJaTeslbHbIX peakiusax. Ilo
pe3yibTaTaM BBINOJIHEHHOW OLEHKH JEPKATEsIM PErHCTPAMOHHBIX YIOCTOBEPEHU MOTYT
HAIPABJIITHCS OTUYETHI, BKIKOYAIOIIUE, B CIIy4ae BBISBICHUS HECOOTBETCTBUM, PEKOMEHIallNN
M0 KOPPEKTUPYIOIIUM MEPONPUITUSAIM M CpOKaM MX BbIMOJHEHHs. CrocoO BHIOITHEHUS
KOPPEKTUPYIOUIUX MEPONPUATUA M PEKOMEHIYEMBIE CPOKH BBIMOJHEHUS 3aBHUCAT OT
BBISIBIEGHHOTO HECOOTBETCTBHUS CHUCTEMbl KaudecTBa (HampuMep, KOPPEKTHUPOBKaA
UCIIOJIb3YEeMOr0 B HHAMBUAYAJBHOM COOOIIEHHM TepMHUHOJIOrHdeckoro koga MedDRA
MOKET OBITh BBINOJIHEHA IYTEM IpPEICTaBICHUS W3MEHEHUH B paHee NPEICTaBICHHOE
cooOIIeHune).

583. JlepxkaTessiMu PETUCTPALMOHHBIX YAOCTOBEPEHUI U YIIOJIHOMOYEHHBIMHM OpraHaMu
JOJI’KHA BBINIOJIHATBHCS COBMECTHO pad0Ta MO YNPaBIEHUIO NyOJIHPYIOIIUMU COOOIEHUSAMHU



TakuM 00pa3oM, YTOOBI TapaHTUPOBATH BBISIBICHHUE, OLICHKY, MOATBEPKICHUE U 00pabOTKy
MOTCHITUATBHBIX TYOJMPYIONTUX COOOIIEHU O HEXKEIATSIbHBIX PEaAKITUIX.

28. Obmen JAAaHHBIMH O HEXKCIIATCJIbHBIX PCAKIIUAX B JICKTPOHHOM BHIC MEOXIAY HCCKOJIBKHMHA
OTIIPABHUTCIIAMH H IIOIy4aTOIIAMH

584. HeoOxonuMocTh 0OOMEHa JaHHBIMU O HEKENATEIbHBIX PEAKIUAX B 3JIEKTPOHHOM
BUJIE MEXAY HECKOJbKMMH OTIPABUTEISIMU WJIM MOJIy4aTeIsIMH MOXET OBITh CBSI3aHA C
KOHTPAKTHBIMH 0053aTEIbCTBAMM JIepKaTelell PErucTPAllMOHHBIX YJIOCTOBEPEHUN JHMOO
MHBIMU OCOOCHHOCTSIMU OpPTaHU3alMU MTPOLIECCOB cOOpa JAHHBIX O HEXKENATEIbHBIX PEaKLIUAX

585. Ilpomenypbl oOMeHa JaHHBIMH O HEXEJATCIbHBIX PEAKIUIX JOJDKHBI OBITh
OpraHU30BaHbl U BBHITIOIHATHCS TaKUM 00pa3oM, 4YToObI B mporiecce oOMeHa nHdopMarus o
HEKeNaTeNIbHOW peaklMy He OblIa MOTepsiHa WM U3MEHEHA, 3a UCKIIOUCHUEM TEX CIy4Yaes,
KOTJla y4YacTBYIOIIEH B Tepe/laue WHAWBUIYAJIBHOTO COOOIICHUS CTOPOHE CTAHOBSATCS
JIOCTYTIHBI HOBBIE JJAHHBIE O COOTBETCTBYIOIIEH HEXKEIATEIIbHOU pPEeaKIUu.

B nensx yaydmieHus: kauecTBa MPEJCTABISIEMBIX COOOMICHUN O HEXeIaTelbHBIX
peaKIusaX B CIydae BBISIBJICHUS OTIPABUTENIEM OIIUOOK UM HECOOTBETCTBUU B COOOIICHUU
OTHPABUTEIIO CIEAYET CBI3aThCS C IMEPBOMCTOYHHUKOM COOOIICHUS I OOCCIeUCHUS
BHECEHHSI COOTBETCTBYIOIIUX KOPPEKTUPOBOK B TepBUYHOE coolOmenue. Ilpu
HEBO3MOJKHOCTH BBITIOJIHEHHSI KOPPEKTHPOBKH IIEPBHYHOIO COOOIICHUS B CPOK,
YCTAaHOBJICHHBIN TPEOOBAHUSIMU K MPEICTABICHUIO COOOIIEHUM O HeXKENaTeIbHBIX PEaKIIMIX,
OTIPABUTEIb MOXKET BHECTH HU3MEHEHHUSI CaMOCTOSITEJIbHO B 4YacTH MCIPABICHUSA
HEKOPPEKTHOT'O CTPYKTYPUPOBAHUS TAHHBIX.

586. Ha Bcex sTamax oOMeHa JaHHBIMU O HeXeIaTeIbHbIX PEaKIUIX B SJIEKTPOHHOM BUJIE
JOJKHBI  BBITIOJHATHCS TpeOoBaHUsA K (opmary 3JIEKTPOHHBIX HaHHBIX E2B B wactu
MPEJICTABIICHUS TTOCIeAyoNed HHPOPMAIIMU O HeXKeNaTelbHbIX peakiusax. HeBwinoaHeHue
JTAHHBIX TPeOOBaHHMI CO37a€T PUCK HAPYIICHHUS CHUCTEMBI YIPABICHUS JJICKTPOHHBIMU
JTAHHBIMM O HEXEJIaTEJIbHBIX PEaKIHUsAX U CIOCOOCTBYeT (hOPMHUPOBAHUIO JYOJIUPYIOIMINX
cooOtIeHM B 6a3¢ TaHHBIX O HEXKEIATeTbHBIX PEAKIIUIX MOTyIaTeIs.

29. CotpynamaectBo co BcemmupHO#t oprarmsanueit 34paBOOXpaHCHAS

587. YHOJHOMOYEHHBIE OpraHbl O0ECHEYMBAIOT PETYJSPHOE MPEACTABICHUE
UHJUBUyaJIbHBIX COOOUICHUH O BBISBICHHBIX Ha HUX TEPPUTOPHUSAX M I0JI03PEBAEMBIX
HEXKEJATEIbHbIX PEAKUUSIX Ha JIEKapCTBEHHbIE Mpenaparbl B COTpyIHUYAIOMIMI IEHTP
BcemupHoil opranusaiuu 3ApaBoOOXpaHEHUsI C LIEJbI0 BKIOYEHUS HMHPopManuu o0 3THX
ciaydasix B 0a3y JaHHBIX O HEXKeJlaTelbHbIX peakuusx BcemupHoll opraHuzanuu
3/IpaBOOXPaHEHUS.

VIII. Ileprogudeckuiit 0GHOBIAEMEL OTIET IO G€30IacCHOCTH



588. Ilepuonnueckuii 0OHOBIAEMBIH OTYET MO OE30MACHOCTH MPEACTABISIET COOOM
JOKYMEHT MO (apMaKOHAA30PYy, KOTOPBIM MO3BOJISIET JEpKaTEN0 PErucTPalluOHHOTO
YIOCTOBEPEHUS MPEICTABUTHh OLECHKY COOTHOLICHUS 'TOJb3a — PUCK' JIEKApCTBEHHOTO
rpenapara Ha ONPEACIICHHBIX ATarax NOCTPErUCTPALIMOHHOTO EPUO/IA.

589. YnoiiHOMOYEHHBIMH OpraHaMH TOCyAapCTB-UJICHOB JOJKHA BBITONHITHCS OLICHKA
NEPUOJUIECKOTr0 OOHOBIISIEMOTO OTYeTa MO O€30MaCHOCTH C YCTaHOBJICHHEM BO3MOKHBIX
HOBBIX BBISIBICHHBIX PUCKOB U HMX BJIMSHHUS HA OLEHKY COOTHOILIEHMS "MOJIb3a — PUCK"
JeKapCcTBEHHOro mnpenapara. Ilo pe3ynapraram OLEHKM NEPUOJUYECKOTO OTYETa IO
0€30IacCHOCTH YIOJIHOMOYEHHBIM OpraH rocyJapcTBa-wieHa ONpeeseT He00X0IUMMOCTh
BBIMIOJTHEHUSI  JallbHEUIIUX HCcliefoBaHUM Oe3omacHOCTH UMM 3 PEKTUBHOCTH
JIEKapCTBEHHOI'0 IpernapaTra, NPUMEHEHUs TEX WM HWHBIX JEUCTBUA B OTHOIIEHHH
PErUCTPALIMOHHOIO CTaTyca JICKAPCTBEHHOIO IMpernapaTa WM BHECEHUS U3MEHEHUH B €ro
OOIIYIO0 XapaKTepUCTHUKY JIEKAPCTBEHHOT'O IIperapara B LIeJIsSX 00eCcIeyeH s ero MpUMEHEHHUS
P NPEBBIIIEHUH MOJb3bl HAJl PUCKOM.

1. I.ICJIH ODCPHOOHICCKOI'O 0OHOBJIAEMOr0 OTUYETA IT0 6€30IaCHOCTH

590. OCHOBHO# 11€JIbI0 MEPUOJUYECKOTO OOHOBIISIEMOI0 OTYETa MO OE30MaCHOCTH
SBJISIETCS MPEJICTABICHUE UCUEPIBIBAIOIIETO U KPUTHYECKOTO aHAIN3a COOTHOIIEHUS "T0Ib3a
— puck" JIEKapCTBEHHOTO Mpernapara ¢ y4eTOM BCEX HOBBIX JTAHHBIX O O€30MacCHOCTH H
KYMYJISITUBHOTO BJIMSIHUSA 3TUX JAHHBIX Ha Opoduib 0e30macHOCTH WK 3()PEKTUBHOCTH
JeKapcTBEHHOro mpenapata. [lepuoguyeckuii OOHOBISIEMBIH OTYET MO OE30MACHOCTH
SBIIAETCA MHCTPYMEHTOM MOCTPETHCTPALIMOHHOW OLIEHKM COOTHOIIEHUS 'Tojib3a — PUCK"
JIEKapCTBEHHOTI'O Mpernapara Ha ONPEAETICHHbIX 3Tanax ero >KM3HEHHOT0 IIUKJIA.

591. Tlepuoanyeckuii OOHOBISIEMBIM OTYET MO OE30MACHOCTH HE MpeJaHA3HAYEH IS
HE3aMEUIUTEILHOTO TPEACTABICHUS BaXXHOW wWHPOpMAmUMu O OE30MacHOCTH WU
3¢ (PEKTUBHOCTH, & TAK)KE HE SBIISIETCS MHCTPYMEHTOM BBISIBJICHUS HOBOM MH(MOpPMAIUU 1O
O0e3omacHOCTH. BpIlOTHEHNE KyMYJISITUBHOM OIIEHKM JAaHHBIX O O€30MacHOCTH H
3O PEKTUBHOCTH B MEPUOJAMYECKOM OOHOBISIEMOM OTUYETE€ IO OE30MaCHOCTH MOXKET
MPUBOANTH K UACHTU(PHUKALIMU HOBBIX aCLIEKTOB MPOQuIIsi 0€30MacHOCTU Ui 3P(HEKTUBHOCTH
JIEKapCTBEHHOTO Ipernapara.

592. Jlepxateiib pEruCTPAlMOHHOTO YAOCTOBEPEHHUS JIOJKEH MOCTOSIHHO BBITIOJIHSATH
OLIEHKY W aHaju3 BIWSHUS HOBBIX JJAaHHBIX HA COOTHOILIEHHUE "TO0JIb3a — PUCK", TPOBOJAUTH
NEPEeOoIeHKY JaHHOTO MOKa3aTels, a TaKXKe OINpelesiTh HEOOXOJIUMOCTbh ONTUMH3AINU
COOTHOIIICHHS "TONIb3a — PHUCK" myTeM BBeIeHHS 3(P(PEKTHBHBIX MEP MO YIPABICHUIO
pUCKaMHU ¥ HMX MUHUMH3AIUU MPU BBIABICHUU HOBOM HHPOpManuM O 0€30MacHOCTH
JIEKapCTBEHHOT'O IIpenapara B MPOLECCE €ro NOCTPEruCTPAMOHHOTO MPUMEHEHHS.

2. ITpuHIMIIE OLEHKH COOTHOMIEHHS "I0IB3a — PUCK" B HEPHOAUIECKOM OOHOBIIIEMOM OTIETE IO
6e3omacHOCTH



593. OueHka cOOTHOIIEHHU "MOJb3a — PUCK" T0JXKHA UMETh HETIPEPBIBHBIN XapaKTep Ha
MPOTSKEHUH BCETO KXKU3HEHHOTO ITUKJIA JICKAPCTBEHHOTO IMpernapara B MENsAX 00eCreUCHHS
3aIUTHI 37J0POBbS HACEIICHUS U TTOBBIIICHHS YPOBHS O€30MTaCHOCTH MAIIMEHTOB MOCPEACTBOM
peanuzanuu dQQPEeKTUBHBIX Mep MHUHUMU3aIUU pucka. MHbopmaius o 6€30macHOCTU U
3¢ PeKTUBHOCTH JEKApCTBEHHOrO0 Tpemapara, cobOupaeMas Ha MOPOTHKECHUU
COOTBETCTBYIOIIMX TMPOMEKYTKOB BPEMEHHU, KOTOPBHIE COCTABISIOT OTUETHBIC TMEPUO/IBI,
SIBJISICTCSI OCHOBOM JUUIST TAKOM OIIEHKHU M aHaJIM3a.

594. Onenka pucka OCHOBBIBaeTCS Ha MH(GOPMAIMKA 000 BCEX aCTEKTaX MPUMEHECHHS
JICKapCTBEHHOTO TIpernapara, BKItoUas JITUTeIbHOe MPUMEHEHHE JIEKapCTBEHHOTO TIpernapara,
0COOCHHOCTH TPUMEHEHHs] B PEATbHOW MEIUIIMHCKOW TMPAKTHKE, MPUMEHEHHE HE B
COOTBETCTBHHM C 00IIeH XapaKTePUCTUKON JIEKAPCTBEHHOIO MpernapaTa Uil UHCTPYKIUEH 110
METUITMHCKOMY TTPUMEHEHHIO, TPUMEHEHHUE Y 0COOBIX momyssinuid. ctounnky nHbopmarmm
OTHOCHUTEJIbHO PE3yJIbTATOB MPUMEHEHUS HE B COOTBETCTBUM C OOIIEH XapaKTEpUCTUKOU
JIEKapCTBEHHOTO TIpemnapara Wil HHCTPYKIUEH M0 MEIUIIMHCKOMY TTPUMEHEHHUIO BKITFOYAIOT
JaHHbIE 00 OIIEHKE MPUMEHEHHS JIEKApCTBEHHOrO IMpernapaTa B YCIOBUSIX pealbHOM
MEUITMHCKOW TIPAKTUKH, TAHHBIE CIIOHTAHHOTO PEIIOPTHPOBAHUS U ITyOJIMKAIIUN B HAYIHOU
MEIUITMHCKOM JuTeparype. OleHKa MoJb3bl OCHOBBIBACTCS HA PE3yibTaTaX, MOJIYYCHHBIX B
X0JIe KIIMHWUYECKUX HMCCIICOBAHUMN, U Pe3ysibTaTaX MPUMCHCHHS B PEAIbHOW MEIUIIMHCKOM
MpaKkTUKEe 10 OJO0OPCHHBIM IMOKAa3aHUSIM K TpUMEHEHHUIo. MHTerpupoBaHHas OICHKA
COOTHOIIIEHUSI "MOJb3a — PUCK" MOJDKHA BBIMOJHITHCA MO KaXJAOMY U3 OJ0OPEHHBIX
MOKa3aHWi K MPUMEHEHHUIO ¥ YUYUTHIBATh PUCKH, CBI3aHHBIC C IPUMEHEHHEM JICKApCTBEHHOTO
mpenapara He B COOTBETCTBUU C OOIIEH XapaKTepUCTUKON JIEKAPCTBEHHOIO Mpernapara uiu
WHCTPYKITUEH TI0 METUIIMHCKOMY TTPUMEHEHHUIO.

595. OtieHka BKIIIOYAET B ¢€0s1 CIEMYIONIUE ITATIbI:

a) KpUTUYECKUI aHan3 Bcel nHpopManu o 6€301macHOCTH, OJTYYEHHON 32 OTUYETHBIM
MEPHO/I, C ONPEJICICHNEM BO3MOXKHBIX BBISIBJICHHBIX HOBBIX CUTHAJIOB, CBUCTEIIbCTBYOIINX
O HOBBIX MOTEHUUATBHBIX WIM UACHTU(OUIMPOBAHHBIX PUCKAX, JTUOO C JOMOIHEHUEM YXKeE
MMEIOTIUXCS 3HAHUH 110 PaHee UICHTU(DUITMPOBAHHBIM PUCKaM;

0) KpuTHUecKoe 0000IIeHNEe BCel MOJYYEHHON 3a OTYETHBIA Mepuoa HHOOpMAITUU O
6e3omnacHocTy ¥ 3G (PEKTUBHOCTH JIEKAPCTBEHHOTO MpemnapaTta (Kak B paMKax KIMHUYECKHX
UCCIIEIOBAHUM, TaK W TPU MPUMEHEHHUH JICKApCTBEHHOTrO Ipernapara B MEIUIMHCKOU
MPAaKTUKE) U OLIEHKA BJIMSHUS 3TOM MH(GOpPMalMu Ha COOTHOIIEHUE "moyb3a — PHUCK"
JIEKapCTBEHHOTO TIpernapara;

B) BBINOJHEHNE HHTETPAIBLHOTO aHAJIM3a COOTHOIIEHUS "M0Ib3a — PUCK" Ha OCHOBAHHH
BCEX KyMYJIITUBHBIX JIAHHBIX C JIaThl TIEPBOM PETUCTPAINH JICKAPCTBEHHOTO MperapaTa win
JIaThl TIEPBOTO Pa3pEILICHUs Ha MPOBEJICHHE MHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCCIIeI0BAHUS
B KakoM-JIn00 W3 rocyaapcTtB. B cimydae ecnu gata nmepBoro pa3penieHuss Ha MpOBEACHUE
WHTEPBEHIIMOHHOTO KJIWHUYECKOTO MCCIENOBaHUS HEAOCTYyMHA WU JIepKaTeib



PETrUCTPALIMOHHOTO YAOCTOBEPEHHUS HE UMEET JOCTyNa K JaHHBIM O KIIMHUYECKOH pa3paboTke
JIEKapCTBEHHOTO TperapaTa, Hauboyiee paHHUI JOCTYMHBIN TMEepUoj Hadajda MPUMEHEHUs

JIEKapCTBEHHOTO MperapaTa MOKET OBbITh MCIIOJIb30BaH B KaueCTBE HAUaJIbHOTO 3Tama JUJis

MOCTICIYIOIETO BKIFOYCHUS 1 OIICHKH KYMYJISTUBHBIX JTaHHBIX;

r) o0obmenue uUHPOPMAIUU O MEpax MHHUMHU3ALHUHM PHUCKA, KOTOPHIE MOTJIHU
BBITIOJIHSATHCS WIIM BBITIOJIHSUTMCh HA TPOTSHKEHUH OTYETHOTO MEPUO0/Ia, U 3aIlylaHMPOBAHHbIE
Mepbl MUHIMH3AIIN PUCKA;

1) OMNpeJesieHHe IUIaHa OLIEHKM CHUTHAJIOB, PUCKOB W (MJIM) MPEAJIOKEHUH IO
JONOJHUTEIBHBIM MepaM o (hapMaKoHaI30py.

3. IIprHIMI MOATOTOBKH MEPHOAMIECKOro OOHOBIIEMOro OT49eTa o 6e30macHOCTH

596. Jlepxatenb PErUCTPALMOHHOTO YJAOCTOBEPEHHUS NOJLDKEH TOTOBUTH €UHBIN
MEePUOUUCCKAN OOHOBJISEMBIM OTYET MO OE30MaCHOCTH [JIsi BCEX MPOU3BOJIUMBIX
JICKapPCTBEHHBIX MPEMapaToB, COACPKAIIUX OHO U TO YK€ ACHCTBYIOIIEE BEIIECTBO WA OJTHY
U Ty K€ KOMOWHAIIUIO JCHCTBYIOINX BEIIECTB, IO BCEM OAOOPEHHBIM TMOKA3aHUSIM IS
TAHHBIX JIEKAPCTBEHHBIX MPETMapaToB, CI0cO0aM MX BBEJIEHUS, (opMaM BBIITYCKa U PeKUMaM
J03UpOBaHMs. B YacTHBIX Cllydasx MOXKET MOTpeOOBaThCs MPEICTABICHUE JaHHBIX 00
OTIIETIbHBIX MOKa3aHUAX, (hopMax BBIMYyCKa, CIOCO0aX BBEICHUS WM PEKUMAX JO3UPOBAHUS
KaK OTAENBHOTO paslieiia MEePHOJUYECKOr0 OOHOBISIEMOTO OTUeTa MO 0OEe30MacHOCTH C
COOTBETCTBYIOIIIUM OINMCAaHUEM W aHAJU30M acCleKTOB mpoduis Oe3zomacHocT u 0e3
MOJTOTOBKM OTIEIBHOTO TIEPHOIUYECKOTO0 OOHOBIIEMOr0 OTYETa MO OE30MacCHOCTH.
[ToaroroBka OTAEIBHOTO MEPUOAMYECKOTO OOHOBISIEMOrO OTYETa MO 0€30MaCHOCTH MOKET
OBITh 00OCHOBaHA B UCKITIOYUTEIBHBIX CIydasx (HapuMep, IpHU HATHIUU (POPMBI BBITyCKa C
MOJHOCTHIO OTJIWYHBIMH TMOKa3aHUSIMH K MEIUIIMHCKOMY TIPUMEHEHHIO JaHHOTO
JIEKapCTBEHHOTO TIpernapara OT JpPyrux ero (GopMm BhITyCcKa) MO COTJIACOBAHHUIO C
YIIOJTHOMOYCHHBIM OPTaHOM.

4. CupaBognas nHGoOpManua

597. B kadecTBe cipaBOYHOU MH(OpPMALIMK O JEKAPCTBEHHOM Ipernapare JAeprKaTeaeM
PETUCTPALMOHHOTO YAOCTOBEPEHUS MOTYT HCIIOJb30BAThCS CIEAYIOIUE HWCTOYHUKHU
pedepeHTHOM nHpOpMaIUK:

IIEpEYEHb OCHOBHBIX JAHHBIX O JIEKAPCTBEHHOM CPEACTBE AEp KaTENs PETUCTPALUOHHOTO
YyIOCTOBEPEHHUsI, KOTOpPHIM BKJIOYaeT HH(opManuio o O€30IaCHOCTH, MOKa3aHUsA K
MPUMEHEHUIO, PEXKUM JI03UPOBaHUs, (PAPMaKOJIOTHYECKHE CBOMCTBA U IPYTYIO HHPOPMALIUIO
B OTHOIIEHUHU JIE€KapCcTBEHHOro mnpenapata. WHdopmanus o 0e30macHOCTH, KOTOpas
BKJIIOUECHA B NEPEYEHb OCHOBHBIX JAHHBIX O JIEKAPCTBEHHOM CPEICTBE, OMPEAEISAETCA KAK
OCHOBHasi HHGopMaIus 0 6€30MaCHOCTH JIepKaTelsl peruCTPallMOHHOT0 yaocToBepenus. [1pu
MOATOTOBKE MEPUOJAMYECKOr0 OOHOBISIEMOro oOTdeTa Mo O€30MacHOCTH B KayecTBe



CIpaBOYHON HMHpOpMAUU O OE30MaCHOCTH M OCHOBHBIM OJIOOPEHHBIM ITOKa3aHUSIM K
MPUMEHEHUIO MPHU BBIMOTHEHUH OLIEHKU PUCKA U MOJIb3bl JJEKAPCTBEHHOIO MpernapaTa MOXeT
MCIIOJIb30BaThCS JICHCTBYIOIIAs] BEPCHUsl NEPEYHS OCHOBHBIX JAHHBIX O JIEKAPCTBEHHOM
cpencTBe, Hanbosee MpUOIMKEHHAs! K KOHILy OTYETHOIO Meproia IokyMeHTa. B ciydae ecnu
nepeueHb OCHOBHBIX JAaHHBIX O JIEKAPCTBEHHOM CpPEICTBE HE BKIIOYAET MHPOpMaLUio 00
0JI0OpEHHBIX MOKa3aHUIX K NPUMEHEHHUIO, JepKATEIEM PETUCTPALMOHHOIO yI0CTOBEPEHUS
MOXET OBITh OINpPEENICH U yKa3aH MHOM JOKYMEHT, KOTOPBIA MCHOJb30BAJICS MO JAHHOMY
paszeiny crpaBoOYHON UH(pOpMaLny;

B Cly4yae OTCYTCTBHUA y JEpKATENSA PETUCTPALIMOHHOIO YIOCTOBEPEHHS NEPEUYHS
OCHOBHBIX JIaHHBIX O JIEKAPCTBEHHOM CPEJICTBE MJIM OCHOBHOM MH(pOpMAIUU O O€30MacCHOCTH
ISl JIEKapCTBEHHOTO TMpernaparta (Hampumep, ecid JIEeKapCTBEHHBIM Mpenapar
3apEeTrUCTPUPOBAH TOJIBKO HA TEPPUTOPUU OJHOTO TOCYJapCTBa WM PEruoHa, Jn0o
BOCIIPOM3BEJICHHBIN WJIM XOPOIIO M3YYEHHBIN JIEKAPCTBEHHBIN IpenapaTr NPUMEHSETCS Ha
MPOTSHDKEHUU OOJBIIOTO KOJUYECTBA JIET), UHOW JOKYMEHT, KOTOPBIA HCIIOIb30BAJICS B
Ka4eCcTBE CIIPaBOYHOM MH(OPMALIUK IIPU MTOATOTOBKE MEPUOJUUECKOI0 OOHOBIISIEMOTO OTYETA
1o 0€30MacHOCTH, AEPKATEIEM PErMCTPALMOHHOTO YOCTOBEPEHUS MOKET OBITh OINpEAeIICH
U yKa3zaH. B n1aHHOM ciydae B KayecTBE CIpPaBOYHOW HHGPOPMALUU MOXKET OBIThH
UCIIOJIb30BaHa oOO0Ias XapaKTEepUCTHUKA JIEKAPCTBEHHOTO Ipemnapara, oA00peHHas
YIIOJTHOMOYEHHBIM OpPraHoM TrocyAapcTBa-ujeHa. B Tex ciydasx, Korja cIpaBOYHas
uH(popMalus B 4YacTU OJOOPEHHBIX IOKa3aHUN K NPUMEHEHUIO NPEJICTaBIAET COOOM
OTJENbHBIN OT CIPaBOYHON HH(OpMaMK O 0€30MaCHOCTH JOKYMEHT, JEHCTBYIOIIAs BEpCUs
JAHHOT'O JIOKyMEHTa, HanOosiee NpuOIMKEeHHas! K KOHILy OTYETHOIO IEepro/a, 10JKHA OBbITh
BKJIFOYEHA B IEPUOJINYECKUN OOHOBIISIEMBINA OTYET MO O€30MACHOCTH B KAUE€CTBE MPUIIOKEHHUS

598. JlepkatesieM perucTpallMOHHOTO YAOCTOBEPEHUS IOJKHA MOCTOSTHHO BBIMOJIHATHCS
OLIEHKa HEOOXOIMMOCTH MEPECMOTpPa CIIPaBOYHOU MH(OPMALIUU O JIEKAPCTBEHHOM IpernapaTte
u (u1M) cupaBoyHOM HH(pOpManUu MO O€30MaCHOCTH B CBSI3M C IOJy4YEeHUEM HOBOU
uHpopmanuu 1Mo O€30MacCHOCTH C IeNbI0 O00eCleueHHus] CBOCBPEMEHHOI'O0 BHECEHUS
CYILIECTBEHHBIX U3MEHEHU, TPOU3OIIEIINX 32 OTYETHBIN NMEPUOI U ONTMCAHHBIX B pasnene 4
"N3MeHeHUsI, BHECEHHBIE B CIPABOYHYIO MH(POPMALMIO O O€30MACHOCTH JIEKAPCTBEHHOTO
npenapara’ ¥, €CIIM TPUMEHUMO, B pa3aene 16 "Curnansl U OlieHKa pucka' NepruoInIecKoro
OOHOBJISIEMOTIO OTYETa MO O0e30MacHOCTH. J[aHHBIE CYIIECTBEHHbIE W3MEHEHHUS MOTYT
BKJIIOUYATh B ceOs ciiemyronee:

a) u3MeHeHuss B paznenbl "[IporuBomnokazanusa", "OcoOble yKa3zaHUsI U MEPHI
MPEJOCTOPOKHOCTH IPU IPUMEHEHUH "
0) momostHeHUs B pa3zaensl "HexenarenbHbie peakuun', "B3auMonecTBue ¢ 1pyrumMu
JIEKapCTBEHHBIMU IIpernapaTaMu U APYyTrHe BUAbI B3aUMOJIECHCTBH "
B) JIOTIOJIHEHHE BaKHOM HOBOM mHpopManueit pa3aena "[lepenosupoBka';



I') UCKJIIOYEHHUE MOKa3aHUN MO0 MHbIE OTpaHUYECHUs] TPUMEHEHUS JIEKAPCTBEHHOIO
nmpenapara, BBEJCHHbIE HA OCHOBAaHWHU JAHHBIX O €ro 0€30MacHOCTH WM HEJOCTATOYHOU
TepaneBTUYECKON 2P(HEKTHBHOCTH.

599. Jlep>katensb pEerucTPalMOHHOTO YIOCTOBEPEHHS JODKECH MPECTAaBUTh KOTIHH BCEX
BEpCU CIPaBOYHOM MH(OpMaLKH JIEKApCTBEHHOI'O Ipernapara, ACHCTBYIOINUX Ha KOHEIl
OTUYETHOTO TeproJia (Harpumep, sl pa3aTudHbIX (OPM BbIITyCKa JEKapCTBEHHOTO Mpenapara,
BKJIFOUCHHBIX B OJIMH MEPUOINYCCKUN OOHOBISIEMBIH OTUET MO OE30MacHOCTH), B KAUECTBE
OPWIOKEHUH K NepuoJudeckoMy OOHOBIIsIEMOMY OTuUeTy o Oe3omacHocTH. Bepcum
CIpaBOYHON WH(MOPMAIMK JIEKAPCTBEHHOTO Mpemnapara AOHKHBI UMETh J1aTy BCTYIUICHHS B
ACHCTBUE M TOJJIEXaTh KOHTPOJIIO CO CTOPOHBI JepXkaTels pPEerucTpaluoOHHOIO
YAOCTOBEPEHUSI.

600. B cryuyae nomydenust BaxxHOM nHPpOpMauu 0 6€30macHOCTH, TPeOyIoIel BHECCHUS
M3MEHEHHH B JCHCTBYIOUIYIO CIIPABOYHYIO0 HH(POPMALIUIO JICKAPCTBEHHOTO Ipenapara, mocie
JaThl OKOHYaHHUs cOOpa NaHHBIX 0 MPEACTaBICHUS NEPUOANYECKOTO OOHOBISIEMOTO OTYETA
no 0e30MacHOCTH B YMOJHOMOYEHHBIM OpraH rocyJapcTBa-ujieHa, JaHHas WHQOpMaIUs
JIOJbKHA OBbITh BKJIIOYEHa B paszaen 14 "BaxnHas uHopmanus, MmojgydyeHHas IMocie
3aBEPILCHUS] MOJTOTOBKU MEPUOIUYECKOT0 OOHOBIISIEMOTO OTUeTa Mo Oe3omacHoCTH", eCiu
9TO MPEJICTABISIETCS BOZMOKHBIM.

5. Conepxcaﬂne IepHOOTUICCKOI'O 0OHOBJIZEMOr0 OTYETA IO 6€30IaCHOCTH

601. Ilepuoauueckuit OOHOBISIEMBIN OTUET MO OE30MACHOCTH JOJDKEH BKIIIOUATH
KYMYJSATHUBHBIC JaHHBIE C JaThl MEPBOM PETUCTPAIMU JICKAPCTBEHHOTO Mpemapara
BBIJICNIATh HOBYHO HHGOpPMAIMIO, TOJIYYEHHYIO 3a OTUYETHBIM mepuona. KymynsaruBHas
uHpOpMaANKs paccMaTpUBAETCs TIPU TMPOBEACHUHM OOIMEeH OIMeHKH Oe30MacHOCTH
JIEKapCTBEHHOTI'O MpenapaTa U UHTETPUPOBAHHON OLEHKHU €r0 COOTHOLIEHUS "MOJIb3a — pUCK".

602. IlockoybKy KIMHUYECKas pa3padOTKa JIEKAPCTBEHHOrO Ipernapatra MOMXET
MPOJIOJDKATHCS HA MOCTPETUCTPAIMOHHOM JTare, B MEPUOJUIECKUN OOHOBIISIEMBI OTUYET 110
0€30MacHOCTH JOJDKHBI BKIIIOYATHCS JaHHBIC IMOCTPETHUCTPAIMOHHBIX WU KIMHUYECKUX
MCCJICIOBAHMI 110 HEOJOOPEHHBIM MMOKA3aHUSM WU HEOTOOPEHHBIM MOMYJIAUSIM. JJaHHbIE O
0€30I1aCHOCTH JIEKApCTBEHHOTO TIperapara, moJiydeHHbIe 0 pe3yjIbTaTaM MPUMEHEHHUS HE B
COOTBETCTBHH C O0IIEH XapaKTePUCTUKOMN JIEKAPCTBEHHOTO TperapaTa Ui WHCTPYKITUEH 110
MEJTUIIMHCKOMY TTPUMEHEHHIO, TAK)Ke JIOJKHBI OBITh BKIIOUCHBI B OIIEHKY COOTBETCTBYIOIIHNX
PUCKOB B TIEPUOINYECKOM OOHOBIIIEMOM OTUYETE IO OE30MaCHOCTH, €CJIU 3TO MPUMEHUMO U
000CHOBAHHO.

603. Ilepuoauueckuii OOHOBISIEMBIN OTUET MO OE30MACHOCTH JOJDKEH BKIIIOUATH
o6o0marontyro HHGOpPMALHI0 000 BCEX HMCTOYHHKAX IMOJYYEHHS 3HAYMMBIX JTaHHBIX 00
O6e3zomacHOCTH U 3PGEKTUBHOCTH JEKAPCTBEHHOTO IIperapara, KOTOpPbIE JIOJKHbI
VIUTHIBATHCS TIPU BBIMOJHEHUU OYEPETHOW OIIEHKH COOTHOIIEHUs 'momb3a — pHCK",
JOCTYITHBIX JIEp)KATEII0 PErUCTPAIMOHHOTO YJIO0CTOBepeHHs. VICTOYHWMKM JaHHBIX O



6e3omacHocTH M 3(G(PEKTUBHOCTH JEKAPCTBEHHOTO IIperapara, KOTOpble MOTYT OBbITh
MCIIOJB30BAaHbI IPU MOJATOTOBKE MEPUOJIMUECKOTO OOHOBJISIEMOr0 OTUETa MO OE30MaCHOCTH,
BKJIIOYAIOT B CeO:

a) TOKJIMHUYECKUE UCCIICIOBAHUS (TOKCUKOJIOTMYECKUE U UCCIICIOBAHUS IN VItro);

0) CHIOHTaHHOE PENOPTUPOBAHUE;

B) aKTUBHBIE METOJ[bl MOHUTOPUHTA (HAIPUMED, aHAIN3 BHYTPEHHUX WM BHEIIHUX 0a3
JTAHHBIX);

T') UCCNIEOBAHMS KaYyeCTBa JICKAPCTBEHHOTO Mpernapara;

1) UCCIIEOBaHMS IO OLIEHKE UCTIOIb30BaHUA JIEKAPCTBEHHOT O MPEIapara;

€) KIIMHUYECKUE UCCIIeIOBAHUS, BKIIIOYAsl UCCIIETOBAHMS TI0 HEOJOOPEHHBIM MOKa3aHUSIM
K PUMEHEHUIO;

) oOcepBaIlMOHHBIE UCCIIE0BaHUs, BKIIOYAs PETUCTPHI;

3) MPOrpamMMbl MOICPKKH MALUEHTOB;

1) JaHHBIE CUCTEMAaTUYECKUX 0030pOB U METaaHAIN30B;

K) CalTBI IepKaTelisi perucTpalmoOHHOr0 Y0CTOBEepeHus, B cetu uTepHer;

J1) onyOJIMKOBaHHBIE JJAHHBIC HAYYHOW MEIUIIMHCKOM JTUTEpaTyphl WIM PE3IOME CTaTeH,
BKJTIOYAst HH(POPMAIIHIO, MPEJCTABISIEMYIO HAa HAYUYHbBIX KOHPEPEHIIUIX U BCTPEYaX;

M) HEOIyOJIMKOBaHHBIE PYKOIUCH;

H) JaHHbIE MNapTHEPOB MO JHIEH3UPOBAHUIO, APYTHX CIOHCOPOB WIIH

HAYYHO-HMCCIIEIOBATENbCKUX YUPEIKICHUM;

0) JaHHBIE YIIOJITHOMOYEHHBIX OPTaHOB (BCE rocyapcTBa MHUpa).

604. IlepedueHb HMCTOYHHMKOB HH(POPMAIUU HE ABJIACTCS HCUEPIIBIBAIOIIUM,
JOTIOJIHUTENIbHBIE MCTOYHUKU JIaHHBIX MOTYT OBITh HCIOJb30BaHbl JEpiKaTeIeM
PETUCTPAIIMOHHOTO YIOCTOBEPEHHUSI C IIEJIbIO TIPEICTaBICHUS HHPOPMAIIUKA O OE€30MaCHOCTH U
aPekTUBHOCTH
B TIEPUOJUYECKOM OOHOBISIEMOM OTYETEe MO OE30MacHOCTH, HaJJIeKAIIeH OIEHKU
COOTHOIICHUS "MOJIb3a — PUCK" M MPABWIBHOIO OTPAKEHUS MU3BECTHBIX W BBISIBIICHHBIX 3a
OTYETHBIA TIEPUOJ] BAXKHBIX AacCMeKTOB mpodwis Oe3zomacHOCTH U IPPEKTUBHOCTHU
JeKapCTBEHHOTO mpemnapara. llepedeHb MCTOYHMKOB HMCIOJIB30BAHHOW MpPH TOATOTOBKE
MEPUOJIUNYECKOr0 OOHOBJISIEMOTO OTYETa MO 0e30MacHOCTH MHGOPMAIUU JTOTKEH OBITh
IpEeJICTaBIICH JeprKaTeleM PEruCTPALIMOHHOTO yIOCTOBEPEHHS B IPUIIOKEHUH K JIOKYMEHTY.

605. Ilepuoanueckuii OOHOBISIEMBIN OTYET 1O OE30MAaCHOCTH JOJIKEH OBITH pa3padboTaH B
dbopme JOKyMEHTa, COCTOSIIEr0 M3 Pa3/esioB, ONpeiesieMbIX MYyHKTOM 590 HacTosmmx
[IpaBun. TpeboBaHusi K pas3nenaMm SBIAIOTCA OOIIMMHU [JIsI BCEX Jep)KaTeseu
PETUCTPALMOHHBIX yI0CTOBepeHnil. OObEM MPEACTABICHUS JAHHBIX MOET BapbUPOBATHCS
0 pasjiesiaM B 3aBUCUMOCTH OT Pa3IMYHOTO YPOBHS IOCTYMa JAepKaTeNe perucTpaliMOHHbIX
YAOCTOBEPEHUN K HCTOYHUKAM MH(POPMAIINH, BKIIOUYAEMOH B MEPUOIMICCKII OOHOBIISIEMBII
ordyer mo Oe3omacHocTH. Hampumep, nepxareib PEeruCTPAllMOHHOTO YAOCTOBEPEHUS,
SIBJISIBIIMICSL CIIOHCOPOM KJIMHUYECKOTO MCCIIEIOBAHUS, UMEET JAOCTYI K MOJHOMY 00beMy



JAHHBIX HAa YPOBHE MAIIMEHTOB, B TO BpEMs KaK IJi APYTUX JepikKaTeJael perucTpaloOHHbIX
YJIOCTOBEPEHUN, HE SBJISBIIUXCS CIOHCOPAaMH JAaHHOTO KJIMHHUYECKOTO MCCIEIOBAHMS,
JIOCTYT MOKET OBITh BO3MOKEH TOJIBKO K OIyOJIMKOBAHHBIM JIaHHBIM.

606. CteneHnp neranu3anuy HHOOpMaIIMK, MPECTaBIsIEMON B ONPEICICHHBIX pa3iesiax
NEPUOANYECKOT0 OOHOBIISIEMOTO OTYETa MO O€30MaCHOCTH, JOHKHA OMPEIEISIThCS COOOpa3HO
M3BECTHBIM U BBISIBIICHHBIM 332 OTYETHBIN MEPHO]I BAKHBIM acnekTaM npoduisi 6€30macHOCTH
1 3(PPEeKTUBHOCTU, COCTABJISIIONIUM KITFOUEBBIE KOMIIOHEHTBI OLIEHKH COOTHOIICHUS MOJb3bI U
pHUCKa JIEKApCTBEHHOTr' 0 IIpenapara.

607. Ilepuoanueckuii OOHOBISIEMBII OTYET IO 0€30MACHOCTHU AOHKEH UMETh CIIETYIOLTYIO
CTPYKTYPY:

Yacte . TuTynbHBINA JUCT, BKIIKOYAS MOANUCH JIUIA, OTBETCTBEHHOT'O 3a ITOJATOTOBKY

MEPUOANYECKOT0 OOHOBIISIEMOT0 OTUETA 110 OE30MaCHOCTH

Yacts II. KpaTkoe uznoxxenue (pe3rome)

Yacts III. Conepxanre nepuoguyeckoro 0OHOBIISIEMOT0 OTUETa MO OE30MaCHOCTH

Pasnen 1. Beenenue

Paznen 2. PernctpanimOHHBIN CTAaTyC JEKAPCTBEHHOTO MPENApaTa B MUPE

Paznen 3. Mepbl, IpUHATHIE 32 OTYETHBIN NEPHO/I, B CBSA3U C MOCTYNUBIINMU JaHHBIMU O

0€30MacHOCTH JIEKAPCTBEHHOT'O Mpernapara
Paznen 4. VI3meHeHus, BHECEHHBIE B CIPaBOYHYI0 HHPOpPMANUIO O 0€30MacHOCTH
JIEKapCTBEHHOTI'O TMpernapara
Paznen 5. OneHka unciia NalMeHTOB, MOABEPIIINXCS BO3/IEUCTBUIO JIEKAPCTBEHHOIO
npernapara, 1 0COOEHHOCTE! MPUMEHEHUSI B METUITMHCKON MTPAKTHKE
[Togpaznen 5.1. OOuiee yuca0 NaUMEeHTOB, MOJBEPTIIUXCS BO3ACHCTBUIO JIEKAPCTBEHHOTO
npenapara B KIMHUYECKHUX UCCIIEIOBaHMIX
[Tonpasnen 5.2. O61Iee YnUCI0 NMALUEHTOB, MOABEPTIINXCS BO3AEHCTBUIO JIEKAPCTBEHHOTO
npenapara, o JaHHbIM €r0 IPUMEHEHUS Ha PhIHKE
Pa3nen 6. O0001IeHHBIE TA0JIUYHBIE TaHHBIE
[Toapaznmen 6.1. CripaBounast nHGpOpMaITUS
[Toapazaen 6.2. O6o61meHHast HHDOpPMAIKA IO CEPHE3HBIM HEXKENATEIbHBIM SIBJICHUSM,
BBISIBJICHHBIM B X0/1€ KIMHUYECKUX HUCCIIETOBAHUM
[Mogpaznen 6.3. O6o0ueHHas uHGOPMAIUs MO JaHHBIM MOCTPETUCTPALIMOHHOTO

MIPUMEHEHMS JIEKAPCTBEHHOTO Mpenapara

Paznien 7. Pe3droMe 3HAUMMBIX JAHHBIX, [TOJYYEHHBIX B X0OJ1€ KIMHUYECKUX UCCIIECIOBAHUN
3a OTYETHBIN IIEPUOLT

[Togpaznen 7.1. 3aBeplieHHbIE KIUMHUYECKUE UCCIEIOBAHUS

[Toxpaznen 7.2. [Iponomxaromuecs: KIMHAYECKUE UCCIEOBAHUS

[Toxgpaznen 7.3. JMTENbHBIN MOCIEYIOIUA MOHUTOPUHT COCTOSIHUS MTAlIUEHTOB

IToppasnen 7.4. IHOE TepaneBTHYECKOE IPUMEHEHHE JIEKAPCTBEHHOTO MpeMmapaTa



[Tonpasznen 7.5. HoBbie naHHbIe 0 0€30MACHOCTH MPH MCIIOIH30BAHUH JIEKAPCTBEHHOTO
npenapara B PUKCUPOBAHHBIX KOMOMHAIUAX 103
Paznen 8. JlanHbIe HEMHTEPBEHIIMOHHBIX UCCIIEOBAHUMN
Paznen 9. Jlanubie npyrux KIMHUYECKUX HUCCIEAOBAHWN U JaHHBIC, MOJYYEHHBIC U3
JIPYTUX UCTOYHUKOB
[Tonpaznen 9.1. JlaHHble IpyrUX KIMHUYECKUX UCCIIETOBAHMIA
[Tonpaznen 9.2. Ommbku npruMeHEeHuUs! JIGKApCTBEHHOTO Mpenapara
Paznen 10. JlanHble TOKIMHUYECKUX (HEKIIMHUYECKUX ) UCCIEAOBAHUN
Pasnen 11. JlanHble HAYYHON MEIULIIMHCKON JTUTEPATYPbI
Paznen 12. JIpyrue nepuoanyeckre 0OHOBIISIEMbIE OTUETHI MO0 OE30MTACHOCTH;
Paznen 13. Hemocratounas TepaneBTuyeckas 3(PQGEeKTUBHOCThH JEKApCTBEHHOTO
npemnapara, yCTaHOBJICHHAS B KOHTPOJIUPYEMBIX KIMHUYECKUX UCCIICIOBAHUSX
Paznen 14. Baxunas undopmanus, mojgydeHHas MOCJE 3aBEpIICHUs MOATOTOBKHU
MEPUOINYECKOT0 OOHOBIIIEMOIO OTYETa MO 0€30MACHOCTH
Pazpen 15. O630p curHanoB (HOBBIX, pacCMaTPUBAEMBIX U 3aKPBITHIX )
Paznen 16. Curnansl u olieHKa pucka
[Toapaznen 16.1 O6o0maronias nabGopMaus o mpoodieMax 1mo 6€30MacHOCTH
[Tompaszaen 16.2. OueHka CUurHaaoB
[Toxpasnen 16.3. Ouenka puckoB ¥ HOBOW WH(MOPMAITUU
[Tonpaznen 16.4. XapakrepucTuka puckoB
[Toapazmen 16.5. DbdHEKTUBHOCTH MEP MUHIUMH3AIIUN PUCKA (€CIIM OHU IPUMEHSITHCH )
Paznen 17. OuieHka mojib3bl
[Togpasznen 17.1. Baxnas 6asucHas undopmanusa 06 3¢p(PeKTUBHOCTH JTE€KAPCTBEHHOTO
npemnapara
[Tonpasnen 17.2. Hoas BoIsiBIieHHas nHQopManusa 00 3ppekTuBHOCTH
[Togpaznen 17.3. XapakTepucTuka moyib3bl
Pazgen 18. UnTerpupoBaHHblii aHAIM3 COOTHOILIEHUS "TOJIb3a — pUCK" MO 0100PEHHBIM
MOKa3aHUSIM
[Toxapaznen 18.1 MuTerpupoBaHHbIil aHATU3 B KOHTEKCTE COOTHOIIEHUS "T0Ib3a — pUCK" (
BKJIIOYAs MEIUIIMHCKYIO TOTPEOHOCTh U BaXKHBIE AJIbTEPHATUBBI)
ITonpazaen 18.2. Ouenka nmponeaypsl aHaau3a COOTHOIIEHHUS "MoJib3a — puck"
Paznen 19 3akntoueHne mepuoauyeckoro OOHOBIISIEMOr0 OTYETa MO 0€30MacCHOCTH U
MpeuiaraéMble Mocaeayouue 1eHCTBUS
Paznen 20 [IpuioxeHus: kK nepuoinyeckoMy OOHOBISIEMOMY OTUETY IO O€30MAaCHOCTH.

Yacts I TuTyIeHBIH JIMCT

608. Ha TuTysnbHOM JIMCTE NOJKHA OBITh YKa3aHa ciaeayrouias HHpopManus:
HaMMEHOBAHHUE JIEKAPCTBEHHOIO Ipenapara 1 JeHCTBYIOIIETO BEIECTBA!
MEXIyHapO/IHas JaTa PerucTpalnu JeKapCTBEHHOr O Npenapara;



OTYETHBIN TTEPUOL;
JaTa COCTaBJICHUS OTYETA;
JaHHBIE JCPKATeIIsl pETUCTPAIIMOHHOIO YIOCTOBEPCHUS;

yKa3aHWe Ha KOHQUICHIHAIBPHOCTh MH(OPMAIIUK, BKIIOUYCHHOW B MEPHOINYCCKUI
OOHOBIISIEMBIH OTYET IT0 OE30IaCHOCTH.

TUTYABHBIA JTUCT TIEPUOTUUYECKOTO OOHOBIISIEMOr0 OTYETa MO 0€30MaCHOCTH JOJKEH
OBITh 3aBEPEH MOITUCKHIO YITOJITHOMOYECHHOTO JIUIIA TI0 (hapMaKOHAA30py WIIH JTUIA, KOTOPOMY
nenerupoBaHa (QyHKIHUS OJOOpPEHHsS MEPUOJMYCCKOTO OOHOBISEMOTO OTYEeTa IO
0€30MacHOCTH.

Ecnu nepxatenb perucTpallMOHHOTO YJIOCTOBEPECHHUS HE MMeEeT HMH(popMamuu o
(haKTUYECKOH MEXKIYHAPOJHOW JaTe PETHCTpPAlnH, HEOOXOAMMO OOpaTHUTHCS K CIMCKaM
OIMyOJIMKOBAHHBIX MEKIYHAPOIHBIX NIaT perucTparuu. Eciu jnexapcTBEHHBIN MpemnapaTr He
BKJIIOUEH B KaKOW-THOO CIHCOK, JAEpKaTeat0 PEeruCTPAllMOHHOTO YJIOCTOBEPEHUS CIEAYET
COTJIaCOBAaTh C YMOJHOMOYEHHBIM OpPraHOM BO3MOKHOCTH HCIIOJB30BaHUS B KadyeCTBE
MEXTyHAPOIHOM JIaThl PETUCTPAIIMU TTePBOM M3BECTHOM AAaThl MOJYYCHUS PETUCTPAIMOHHOTO
YAOCTOBEPEHUS Ha JICUCTBYIOIIEE BEIIECCTBO.

Yacts II. KpaTkoe uznoxenune (pe3iome)

609. [lenpto yka3aHHOTO CTPYKTYPHOTO 3JE€MEHTa MEePUOUUYECKOr0 OOHOBIISIEMOTO
oTdyeTa 1O O€30MaCHOCTH SBISIETCS KpaTKOe TMpEJACTaBICeHUE B O0O0OOIIEHHOM BHJIE
COoJIepKaHusl U HanOoJee BaXHOW MH(OpMaIMK, COCTABIAIONMIEH yKa3aHHbIN oTueT. KpaTtkoe
U3JI0’KEHUE JIOJDKHO BKIIIOYATH CIEAYIONIYI0 HHPOPMAIHUIO:

a) BBEJICHUE, YKa3aHUE OTUYETHOTO NEPHO/Ia;

0) HaMMEHOBaHUE JIEKAPCTBEHHOTO Mpenapara, (hapMakoTEepaneBTUYECKHI Kiiacc,
MEXaHU3M JICHCTBUA, MOKAa3aHUs K MpUMEHEHUI0, popma (Hopmbl) BBINTyCKa, TO3UPOBKA (
JIO3UPOBKH ), CTI0CO0 (CIIOCOOBI) BBEICHHUS;

B) OIICHKA KyMYJISTUBHOTO BO3JICHCTBUS B X0J1€ KIIMHUYECKUX UCCIICIOBAHU;

I') OIlCHKa WHTEpBaja IMOCTPETHCTPAIMOHHOTO MPUMEHEHHUS W KyMYJSTHBHOTO
BO3JEUCTBUS 32 3TOT IMOCTPETUCTPALVOHHBIN EPUO;

J) YHUCIO TOCYJapCTB, Ha TEPPUTOPUSIX KOTOPBIX pa3pelieHo IMPUMEHEHHE
JIEKapCTBEHHOTO Tpernapara;
¢) o0obmenHas nHpopMarus 06 OlEHKE COOTHOIICHHS "MoJIb3a — pUCK";

) TIPUHATHIE W TpeJIaracMble JCUCTBHS, CBS3aHHBIC C aCMEKTaMU MPOQUIS
0e30macHOCTH, BKJIFOYAsl CYIIIECTBEHHbIE U3MEHEHHS, BHECEHHBIE B OPOIIIOPY MCCIIEA0BATENS
Ha JTane KIMHUYECKHUX HCCIEAOBAaHWUN W B OOIIYI0 XapaKTEPUCTUKY JEKapCTBEHHOTO
mpernapara Ha OCTPETUCTPAIIMOHHOM 3Tarle, Ui NHbIe MEPhl MUHIMH3AIIUN PUCKA;

3) 3aKJIIOUYCHHE.



6. TpeGoBaHMA K COEpKAaHMIO KaXIOT0 pasfelia IEPHOIUISCKOr0 0OHOBIAEMOr0 OTIETA IO
0e30macHOCTH

Yacrs 1. ComeprkaHue meprOANIECKOTO OOHOBIIEMOTO OTIETa IO 6€30IMaCHOCTH

610. KpaTtkoe uznoxkeHue (pe3roMe) J0JKHO COMPOBOXKIATHCSA TaOJIUIICH COICPIKaHUS
MEPUOANYECKOT0 OOHOBIISIEMOI0 OTYETA M0 OE30MACHOCTH.

Paznen 1. Beenenue

611. BBeaeHue JOKHO COAEPKATh CIEIYIONIYI0 HHGOPMAIUIO:
1) MexayHapOIHYIO JaTy PETUCTPAllMU U OTUYETHBIN MEepUo;

2) HaMMCHOBAHHWE JICKAPCTBEHHOTO Mpemnapara, (apMakoTEeparneBTHYCCKHN Kilacc,
MEXaHU3M JEHCTBHsI, 0JJOOpPEHHBIC TIOKa3aHUsl K MpUMEHeHHo, popma (PpopMbl) BEITTyCKa,
J03UPOBKa (JI03UPOBKHU), CITOCOO (CIIOCOOBI) BBEICHNS,

3) KpaTKoe ONMHCAaHHWE MOIMYJANHNN, KOTOPhIE MOTYyYaloT JICUCHHUE ¢ Ha3HAYCHUEM
JICKapCTBEHHOTO TIperapara u ObUTH BKJIFOUEHBI B KIIMHUYECKUE HCCIICTOBAHUSI.

Paspen 2. PernctpaoHHEL CTAaTyC JIEKAPCTBEHHOTO MpENapaTra B MApe

612. B nanHOM paszjnene nobkHA OBITh MpeJCcTaBiIeHa CIEeAYIOIas KpaTkas 0030pHas
uHbopmanus:
1) naTel IEpBOI perucTpaluu B 1I0OOM TOCYAapCTBE MUPA;
2) o100peHHbIE TTOKA3aHUS K TPUMEHEHUIO;
3) 3aperucTpupoBaHHbIC POPMBI BBIITYCKA U TO3UPOBKU;
4) ykazaHue TOCyJapcCTB, B KOTOPBIX JEKAPCTBEHHBIN ITpenapaT 3aperucTpupoBaH.

Paznen 3. Mepsl, IPHASTHIES 32 OTYETHEIA IEPHO/, B CBS3H C JJAHHEIME 0 6€30I1aCHOCTH
JIEKapCTBEHHOT'O IIpenapara

613. B nanHOM paszzeisie IpeACTaBiIseTCs] ONMUCAHNUE CYLIECTBEHHBIX MED, MPUHSITHIX
YIOJIHOMOYEHHBIMU OpraHaMHU, JI€pKaTeJIeM PErUCTPALOHHOIO YIOCTOBEPEHHUS, CIIOHCOPOM
KJIMHUYECKUX UCCIIEIOBAHUN, KOMUTETOM MO MOHUTOPUHTY U OLIEHKE TAHHBIX, KOMUTETOM TI0
STUKE HAa OCHOBAaHHMM JAHHBIX O O€30MACHOCTH 3a OTUYETHBIA MEPUOJ] KAK B OTHOLUEHHUH
IPOAOKAIOIINXCS] KITMHUYECKUX UCCIIEOBAaHUM, TaK U OCTPETUCTPALIMOHHOIO IPUMEHEHHUS

K nanHbIM MepaM OTHOCSIT MEpbI, KOTOPHIE:
1) oka3zanu cCymnieCTBEHHOE BJHUSHHE Ha COOTHOIIEHHE 'mojb3a — pPHUCK"
3apErUCTPUPOBAHHOTO JICKAPCTBEHHOIO MPEIapara;
2) oka3ajau BIUSHHUE Ha MPOBEJCHUE KOHKPETHOTO KJIMHUYECKOIO MCCIEIOBAHUS WM B
I1€JIOM Ha MPOrpamMMy KIMHHUYECKOU pa3pabdO0TKH JIEKApCTBEHHOTO Mpernapara.



614. B paznene noykHBI ObITh YKa3aHbl OCHOBAaHMS JUIsl MIPUHATHUS JAHHBIX MEp U
JOTIOJIHUTENbHAS MH(pOpMarws (MIpH HaTu4KK). B TaHHOW YacTu MPUBOAUTCS TaKXKe KpaTKas
uHdopmarus 00 0OHOBIIEHUH CTaTyca paHee MPUHSITHIX Mep.

615. CymiecTBeHHbIE MEpHI, IPUHATHIE B OTHOIICHUH HCCIIEAYEMOTO JICKapCTBEHHOTO
npernapara, MOTYT BKJIIOYATh B CEOS:

a) OTKa3 B BBIJAY€ pa3pelieHUs Ha MPOBEJACHHE KIMHUYECKOTO HCCIIEAOBAHUS IO
acrekTam 0e30MacHOCTH HIIM ATHYECKHUM BOTIPOCaM;

0) yacTUYHas WIM TMOJHAsl MPUOCTAHOBKA KJIMHUYECKOTO MCCIEAOBAHMS JIMOO MOJHOE
MpeKpalieHre KINHUYECKOTO HCCIEOBaHUSl paHee IJIAaHUPYEMOTro CpOKa IO MPUYHHE
BBISIBJICHHBIX JIaHHBIX O 0€30MaCHOCTH WJIM HEJOCTaTOYHOW TepaneBTUYECKON
3 PEeKTUBHOCTH;

B) OT3BIB UCCIIEyEMOTO JIEKAPCTBEHHOTO MpernapaTa Wi Ipernapara CpaBHEHHUS,

') OTKa3 B BbIjJIaue pa3pelieHus Ha MPUMEHEHHE 10 TIOKa3aHUIo, HCCIEAyeMOMY B XOJIe
KIIMHAYECKOTO MCCIEOBaHUs, a TaKkKe JOOPOBOJBHBIM OTKa3 OT MOJAa4M 3asBIICHUS Ha
PETHUCTPALINIO;

1) MEpbl MUHUMH3AIUN PUCKA, B TOM YHCIIE:

U3MEHEHUS, BHOCUMBIE B MPOTOKOJ HCCIEAOBaHUS U OOYCIIOBJICHHbBIE JAaHHBIMU O
6e3onacHoCTH WM 3P(HEKTUBHOCTH JIEKAPCTBEHHOrO Ipernaparta (Hampumep, U3MEHEHUue
peXrUMa JO3UPOBAHUS, U3MEHEHUS! KPUTEPUEB BKIIOUEHUS UM HEBKIIOYCHHS B KIMHUYECKOE
MCCIICJIOBAHHUS, BBEJICHUE TIOTIOTHUTEIBHBIX MEP 110 MOHUTOPUHTY CYOBEKTOB HCCIIETOBaHUS,
OTrpaHUYECHHE MPOIOIKUTEILHOCTH UCCIIEIOBAHMS);

OTpPaHUYEHUS MCCIIEAYEMOU MOMYJISINH WU TIOKa3aHUH K PUMEHEHHIO:

U3MEHEHUS HH(GOPMUPOBAHHOTO COTJACHsA, CBS3aHHBIE C aCMEeKTaMH MPOduIs
0e3011aCHOCTH;

M3MEHEHUS COCTaBa JICKApCTBEHHOTO Mpemnapara;

JIOTIOJTHUTENbHOE TpeOOBaHUE YIOJTHOMOYEHHBIX OPTaHOB TOCYAAapCTB-YJICHOB IO
0c000My MOPSIAKY MpeAcTaBICHIsI HHPOpMAIK 0 OE30MMaCHOCTH JIEKAPCTBEHHOTO MIpemapaTa
;

CIICOHUAJILHOC I/IH(i)OpMI/IpOBaHI/IC Bpaqeﬁ-nccneszaTeﬂeﬁ NI MCIULINMHCKHUX pa6OTHI/IKOB

IUIAaHUPOBAHME TPOBEICHUS HOBBIX HCCIIEIOBAHUN IO OIEHKE ACMEKTOB MPOdUIIs
0€30MacHOCTH.
616. CyliecTBEHHBIE MEpbI, MPUHATHIE B OTHOIIEHUH 3apPETrUCTPUPOBAHHOTO
JIEKapCTBEHHOTIO Mperapara, BKIYaloT B ceOsl:
a) OTKa3 B IPOJIJICHUHU JIEUCTBUSI PETUCTPALITMOHHOTO yI0CTOBEPEHHS;
0) MPUOCTAHOBKY WJIU OT3bIB PETUCTPALIMOHHOTO YJIOCTOBEPEHUS;
B) MEpbI, IPUHSATHIC B CBS3H C BBIABICHUEM Je(ekTa KauecTBa MO0 WHBIX MPUYWH,
CBSI3aHHBIX C KAYECTBOM JIEKAPCTBEHHOTO MperapaTa;
') BBEJICHHE MJIaHa IO MUHUMU3AIUU PUCKA, COJIEPKAIIETO:



CYyLIECTBEHHBIE OrPAaHUYEHHUS B PACIPOCTPAHEHUM WIM BBEACHHUE HHBIX MeEp
MUHUMU3AIUU PUCKA;

CYyIIeCTBEHHbIE M3MEHEHHS OOIlel XapaKTepHUCTHKHU JIEKApCTBEHHOrO Ipernapara,
BKJIIOYAs OrpPaHWYEHMs] TOKa3aHUM K HA3HAYEHMUIO WJIM TPYIIN MAlMeHTOB, KOTOPBIM
Ha3HA4aeTcs JEKapCTBEHHBIN Mpernapar;

crienuaibHoe UHPOPMUPOBAHUE MEAUIIMHCKUX paOOTHUKOB;

TpeOOBaHHE YIMOJHOMOYEHHBIX OPTraHOB IO MPOBEICHUIO MOCTPETHCTPALMOHHOTO

MCCJIEI0BAHMS.

Paspen 4. I3aMeHeHH, BHECEHHBIE B CIIPABOYHYIO HHGOPMALHIO 0 06e30aCHOCTH JIEKApCTBEHHOI'O
mpemnapara

617. B nanHOM pa3jiesie yKa3bIBalOTCs CBEJIEHUS 000 BCEX CYIIECTBEHHBIX U3MEHEHUSIX,
BHECEHHBIX B CIPAaBOYHYI0 MH(GOpPMaLNIO 0 O€30MacHOCTH JIEKAPCTBEHHOTO Mpernapara 3a
OTYETHBIN nepuo. JlaHHbie CyleCTBEHHbIE U3MEHEHUS BKIIIOYAIOT B Ce0s:

U3MEHEHHMS B pa3zesiax IpOTUBOIIOKA3aHU, MPEJOCTEPEKEHUMN, OCOOBIX YKa3aHUM;

UH(pOpMAIIU O CEPbE3HBIX HEXKENAaTENIbHBIX PEaKlMsIX, HEXKEIaTeNbHbIX peaklusX,
MPECTABIISIONIMX OCOOBIN HHTEPEC U PEAKIIUSIX B3aUMOICUCTBUS;

BAJKHBIC JAHHBIE ITPOIOJIKAIOIINXCS U 3aBEPLICHHBIX KIMHUYECKUX UCCIIEI0BAHUM;

Ba)KHBIE JIAHHBIE JOKIMHUYECKUX (HEKIMHUYECKUX) UCCIEA0OBAHMM (HapuMep, U3y4eHue
KaHIIEPOTEHHOCTH).

618. Undopmanuus o AaHHBIX HU3MEHEHUAX JIOJKHA OBITH MpeICTaBJIcHA B
COOTBETCTBYIOIIUX pa3jeliax MepuoJAUYecKOoro oOHOBIIIEMOro OTYeTa Mo Oe3onacHocTu. B
NPUIOKEHUU K MEPUOJUYECKOMY OOHOBISIEMOMY OTYETy IO OE€30MacHOCTH JIOJKHA
coJiepKaThCsl BEPCHUs CIPABOYHON MH(GOpMALIMKU O O€301aCHOCTH JIEKAPCTBEHHOIO Mpernapara
C COOTBETCTBYIOIIMMU U3MEHEHUSMMU.

Paszpen 5. OneHka 4nciia DaOyeHTOB, IOABEPIIIMXCS BO3ACHCTBHIO JIEKapCTBEHHOTO IIpenapara, i
0cobeHHOCTEH MPHUMEHEHHA B MEUITMHCKOMN IIPaKTHKE

619. [lepuoanuecknuii OOHOBISIEMBIN OTUET MO OE30MACHOCTH JTOJIKEH COAEPKATh TOUHYIO
OLICHKY YHCJIa TAlMEHTOB, KOTOPBIE MOJABEPIIUCH BO3ACHCTBUIO JJEKAPCTBEHHOIO MIpenapara,
BKJIIOUasi BCE JaHHbIE 00 00beMe €ro MpoAaX M KOJIMYECTBE Ha3HaueHUU. JlaHHasl oleHKa
JOJKHA COIMPOBOXKAATHCA KAYECTBEHHBIM M KOJMYECTBEHHBIM aHAINU30M MPUMEHEHHS
JIEKapCTBEHHOI'O IIpenapara B peaJlbHOM MEIULIMHCKON MPAaKTUKE C YKa3aHUEM TOr0, KAKUM
00pa3oM 3TO MOXKET OTJIMYAThCS OT OJOOPEHHOIO NMPUMEHEHHS, OCHOBBIBASICh Ha BCEX
JNAHHBIX, JOCTYIIHBIX JEp>KAaTEIK PEruCTPAlMOHHOIO YJIOCTOBEPEHMS, W pe3yJbTarax
HaOJII0JaTeNbHBIX UCCIIEOBAHNUMN IO OLIEHKE MCIOIb30BaHUs JIEKAPCTBEHHOIO IIpenapara.

620. B nanHOM paszeine 10KHA ObITh IPEACTABICHA OLIEHKAa 00bEMa U XapaKTEPUCTUKH
HOMYJISIUY, MOJBEPriIelics BO3AEHCTBUIO JIEKapCTBEHHOIO IpenapaTta (BK/IOYas KpaTKoe



OTIMCAaHME HCTIOJIB3YEMOr0 JJIsl OLICHKH METOJIa M YKa3aHUs OTPaHMYCHHUN HCIIOIb3YEeMOTO
METO/1a).

621. Cornacyromuecss METOJIbl MO OLIEHKE BO3JCHCTBUS Ha CyObEKTa WIIM MallMEHTa
JOJDKHBI MCITOJIB30BAaThCS BO BCEX pasjieliax MEePUOJIMYECKOTO OOHOBJISEMOr0 OTYeTa IO
0e30macHOCTH ISl OJTHOTO JICKapCTBEHHOTO Tpenapara. Eciu 3aMeHa ncronp3yemMoro MeToia
OIICHKH SIBJISICTCSI YMECTHOM, TO MCITOJIb3YEMbIH METOJT U HOBBI METOJI, @ TAaK)KE PacyeThl 110
HUM JOJDKHBI OBITh TIPEICTABIICHBI B IEPUOINYECKOM OOHOBIIIEMOM OTYETE IO OE30MaCHOCTH
¢ 0OBSICHEHHEM 3aMEHBI.

ITompasmen 5.1. O6miee 9MCIIO MAMEHTOB, MOABEPIIIHXCS BO3AEHCTBHIO JIEKAPCTBEHHOT'O
mpenapara B KIIMHUIeCKUX HCCIICIOBAHUAX

622. JlaHHBIN MoApazeNn NepuoJnYecKoro 0OHOBISEMOTO OTYeTa MO OEe30MaCHOCTH
JOJDKEH COJEpKaTh CIEAYIONIYI0 HH(OpMAIHIO O MalMeHTaX, BKIOYCHHBIX B KIMHHYECKHE
MCCIIEJIOBAaHMS JICKAPCTBEHHOI'O IIperapara, CIHOHCOPOM KOTOPBIX SBIISJICS JIEpiKaTeib
PErHCTPALlMOHHOrO YIOCTOBEPEHHUS (ClIeayeT UCI0b30BaTh TAOIUYHBIN (hopmar):

a) KyMYJISITUBHOE YUCJIO CyOBEKTOB MCCIIEOBAHUS, BKIIOUEHHBIX B MPOJIOJIKAIOLIUECS U
3aBeplUICHHBIC KIIMHUYECKNE UCCIEAOBAHUS M TIOABEPTIINXCS BO3IACHCTBUIO UCCIEAYEMOTO
JEKapCTBEHHOTO Mpemnapara, Iuanedo M (M) aKTUBHOIO IpenapaTa CpaBHEHHUS C
MEXIyHApOJIHOW 1aThl 0J00peHHs pa3pabaTbIBAEMOro JIEKapCTBEHHOTo mpemnapara. s
JIEKapCTBEHHBIX MPENaparoB, AJTUTEIbHOE BpeMs HAXOSIIMIMXCA B OOpalleHUH, yKa3aHHAsS
AeTanbHas HHPOPMALUS MOXKET ObITh HEAOCTYITHA,

0) Oonee neranbHas KyMyJsiTUBHasg HMH(popManus o CyObEKTaxX HCCIEeIOBaHHS,
MOJBEPTIINXCA BO3ACHCTBHIO JIEKAPCTBEHHOTO Ipernapara (Mpu Hajauduu) (Hampumep,
KyMyJATHBHas uWH(OpMamus, CrpynmnupoBaHHas IO BO3pacTy, IMOJy, pPacoBOH
MIPUHA]IEKHOCTH MO BCEH MporpaMMe pa3paboTKH);

B) BXHBIE Pa3INuus MEX]y MCCIEIOBAHUSIMU B OTHOIIEHUU Ha3HAUYaEeMBbIX /103, MMyTeH
BBEJICHUS JIEKAPCTBEHHOTO IMIpenapaTa, MOArpyI NallueHTOB;

I') JaHHbIE O BO3ZCHCTBUU B CIIy4ae, €ClIM KIMHIUYECKUE UCCIET0BaHMs IPOBOJMINCH Ha
O0COOBIX Trpynmax MalueHToOB (HampuMep, OEpeMEHHBIX JKEHIWHAX, NalUeHTaX C
HapyIIeHUus MU (DYHKIMU TMOYEK, TEUEHHU, CEPIECYHO-COCYAUCTON CHCTEMBI, MAIlMEHTaX C
KIMHUYECKH 3HAYUMBIM T€HETUYECKUM TOTUMOPHUZMOM);

1) OLIEHKa BO3JIEWCTBHUs, BbIpaXXE€HHAas B BHJE IOKa3aTelell cyObekT-Bpems (
MAIUEHTO-IHH, ~-MECSIbI WIH -TOJbI) (MPU HAIWYUH CYIIECTBECHHBIX Pa3IUYUil IO BPEMEHHU
BO3/ICHCTBUS JIEKAPCTBEHHOI'O MpernapaTa MeXIy CyObeKTamMH, paHJAOMU3MPOBAaHHBIMHM Ha
MOJTyYeHUE HCCIIEIYyEeMOro JIEKapCTBEHHOI'O Mpernapara WM Ipernapara CpaBHEHUS, WIIH
HAJIMYUHA HECOOTBETCTBUU MO MPOAOKUTEIBHOCTH BO3JIEHCTBUS MEXAY KIMHUYECKUMHU
MCCIIeIOBAaHUSAMN ),

€) JaHHbIE O BO3JEHCTBUU MCCIEAYEMOro IpernapaTa Ha 3JJ0POBBIX JOOPOBOJIBIIEB,
KOTOpPBIE MOTYT HMETh MEHBINYI0 3HAYUMOCTH [JISi OLIEHKH NpOQuiIst 0e30MacHOCTH



JIEKapCTBEHHOTO Tpernapara B 1[eJI0OM B 3aBUCUMOCTH OT THIIAa HAOIIOJaeMbIX HEXEIaTeIbHbBIX
peakimii, B 0COOEHHOCTH €CJIM MAlMEHThI MOABEPraloTCs BO3AEUCTBUIO OJJHOKPATHOM J03BI (
JIOJIKHBI OBITH MPEJICTaBICHBI OTACIBHO U MPU HEOOXOAMMOCTHU, C TIOSICHEHUSIMU );

) yKa3zaHue 0 OLIEHKE BO3/ICHCTBUS JIEKapCTBEHHOTO MpernapaTa Ha naiueHTa (B cirydae,
ecnu B 0000mIeHHOW MH(OpPMAIMU O HEKEJATEIbHBIX PEAaKIUAX, BBISIBICHHBIX B XOJI€
KJIMHUYECKUX UCCIIEIOBAaHUM, YKa3aHbl CEpPbE3HbIC HEXKEIATEIbHbIC PEAKIIUN );

3) JeMorpaduyeckas XapakTepUCTHKA MAlMEHTOB JUJISl OMPENEIEHHBIX 0CO000 BaXKHBIX
KIIMHUYECKUX HWCCIEOBAaHUN (MPENCTaBISIETCS OTACIbHO OT MH(OpMAIlMU, YKa3aHHOW B

nan

noAmyHkrax "a" — "x" HacTOSAIIEro MyHKTA).

ITompasmen 5.2. O6mee 9UCIIO MAUEHTOB, IOABEPIIIUXCSA BO3AESHCTBHIO JIEKAPCTBEHHOT'O
mpemnapara, o JaHHEIM €TI0 IPUMCHEHHS Ha PHIHKE

623. B nanHOM mojpasjeiie o BO3MOXHOCTH JOJKHA OBITh MPEACTABIEHA OTAEIbHAS
OlLIEHKa KyMYJIITUBHOTO BO3JEHCTBUS (HauMHas ¢ MEXKIYyHAPOJHOM ATkl PETUCTPALUN) U
BO3JICMCTBUS JIEKaPCTBEHHOIO MperapaTta 3a ONpeeeHHbIM HHTepBal (C JaThl OKOHYAHUS
cbopa JaHHBIX O TPEAIECTBYIONIEM MTEPUOIUUECKOM OOHOBIISIEMOM OTYETE MO 6€30MacHOCTH
). B pa3nene noiKHO OBITH MPHUBEIEHBI OLIEHKA KOJHWYECTBA MAIMEHTOB, MOJBEPIIIMXCS
BO3JICHCTBUIO JIEKAPCTBEHHOI'O Mpenapara, U METOM, C MOMOIIbI KOTOPOTO BBIINOIHAIUCH
OTIpEJICIICHHE U OLICHKA.

624. JlomxHO OBITH MPEACTABICHO 00OCHOBAHME, €CJIM HEBO3MOKHO MPOBECTH pacyeT
qyclia MAlUeHTOB, MOJABEPIIIUXCS BO3ACHCTBUIO. ECiM HEBO3MOYKHO BBIIIOJHHUTH OLEHKY
yycia MalueHTOB, JOJDKHBI ObITh NPEACTABIEHbI ajJbT€PHATUBHBIE BAPUAHTHI OLIECHKH C
yKa3aHUEM METOJIa UX BBINOJIHEHUS. AJbTEPHATUBHBIMU I1OKA3aTEIsIMU OLICHKU BO3EHCTBUS
JIEKApCTBEHHOr'0 Mperapara SBJIAIOTCSA MOKa3aTellb MallMeHTO-JHEH U YMCIIO0 Ha3HayeHUi (
BbINUCHIBaHM). TOMBKO B TeX cilydasX, KOTJa JaHHbIE MOKAa3aTeNIH HEJOCTYIHBI, MOXKET
OBITh UCIIOJIB30BAaHA OLIEHKA 00bEeMa MPOJAXK, BbIpAKEHHAs! B BECOBBIX €IMHUIIAX WM J03aX.
MoskeT ObITh MPUMEHEHA KOHIICTIIIHUS yCTaHOBIeHHOW cyTouHoi 10361 (Defined Daily Dose,
DDD) ns nony4eHust JaHHBIX O BO3JEMCTBUM JIEKAPCTBEHHOT'O Iperapara Ha NalueHTOB.

625. JlanHble O BO3JECHCTBUH JIEKAPCTBEHHOr'O Mpenapara JOJKHbI ObITh MPUBEICHBI 110
CJIEYIOIIUM KaTE€ropHusM €ro UCIIOJIb30BAHMUS:

a) IOCTPErUCTPALIMOHHOE TPUMEHEHUE (32 UCKITIOYEHUEM KIIMHUYECKUX UCCIEOBAaHUM ).
B srom ciydae noikHa ObITH MpHUBEACHA 00IAs OLEHKA ¢ JaHHBIMU NPEACTABICHHBIMU C
pa30MBKOM IO MOJy, BO3PACTY, MOKA3aHUAM, JT03UPOBKaM, (hopMaM BBIITyCKa U PErHOHAM,
€CJIM 3TO NPUMEHUMO. B 3aBUCUMOCTH OT JI€KapCTBEHHOr'O Ipenapara UHbIE NEPEMEHHBIE
MOTYT OBITh NPHUBEACHBl KaK 3HAUYMMbIC (HAPUMEP, YKUCIO BHIIOJTHEHHBIX BaKIMHALWMU,
croco0 BBEACHMS U MPOJOKUTENBHOCTH JiedueHus1). B cinyuae eciu Oblia BBIABICHA CEpUS
COOOILEHUI O HEeXeJIaTeJIbHBIX peakUusAX, IMpeaIoyararolas Hajauuue CUrHajua, JTOJKHBI
OBITH 10 BO3MOXHOCTH IPEJCTABIEHbI JaHHbIE O BO3/EMCTBUU JIEKAPCTBEHHOI'O Ipenapara
Ha COOTBETCTBYIOLIYIO NMOATPYIITY MMallUEHTOB;



0) MOCTPETUCTPAITMOHHOE TPUMEHEHUE Yy 0COOBIX MOMYJISIMOHHBIX TpyN. B ciyuae ecnu
Ha MOCTPErUCTPAIIMOHHOM JTalne JEeKAapCTBEHHBIM Mpenapar MCIOIb3YETCS Y OCOOBIX
MOMYJISIUOHHBIX TPYMN, JOJKHA OBITh MpPEACTaBI€HA MOCTymHas WHQoOpMaIus o
KyMYJISITUBHOM YHCJIE TTAIIMEHTOB, MOABEPIIINXCS BO3ICHCTBUIO JIEKAPCTBEHHOTO Mpenapara,
U UCHOJb3yeMbId MeToJ pacueTa. MCTOYHMKM HSTUX JAHHBIX MOTYT BKJIIOYATh
HEMHTEPBEHIIMOHHBIC HCCIEAOBaHUs, pa3pa0OTaHHbIE HEMOCPEACTBEHHO MJIS IMOJTY4YCHHUS
JAHHBIX 00 OCOOBIX MOMYJSIMOHHBIX MOATPYIIAX, BKJIIOYAsi PETUCTPhI MallMeHTOB. Jpyrue
MCTOYHUKHA WH(OOpPMAIUU MOTYT BKIIOYATh COOp JAHHBIX O HEXEIATENbHBIX PEAKIUAX 32
paMKaMU KJIMHUYECKHUX HCCIEJOBAHUM C UCIOJb30BAHUEM CHUCTEMBI CIIOHTAaHHOTO
penopTupoBaHus (HampuMep, B pasliesie MOXET OBITh MpeacTaBiieHa HHPOpMAIUS O
BO3JICHCTBUM B MEPUO]T OEPEMEHHOCTH, HE CONMPOBOXKIABIIIEMCS] pa3BUTHEM HEXelaTeIbHON
peakiun). [Tonynsiiuu, BKIt0OYaeMbI€ B OLIEHKY 10 TAHHOMY pa3zelly, BKIIOYAIOT CIECAYIOIIHNEe
BU/JIbI, HO HE OTPAHUYMBAIOTCS UMHU:

neauaTpudecKast HomyJIsius;

MOMYJISIIKSA MTOXKUIOTO BO3PACTa;

YKEHIIMHBI B EpUOJ] OEPEMEHHOCTH U KOPMJIEHUS TPY/IbIO;

MAIMEHTHI ¢ HAPYIICHUAMH (PYHKITUU TICYCHH U (WITH) TTOYCK;

MAIMEHThI C UHOM BaYKHOW COINYTCTBYIOLIEH NATOJIOTUEN;

MAIMEHTHI, CTETICHb TSHKECTH 3a00JIeBaHUSI KOTOPHIX OTJIMYHA OT MCCIIEIyEeMON B XOJe

KJIMHUYECKUX UCCIIEIOBAHU;

CyOmony ISy ¢ HOCUTEIHCTBOM I'€HETUIECKOTO TToJIMMopdu3Ma (moauMophu3MoB);

NAIMEeHThl C MHOM (HEe M3yYEHHOU B XOJ€ KIMHUYECKUX HCCIETOBAHUI) PACOBOM WM

ATHUYECKOW MPUHAIICKHOCTBIO;

B) 0COOEHHOCTH NMPUMEHEHHUS JIEKAPCTBEHHOTO IIpernapara.

626. B ciydae ecnu AepkKaTent0 PErUCTPALMOHHOTO YIAOCTOBEPEHUSI CTAHOBUTCS
u3BecTHa WMH(OpManus 00 OMpeneNeHHBIX OCOOCHHOCTSX MPUMEHEHHUS JEKapCTBEHHOTO
npenapara, JOJDKHO OBITh NPHUBEJACHO ONHUCAHWE JaHHBIX OCOOCHHOCTEH W clieliaHa
COOTBETCTBYIOIIAsl OLIEHKA M WHTEpHpeTanusl JaHHBIX O Oe3zomacHOocTU. K 4uciay Takux
O0COOCHHOCTEW OTHOCSITCSA, B YacCTHOCTH, MEPEAO3UPOBKA, pA3BUTHE 3aBUCUMOCTH,
HETPABUIILHOE NPUMEHEHUE, NPUMEHEHUE JIEKAPCTBEHHOr0 Ipernapara B MEIUIIMHCKOU
IPAaKTUKE MO MOKa3aHUsIM, HE BKIIFOUEHHBIM B UKCIIO OJIOOPEHHBIX (HarpuMep, TpUMEHEHUE
MPOTUBOIUIICNITUYECKOTO  JIGKAPCTBEHHOT'O CPEJICTBAa C LEJbI0 KYNUPOBAHUS
HelponaTuieckon 001 WK NpodUIAKTUKHI TOJIOBHON OOJU TIPU MUTPEHH).

627. B cnyuyae ecnu uHdpopmaiusi 00 0COOEHHOCTSAX MPUMEHEHUSI JIECKAPCTBEHHOTO
npenapara, HE COMNPOBOXKIABIIMXCS Pa3BUTUEM HEKEIATEIbHBIX PEAKIUM, SBISIETCS
HE0OXOIMMOM /IJIs1 OLIEHKU COOTHOIIEHUs "MOojb3a — pUCK'" JIEKapCTBEHHOT'O Mpernapara, OHa
MOXET OBITh MPUBEICHA B JTAHHOW YacTH paszjeina B 0000meHHoM Buue. VMcTouHmkamu



JaHHOW MH(OpPMALMU MOTYT SIBJIATHCSI CIIOHTAaHHbBIE COOOILEHMS, 3aIPOCHl O MOTYYECHUU
MEJIUIMHCKUX JaHHBIX, KaJI00bl MOTPEOUTENEH, OLIEHKa HU(PPOBBIX CPeICTB UH(MOPMALIUU U
WHBIE HICTOYHUKH, JOCTYIIHBIE IEPKATEII0 PErUCTPALIMOHHOTO Y IOCTOBEPEHHS.

628. B naHHOM pa3znesne NpuBOJATCS JaHHbIE, [TO3BOJISIIOIINE ClIEIaTh KOJIMYECTBEHHYIO
OLICHKY OCOOEHHOCTEH NMPUMEHEHHUS JIEKAPCTBEHHOTO MpernapaTa B MEAUIUHCKON MPAKTHKE (
npu uxX Haiauuun). Eciau nMeroTes cOOTBETCTBYIOIINE JaHHbIE, IEPKaTeNNb PETUCTPALIMOHHOTO
YAOCTOBEPEHUSI MOYKET BHECTH KOMMEHTApHil O TOM, HACKOJBKO JIaHHOE MHPHUMEHEHHE
NOJAJIEP)KUBAETCS KIMHUYECKMMH IPOTOKOJAMH, J0Ka3aTeabHON 0a30i KIMHUYECKHX
ucciaenoBaHuil b0 00yCHIaBIMBAETCS OTCYTCTBHEM B LEJIOM 3aperHCTPUPOBAHHBIX
AIbTEPHATHUB.

629. Ilpu onpeaesieHnH aCIEKTOB MPUMEHEHHUS JIEKAPCTBEHHOTO MpernapaTa, KOTOphIe He
COOTBETCTBYIOT CIPAaBOYHOM MH(OpPMALINH, JeprKaTeIeM PErUCTPALIMOHHOTO YI0CTOBEPEHHUS
JOJDKHA MCTOJIb30BaThCS, PEAAKIINS COOTBETCTBYIOLIETO pa3zelia CIpaBOYHON HH(popManuu
JEHCTBYIOLIAs [0 COCTOSIHUIO Ha KOHEI] OTYETHOT'O MEepUoia YKa3aHHOIO OT4YeTa (Hampumep,
0J100peHHbIE TIOKa3aHUsl, CI1I0CO0 BBEJCHMS, IPOTUBONOKA3aHU).

Pasznen 6. O600meHHRIE TaOMHMIHAIE JAHHEIO

630. Ilenpl0 JaHHOIO pasjeiia SBISETCS IMPEACTABICHUE JAHHBIX O CEPhE3HBIX
HEXEATEeIIbHBIX PEaKIUAX U SBJICHUSX, BBIIBJICHHBIX B X0/¢ KIMHUYCCKUX UCCIICTOBAHHM, a
TaK)ke Ha dTare MOCTPETHCTPAMOHHOTO MPUMEHEHHS, B (popMe 0OOOIIEHHBIX TaOJIMYHBIX
JTaHHBIX. JlaHHBIE MOCTPErUCTPAIMOHHOTO TPUMEHEHHMS MOTYT BKJIIOYATh CIIOHTAHHBIC
COOOIICHUST O HEXKENATSIbHBIX PEAKIHIX (BKIIOYAsi COOOMIEHUS OT CIEIHAINCTOB CHCTEMBI
3IpaBOOXpAaHEHUs, TOoTpeduTeneit), myOauKaluu B HAy4YHOM MEIUIIMHCKOW JHUTEparType,
JAHHBIE YIIOJIHOMOYEHHBIX OPTraHoOB MO (papMaKOHAA30py FOCYIapCTB MUPA, a TAKXKE JaHHBIE,
MOJIyYEHHBIE TPHU MPOBEICHUM HEMHTEPBEHIIMOHHBIX HCCIEIOBAHUNA U JPYTUX MPOrpaMm
OpraHU30BaHHOTO cOOpa JaHHBIX. JlepkaTenb PErucTPalMOHHOIO YJIOCTOBEPEHUS MOXKET
MPUBECTH ONPEICIICHHBIC aCMEeKThl JTAHHBIX B I'paUUECKOM BHUJIE C IEIbI0 OOJerdeHus
BOCIIPUATHS ¥ TIOHUMAHHSL.

631. JlanHble O HEKENMATEIBHBIX PEAKITUIX MPEACTABIISIIOTCS B 0000IIEHHON TaOIMIHON
dbopme ¢ ucnosb3zoBaHueM TepMmuHosiorun MedDRA Ha ypoBHE NpeAnOYTHTENBHBIX
TEPMHUHOB U CUCTEMHO-OPTaHHbBIX KJIACCOB.

632. OTHeCeHHEe HEeXKENaTEIbHBIX PEAKIIMN K YUCTY CEpbE3HBIX HEXKENATENbHbBIX PEaKIIHi
B OOOONIEHHBIX TAOJUYHBIX JAAHHBIX JOJKHO COOTBETCTBOBATH KPUTEPUSIM CEPbE3HOCTH,
YCTAHOBJIEHHBIM TEepMHUHOJOTHEN HacTosuux [IpaBun. B ciydae ecnu mHAMBUIYyaTbHOE
COoO0IIeHNEe O HEeXKeNaTeIbHOW peaKklMu BKIOYAET CEpPhE3HbIE U HECEPbE3HbIE
HEXXeJaTeIbHbIE PEaKIni, B OOOOMIEHHBIX TAOJMYHBIX JaHHBIX YKa3aHHE CEPhE3HOCTH
JIeNaeTCsl MHIUBUIYAJIBHO MO Kaka0u peakiuu. OleHKa Cepbe3HOCTH HE JTOJDKHA U3MEHSTHCS
Py TOATOTOBKE MAHHBIX ISl BKIIOYEHUS] B TMEPUOAUUYCCKUN OOHOBISEMBIA OTYET IO
0€30IacCHOCTH.



ITompasnen 6.1. CnpaBodnas uadopMarms

633. B naHHOM mojipa3jielie yKa3bIBaeTCsl BEpCHUsl TEPMUHOJIOTHYECKOTO KilaccugpukaTopa,
KCMOJIB3YEMOTO JUISl IPEICTABICHUS HEKEJIATEIbHBIX SIBICHUN U PEAKIIHI.

ITompasmen 6.2. O606meHHass HHGOPMALHA O CEPhE3HBIX HEXKEIATSNbHBIX ABICHAAX,
BBIBIICHHBIM B X0JI¢ KJIMHAYECKHUX HCCIIeXOBaHHIA

634. B manHOM mojpasjaesie JOJDKHO OBITh MPUBEACHO OOOCHOBAHHE IS
NPEJICTABIIEMOr0 B IEPUOJUIECKOM OOHOBIISIEMOM OTUETE MPUIIOKEHUS, KOTOPOE BKIIIOUAET
KyMYJISITUBHBIE O0OOILIEHHbIE TAOJUYHBIE JAHHBIE O CEPHE3HBIX HEKETATEIbHBIX SIBJICHUSX,
BBISBJICHHBIM B XOJI€ KJIMHHYECKUX UCCIEIOBAHUN, OPraHU30BaHHBIX JE€piKATEIEM
PErMCTPALMOHHOTO YJIOCTOBEPEHHUS, C MEKTyHAPOJHOM 1aThl 0JI00peHUs pa3padaThIBAEMOro
JIEKapCTBEHHOTO MperapaTa J10 1aThl OKOHYaHHS cOOpa JaHHBIX O TEKYIIEM IMePUOINIECKOM
OOHOBJIIEMOM OTuYeTe Mo Oe30macHOCTH. Jlepkarenb perucTpalioOHHOTO YJIOCTOBEPEHUS
JIOJIKEH AaTh OOBSCHEHHUS 110 BCEM MCKIIIOYAEMbIM JaHHBIM (HAalpuMep, TaHHbIE PE3YIhbTaTOB
KJIMHAYECKOT'0 MCCIIEIOBAHUS MOTYT OBITh HEJJOCTYNHBI HA MPOTSHKEHUU HECKOJIBKHUX JIET).
JlanHubie B TaOIU4YHOUW (opMe HOMKHBI OBITh CrPYNIUPOBAHBI B COOTBETCTBUU C
KJIaCCU(PUKAIIMOHHBIM  OTHECEHHEM  HEXeJaTeNbHbIX  pEeakIMi  COTJIacHO
TepMUHOJOTnYecKoMy Kiaccupukaropy MedDRA mno cucteMHO-OpraHHbIM KjaccaM JJist
MCCJIeyeMOTo JIEKapCTBEHHOTO TIpernapara, a Takxke sl IpenapaToB CpaBHEHUS (AKTUBHBIX
n mnnane6o). Korga »To memecoobpa3Ho, JaHHbIE MOTYT OBITh MPEACTABICHBI B
IPYNIUPOBAHHOM BHJIE€ MO KIMHUYECKUM HCCIEAOBAaHUAM, MIOKA3aHUSAM, IyTIM BBEICHUS U
WHBIM TTEPEMEHHBIM.

635. Ilpu paGoTe C OTAETBLHBIMHA BHUJAAMHU JAHHBIX, MPEICTABICHHBIX B YKa3aHHOM
nojipasjiesne, He0OXOAMMO YUUTHIBATH CIEAYIOIIEE:

a) MpeACTaBIeHUE HHPOPMALIUH O IPUUYUHHO-CIIEICTBEHHOM CBS3H SIBJISIETCS BaXKHBIM MPU
OLICHKE PEIKHX HEXEJIaTEIbHbIX peakuui. /JJaHHble 0 MPUUYMHHO-CIEACTBEHHON CBSI3U IS
WHJIUBUYAJbHBIX CIIy4aeB HEXKeJNaTeIbHBIX PEaKlUi SBISIOTCS MEHEE 3HAYUMBIMH IpU
OILICHKE arperupoOBaHHBIX TAHHBIX, KOTOPBIE MO3BOJISIOT BBIIOJHUTH COOCTABIEHUE YACTOTHI
pa3BUTHUSL MEXIY I'pynmnaMu cpaBHeHHs. Mcxons u3 3Toro, B 00001eHHOW HHGOpMAIIU
clenyeT MPEeACTaBIATh JaHHbIE 000 BCEX CEPHE3HBIX M MHBIX HEKEIATEIHHBIX SBJICHHUSIX H
peakusaxX s UCCIEeNyeMOro JEKapCTBEHHOrO Mpernapara u A ImpenapaToB cpaBHEHUs (
aKTUBHBIX U IIane60) ¢ TeM, yToObl OblJIa BO3MOXKHOCTH CHENIaTh TPYNIIOBOE CPAaBHEHUE, B
TOM YHKCII€ B OTHOIIEHHH 4acTOThl. LlenecooOpa3Ho mpeacTaBieHUe NaHHBIX, OTpaKarouee
B3aMMOCBSI3b HA3HAYAEMOM JT03bI U YACTOThI HEXKENATEIbHBIX PEAKIINA;

0) B 00001IeHHbIE TaOIWYHBIE JAHHBIE O CEPHE3HBIX HEKEIATEIbHBIX SBICHUSAX,
BBISIBJICHHBIX TIPU MPOBEJACHUN KJIMHUYECKOTO HCCIEAOBAHUS, BKIIOUAIOTCS TEPMUHBI, IS
KOTOPBIX OBLIO ONpPEAENIEHO COOTBETCTBUE KPUTEPUSIM CEPHE3HOTO HEKENATEIHHOIO SBJICHUS.



NudbopManus o HeXeNaTeNIbHBIX SBICHUSAX, HE OTBEYAIOIIMM KPHUTCPHUSM CEPHE3HBIX,
BKJIIOYAETCS B OTUET M0 KIIMHUYECKOMY HCCIIEIOBAHUIO;

B) 0000IICHHBIC TaOJMYHBIC JaHHBIC JOJDKHBI BKIIIOYATh KaK OCJICIUICHHBIC, TaK H
pa3oCeIUICHHbIE JIaHHbIE O CEPbE3HBIX HEXKEIATEIbHBIX SBJICHUSIX B KIMHUYECKUX
ucclienoBanusx. Pa3zocneryieHHble JTaHHbIE MOTYT OBITh MPEACTAaBICHBI MO pe3yiabTaTam
3aBEPIICHHBIX KIWMHUYECKUX HCCICIOBAaHUM M OTICIbHBIM HHIUBUIYAJbHBIM CIydasM,
KOTOpbIE OBUIM Pa30CHEIJICHbl MO OMNPEACIICHHBIM NMpPUYMHAM (HAIpUMEp, MO acleKTam
0€30IMacHOCTH WJIM JIJIS BBIMIOJIHEHUS TPECOOBAHMM HE3aMETUTEILHOIO PEIOPTUPOBAHMS).
CHoHCOpBI KIIMHUYECKOTO UCCIEIOBAHUS U ICPKATENIU PETUCTPAIMOHHBIX YIOCTOBEPEHUN HE
BBITIOJIHSIIOT PA30CJCIUICHUE HEMOCPEJACTBEHHO B CBSI3M C MOJATOTOBKOM MEPHOAUYECKOTO
OOHOBIISIEMOTO OTUYETa IO 0€30IMaCHOCTH;

T') OTpe/IeTICHHBIC HEeXKEIATEIbHBIC PEAKIIMA MOTYT OBITh UCKITIOUEHBI U3 0000Matomein
uH(OpMaIu, HO BCE MOJI0OHBIC UCKITIOUCHUS JOJIKHBI 0OOCHOBBIBATHCS B MEPUOIUIECKOM
OoOHOBIsIEMOM OTuUeTe Mo Oe3omacHOCTU. Hampumep, HexenatenbHbIE peakiuu, KOTOpPbIE
OBLTH OMpeIeIeHbI B IPOTOKOJIE KaK MCKIIF0YaeMble M3 MPOLEAYyPhl CIEIUaIbHOTO coopa U
HE3aMEeJIUTEIbHOTO PENOPTUPOBAHUSI U TOJIBKO BKJIIOYAaeMbie B OOIIYI0 0a3y JaHHBIX IO
MPUYUHE TOTO, YTO OHM SIBJISIOTCSA MPUCYIIUMH II€JIE€BOM MOMYJISAIMM WM COBIAIAIOT C
KOHEUHBIMU TOYKAMH, MOTYT OBITh HCKJIFOUEHBI U3 000011aromel nHpopMaIiiu.

ITompaszen 6.3. O606menHas HHGOPMANHA IO JAHHBIM IIOCTPETUCTPAIIMOHHOIO IPUMEHEHAA
JICKapCTBEHHOT'O IIpemapara

636. B nanHoM paznene npencTaBisioTcsl 000OCHOBAaHUE MO MPUIIOKEHUIO, BKIOYAIOLIEMY
B TaOnu4HOU (popme 0600IIaronMe JaHHbIE O HEKENATEIbHBIX PEAKIUAX KyMYJISTHBHO 32
BECh MEPUOJ U 32 OTUETHBIN MEPUO, C MEKIYHAPOAHON aThl PETUCTPALIMH JIEKAPCTBEHHOTO
npenapara 70 J1aThl OKOHYaHUsl cOopa JaHHBIX, U CBEJCHUS O HEXKeJaTelIbHBIX PEaKIUsX,
MOJIYYEHHBIX B X0JI€ HEMHTEPBEHIIMOHHBIX UCCIEI0BAHUM U CIIOHTAHHOTO PENOPTUPOBAHUS,
BKJIIOYAsl JAHHBIE OT MEIUIIMHCKHX W (hapMareBTUYECKUX pPaOOTHUKOB, MOTpPEOUTENEH,
NAlMEHTOB, YIIOJIHOMOYEHHBIX OPTraHOB TOCYAapCTB-UJIECHOB U JIaHHbIE, OMyOJIMKOBAaHHBIEC B
Hay4YHOU MeIUUMHCKON nuTepatype. Cepbe3Hble U HECEPhE3HBIE HEXKENATENbHbBIE PEAKIUH,
MOJIyYeHHBbIE MO pe3yjbTaTaM CIOHTAHHOTO PEMNOPTUPOBAHMS, a TaKXKE CEpPbE3HbIC
HE)KeJaTeNbHbIE PEaKUUU 10 JAaHHBIM HEMHTEPBEHUMOHHBIX HCCIEIOBAHUN M JIPYTHX
HEMHTEPBEHIMOHHBIX MporpaMMm cOOpa AAHHBIX JOJIKHBI OBITH NMPEJCTaBICHBI B OJHOU
tabnuue. B Tabnuue aaHHbIE NOKHBI OBITH paclpelleNeHbl COrJacHO KiacCU(UKAIU
TepMuHOJOoTHYeckoro kinaccudpukaropa MedDRA 1o cucrtemHO-opraHHbIM KjaccaM. [lo
0c000 BaXKHBIM acrekTaMm Mnpoduisi 6€30MacHOCTH MOTYT ObITh MPEICTABICHbI OT/AEIbHbIC
TaONUIIBl HEXXENaTeIbHBIX PEAKIUN C TPyNIUpPOBAHUEM JaHHBIX O MOKa3aHUSIX, crocole
BBEJICHUS U UHBIX MMapaMeTpa.



Paspen 7. Pe3roMe 3Ha9MMBIX JaHHBIX, IOJ[y9€HHBIX B X0/€ KIMHNIECKHX HCCIIECA0BAaHUH 3a
OTYETHBIN ICPUON

637. B mannoMm paszene cieayeT MpeacTaBUTh OOOOIIEHHYIO OLIEHKY KIMHUYECKH
BOXHBIX JaHHBIX 00 3(PGEeKTUBHOCTH U OE30MAaCHOCTH JIEKAPCTBEHHOI'O Ipernapara,
BBISIBIICHHBIX 34 OTYETHBIM MEPUOJ MPHU NPOBEACHUM KIMHUYECKUX HCCIEIOBAHUM
Jiep>KaTeieM PErucTpalMoOHHOro yaocToBepeHus. [10 BO3BMOXHOCTH TaHHBIE CIEyEeT pa3ouTh
Ha KaTerOpUH IO TOJIOBOMY M BO3PACTHOMY MPHU3HAKY (B OCOOEHHOCTH B3POCIIYIO U JETCKYIO
MOMYJISIIUN ), TOKA3aHUSAM, PEKUMAM JI03UPOBAHUS U PETHOHAM.

638. Cursnainl, BBISIBJICHHBIC B XOJi€ KIMHHYECKHUX HCCIICIOBAHUM, JOJLKHBI OBITH
MPEICTABIICHBI B TAOIUYHOUM opMe B pazene 15 nmepuoanaeckoro 0OHOBISEMOTO OTYETA TI0
6e3omacHocty "OO30p CUTHAJIOB: HOBBIE, paccMaTpuBaeMble WM 3akphIThie". OmnucaHue
NpOLEAYypPbl M PE3yJbTAaTOB 3aBEPLICHHOW B OTYETHOW MEPHOJ OLIEHKH CHUTHAJOB C
000CHOBaHUEM WX TMOCJIEAYIOMETO0 OTHECEHUs K OTKIOHEHHBIM CUTHajlaM Ju00
MOTEHIMATbHBIM WA UICHTU(DUIIMPOBAHHBIM pUCKAM BKJItOYaeTcs B pasgen 16.2 "Ouenka
CUTHAJIOB" TIEPHOUYECKOTO OOHOBIIIEMOT0 oT4deTa 1o Oe3omacHoctu. HoBas undopmarnus o
paHee U3BECTHBIX MOTEHIMAIBHBIX WU UASHTUPUIIMPOBAHHBIX PUCKAX, HE OIEHUBaeMasl Kak
HOBBIM BBISIBJICHHBIA CHUTHAJ, oTpaxaercss B pazaenax 16.3 "OueHka pUCKOB U HOBOM
uHpopmaruu" u 16.4 "XapakTepucTiKa pucKoB' NEepHUOJIUYECKOr0 OOHOBIIEMOIO OTYETa M0
0€30IacHOCTH.

639. lanubie 0 Oe3omacHOCTH U A(PGHEKTUBHOCTH, MOJYUYCHHBIE MPU MPOBEACHUU
KJIIMHAYECKUX MCCIIEIOBAaHUN, B KOTOPBIX JE€pPKATENb PETMCTPALMOHHOTO YIOCTOBEPEHUS HE
ABIISUICA CIIOHCOPOM, MPEJCTABISIOTCS B JAPYTMX COOTBETCTBYIOIIMX paszenax
MEepUOIMYECKOTO OOHOBIISIEMOTO OTYeTa Mo Oe3omacHocTH. B nmanHoM paspaene
MpEACTaBISETCS 0000IIeHHas, TOJyUYeHHAs] TPU MPOBEACHUM KIMHUYECKUX HCCIIEIOBAHUM
uHpopMaIusi O HEJOCTATOYHON TepamneBTUUEeCKOH 3(P(EKTUBHOCTH JIEKAPCTBEHHOTO
mpenapara Mpu Ha3HAYEHUW MO OJOOPEHHBIM TOKA3aHUSM IS JICUCHHs 3a00JeBaHMM, HE
NPEACTaBISAIOMMNX yIrpo3y Mg KU3HU. JlaHHBIE O HENOCTATOYHOU 3(DPEKTUBHOCTU TPH
JEYEHUU WIH MNPO(HIAKTUKE CEPbE3HBIX WM JKU3HEYTPOKAIOIIUX 3a00J]€BaHUN,
BBISIBJICHHBIE TI0 pe3yJibTaTaM KIMHUYECKUX HMCCIEAOBAHUM, MOJJIEKAT MPEIACTABICHUIO B
paznene 13 "Henmocrarounas TtepaneBTHueckas 3(PQPEKTUBHOCTL B KOHTPOJIHUPYEMBIX
KJIMHUYECKHUX UCCIIEIOBAHUAX " MEPUOINUECKOr0 OOHOBIIIEMOIO OTYETA 110 0€30MaCHOCTH.

640. B npujio’)keHUU K JAHHOMY Pa3/ielly JepKaTelb PErUCTPAIMOHHOTO YAOCTOBEPEHUS
JIOJKEH TIEPEUHCIINTh OPTaHU30BAHHBIE UM UHTEPBEHIIMOHHBIE KIMHUYECKHE UCCIEIOBAHUS,
KOTOpbI€ OBLIM 3aBEPILICHbI WIH MPOAOKAIOT BBIOIHATHCA B OTYETHBIN MEPUO, C LEIbIO
BO3MOKHOCTH HICHTU(DUKAIINN, XapaKTESPUCTUKU M KOJIMUYESCTBEHHON OTICHKU YPOBHSI PUCKOB
WIN TOATBEPXkKIAEHU Mpoduias 0e30MacHOCTH JIEKAPCTBEHHOr'O Iperapara ¢ yKa3aHHeM
CJIEIYIOLIUX JTAHHBIX O KaXKOM U3 MCCIIEIOBAHU:



a) UACHTU(DUKAIIMOHHBIM HOMEP KIMHUYECKOTO HCCIIEeNOBaHUS (Hampumep, HOMEp
MIPOTOKOJIA UCCIICIOBAHUI WJIM MHOW UACHTU(HUKATOD);
0) HaMMEHOBaHUE UCCIIEAOBAaHMS (COKpAIIEHHOE HAMMEHOBAHKE, €CITU IPUMEHUMO);
B) BHUJ UCCJIEIOBaHUs (HampuMep, PaHIOMU3UPOBAHHOE KIMHUYECKOE HCCIIeI0BaHuUE,
KOIOPTHOE MCCIIEJOBAaHUE, UCCIIEJOBAHUE "'CITydail — KOHTPOJIb");

r) uccieayemas MOMyJslMs, BKJIIOYas TOCYyJAapCTBO U JPYrUe XapaKTepPUCTUKHU
MONyJAUU (HampuMep, NeauaTpudeckas MNOMYyJSIUsS WM MAlUEeHThl C HapylICHUEM
GyHKINM TTOYEK);

J1) CTaTyC MCCJIEIOBAHMS: BBIMOJIHAEMOE (MCCIIEIOBAaHUE HAYaTO U MPOJOJIKAETCS) WU
3aBEPILICHHOE (3aBEPIICH OTUET O KIMHUYECKOM HUCCIICAOBAHUM ).

Ilompasmen 7.1. 3aBepmieHHEIE KTMHUIECKAE HCCIESIOBAHUA

641. B nanaoM mojapaszene cieayeT NpeAcTaBuTh KPaTKyt0 HHPOPMAIIHIO O KITHHUYECKU
BAXHBIX JaHHBIX MO 3G()EKTUBHOCTH U OE30MaCHOCTHU, MOJYUYEHHBIX B pe3yJibTaTe
3aBEPIICHHBIX 32 OTYETHBIA MEpPUOJ KIMHUYECKUX HuccienoBaHui. JlanHas wHdopMmaius
JI0JKHA OBITH TPEJICTAaBJICHA B CXATOM Buje Wiu B popme cunorncuca. [logpaznen moxer
BKJItOYaTh HWHGOpMAIMIO, KOTOpas TOJATBEPXKIAET WM OMNPOBEPracT paHee
UJIEeHTU(DUITMPOBAaHHBIE CUTHAJIBI 1O OE30MAaCHOCTH, a TaKXKe COJepkKaTh JOKa3aTeIbCTBA
HOBBIX BBISIBICHHBIX CUTHAJIOB MO 0€30MacHOCTH.

Iloppaznen 7.2. Ilpomoipkaromuecs KIMHAISCKHE HCCISOBaHUS

642. B ciydae ecinu AEpKaTEI0 PETUCTPALMOHHOTO YIAOCTOBEPEHHUSI CTAHOBUTCS
M3BECTHA KaKas-TM0O KIMHUYECKH BakHAs MHQPOpMAIHs, KOTOpasi Oblja MoJIydeHa B XOJe
OPOJOJKAIONIUXCSA KIMHUYECKUX MCCIEJOBaHUN (HampuMep, BBISIBICHHAsT B XOJI€
MPOMEXKYTOYHOTO aHajiM3a O€30MaCHOCTU WIHM B PE3YJIbTATE Pa30CIEIUICHUS BBISIBICHHBIX
CEpPBhE3HBIX HEXKENATeNbHBIX SIBICHHI), OHA JIOJHKHA OBITh KPAaTKO HU3JIOKEHA B JAHHOM
pazzene. DTOT MOAPA3AEN TAKKE MOXKET BKIIOYATh MH(OPMAIMIO, KOTOpas MOATBEPKAAECT
WJIM ONPOBEPTaeT paHee BaTUIUPOBAHHBIE CUTHAJBI MO OE30MAaCHOCTH, a TaKXKe COJEPKATh
JI0Ka3aTeIbCTBA HOBBIX BBISBJICHHBIX CUTHAJIOB 1O O€30MaCHOCTH.

Tloppazzen 7.3. [inurensHBIH TOCIEAYIOIII MOHUTOPUHT COCTOSHUS ITAI[ICHTOB

643. Ecnu uMeroTcs JaHHbIE O JUITMTEIBLHOM IMOCIEIyIOIIeM HaO0ACHUU MaIlueHTOB,
BKJIIOUCHHBIX B KIIMHUYECKHE HCCICIOBAHUS, B IOJpa3jeiic MPUBOIUTCS MH(pOpMaIus o
MOJYYEHHBIX B pe3yJibTaTe TAaKOro HAOJIOJEHHS JaHHBIX, 3HAYUMBIX C TOUKH 3PEHHS
npoduist 6€30MaCHOCTH.

Ilompasnmen 7.4. IHoe TepaneBTHYECKOE MPAMEHEHHE JIEKApCTBEHHOT'O ITpEmapara



644. Jlanubplii TIOApa3aesl JOJDKEH BKIIIOUATh KIMHUYECKH BAXXHYIO MH(OPMAITUIO O
0€30IMMacHOCTH, MOJYYEHHYIO B PE3yJbTaTe APYTrUX MPOrpaMm, MPOBEICHHBIX AepiKaTeiIeM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS, TI0 CHEHUAIBHBIM MPOTOKOJIaM, MPEAyCMaTPUBAIOIIUM
CUCTEMaTU3UPOBAHHBIA COOp JaHHBIX O O0€30MacHOCTU (HampuMep, MNPOrpamMMBbl
pacIIMpPEHHOTO JOCTyIa, NpOrpaMMbl MPUMEHEHUS JIEKapCTBEHHOrO Ipemnapara,
HAa3HAYCHHOTO B CBS3UM C MCKIIOUHMTEIbHBIMU OOCTOSTEILCTBAMH U3 COOOpaKeHUMU
COCTpalaHusi, IporpaMMa UHAUBUIYAIBHOTO JOCTYIIA U JIP.).

Ilompasmen 7.5. HoBrle maHHBIE 0 0€30IMaCHOCTH IPH HCIIOIB30BAHUH JIEKAPCTBEHHOTO IIpenapaTa
B (MKCHPOBaHHBIX KOMOMHAIUAX 03

645. B cnyyae eciu HMHOE€ HE ONPEAEICHO YNOJHOMOYEHHBIMU OpTaHaMH
rocyJlapCTB-4JICHOB, B OTHOIICHHWH KOMOWHUPOBAHHOW TEpamuu JOJKHBI OBIThH
MIPEICTABIICHBI CJICTYIONTUE TaHHBIC:

a) B ClIyyae €CIIM JICKAPCTBEHHBIN MpemnapaT oJo0peH i Ha3HAaueHUs B KayeCTBE
KOMITOHEHTa (PMKCUPOBAHHOW JICKAPCTBEHHOHN Tepariy WM MHOTOKOMIIOHEHTHOTO peXuMa
JEKapCTBEHHOW Tepanuu, B MOJpa3jesie MOJDKHBI ObITh O0OOIIEHBI BaXKHBIC JaHHBIE O
0€30macHOCTH MMPUMEHEHNST KOMOMHUPOBAaHHOM TEepaIuy;

0) B ciaydae eclM JICKapCTBEHHBINM Mpemnapar sBISETCS KOMOWHUPOBAHHBIM
JIeKapCTBEHHBIM IpenapaToM, JaHHBIN Moapa3/ien Jo0JKEeH 000011aTh BaXXHYI0 HHGOPMAIHIO
0 0€30IMaCHOCTH MO0 KKIOMY U3 MHANBUAYATHLHBIX KOMIIOHEHTOB.

Pa3pen 8. JlaHHBIC HEHHTCPBEHIIMOHHBIX HCCIICIOBAHAMN

646. B nanHom paznene o0o6matoTcsa uHpopMmanus o 0€30MacCHOCTU WU JaHHbIE,
KOTOpbIE TOJYYEHBI MO pe3yJbTaTaM HEMHTEPBEHIIMOHHBIX KIMHHUYECKUX HCCIEIOBAHUM (
HanmpuMmep, O0OCEpPBAIlMOHHBIX HCCIEAOBAHUN, SIUAEMUOIOTHYECKUX UCCIIEI0BaAHUM,
PETHCTPOB MAIIMEHTOB, TPOrPAMM aKTHBHOTO MOHUTOPHUHTA), OPTaHW30BAHHBIX JIep)KaTelieM
PETHCTPAIMOHHOTO YIOCTOBEPEHHUSI, CTAIH JIOCTYITHBI B OTYETHBIN TIEPHO]] U MOTYT BIHSATH Ha
OIIEHKY COOTHOIIEHUs '"moib3a — PUCK" JEKapCTBEHHOro mnpenaparta. Paznmen poimkeH
BKJIIOYAaTh JIaHHBIC, WMEIOIINE OTHOIIEHHWE K acmekTam Mpoduias Oe30MacHOCTU H
MOJYyYE€HHBIE MO PE3yJbTaTaM HUCCIEAOBAHHUMI MO OIEHKE MCIOJIb30BaHUS JIEKAPCTBEHHOTO
npernapara.

647. [lepxareiib peruCTPAllMOHHOTO YIOCTOBEPEHUS JOJKEH BKJIIOUATh B MPUIOKEHUE K
MEepUOAUYECKOMY OOHOBJIsIEMOMY OTYeTy 10 0O€30MacHOCTH TepedYeHb BCeX
HEUHTEPBEHIIMOHHBIX HCCIICIOBAaHUN, OpPraHU30BAHHBIX JAEp)KATEIEM PETUCTPALIMOHHOTO
YAOCTOBEPEHUS U BBIMOJHEHHBIX C IEJBIO BBISABJICHHS, XapAKTEPUCTUKUA U KOJIUYECTBEHHON
OIIEHKH BBI3BIBAIOIIUX OIACEHUs] acHeKTOB MNpoduis OE30MacCHOCTH, IOITBEPKICHUS
npoduis OE30MacHOCTH JIEKAPCTBEHHOTO Mperapara Wid ONEHKH 3(G(HEKTUBHOCTH MEP
MUHUMHU3AIUU PUCKA, KOTOPbIE ObLIM BHIMOJHEHBI WM BBITIOJHSIOTCS B OTUETHBIN mepuoj (



HaIrpuMep, MOCTPETUCTPAIMOHHBIE UCCIE0BAaHUS 0€30IIaCHOCTH ), ¢ YKa3aHUEeM MHOOpMaIINH
0 KaXXJJOM M3 HCCIIETOBAHHUI B COOTBETCTBUM C MYHKTOM 623 Hactosmux [IpaBuir.

648. MToroBpie OTY4ETHI, KOTOPHIE OBLIM IOATOTOBJICHBI HA MPOTSHKEHUH OTYETHOTO
NIEPHO/Ia, JTODKHBI BKITFOYATHCS B MIPUIIOKEHUE K MIEPUOANICCKOMY OOHOBIIIEMOMY OTUYETY TIO
0e301acHOCTH.

649. B paznen MoxeT ObITh BKIIIOYeHA 00001IeHHas nHpopMalus o0 OIeHKEe JaHHBIX,
MOJIYYCHHBIX TI0 pe3yIbTaTaM BBITIOJHEHHUS MPOTPaMM TMOIICPIKKHU TTAIMEHTOB, B CTy4Yae eCIH
OHa He BKJIIOUEHA B MHBIE Pa3Jielibl IEPUOJUIECKOT0 OOHOBIIIEMOr0 OT4YeTa 10 6€301aCHOCTH
. Onucanue u OIleHKa CUTHAJIOB WJIM PUCKOB, BBISBIICHHBIX JIEP)KATEIIEM PETUCTPAIMOHHOTO
yJIOCTOBEPEHHUSI TPHU BBIMIOJHECHUU JaHHBIX IPOrpamMM, BKIIOYaeTcs B pasjaen 16
MIEPUOINIECKOTO OOHOBIIIEMOTO OTYETa 10 0E€30MMaCHOCTH.

Pazpen 9. [lanHble APYTUX KIMHAIECKAX MCCICAOBAaHUH U JaHHBIC, TONyICHHBIC U3 APYTAX
HACTOYHUKOB

Tloppaznen 9.1. JlaHHBIe APYTHX KIMHAYSCKHX ACCICIOBAHHUM

650. B monpasnene nomkHa ObITh 0000111€Ha MHPOPMAIIKS, KOTOPasi OTHOCUTCS K OLIEHKE
COOTHOIIIEHUS "T0JIb3a — PUCK' JIEKAPCTBEHHOTO Iperapara U MOJyYeHa IO Pe3yabTaTam
WHBIX KJIMHUYECKHX HCCIEIOBaHUNA, K KOTOpPBIM Yy Jep)KaTelas pPEerucTPalHOHHOTO
yA0CTOBEpPEHHUs ObUT JOCTYI 32 OTUETHBIA Mepuo]| (HarpuMep, pe3yibTaTbl METaaHATU30B
PaHAOMM3UPOBAHHBIX KIMHUYECKUX UCCIENOBAHUM, TaHHbBIE 0 0€30MMACHOCTH NapTHEPOB MO
pa3paloTKe JIEKapCTBEHHOTO IpenapaTa u Jp.).

ITompasmen 9.2. Ommbku TpUMEHEHHU JIEKAPCTBEHHOT'O Ipenapara

651. B moapaszaene gompkHa OBITH 0000IeHa WHOOpMaIKsA, KOTopas OTpa)kaeT
MOJyYCHHBIE 3a OTYETHBIM TEpPUOJl JaHHBIE O CIy4Yasx OMHUOOK MPUMEHEHUS WU
MOTEHIIMATBHBIX OIMMUOKaX MPUMEHEHHUS, B TOM YHCJIE HE COMPOBOXKIABIIMXCS Pa3BUTHEM
HE)XeJaTeabHbIX peakiuid. Omubka NMPUMEHEHUS MOXET BO3HHKHYTh Ha JIIO0OM 3Tame
mpoiiecca MPUMEHEHHUS JICKAPCTBEHHOTO TperapaTta U MOXKET ObITh CBSi3aHA C MAIUEHTOM,
noTpeOuTeNeM WM CHEIUATUCTOM CUCTEMBI 31paBooxpaHeHus. [loreHnuanbHas ommuOka
MPUMEHEHHUSI MOXET OBbITh JIMOO HE OBITh CBSI3aHA C MALMEHTOM M MPEJICTABISET COOOM
ciiy4yai, mpu KOTOpOoM (POpMHUPYIOTCS 0OCTOATENbCTBA, CIIOCOOHBIE MPUBECTU K OIIMOKE
npuMmeHeHus. B pasgene npencraBiseTcs uHPOpMaIuUsA, KOTOpasi, COTJIACHO OIIEHKE
JIepKaTeNsi perUCTPAIMOHHOTO YIAOCTOBEPEHUS, MOXKET YUUTHIBATHCS MPU MHTEPIIPETAIIUN
JAHHBIX O 0E30MaCHOCTH WJIM OILIEHKE COOTHOIICHHS "ToJib3a — PUCK" JIEKapCTBEHHOTO
npenapara.

Pazgen 10. lanabie JOKIMHHMISCKHAX (HEKIHHAYECKHX ) ACCIICIOBaHMH



652. B paznene npeactasisieTcss 00001meHHast nHQOpMaIs 0 3HAYUMBIX B OTHOIIIEHUU
npoduns O0e30MacHOCTH JaHHBIX, TMOJYYEHHBIX B pe3yjbTaTe JOKIUHUYECKUX (
HEKJIMHUYECKUX) HKCCIAENOBAaHUM in Vivo W 1In vitro (HampuMmep, HCCICIOBaHUS
KaHIEPOT€HHOCTH, PEMPOJYKTUBHONW TOKCHUYHOCTH WIH HMMYHOTOKCHYHOCTH),
BBITIOJTHSIEMBIX WJIM 3aBEPIICHHBIX B OTYETHBIA Mepuo. Pe3ynbTaTsl nccaea0oBaHmil, KOTOPBIC
OBLITM BBITIOJHEHBI C IEJIbI0 U3YUYEHUS ONPEIETICHHBIX MPo0IeM 0€30MaCHOCTH, JIOJKHBI OBITh
MPEJICTaBJICHBl B pa3/ielie BHE 3aBUCHUMOCTH OT MOJIYYEHHBIX JNaHHBIX. OlEHKa BIUSHUS
MOJIYYEHHBIX JIaHHBIX Ha MPOoQib 6€30MacCHOCTH JOJKHA OBITH MpPEJICTaBlIeHa B pasjene "
Curnassl ¥ oLeHKa pucka' u paszeine "MHTerpupoBaHHbBIN aHAIN3 COOTHOILIEHHUS ''TTOIb3a —
puck" 1O 0J00OpPEHHBIM MOKa3aHUAM'" TIEPUOJMYCCKOTO OOHOBIAEMOIO OTYETa IO
0€30MacHOCTH.

Pazpen 11. Jlanabie Hay9HOH MEOUIIMHCKOM TMTEPATyPHL

653. B pazzene npencraisieTcss 00001eHHas nHGOpMaIs O MOJTYYEHHBIX HOBBIX U
3HAYMMBIX JAHHBIX IO O€30MaCHOCTH, OITyOJMKOBAHHBIX B MPOMIEAIIEH S3KCIEPTHYIO OLEHKY
B HAy4YHON MEIUIMHCKOW JUTepaType JuOO TMOJYyYEHHBIX M3 HEOMyOIMKOBAHHBIX
MOHOTpauid, KOTOPbIE OTHOCATCA K JIEKAPCTBEHHOMY IMpEenapary M CTAId AOCTYIHBI
JEPKATEI0 PETUCTPALMOHHOIO YAOCTOBEPEHUS B OTUYETHBIN NEPUO,.

654. Ilouck uHpopMauy B HAYYHOU MEIUUMHCKOW JUTEpaType A MOJATOTOBKH
NEPUOANYECKOr0 OOHOBIISIEMOTO OTYETa 10 OE30MACHOCTH JIOJKEH OBITh INPE, YEM IOUCK B
MEJUIIMHCKON JIUTepaType MHAMBUIYATbHBIX COOOIIEHHM O HEeXeIaTelIbHBIX PEaKIUsX,
MIOCKOJIBKY JIOJDKEH BKJIIOUATh TAK)K€ HCCIEIOBAaHMS, B XOJ€ KOTOPBIX OBLIM OLIEHEHBI
UCXOJIbI HEXENaTeNbHBIX PEaKIMil C TOYKHU 3peHus 0e30MacHOCTH B IPYIIaX CyObEKTOB
UCCJIEI0BAHMS.

655. Ocobbie acriekThl TpoduiIsi 6€30MaCHOCTH, KOTOPBIE JOJKHBI TPUHUMATHCS BO
BHUMAaHHE MpU MOUCKE HMHPOpPMALUUH, HO MPU 3TOM MOTYT OBITh HE BBISBJIEHBI MpHU
BBITIOJIHEHUU JINTEPATYPHOTO MOUCKA C LEIbI0 MOJYYEHHs] JAHHBIX 00 MHIAMBUIYaJIbHBIX
Clly4asiX He)KeJaTeNIbHbIX PeaKIlnil, BKIOYAIOT B CEO0s:

UCXOJbl OepeMEHHOCTH (BKIIOYas MpephIBaHUE OCPEMEHHOCTH), KOTOpHIE HE
CONPOBOK/IAJIUCh HEXKENATEIbHBIMU IMOCIEACTBUIMU;
IPUMEHEHUE JIEKAPCTBEHHOTO MpernapaTa B NEANATPUYECKON NOMyJISALIUN;
peanuzanus NporpamMM MpUMEHEHHUS JIEKAPCTBEHHOTO MperapaTa, HA3HAYEHHOTO B CBS3HU
C HCKIIOYHUTEIbHBIMU OOCTOATENbCTBAMH U3 COOOpaKE€HHH cOCTpajaHus, U
IIEPCOHAIM3UPOBAHHBIM IIPOIpaMMaM Ha3HAYECHUS;
oTcyTcTBUE 3(D(PEKTUBHOCTH JIEKAPCTBEHHOr'O MpernapaTa;
ACUMIITOMAaTHYECKYIO TIEPEIO3UPOBKY;
HECOOTBETCTBYIOIEE OOIIell XapaKTEepUCTHKE JIEKApCTBEHHOTO Ipemnapara u
HEIpaBUIbHOE PUMEHEHHE JIEKAPCTBEHHOT O ITpenapara;
OIIMOKY MPUMEHEHHUS, HE COTIPOBOK/IABIIHNECS PA3BUTUEM HEKEJIaTEIbHBIX SBJICHUN;



BAJKHBIC PE3YJIbTAThl JOKIMHUYECKUX UCCIICIOBAHUIA.
656. B ciyuae eciau 3TO NMPUMEHUMO, B JJAHHOM pasjelie TaKXKe JOJKHA ObITh
MpoaHaNM3UpOBaHa MHGPOPMAIUS O JAPYTHMX aKTUBHBIX BeIIECTBaX (PapMaKoIOTHUUECKOU
TPYIIbBI, K KOTOPOH OTHOCHUTCS JIEKApCTBEHHBIN Mpernapar.

Paznen 12. Jipyrue nepuoamdeckue 0OHOBISIEMBIE OTIETHI IO 6€30IaCHOCTH

656. JlaHHBIN pa3zen co3JacTcs TOJbKO B T€X ClIydyasX, KOTJa MO JOTOBOPEHHOCTH C
YIOJHOMOYEHHBIMU OpraHaMH JIep>KaTelIeM PEruCTPallMOHHOTO  yJAOCTOBEPEHUS
MOArOTaBIMBACTCS 00JIee OHOTO MEPHUOIMUESCKOTO OOHOBIISIEMOTO OTYETa 10 0€30MacCHOCTH
JUIsl IEKapCTBEHHOTO MpenapaTa (B cilydae JIEKapCTBEHHOIO Mpernapara ¢ (pUKCUpoBaHHOU
KOMOMHAIMEH 103, JEKapCTBEHHOI'O Mpernapara ¢ MHOXECTBCHHBIMHU ITOKa3aHUSIMHU IS
NpuMeHeHus W (WiIM) pa3iuuHbiIMU (Qopmamu Bbinycka). Kak mpaBuino, aepkarteib
PETUCTPALIMOHHOTO yAOCTOBEPEHUSI JOJAKEH TMOATOTOBUTh OJUH MEPUOAUYECKHUI
OOHOBJISIEMBIH OTYET MO OE€30MaCHOCTH Ha OJHOTO JACHCTBYIOIIEE BEIIECTBO (€CIIM MHOE HE
OmnpelieNsieTcs YIOJHOMOYEHHBIM OpraHoM). B 4acTHBIX clydasix 0O pPEHICHUIO
YIOJIHOMOUYCHHBIX OpPraHOB Jiep)KaTejleM IOATOTaBIMBACTCA CEpPUS TNEPUOIUUYCCKHUX
OOHOBJISIEMBIX OTYETOB IO OE30MACHOCTH JIJIsi OJHOTO JIEKApCTBEHHOTO Mnpemnapara. [Ipu stom
B JIAHHOM pazjielie KaKJ0ro IOCSAYIOMIEero MePHOoIMIecKOro 0OOHOBISIEMOro OTYETa I10
0€30MacCHOCTH TaKOM CEPUU JOJIKHBI OBITh 0000IIIEHBI 3HAYMMBIE JaHHBIE O 0€30MaCHOCTH U3
IPYTHX TEPUOJIUYCCKUX OOHOBISEMBIX OTYETOB MO 0€30IMacHOCTH, €CIH TOJbKO TaKoe
000011IeHNEe HEe TIPEJICTABIICHO B UHBIX pa3jieiaxX JIaHHOTO OTYeTa.

657. Ilpn HanMuuu nOCTyna OPYyrux JAEpKATENEd PETUCTPALMOHHBIX YIOCTOBEPEHUM,
CIIOHCOPOB KJIIMHUYECKUX HCCJIEAOBAHUM WJIM WHBIX MAPTHEPOB K JAHHBIM MEPUOJIMYECCKUX
OOHOBJISIEMBIX OTYETOB MO O€30MAaCHOCTH HA AHAJOTUYHbBIEC JIEKAPCTBEHHBIE MpenapaThl
JepKaTeb PErUCTPAIMOHHOTO YIOCTOBEPECHHS JOJDKEH MPEACTAaBUTh B 000OIIIEHHOM BHJIC
3HAYMMBbIE JJaHHbIE O 0€30MaCHOCTHU, MOJYYEHHBIE U3 MPECTABISIEMbIX UMU TIEPUOANUECKUX
OOHOBIISIEMBIX OTYETOB IO O€30ITACHOCTH 32 OTYETHBIN TTEPHOI.

Paspen 13. HegocraTtouHas TepameBTHYecKas 3P HeKTHBHOCTH JIEKAPCTBEHHOTO Mperapara,
YCTaHOBIICHHAsI B KOHTPOIMPYEMBIX KIMHAIECKAX HCCIETOBAHMAX

658. Ecau npu BBINONIHEHUH KIMHUYECKUX UCCIIEOBAHUM JIEKapCTBEHHBIX MPENaparTos,
KOTOpPbIE€ HCMOJB3YIOTCS JUIsl JI€UEHHS] U MPOPUIAKTUKU CEPHE3HBIX U KU3HEYTPOXKAIOIINX
3a00J€eBaHU, TMOJYy4YEHbl JaHHbIE, CBHUJETENbCTBYyIOIME OO0 MX HEJOCTATOUHOM
TepaneBTUYECKON 3PPEKTUBHOCTH MO0 HEAOCTATOUHON TepaneBTUUYECKON 3(hPeKTUBHOCTH
B OTHOUIEHMM MPOBOJAUMOIO JIEYEHMS, TO TaKHWE JAaHHBbIE YKa3blBAlOT HAa HAJIUYHUE
3HAUYUTENHHOTO PUCKA JJIS 1EJ€BON MOMYJSIUU U JIOJDKHBI OBITh MPOAHAIU3UPOBAHBI U
0000IIeHBI B JAHHOM pa3jielie MEePHOJNIEeCKOro 0OHOBISIEMOTO OTYETAa 10 0€30MacHOCTH.



Paznen 14. Baxxnas madopManus, moaydeHHasA IOCIIE 3aBEpIIeHA] IOATOTOBKY IIEPHOANIECKOTO
0OHOBIIIEMOTO OTYeTa IO 6€30MaCHOCTH

659. B nanHom pazzene 000011at0TCsl NOTEHIIMAIBHO BaXKHBIE IAaHHBIE O 0€30MMaCHOCTH U
3¢ (PEKTUBHOCTU JIEKAPCTBEHHOTO Tpernapara, KOTOpble ObUIM MOJTYYEHBI MOCJIE OKOHYAHMUS
cOopa JaHHBIX, HO [J0 TMOJATOTOBKM OKOHYATEIbHOW pEJaKUUH MEePUOJIHYECKOTO
oOHOBsIeMOro oTdeTa mo Oe3omacHocTH. K TakWM JaHHBIM OTHOCSITCSI 3HAUYUMBIC
KIIMHUYECKUE TAaHHBIC U3 HOBBIX MyOJIMKAIINI, 3HAUUMbIC TaHHBIC, MIOJyYCHHBIE B PE3YyJIbTATEe
MOCJEAYIOMIEr0 3a 3aBEpIICHUEM JICUCHUs HAONIOJCHUS 3a TMalHeHTaMH, KIWHUYECKU
Ba)XHBIE TOKCHUKOJIOTUUECKHUE JaHHbIC, a Takke HHpopMauus O JASUCTBUIX AepiKaTens
PETUCTPAlUOHHOTO YAOCTOBEPEHUS, HE3aBUCUMBIX KOMHUTETOB IO OIIEHKE JaHHbIX,
YIOJHOMOUYEHHBIX OPIaHOB, MPEAINPUHATHIX B OTHOIICHUH TIPOOJIEM, CBA3aHHBIX C MPOQPUIEM
0e30MacHOCTH JIEKapCTBEHHOro mpenapara. HoBble HMHAUWBUAyadbHBIE COOOIIECHUS O
HEXEJATENbHBIX PEAKLMAX HE JOJDKHBI BKIKOYATHCS B pa3fell, 3a UCKIOUYECHUEM CIIy4aes,
KOTJ]Ja OHU MOTYT MPEACTABISIOT MPUHIUINAIBHO BaXKHBIN Cly4yall HeKelaTeIbHOU peakIuu
(HampuMep, MEpBBI 3apETUCTPUPOBAHHBINA CIydaill pa3BUTHS BaXKHOT'O HEXKEIATEIbHOIO
ABJIEHHUS y YEJOBEKAa), COJIEP)KAaTh BaXHbIM CHUTHAN, KacalolMics Oe30MacHOCTH
JIEKapCTBEHHOTO MpernapaTa WK JOMOJHUTEIbHYI0 HHPOPMAIIUIO SISl OIIEHKH MPOOJIEMBI TI0
0e301acHOCTH, MPEJICTABIIEHHON B IEPUOINYECKOM OOHOBIISIEMOM OTYETE MO OE€30MaCHOCTH.
B pa3nmen Takke BKIIIOYAETCs BBISIBIICHHAS HA MPOTSHKCHUH JAHHOTO Meproaa HHGOpMAIHs O
0e30macHOCTH, KOTOpask MPEe/IoIaraeT BHECEHUE CYIIECTBEHHBIX M3MEHEHHUI B CIPABOYHYIO
MH(}OpMaLMIO O JIEKAPCTBEHHOM Ipenapare (HalpuMmep, 0 HOBOW HEXEJIAaTebHOM peaKkuu,
MPEAOCTEPEKEHUN UM MIPOTUBOTIOKA3aHUM). JlaHHbBIE pa3ziena JOJKHBI ObITh YYTEHBI TIPH
coctaBjieHun mnoxapaznena 16.3 "Ouenka puckoB U HOBOW uHpopMmamuu" paszgena 16 "
Curnanbl ¥ OIIEHKa PHUCKa" MEPUOANIECKOTO OOHOBISIEMOTO OTYETA MO OE30MaCHOCTH

Paznen 15. O630p curaanoB (HOBHIE, pACCMAaTPUBAEMEIC U 3aBEPIICHHBIC)

660. Llenpro maHHOTO pasnena sSBIAETCS NMPEICTaBICHUE 0030pa BHISBIICHHBIX CUTHAJIOB,
CUTHAJIOB, MOJYYEHHBIX B MEPUO] IPOBEACHHS OLICHKU HEXENaTeNbHBIX PEaKlUid, a TaKKe
CUTHAJIOB, TIOJYYCHHBIX 32 OTUYETHBIN MEPUOJ, OTICHKAa KOTOPHIX YK€ 3aBepiieHa. B maHHbII
paszen JOJDKHBI BKJIIOYAThCS CUTHAJBI, B OTHOLIEHWU KOTOPBIX BBIIIOJIHEH MEPBBIN 3Tam
OLIEHKU MU COIJIACHO pe3yJbTaTaM BaJIMJALMHU OINpeaeseHa 000CHOBAHHOCTh BBIMOJHEHHUS
MOCTEAYIOMMUX JTANoB OIEeHKU. CHUTrHaabl MOTYT OBITh BBISBJIEHBI IO pe3yJbTaTaM
MPUMEHEHHSI Ka4eCTBEHHOTO METo/a (HampuMep, Ha OCHOBAHWUHU TOJYYEHHUS OJHOTO WIIH
CEpUHU CIly4yaeB COOOIIECHUI O HEXEIaTeIbHOW peaklMu) WM KOJUYECTBEHHOro Metona (
HaIpUMEp, Ha OCHOBAHUU TTOKA3aTelIs TUCIIPONIOPIIMOHAIBHOCTH, PE3YJIbTATOB KIIMHHYECKHUX
WU DIUAIEMHUOJIOTUYECKUX MCCIIEI0BaHMI), a TAK)KE MOTYT OBITh PE3yJIbTATOM 3ammpoca O
peaocTaBlIeHn UHMOpMAIMK MO0 OE30MaCHOCTH CO CTOPOHBI YIOJTHOMOUYEHHOTO opraHa (
m000M U3 CTpaH MUpa).



661. Pemienrie OTHOCUTEIBHO TMOCIEAYIONIEH KiIacCU(HUKAIIMU CUTHAJIOB, a TaKkKe
3aKJIFOYEHUS M0 pe3yibTaTaM BBIIIOJHEHHOW OIIEHKH, BKJIIOYAs MEIUIIMHCKYIO OLIEHKY U
HAYYHYI0O HHTEPIPETANI0 HMEIOIINXCSA JaHHBIX, JEpPXKaTelb PErucTPallMOHHOIO
yAOCTOBEpEHUA MpeACTaBisieT B pazaene 16 "Curnan wim omeHka pucka' nepuoanueckoro
OOHOBJIIEMOTO OTYETa MO 0€30MacHOCTH.

662. K HOBbIM CUTHAJIaM OTHOCSITCSI CUTHAJIbI, BBISIBJIEHHBIC 32 OTUYETHBIN niepro. Hoas
KJIMHUYECKU BakHasi MHMOpMaIus, MOJIydYeHHAs Ha MPOTSHKEHUU OTUETHOTO NEepuoja B
OTHOIIECHUU paHEe 3aKPBITOTO CUTHAJA, TAaKXKE JOJDKHA PACCMATPUBATHCA KaK HOBBIM CUTHAI
Ha OCHOBAaHUU BBISIBJICHUS HOBBIX acCIEKTOB IO paHEE OTKIOHEHHOMY CHUTHaly, JUOO
ompeneneHrs HeoOXOAUMOCTH AallbHEHIIe Bepudukanuu uMeromuxcs TaHHbIX. HoBbie
CUTHAJIBI MOTYT OBITh KJacCU(UIIUPOBAHBI KaK 3aKpbIThIE WM pacCMaTpUBacMble B
3aBUCUMOCTHU OT CTaTyca JaHHBIX CUTHAJIOB MO COCTOSHUIO HAa KOHEIl OTYETHOrO MEepUojia
NEPUOIMYECKOr0 OOHOBISIEMOTO OTUETa MO Oe3onacHocTu. Hampumep, K HOBBIM CUTHAJIaM
OTHOCHUTCS MOJy4YeHUE HOBOM MH(OpMaINK, IO pe3ysibTaTaM OIEHKU KOTOPOU BBIMOJIHEHBI
WIK MOTYT MTOTPEeOOBATHCS CIEAYIONINE MEPOTIPUSTHUS:

BO300HOBJIEHA padoTa MO paHee 3aKpbITOMY JINOO OTKIOHEHHOMY CUTHAILY B PE3yJIbTaTe
MOJIy4eHHs] HOBOU MH(OopMaIuy;

ONpEJIeIEHO BO3MOXKHOE KIWHUYECKH BAXXHOE OTJIMYUE XapaKTEPUCTHUK
UJCHTU(UIIMPOBAHHOTO PUCKA IO CTETICHU TSHKECTH WIIM YacCTOTHI MPOSBIICHHS (HApUMED,
HOBasi HH(pOpMaIIs IPenoaraeT BO3MOXHOCTh 00jiee Cepbe3HOr0 UCX0/a B BUJIE Pa3BUTHUS
MEYEHOYHON HEJO0CTaTOYHOCTH IO PaHEe ONMHMCAHHOMY IPOSBICHHUIO B BUIE TPAH3UTOPHOTO
MOBBIIICHUS AKTUBHOCTH MEYEHOUYHBIX (PEPMEHTOB JINOO JJI paHee ONMUCAHHON HEHTPOIIEeHUN
MOJIyYEHO COOOILEHHE O PA3BUTUU arpaHyJIOLMTO3a C UCKIIFOUEHHEM MHBIX aJbTEPHATUBHBIX
MIPUYUH JAHHOTO COCTOSIHUS);

ONPENIEIEHO BO3MOXHOE OTJIMYHME XAPAKTEPUCTUK MIACHTU(PUIMPOBAHHOTIO PUCKA IO
CTEIMEHHU TSHKECTH WM YacTOTE MPOSIBICHUS 1JI ONPEAEICHHON NOATPYNIIIbI MAIUEHTOB;

npeanoaraeTca HeoOX0AMMOCTh BHECEHHUS JOMOJHEHUM (B cilydae MOATBEPKIACHUS
MOTEHUUAJIBHOTO PUCKA) B MPEAOCTEPEKEHU WU OCOObIE YKa3aHMs, MPOTUBONOKA3aHUS,
BHECEHHS] U3MEHEHHMI B MOKa3aHUsl WJIM IEJEBbIE MOMYISIUU, JUO0 MPUHATHE UHBIX MEp
MUHUMU3AIUU PUCKA.

663. JlepxaTenaeM perucTpaliiOHHOTO YJIOCTOBEPEHUS JOJKHA OBITh MpEACTaBiIcHa B
TabauyHON (popMe cienyromas UHPOpMAIUs MO PACCMATPUBAEMBIM WJIM 3aKPBITBIM IO
COCTOSIHUIO Ha KOHEI[ OTYETHOTO TMEepuoja CUrHajgaMm (B JaHHOM paszjeiie oTdera Jubo B
MIPUJIOKEHUHU K HEMY ):

KpaTKO€ OMKHCAHUE CUTHANA;

JlaTa BBISIBJICHUS CUTHAJIA JePKATEIEM PErUCTPAllMOHHOTO YI0CTOBEPEHHS;

CTaTyC CHUTHaja M0 COCTOSHMIO Ha KOHEI| OTYETHOTO MepHoJa (paccMaTpruBaeMblil WU
3aKPBITHIN);

JlaTa 3aKPBITUSI CUTHAJA, €CJIM MPUMEHUMO;



KpaTKO€ pE3IOME KIIFOUEBBIX JaHHBIX;
IJIaHBI IO JAaJbHEHIIECH OLICHKE CUTHAA;
MPUHSATHIC WU TUTAHUPYEMBIC IEHCTBHUS.

664. [logpoOHOe onKcaHuEe OLIEHKU 3aKPBITHIX CUTHAJIOB HE BKJIIOYAETCS B JAHHBIM
pa3ziell W JOJDKHO OBITH TpelcTaBieHo B mojapasznene 16.2 "Ouenka curaaior"
NEPUONYECKOr0o OOHOBIIIEMOro oTueTa o 6ezonacHocTu. O1ieHKa HOBOW MH(OpMaALIUU IO
paHee BBISIBJICHHBIM UJICHTU(UIIUPOBAHHBIM WM MOTEHIIMAIBLHBIM PUCKaM, KOTOpasi He Obuia
OLICHEHA KaK HOBBIM CUTHaJ, NMpeacTaBisieTca B nogpasaene 16.3 "OueHnka puckoB U HOBOM
uH(popmanuu" nNepuoanYecKoro 0OHOBISIEMOr0 OTYeTa 1Mo Oe30macHoCTH".

665. B ciayuae ecnu nepikaTeiaeM PEruCTPAllMOHHOTO YJIOCTOBEPEHHUS MO 3ampocy
YIOJIHOMOUYEHHOT'O OpraHa Obljia BBIMOJHEHA OLIEHKA OMpeIeIeHHON MPoOIeMbl, CBI3aHHOMU C
MIPUMEHEHUEM JIEKApCTBEHHOIO Mpenapara U He OIIEHUBAEMOM KaK CUTHAJ, U M0 pe3yJbTaTaMm
BBINIOJIHEHHOTO aHalii3a HEe IMOJTBEPXkKICHO OTHECEHWE JaHHOW MpOOJIeMbl K CUTHAY, B
paszene npuBOAUTCS 0000IIeHHass UH(OpPMaIUs C OMUCAHUEM MOJIYUYEHHBIX PE3yJIbTaTOB
orleHKU. Ecnu mo pe3ynpTaraM BBIMOJHEHHOW OIEHKH MpoOJiieMa MOJJICKUT OTHECEHUIO K
curHajgaM, uHdopMaius J0KHa ObITh BKIIOUEHA B mojapaszaen 16.2 "Ounenka curHaioB" (B
TaOJIMYHBIE TaHHBIE O CUTHAIAX ) IEPUOUIECKOTO OOHOBIISIEMOTO OTYETA IO 0€30MTaCHOCTH.

Pazpen 16. CurHans! 1 OIEHKa pHCKa

666. Ilenpio TaHHOTO pa3jena sSBJISETCS MPEACTaABICHUE:

KPaTKOTO pPE3I0ME M3BECTHBIX M HEU3BECTHBIX XapPaKTEPUCTUK BaXKHBIX
UICHTU(UIIMPOBAHHBIX, BAXKHBIX TMOTCHIIMAIBHBIX PUCKOB U OTCYTCTBYIONIEH HH(POPMAITHH
0 COCTOSHMIO Ha Hayallo OTYETHOTO IMEpHOJia B COOTBETCTBUU C NEPUOIUYECKUM
OOHOBJISIEMBIM OTYETOM IO OE30MAaCHOCTH;

OIICHKH BCEX 3aKPBITHIX 32 OTYETHBIN NEPUO]I CUTHAJIOB;

OIIEHKM HOBOM MH(OpMAIIUU O paHEe YCTAaHOBJICHHBIX BaXKHBIX UICHTU(UIIMPOBAHHBIX U
BKHBIX TOTEHI[UAJIbHBIX PUCKAX;

KpaTkoi uHpopmaiu 00 3pHEeKTUBHOCTH MEPONPUATHI IO MUHUMH3ALUU PUCKOB.

667. Uadopmaniis B TaHHOM pa3jelie He JOJKHA TyOIrpoBaTh JaHHBIC, TPEACTABICHHBIC
B JIPYTHX pa3zjenax MepHOJUYECKOro OOHOBIISIEMOTO OTYeTa 1Mo 0e30MacHOCTH, U JTOJHKHA
OTPaXKaTh UHTEPIPETALMIO U KPUTHUYECKYIO OLICHKY UMEIOLIUXCS TAaHHBIX ¢ POPMHUPOBAHUEM
XapaKTEPUCTUKHU PUCKOB, OLICHUBAEMbIX KaK Ba)KHbIC ISl JIEGKAPCTBEHHOTO Mpenapara. B
pasnene, npeHa3HauYeHHOM JJIs MPEICTaBICHUs 0000IIEHHON aHATUTUYEeCKON nHpOopMaIuy,
KaK TpaBujo, HEe TpeOyeTcs MpeACTaBiIsATh ONMMCAaHWE WHAMBUIYATbHBIX CIIYy4aeB, OJHAKO
OTNHUCaHUE KJIMHUYECKOW OIEHKU OTJEIBHBIX CIIy4aeB MOXKET ObITh 0OOCHOBAaHHBIM, €CIIH
JTAHHBIE CIy4au SBISIOTCS Oa30BBIMH JJI XapaKTEPUCTUKUW W KIMHUYECKOW OIICHKH
MPOSIBJICHUS PUCKa.

ITompasmen 16.1 O606maromas madopmarms mo npobireMam 6e30mMacHOCTH



668. Llenblo qaHHOTO MOJpa3/ena sABIsSETCS MPE/ICTaBIeHHEe OCHOBHOM 0000IIaoIe
MH(pOpMAIIMK O BaXXHBIX MpoOiemMax Mo 0Oe30MaCHOCTH JEKAPCTBEHHOrO Ipemnapara, ¢
yKa3aHUEM B OTHOIICHUHU KaXKJOro acreKkTa 0e30MacHOCTU CBEJEHUU O TOM, Kakas HOBas
OIICHKA JAHHOTO aCIIeKTa MOYKET OBITh BHITIOJIHEHA.

669. Ilpu onpeneneHnN BaXXHOCTU KaKJIOIO U3 aCIIEKTOB PUCKA CIEAYET IPUHUMATh BO
BHUMAaHUE clieaytouye (pakTopsl:

a) CEpbE3HOCTh PUCKA, CBSI3aHHOTO C JICKAPCTBEHHBIM MPENapaToM,
C MEMIIMHCKON TOYKU 3pEHUsI, BKIIOYAs BIUSHUE HA COCTOSTHUE MAIlMEHTOB;

0) yacToTa, IpeaCcKa3yeMoCTh, IPEIOTBPATUMOCTh U OOPATUMOCTh PUCKA;

B) OTEHIIMAJILHOE BIUSHUE Ha 00IIIECTBEHHOE 3/I0POBhE (3J0POBHE HACETIEHUS) (YacTOTa
pPHUCKa B MOMYJISAIAH, pa3Mep MOMYJISIINAN, TIOABEPTIIHIACS BO3ICHCTBHUIO);

r') OllEHKa OOIECTBEHHOW MPUEMIIEMOCTH PUCKA B CIydasiX BO3MOXHOTO BIUSHUS
JIEKapCTBEHHOIO Tpernapara Ha o0IIEeCTBEHHOE 37J0pOBbe (3I0POBbE HaceNeHUs) (Harpumep,
OTKa3 OT MPOTPaMMBbI BaKIIMHAITIH).

670. Ob6o0maromasi naHGopmalus A0JDKHA MPEACTABIAThL UMEIOIIUECS CBEJICHUS O
0€30MacHOCTH JIEKapCTBEHHOI'O TperapaTa Mo COCTOSHUIO Ha Hayalo OTYETHOTO Mepuoja B
COOTBETCTBHH C MEPUOJIUYECKUM OOHOBIISIEMBIM OTYETOM IO 0€30MAaCHOCTH U OTPaXKaTh:

a) BAKHbIE UACHTU(PUIMPOBAHHBIE PUCKU;

0) BayKHbIEC MOTEHIIUATILHBIE PUCKH;

B) OTCYTCTBYIOIIYIO0 HH(POPMAITHUIO.

B oTHoOmIeHNN JIeKapCTBEHHBIX MPENapaToB, UMEIOIMINUX CHEU(DUKAIUIO 10 O€30MACHOCTH
, mH(OpMaIus, BKIOYaeMasi B JaHHBIA Mojpasjen, AOJDKHA COBIaaaTh ¢ o0oOIiarolieit
uH(popManue, TpeaCcTaBICHHON B TEKyIeH BepcuM crenuduKanuy mo 0e30macHOCTH Ha
JaTy Hayajga OTYETHOTO MEPHoJia B COOTBETCTBUU C MEPUOAUUYECKUM OOHOBIIIEMBIM OTYETOM
1o 6€30MacHOCTH.

671. B oTHOLIEHUH JIEKAPCTBEHHBIX MpeNapaToB, HE UMEIOIUX CHEHU(PUKAINU 10
0e30macHOCTH, MaHHBIM MOApa3Aeid JOJDKEH COAEpXKaTh JaHHBIE O BaXKHBIX
UJICHTU(DUIIMPOBAHHBIX M TOTEHIIMAJbHBIX pPHUCKaX, a TakXkKe 00 OTCYTCTBYIOIIEH
nH(popManyu, CBSI3aHHOW C MPUMEHEHHEM JICKapCTBEHHOTO Mperapara, Ha OCHOBAaHHUH
JAHHBIX TPEAPETUCTPAIMOHHOTO M TOCTPETHUCTPAIIMOHHOTO TEpUuoJa, B TOM YHCIE
CIICY 0TIy 0 HHPOPMAITHIO:

0 BO)XHBIX HEXKEIATEIHHBIX PEAKITUIX;

0 B3aMMOJICHCTBUU C APYTUMH JIEKAPCTBEHHBIMU TTpeNapaTamu;

O BBISIBJICHHBIX OIITMOKAX MPUMEHCHHS,

0 B3aUMOJICHCTBUU C MPOAYKTaMU TUTAHUS WM UHBIMU BEILIECTBAMH;

0 pe3yibTaTax BO3JCHCTBUS Ha OPTaHWU3M IIPH BBIMOJHEHUH MPOdEeCcCHOHATLHON
NeSITEIHbHOCTH;

0 KJIACCOBBIX (papMakoJornueckux sdexrax.



672. O6o0mmaromue cBeJACHUs M0 OTCYTCTBYIOIIEH MH(POpMaUK TOHKHBI COAEPKATh
OIICHKY KPUTHYHOCTH HEIOCTATKOB B MMEIOIIMXCS 3HAHUAX IO ONMPEICICHHBIM acIeKTaM
npoduiist 6€30MaCHOCTH IS 1EJIEBBIX MOMYJISIIHAA.

ITompasmen 16.2. Onenka curaana

673. Nudopmarmus, npeacTaBisieMas B JAaHHOM IOJApa3elie, J0KHA 0000IIaTh
pEe3yIbTaThl OLICHKM CUTHAJIOB MO 0€30MacHOCTH, KOTOpas Oblla 3aBepllieHa B OTYETHBIN
nepro . CHTHAIBI MOTYT OBITh 3aKPBITHI IO Pe3yJIbTaTaM BBHITTOJIHEHHOW OIICHKH 10 TTPUYUHE
OTKJIOHEHHSI CUTHajia MO0 MOATBEPKJICHMS] CUTHATA C OTHECEHHEM €ro K YMCIy BaKHBIX
MOTEHIMAIBHBIX WU UACHTU(PUIIMPOBAHHBIX PUCKOB. B monpasaen BKiIoUaeTcs OlleHKa 0
JIBYM KaTEropusM CUTHAJIOB:

CUTHAJIBI, KOTOPBIE IO pe3yjabTaTaM OILIEHKH MOTYT ObITh OTHECEHBI K KaTeropuu
MOTEHITUATBHBIX WIH UISHTU(DHUIIMPYEMBIX PUCKOB, BKJIFOYAsi OTCYTCTBUE TEPANIEBTUICCKON
3 PEeKTUBHOCTH;

CUTHAJIbI, KOTOPBIE IO PE3YyJbTaTaM OIEHKHU ObUIM OTKJIOHEHBI KaK JIOKHBIE CUTHAJIBI Ha
OCHOBAaHMHM HAay4yHOW OIIEHKHM, MMEIOUIEHCS Ha JaTy MPOBEIECHHS MPOLENYyphl OIEHKHU
uHopmarmu. JJist ka0 U3 KaTeropuii CUTHAJIOB JOJKHO OBITh MPEICTABICHO MOIPOOHOE
OIHCAaHME C JCTAIbHBIM OOOCHOBAHHEM CJEJIAHHBIX BBIBOJIOB JIEPHKATEIs PErUCTPALIMIOHHOTO
YJOCTOBEPEHUS 1O OTKJIOHEHHUIO CUTHAJIA TUOO OTHECEHHUIO €ro K YUCTY MOTCHIIUATbHBIX WIH
UICHTU(UIIUPOBAHHBIX PUCKOB. OOBEM U CTETICHD JCTAIN3AINH TIPEICTABIIEMOTr0 ONUCAHUS
BBITIOJTHEHHOM OILICHKM CUTHaja 3aBUCST OT MEAUIIMHCKOW 3HAYMMOCTH JIAHHOTO acreKTa
npoduisi 6e30macHOCTH (HApPUMEpP, CEPHE3HOCTH, OOPATHMOCTH, UCXOOB, MOBBIIIAOITIX
3a00J1€Ba€MOCTh U CMEPTHOCTH), TOTEHI[MATIBHOTO BJIUSHUA Ha OOIECTBEHHOE 3J0POBBE (
3JI0pOBbE HaceyeHus) (HampuMep, pacnpoCTPaAaHEHHOCTH NPUMEHEHHUS, YacTOThl H
3HAYUMOCTU TPUMEHEHHS HE B COOTBETCTBHH C OOIIEH XapaKTEPUCTUKON JIEKAPCTBEHHOTO
npemnapara), a TakKe CTENEeHW JOCTAaTOYHOCTH JOoKa3aTelbHOM 0a3bl Mo curHamy. [lpu
BKJIIOUYEHUH B pa3fiell JAaHHBIX 00 OIEHKE HECKOJIbKUX CHUTHAJIOB MO JBYM KaTErOpHsIM
CleyeT NPeJCTaBISATh HH(OOPMALIUIO B CIEAYIONIEH MOCIeA0BATEIbHOCTH:

3aKPBITHIC U JIO)KHBIE CUTHAIBI,

3aKPBIThIE CUTHAJIbI, OTHECEHHBIEC K KATETOPUH BaXKHBIX MOTEHIIMAILHBIX PUCKOB;

3aKpPBIThIC CUTHAJIBI, OTHECCHHBIC K KATETOPHUH BAXKHBIX UICHTU(PUITUPOBAHHBIX PUCKOB;

3aKpBIThIE CUTHAJIBI, ONPE/IeNisieMble KaK MOTEHIIUAIbHbIE PUCKU U HE OTHECEHHBIE K
KaTeTOPUH BaKHBIX;

3aKpBITHIE CUTHAJIBI, ONIPEACNIIeMble KaK UICHTU(UIIMPOBAHHBIE PUCKU U HE OTHECECHHBIE
K KaTEeTOPUH BaXKHBIX.

674. O11eHKa 3aKPBITHIX CUTHAJIOB JIOJIKHA OBITH TIPE/ICTaBlIeHa JTMO0 C YUYETOM MOKa3aHUun
100 C y4eTOM MOMYJISIIIUN B CIydasiX, KOTJia 3TO IPUMEHUMO.



675. OueHka cUrHasjga MOKeT BKIIIOUATh B c€0sl OLEHKY JOKJIMHUYECKUX U KIMHUYECKUX
JAHHBIX U JOJOKEH OBITh MCYEPHBIBAIOIIUM MO OTHOUIEHUIO K BO3MOXHBIM HCTOYHUKAM
NoJTy4eHus: HPOpMaIUH.

676. B pamkax mpoliecca ynpaBieHUs CUTHAIAMU OLIEHKA CUTHaJIAa YIOJIHOMOYEHHBIM
OpraHoOM I0CJI€ MPOBEIECHUS UCXOJAHOIO aHaM3a U MPUOPUTHU3ALMN CUTHAJIA NTPEACTABISET
co00ii Mpolecc OLEHKH BCEX HMMEIOIIMXCS JaHHBIX O CUTHAJE C IEIbI0 OMpeaeTeHUs
HEO0OXOAMMOCTHU MPUHATHUS PETYISITOPHBIX MEP.

677. Onucanue OIEHKH CUTHAJIOB JIOJKHO OBITh BKJIOYEHO B JIAHHBIN TOJpa3aci
MEePUOANYECKOr0 OOHOBISIEMOr0 OTYETa MO OE€30MaCHOCTH WJIM MPEACTABIECHO B BHUJIE
MPUIIOKEHUS K OTYETY U COJEPKaTh MHPOPMAIIUIO O CIEIYIOIINX acleKTax:

a) UICTOYHHK WM MpUYruHa GOPMHUPOBAHUS CUTHAIA;

0) 000CHOBaHWE, UMEIOIIEE OTHOIIICHHE K OIICHKE;

B) METO/IbI OIICHKH, BKJIFOYAsi ICTOYHUKH JTAHHBIX, KPUTEPUHU MOUCKA (€CTTU TPUMEHUMO),
UCII0JIb30BaHHbIe [ 0030pa TepmMuHbl MedDRA (Hanmpumep, TepMUHBI IPEANIOYTUTENBHOTO
YPOBHS, TEPMHHBI BBICIIETO YPOBHS, CUCTEMHO-OPTaHHBIM KJacc W T. [.) HIH
CTaHJapTU3UPOBAHHBIX 3anpocoB MedDRA) nubo aHanTUTHYECKHUE MOIXO/bL;

) pe3ynbTarhl (00001eHHas nHPOpMAIIKs) O UTOTaM KPUTHUYECKOTO aHaJIn3a JTaHHbIX,
paccMaTpuBaeMbIX MPHU OIEHKE CUTHaja. B ciywasx, Korja 3To NpejcTaBiseTCs Ba)KHBIM,
pe3ynbTaTel MOTYT BKJIIOYAaTh OIKMCAHUE CEPHUM CIy4yaeB WIM WHAUBUAYAIbHBIN
MOKAa3aTeNbHbIN Cllydyail He)KenaTeIbHOU Peakliun);

1) 00CYKIEHUE;

€) 3aKJII0YeHUe, BKItoUas MpeasiaracMble IEHCTBHUS.

[Toapasnen 16.3. Ouenka puckoB U HOBOW MH(OpMATUU

678. [lepkarenb perucTpaliOHHOTO YOCTOBEPEHHUS JOJKEH IIPEACTABUTh KPUTHUECKYIO
OLICHKY HOBOM MH(OpMAIUU 32 OTUYETHBIN NEPHUO]] B OTHOUIEHUHU PAHEE BBISBICHHBIX PUCKOB,
KOTOpas He BKJIOYeHa B mnoapazaen 16.2 "Ouenka cursaioB" MNEpUOIUYECKOTO
oOHOBIIIEMOro oTyera no Oe3zonacHoctd. HoBas nHdopmaius o 6€30MaCHOCTH, KOTOpas
MPEACTABIAET COOOM CUTHAJ, B OTHOLICHUM PAHEE YCTAHOBJIEHHOI'O PUCKA WM paHee
OTKJIOHEHHBI CUTHAJ JOJIKHA OBITh MpE/CTaBleHa B TAOJIMYHOM (hopmaTe U B MOJpa3fee
16.2 "Onenka cHrHaioB", €CIIM CHTHAJI 3aKPbIT 34 OTYETHBIM IMEPHOJ IEPUOIAYECKOTO
OOHOBJIsIEMOT0 OT4YeTa Mo Oe3omacHocTH. B nmaHHOM Tmoapasjene MpeacTaBiseTCs
oOHOBJIEHHAas MH(OpMaLKg O paHee YCTAaHOBJIEHHBIX PUCKaX, KOTOpas HE OLIEHUBAETCS KaK
curHan. Ilpumepamu Takoil MHPoOpMauuu SBIAIOTCS AaHHBIE, KOTOPbHIE MOJITBEPKAAIOT
MOTEHI[MAJIBHBII PUCK C HM3MEHEHUEM €ro KilacCU(UKAIMOHHOTO OTHECEHHUs Ha
UACHTU(PUIIUPOBAHHBIN PUCK JIMOO JOMONHSIOT XapaKTEePUCTUKY paHee YCTaHOBJIEHHOIO
pucCKa.

679. HoBast uapopmarniust 10JpKHA OBITH TIPEACTABIICHA 110 CIIETYIONUM aCIIEKTaM PUCKOB:

a) BaXXKHBIX MOTEHIIUAIBHBIX PUCKOB;

0) BayKHBIX UAECHTU(ULIUPOBAHHBIX PUCKOB;



B) JPYTUMM MOTEHIIMAIBHBIM PUCKAaM, HE OTHECEHHBIM K KaTETOPUU Ba’KHBIX;
) IpyTUM UACHTUDUITUPOBAHHBIM PUCKAM, HE OTHECEHHBIM K KaTETOPUU BaXKHBIX;
1) OOHOBJICHHE CBEICHUI 00 OTCYTCTBYIOIICH HH(POPMAIIUH.

680. IIpu orieHKe OCHOBHOE BHMMAaHUE JOJDKHO OBITh YAEJIEHO HOBOW MH(pOpMAaIUU,
MOJIYYE€HHOM 32 OTYETHBIN Mepuoj, © 000CHOBAHHON MHTEPHPETAIIUN BIUSHUS MOTYyUYCHHBIX
JAHHBIX Ha TTOHMMAaHWE U XapaKTepUCTUKY PUCKOB. Ha oCHOBaHWU BBITIOTHEHHOUN OIICHKU
BIIUSIHUS MOXET OBITh CIEJIIAHO OOHOBJIEHHUE XAPAKTEPUCTUKU BAXKHBIX MOTCHIUAIBHBIX U
BaXHBIX WUJICHTU(UIIMPOBAHHBIX PUCKOB B mojapasjaene 16.4 "XapakTrepucTtuka pucKoB"
MEePUOANYECKOTO0 OOHOBJISIEMOIr0 OTUEeTa IO OE30MacHOCTU. YPOBEHb JI€Talu3alllu
MPEJCTABIISIEMOTO ONKUCAHUS BBIMOJHEHHON OLIEHKH JOJI)KEH COOTBETCTBOBATH MMEIOLIEHCS
JI0Ka3aTeIbHOM 0a3e 1Mo TUM PUCKaM U 3HAYMMOCTH WX BIUSHUS HA OOIIIECTBEHHOE 37I0POBbE
(310pOBbE HACETICHUS).

681. Onucanue OlEHKHM HOBOM MH(OpMAIUU WU OOHOBJICHHE CBEJACHHU 00
OTCYTCTBYIOIIEH HHPOpPMAIUK AOJKHO OBITHh BKJIIYEHO B JIaHHBIM TOJpas3nen
NEPUOJANYECKOr0 OOHOBJISIEMOTO0 OTYETa MO OE30MACHOCTH WU MPEJICTABICHO B BHUJIE
MIPUJIOKEHUS K OTYETY U MPEyCMaTPUBATh CICAYIOIINE aCIIEKThI:

MCTOYHUK WY MIPUYUHY (POPMHUPOBAHUS CUTHAIA,;
000CHOBaHUE, UMEIOIIIEE OTHOIIIEHUE K OIICHKE;

METO/Ibl OLIEHKHU, BKJIIOYAs UCTOYHUKHU JAHHBIX, KPUTEPUU MOUCKA WM aHATTUTUYECKUE
MOJIXO/IbI;

pe3ynbTathl (0000mIeHHass WMHGOpMALUsA) KPUTUYECKOTO aHaiu3a JaHHBIX,
paccMaTpUBAEMBbIX TP OLIEHKE CUTHANA;
00CyXKeHue;

3aKJIFOYEHUE, BKIIOYas BBIBOJ OTHOCHUTEIBHO MOJITBEPKICHUS WIH OTKIOHECHUS
OCHOBAaHUM It OOHOBJECHHUSI XapaKTEPUCTUKU BAXKHBIX TOTCHUHUAIBHBIX HWIIH
UICHTU(DUIIMPOBAHHBIX PUCKOB, COTJIACHO OIIEHKE HOBOM MH(GOPMAIIMH 32 OTYETHBIA MEPUO/I.

682. B moapaszgesne NOKHA ObITH OTpa)KeHa U KPUTHUYECKH OIGHEHA BCS HOBas
nHbopMalusi OTHOCUTEIBHO TMOMYJSALUNA, KOTOpPbIEe MOABEPTIINCH BO3JAEUCTBUIO
JIEKapCTBEHHOTO IMpernapara B OTYETHBINA MEPUO/I, @ TAKKE JOHKHBI ObITh MPUBEICHBI IaHHbBIE
00 oTcyTcTByIOIIEH MHpOpMAMM M yKa3aHbl HEpElIEHHbIE MpoOieMbl. Bce acmekThl
HEOMPEIETICHHOCTH JaHHBIX MOJIEKAT 00BEKTUBHOMY YKa3aHUIO.

Tloppaznen 16.4. XapakrepucTika pucKOB

683. B moapaszaene naercs XxapaKTepUCTHKA BAXKHBIX UACHTU(UIIMPOBAHHBIX PUCKOB U
BXXHBIX MOTEHI[MAIBHBIX PUCKOB HA OCHOBAHMU OOOOIICHHBIX JAHHBIX (B TOM YHCIE HE
OTPaHUYMBAEMBIX OTUETHBIM MIEPUOJIOM) U OTIHCHIBAETCSI OTCYTCTBYIOIIAs HHPOPMAIIHSL.

684. C yuyeToM MCTOYHHMKA JIaHHBIX UHGOPMAIIMSI O PUCKAX JOJDKHA BKIIOYATh B CeOs
CJeAYIONINE CBEICHUS (€CIIU MPUMEHUMO):

4acToTa;



YUCJIO BBISIBIICHHBIX CIy4YaeB (YUCIUTENh) U TOYHOCTH OIEHKH C YYETOM MCTOYHHUKA

JTAHHBIX;
00beM Ha3HAYCHUM (3HAMEHATEelb), BBIPAKEHHBI KaK YHCIO TMAllMEHTOB,
MaIMEeHTO-MecsIeB (MAIUeHTO-JICT) U JIP. ¥ TOYHOCTh OLICHKH;

OLIEHKAa OTHOCUTEJIBHOTO PUCKA U €€ TOYHOCTH;

OIICHKa a0COJIOTHOTO PUCKA U €€ TOYHOCTb;

BJIMSIHUE Ha MAIlMeHTa (CHMIITOMBI, KaYECTBO M KOJIMYECTBO JIET KU3HH);

BIIUSIHUE HA OOIIECTBEHHOE 3/I0POBbE (3I0POBbE HACETICHUS);

(dakTopsl pucka (HarpuMep, HHAUBUAYaJIbHbIE (PAKTOPBI PUCKA; (BO3pACT, OEPEMEHHOCTb,
MEepUO/ JAKTAIlMKU, HapylleHne (QYHKIMU TMEYCHU WA MOYEK, 3HAUYMMasi COIMYyTCTBYIOIIAs
MaToJIOTUsI, CTETICHB TSKECTU 3a00JI€BaHUM, TeHETUYECKUM MToTuMopdu3M, pacoBast U (UIn)
ATHUYECKAs TPUHAIIICKHOCTD);

71032, CII0C00 BBEICHUS;

IPOAOKUTETBHOCTD JICUSHHSI, IEPHOJ] PUCKA;

MPEAOTBPATUMOCTh (OLIEHUBAETCA MPEICKa3yeMOCTh, BO3MOXHOCTh MOHUTOPUPOBATH
COCTOSIHH€ 110 HHIUKATOPHBIM CUMIITOMaM WJIH TJAOOPaTOPHBIM MapaMeTpam);

00paTUMOCTh;

MOTEHIIUATBHBIN MEXaHU3M;

YPOBEHb JOKA3aTE€IbHOCTH M HEOIPEAEIEHHOCTH, BKIIOYAs aHaJIU3 MPOTUBOPEUAIINX
(haxkToB (TIPY HATTMYKH).

685. B ciyuae ecnm oTrcyTcTBYMOmmas WHGOpPMAIHS OIEHWBACTCS KaK Ba)Has,
COOTBETCTBYIOIIIME CBEJACHUS BKIIOYAIOTCA B TepedyeHb MpobiieM Mo Oe30MacHOCTH.
NudopManysi MOIEKUT TPEACTABICHUIO C YKa3aHUEM OTPAaHUYEHHUI UMeEroIeics 0asbl
JAHHBIX (C YYETOM YHCJIa TMAIMEHTOB, BKJIIOYEHHBIX B HUCCIEIOBAHUS, KyMYJSITUBHOTO
BO3/ICHCTBYS WJTU AJTUTEILHOTO MPUMEHEHHS U IPYTHX OTPAHUYCHUH ).

686. IIpu moAroTOBKE MEPHOIUYESCKOT0 OOHOBIISIEMOIO0 OTYETa IO OE30IMACHOCTH JIJIs
JICKapCTBEHHBIX MpPENapaToB C HECKOIbKUMH TOKa3aHWSIMHU, (OpMaMu BBHITyCKa WU
cmocobaMu BBEIEHUs B CIy4yae HalW4Usi CYHIECTBEHHBIX pa3dUuUil IO
UICHTUUIIMPOBAHHBIM U TOTEHIMAIbHBIM pPUCKAM MOXKET ObITh 00OCHOBAHHBIM
MpEACTABICHUE TAHHBIX MO PUCKaM OTAEIBHO MO TOKa3aHWsIM, (opMaM BBIMYyCKa HIU
crocobam BBenieHUd. B oTyeTe MoxeT ObITh Ipe/icTaBlieHa cieayrolas nHpopmanus:

a) PUCKH, XapaKTepHBIE IS JCHCTBYIOIIETO BEIIECTBRA;

0) pucku, XapaKTepHbIE IJIs ONPENEICeHHBIX (JOPM BBIITYCKa WK CIIOCOOOB BBEJEHUS (
BKJIIOYasi BO3CHCTBHE MPH BBHITTOJHEHUHU MPOPECCHOHATBHOMN AEATeILHOCTH);

B) PUCKH, XapaKTEPHBIE JIJIS1 OTIPEICIICHHBIX MOITYJISITHI;

I') PUCKH, CBSI3aHHBIE C NMPUMEHEHUEM 0e3 Ha3HaueHUs Bpaya (s eMCTBYIOIIUX
BEIIECTB, KOTOPBIE MPEICTaBICHBI B (hOpMax, OTITYCKaeMbIX MO PEIenTy U 0e3 perenTa).

IToxpaznen 16.5. OpdekTHBHOCTS MEp MUHMMHU3AIMK PUCKA (€CITH IPAMEHHUMO)



687. Mepsl MUHUMHU3AIIUA PUCKA BKIIOYAIOT B ce0sl JEHCTBUS, HAlpaBJICHHBIC Ha
MPEIOTBPALICHUE HEXKENATEIbHBIX PEaKIUi, CBS3aHHBIX C BO3JCHCTBUEM JIEKAPCTBEHHOTO
npenapara, Ju00 CHUKEHUE CTENEHU MX TsHKeCTH. Llenbio AesTenbHOCTH 110 MUHUMU3AITUT
pHUCKA SIBIISIETCSI CHHXKEHUE BEPOSITHOCTH PA3BUTHSL WJIM CTEIIEHU TSHKECTH HEXKETATEIIbHBIX
JIEKapCTBEHHBIX peakIuii. Mepbl MUHUMHU3AINN PUCKa BKIIOYAIOT B ¢€0sl PYTUHHBIE MEPHI (
HalpuMep, M3MEHEHHUsT B OOIIel XapaKTepHCTUKE JIEKapCTBEHHOIO TMperapara) Wiu
JOTIOJTHUTENIbHBIE Mepbl (HampuMmep, HEMOCPEACTBEHHOE OOpallleHHe K CHelHaTucTam
CUCTEMBI 3/IpaBOOXPaHEHUs, TOJITOTOBKA U PAaCIPOCTPaHEHHE 00pa30BaTEIbHBIX MATEPHATIOB)

688. B moapasaene m0mKHBI OBITH MPEICTABICHBI PE3YIbTaThl OIeHKH () (PEeKTUBHOCTH
Mep MHUHHMHU3AIMU pUCKa. B 0000mMEHHOM BHIE MPEIACTABISICTCS COOTBETCTBYIOIIAS
uHpopmanus 00 3PpheKTUBHOCTH U (M) OTPAHUYCHUSIX KOHKPETHBIX MEP MUHUMH3AIUN
pHUCKa B OTHOIICHWW BAKHBIX UIACHTHU(PHUIIMPOBAHHBIX PUCKOB, KOTOpast ObLIa MoydeHa 3a
OTUYETHBIN meproi. Pe3ynbTarhl BBHIMOTHEHUS ONECHKH 3(PPEKTHBHOCTH MEp MUHUMHU3AIUU
pHUCKa, TIOJyYCHHBIE B OJHOM TOCYJIapCTBE-WICHE, KOTOPHIE MOTYT OBITH TIOJIE3HBI H
WCITOIB30BaHBI MIPH PEaM3allid B JPYTHX TOCYIAapCTBAX-WICHAX, SBISIIOTCS BOXHBIMH H
moJyIeXkaT TMPEACTaBICHUI0 B oOT4YeTe. Pe3ynbTarhl OmeHKH dSPHEKTUBHOCTH MeEp
MUHHAMHM3AIUN PUCKA, KOTOPBIE OBLIN MOJIYYCHBI B OTACILHOM PETHOHE 32 OTUYCTHBIN TIEPUOI,
MIPE/ICTABIISIOTCS B PETUOHAIBLHOM MPUJIOKEHUU K OTUETY.

Pazgen 17. OneHka moas3sl

689. B nanHoMm pasnmene B mozapaszaenax 17.1 "Baxuas 6asucHas uHpopmaius o0
s pekTUBHOCTH JieKapcTBeHHOro npenapara” u 17.2 "HoBas BeisiBIeHHas uHpopMarus 06
3(pdEeKTUBHOCTH JIEKApCTBEHHOrO IMpemnapara" MpeJACTaBIsSIETCS] OCHOBHAsi W HOBas
uHpopmanuss 00 >GPEeKTUBHOCTH JEKAPCTBEHHOTO Ipemnapara, (Qopmupyromas
XapaKTEPUCTUKY TOJIb3bl JIEKAPCTBEHHOr'O IMpemnapara, OMUCAHUE KOTOPOM MOIJICKUT
npeacTaBieHu0 B mojapaszaene 17.3 "XapakTepucTuka mOdb3bI" € MOCIEAYIOIIUM
BKJIIOUCHHEM B MHTEIPUPOBAHHYIO OIIEHKY COOTHOIICHUS "MOJb3a — PUCK" JIEKAPCTBEHHOTO
npemnapara B pazaene 18 "MHTerpupoBaHHBIN aHAIW3 COOTHOIIECHUS "MOJIb3a — PUCK' MO
0JI00pEHHBIM MTOKa3aHUsIM".

ITompasmen 17.1. Baxnas 6asucHas uadopMmamms 06 3¢ pexTHBHOCTH JIekapCTBEHHOTO Ipenapara

690. B manHOM mojpaszjzelie MpeacTaBisIeTcs OCHOBHas MHGOpMAIMs, Kacaroliascs
() PEeKTUBHOCTU JEKAPCTBEHHOTO Mpernapara B XOJ¢ KIMHUYECKUX HUCCIEIOBAHUN U MU
IMPUMEHEHUH B MEIUIMHCKONM TpakTUKe (HAa Hadajlo OTYETHOro Iepwonaa). JlanHas
nHpopMalus JOJDKHA UMETh OTHOIIEHHE K OJIOOpPEHHBIM IMOKa3aHUSIM K MPUMEHEHUIO,
BKJIFOYEHHBIM B CIIPABOYHYIO HH(POPMAIIHIO TI0 JIEKAPCTBEHHOMY Ipernapary.



691. st nekapCTBEHHBIX MPENapaToB C HECKOJIbKUMH IMOKa3aHUSIMH, LEIEBbIMU
MOoNyJIsuusIMUA U (WJIM) cocoO0aMu BBEJCHUS T0JIb3a JIOJKHA OBITh OXapaKTepu3oBaHa B
OTJIETTLHOCTH T10 KaXJ0MYy (haKTopy.

692. Jly1s1 IeKapCTBEHHBIX MPENapaToB, Y KOTOPBIX 32 OTUETHBIN NMEPUO] ObLITN BBISIBJICHBI
CYIIIECTBEHHBIC U3MEHEHMS Tpoduiist Oe30nacHoCTH Wik 3G(HEKTUBHOCTH, TAHHBIN TOIpa3 et
JOJDKEH BKJIIOYaTh B ce0s JOCTAaTOYHYI0 MH(POpPMAIUIO 11 000CHOBaHUS OOHOBIIEHHOMU
XapaKTEPUCTUKU TOJb3bl JICKAPCTBEHHOTO Mpernapara, OTpaXxeHHOu B moxpaszaene 17.3 "
XapakTepuCTUKa TMOJIb3bl" MEePUOJUYECKOT0 OOHOBISIEMOTO OTYeTa MO Oe30MacHOCTH.
Conepxanue U CTENEeHb JieTalu3aluu HHGOpMaIlUU, MPEICTABICHHON B JaHHOM To/Ipa3ee,
JIOJIKHA OBITh JJOCTATOYHOM JJ11 0OOCHOBAHUS XapaKTEPUCTUKH TOJIb3bI B mopazaene 17.3 "
XapaKTEepUCTUKaA MOJIb3bl" M OLIEHKM COOTHONIIEHMS '"MoJsib3a — puck" B moapasznaene 18 "
NHTerpupoBaHHbI aHATU3 COOTHOIIEHUS "MOJIb3a — PUCK" 1O 0JOOPEHHBIM MOKa3aHUsIM" 1
MOJKET BKJIIOYATh (MMPU HEOOXOIUMOCTH) CIIEYIOIINE ACTIEKTHI:

a) SMUJAEMUOJIOTUS U IPOUCXOXKICHHE 3a00JICBaHNUS;

0) XapaKTEepUCTHUKA MOJb3bl (HApUMEpP, NUATHOCTHYECKAs, MpOoQuiIaKTH4YecKas,
CUMIITOMaTH4ecKasi, 001e3Hb-MOAUPUIUPYIOLLIA);

B) Ba)KHbIE€ KOHEYHBIE TOYKH, MOATBEPKAAIOIINE MOJb3Yy (HampuMmep, BIUSHHUE Ha
CMEPTHOCTb, CHMIITOMATHKY, UCXO]IbI);

) J10Ka3arenbCcTBa A(Q(PEKTUBHOCTH B KIMHUYCCKUX HUCCICTOBAHUSIX M MEIUITUHCKOM
NpakTUKE II0 CpPaBHEHUIO C MpenapatoM CpaBHEHUs (HampuMmep, CpaBHUTEIbHbBIE
KIIMHUYECKUE HCCIEJOBAHUSI C aKTHUBHBIM KOHTPOJEM, METAaaHAJIHU3bl, 00CEpPBAIMOHHbIC
UCCJICIOBAHNUA);

1) TeHJACHIUU U (WJIU) JOKA3aTeJbCTBA MOJb3bl MO BAXXHBIM MOMYJSIIUOHHBIM
noArpymnmnaM (HarmpuMep, BO3PACTHBIM, TOJIOBBIM, ITHHUYECKHM), MO CTENEHU TSIKECTU
3a00JIeBaHMs, TEHETUUYECKOMY MOJIUMOP(PHU3MY B CiIydae, €CIU 3TO UMEET OTHOIIEHUH K
OIIEHKE COOTHOIIIEHMS "T0JIb3a — PUCK".

ITonpasmen 17.2 HoBas BrisiBieHHas nH(OpMaIms 06 d3pdexTuBHOCTH

693. JI1s HEeKOTOPBIX JEKAPCTBEHHBIX MpEnapaToB 3a OTUYETHBIN MEPUOT MOXKET OBITh
nojsydyeHa HoBas HHPopManus o0 3(PPEeKTUBHOCTH B KIMHUYECKUX HCCIIEIOBAHUIX U
MEIMLIHUHCKON MPaKTHKE, KOTOpasi JOJKHA ObITh IpEACTaBi€HA B JaHHOM Mojpasnene. B
OTHOIIEHUH OJOOpPEHHBIX MOKa3aHUI K NMPUMEHEHHUI0 MOXET OBITh MPEACTAaBIEHA HOBAs
uHpopMmanus 00 3PPHEeKTUBHOCTU NPU NMPUMEHEHUU B YCIOBUSX PEATbHOM MEIUIIMHCKON
npakTuku (npu Hanmmuuu). Madopmarus o qokazarenbHol 6a3e B OTHOUNIEHUH HEOI0OPEHHBIX
MOKa3aHUil 0 NPUMEHEHUIO HE BKIIOYAETCS B pa3ziell B Cllydae, €ClId 3TO UMEET OTHOILIEHUE
K OIICHKE COOTHOIIIEHUS "M0JIb3a — PUCK".

694. Undopmarius 06 3pPpekTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa Mpu NPUMEHEHUH 110
HOBBIM MOKa3aHUSM, KOTOpPbIE ObUTH 0JI0OpEHBI Ha MPOTSKEHUH OTYETHOTO MEePUOo/a, TAKXKe
HOJJICKUT OTPAXKEHUIO B JTaHHOM mnojpaszzene. CoaepkaHue M CTENEHb JETaau3aluu



uH(dOpMaIUu, MPeCTaBICHHON B MOpa3iese, JoJIKHA ObITh JOCTATOYHON ISl 0OOCHOBAHMSI
XapaKTEPUCTUKU TMOJIb3bl B moxapaszgene 17.3 "XapakTepucTuka MOJb3bI"' U OLEHKHU
COOTHOIIIEHHUS "MoJIb3a — puck" B noapaszaene 18 "MurerpupoBaHHas OlleHKa COOTHOIIEHUS "
MoJib3a — PUCK" JIGKAPCTBEHHOIO Mpernapara’ MepuoJuYeckoro 0OHOBISIEMOTO OTYETa MO
0€30IacHOCTH.

695. Ocoboe BHUMaHHE B MOJpa3iefie YACISIETCS BaKIIMHAM, MPOTUBOMUKPOOHBIM U
MHBIM Tpernaparam, I KOTOPbIX U3MEHEHUS TePaneBTUUECKON Cpeabl MOTYT MOBIUSATh HA
COOTHOIIEHHUE "T0JIb3a — PUCK' C TEYEHUEM BPEMEHMU.

Iloppaznen 17.3. XapaKTepHUCTHKA IONB3H

696. B moapaznene mpenacraBisieTcss o0ObeIMHEHHAs WH(pOpMAIUs, Kacaromascs
OCHOBHBIX W HOBBIX JaHHBIX O TEPANEBTUYECKOH MOJIb3€, KOTOPHIE CTalu W3BECTHHI 3a
OTUYETHBIN mepro (1Mo 0J0OPEHHBIM MOKA3aAHUSM).

697. B ciyyae OTCYyTCTBUSI HOBBIX JAHHBIX 110 TPOPIt0 3(hPEeKTUBHOCTU U OTCYTCTBUS
3HAYUTEIBHBIX U3MEHEHUH Mpo¢uis 0€30MaACHOCTH JAHHBIA MOAPa3/Ies I0JKEH CONEepkKaTh
cchiIky Ha moxapaszaen 17.1 "Baxnas OasucHas unHbpopMmarus 00 >DGEKTHBHOCTH
JICKapCTBEHHOTO TIperapara, MojiydeHHasi B X0/ KIMHUYECKUX HCCIETOBAaHNN U PUMEHEHUS
B MEJAMIIMHCKON MPAKTHKE" MEPUOANUECKOr0 OOHOBIIIEMOIO OTYETa 110 0€30MaCHOCTH.

698. B cnyyae eciau 3a OTYETHBIM Nepuoj OblIa ModydyeHa HOBasg WHPOpMaLUs O
TEpaNeBTUYECKON TMOJb3€ U HE OBLJIO 3HAYMMBIX M3MEHEHHH mMpoduis 0e30mMacHOCTH, B
paszene KpaTko MPUBOIATCS 00beAMHEHHAsI HHPOpPMAIUs 00 OCHOBHBIX M HOBBIX JIAHHBIX.

699. B ciyuae Hamu4us CyIIECTBEHHBIX M3MEHEHUU Mpoduiis 6e30macHOCTH OO0
NOJIy4€HUsI HOBBIX JaHHBIX, MPEANOJIATAIONUX 3HAYUTEIbHO MEHBIIMNH YpPOBEHD
TEPaNeBTUYECKOM MOIB3BI IO CPABHEHUIO C M3HAYAIBHO MPOJIEMOHCTPUPOBAHHBIM, B JAHHOM
nojipasziesnie J0HKHa ObITh IPUBEACHA KpaTKas KpUTUUYECKAsl OLIEHKA 1I0KAa3aTeIbHOM 0a3bl 1O
0e3zomacHOCTH U A(QPEKTUBHOCTU B XOJI€ KIMHUYECKUX HMCCIEIOBAHUNA W MEIUIIMHCKOMN
MPAKTUKH C YKa3aHUEM CIenyIomel nHhopMaIiu:

a) KpaTKoe OMHCaHWE J0Ka3aTeIbHOTO YPOBHS JaHHBIX O TEPalleBTHUECKOW MOJb3e (
MPOBOJUTCS OIICHKA CPaBHUTENBHOrO acmekTa 3((EeKTUBHOCTH, CTENEHU BBIPAXKEHHOCTH
a(dexTa, MPaBWILHOCTH CTAaTUCTUYECKOM 00pabOTKH, CIa0bIX W CHJIBHBIX AaCIEKTOB
METOJIOJIOTUH, COOTBETCTBHSI JAHHBIX B PA3HBIX UCCIIETOBAHUSIX);

0) HOBBIE CBEJICHUSI, TOCTABUBILINE TI0JI COMHEHUE CYyppOraTHbI€ KOHEUHbIE TOUKHU (TIpU
HaJU4Yun);

B) KJIIMHUYECKasl 3HAUUMOCTh BBHIPAKEHHOCTH TePareBTHUECKOT0 d(PdeKTa;

I') BO3MOXHOCTh 000011eHHs] HH)OPMALUKU O TeparneBTUYECKOM 3PdeKTe y LEeIeBbIX
noArpynn (Hampumep, WHPOpMaNKs O HEJOCTATOUYHOCTU TepameBTHUUECKOTO 3¢ dexTa B
KaKoM-TM00 MOMyJISLUOHHON MOArpyIIe);

1) aICKBaTHOCTh XapaKTEPUCTUKH "[103a — TEpaNeBTUUECKUN OTBET";
€) MPOJOJDKUTEIIBHOCTD 3P deKTa;



) cpaBHHUTENbHAS YO PEKTUBHOCTS;
3) OompeJeseHrue CTEeNeHU, B KOTOpol AaHHble 00 3(p(PEeKTUBHOCTH, MOJyUEHHBIE B
pe3ysibTaTe KIMHUYECKUX UCCIIEOBaHHM, MOTYT ObITh 0000IEHBI C YU€TOM MOMYJISIUH, 1O
OTHOUIIEHUIO K KOTOPO MPUMEHSETCA JIEKapCTBEHHBIN MpenapaT B MEIUIIMHCKON MTPaKTUKE.

Pazpen 18. MaTErpHpOBaHHBIA aHAIM3 COOTHOMIEHHUS "M0JIB3a — PHUCK" IO OX0OPEHHBIM
MOKa3aHUSM

700. B nanHoM pazzelie Aep:KaTesieM perucTpalluOHHOTO YAOCTOBEPEHUS JOJKHA OBITh
npenacraBieHa 0000IeHHas: OLEHKA MOJIb3bl U PHUCKA JEKAPCTBEHHOTO MpernapaTa IpH ero
NPUMEHEHUH B KIMHUYECKON mpakTuke. [IpencTaBistoTcss KpUTHUYECKUU aHAIU3 H
oObenuHeHHas nH(OpMaIMg Ha OCHOBE JAHHBIX MPEABIAYIIUX Pa3AesiOB B YaCTH MOJIb3bI U
pucka 6e3 myOnupoBaHus uHGOpMAIMU, coaepkamiercs B moapasaenax 16.3 "Orenka
puckoB U HOBOM uH(popmanuu" u 16.4 "XapakTepucTHKa MOJb3BI" MEPHOTUYECKOTO
OOHOBJISIEMOTO OTUETa MO0 0€30MaCHOCTH.

ITompasmen 18.1. MHTErpHpOBaHHLIH aHAIN3 B KOHTEKCTE COOTHOMIEHHS "TOIb3a — pUCK" (
BKIII09asi MEAWIUHCKYIO OTPEOHOCTD M BaXKHEIE AIbT€PHATUBEL)

701. B manHOM moApasjene MPEeACTaBIACTCS KpaTKOe OMHCaHWE MEIUIIMHCKON
MOTPeOHOCTH B JICKAPCTBEHHOM TIpemnapare Mo OJ00pEHHBIM MOKa3aHUsM, 0000IIEHHOE C
y4eTOM allbTePHATHB WA aJbTEPHATUBHOTO JICUeHUs (MEAMKAMEHTO3HBIX, XUPYPTHUECKUX
WJIM WHBIX METOJIOB, BKITFOUAsi OTCYTCTBHE JICUCHHUS ).

ITompasmen 18.2 Onenka mponeayphl aHAJIM3a COOTHOMICHHA "0JIb3a — PHUCK"

702. CooTHOmEHNE "TIONIB3a — PUCK' MMEET Pa3IMYHOE 3HAYEHUE B 3aBUCUMOCTH OT
MIOKAa3aHUM M 1eseBbIX nonynsuuid. CienoBaTenbHO, Ui JEKAPCTBEHHBIX NpPEnaparos,
3apPEruCTPUPOBAHHBIX MO0 HECKOJIBKUM MOKA3aHUSIM, COOTHOUIEHHE ''TI0JIb3a — PUCK" JTOJIKHO
OBITh OLIEHEHO OTAENBbHO MO KaXIOMY IOKa3aHWI0. B ciyyae Hamuuus CyIiecTBEHHBIX
pa3INunil COOTHOIIEHUS ''MONIb3a — PUCK' MEKy NOATPYIIIAMH B PAMKAX OJHOTO MTOKA3aHHUS
OIIEHKA ATOr'0 COOTHOIIECHUA "TMOoJIb3a — PUCK" JOJKHA OBITh MPEACTABIICHA OTACIBHO U JIJIS
HOMYJIALIMOHHBIX MOATPYIIII (€CIU MPEACTABIAETCS BO3MOKHBIM).

703. B noapaszaene AomkHA ObITh MPEACTAaBIEHA OCHOBHAS MH(QOpPMaLHs B OTHOLLIEHUU
OLICHKH I10JIb3bI U PUCKOB:

a) KJroueBas UHPoOpMaIUs O MOJIb3€ U PHUCKE, NMPEICTABICHHAs B MPEAIIECTBYIOIINX
paszzenax, 00beJMHEHHAs C LEJIbIO OLEHKU UX COOTHOILICHUS;

0) OlLEHKa KOHTEKCTa MPUMEHEHHUs JIEKapCTBEHHOro Mpemnapara (U3JeYeHHE,
npodunakTuka, AUArHOCTHKA), CTENEHU TSKECTH U CEePhe3HOCTH 3a0osieBaHUSs, LEIEBOU
NoNyJsIMA  (OTHOCUTENIBHO 3JI0POBBIE, C XPOHUYECKHUMHU 3a00JIEBAaHUSIMU, PEIKUMU
COCTOSIHUSIMM);



B) B OTHOLICHUHU IOJIb3bl — OLIEHKA €€ XapaKTepa, KIMHUYECKONW 3HAUYMMOCTH,
NPOAOJKUTEIIBHOCTH M BBIPAXKEHHOCTh 3(P(eKTa, BO3MOXKHOCTH pPaCIpOCTPaHEHUS
MOJIYYCHHBIX JAHHBIX HA BCIO TOMYJISIUIO, TOKA3aTebCTBO (D (PEKTUBHOCTH y TAITUEHTOB, HE
OTBEYAIOIIIUX HAa aJbTEPHATUBHOE JICUCHHUE, UHIUBUyIbHBIC ACTIEKTHI MTOJIb3bI;

I') B OTHOIIEHUU PUCKA — OI[EHKAa KIMHUYECKOW 3HAYMMOCTH (HAIpUMeEp, XapakTep
TOKCHUYHOCTH, CEPbE3HOCTh, YaCTOTA, MPEACKA3yEeMOCTh, IPEIOTBPATUMOCTh, 00PATUMOCTH,
BIIMSIHME Ha TAaIllMeHTa), B TOM YHUCJIE aCHEKTOB PHUCKA, CBS3AHHBIX C MPUMEHEHUEM
JIEKapCTBEHHOI'0 Mpernapara HE B COOTBETCTBUM C IOKa3aHHUSIMH, BKJIIOUYEHHBIMU B
0JI00pPEHHYI0 OOIIYI0 XapaKTEePUCTUKY JEKAPCTBEHHOI'O Ipernapara, MPUMEHEHUEM IO
HEOJO0OPEHHBIM TOKa3aHUSM WA Y HEOJOOPECHHBIX MOMYJISIUNA B paMKaxX KIWHUYECKHUX
HCCIIeIOBAHUM M HEIPABUJILHBIM ITPUMEHEHUEM;

1) npu (HOPMYTHUPOBKE OLEHKHA COOTHOIICHUS "MOJb3a — pUCK' — cladble U CUJIbHBIC
CTOPOHBI, & TaK)K€ HEOMpPEe/IeIEHHOCTh JA0Ka3aTelIbHOW 0a3bl B YACTU TOJIb3bl U PUCKOB C
ONMMCAaHUEM HUX BIUSHUS Ha OLEHKY (C yKa3aHUEM XapaKTePUCTUKU OTpaHUUYCHUU
BBITIOJIHEHHOM OLICHKH).

704. Jlns OLEHKM COOTHOIIEHHS ''MOJb3a — PUCK' MPEACTABISAIOTCS ONHUCAHUE U
apryMeHTAIUs UCII0JIb3yeMOW METOO0JIOTHH, a TAKXKe ClIeytolas nHhopMaIlus:

MPEANOJI0KEHUS, KOTOPbIE MOATBEPKIAIOT CIECNAHHBIN BBIBOJ 00 OLIEHKE COOTHOIIEHUS "
M0JIb3a — PUCK";

KOMMEHTApUH OTHOCHUTEIBHO BO3MOKHOCTH BBIPAKEHUS IMOJIb3bl U PUCKA B TOM BUJE,
KOTOPBIM UCIIOJIB30BaH JIJIsl IPEACTABICHUS M BO3MOXKHOCTH UX COTIOCTABJICHUS,

B Cilyuyae mpenactaBieHuss GopMaibHON KOJIWYECTBEHHOW WM MOJYKOJIUYECTBEHHOU
OLICHKM COOTHOILEHHS — BKIIFOYAETCS 0000IIEHHOE ONTMCAaHUE METO/I0B OIIEHKHU.

705. DxoHOMHUYECKas OIleHKa (Hampumep, "CTOUMOCTh — 3P(GEKTUBHOCTE'") HE JAOJKHA
paccMaTpuUBaThCA NPU OLEHKE COOTHOLIEHHUS "'TTOIb3a — PUCK'.

706. B cny4yae moirydeHUs Ba)XXKHOW HOBOW WH(OpMAIUM WU MPU MOATOTOBKE
MEPUOINYECKOTr0 OOHOBIISIEMOTO OTYETa MO 0€30MacHOCTH MO 3alpocy YIMOJIHOMOYEHHOTO
opraHa Jep>KaTeJleM PETUCTPALMOHHOTO YJIOCTOBEPEHUS NOJKHA BBIMOJHATHCS JeTallbHas
OIIEHKAa COOTHOIIEHHMS "MOJIb3a — PUCK' HAa OCHOBAHMM KYMYJISITUBHBIX TaHHBIX O MOJIb3€ U
puckax. B cimyuae ecnu 3a OTUYETHBIM Tepuoj] ObLIa MOJy4YeHA HE3HAUYUTEIbHAsh HOBAs
uH(opMaIus, OIleHKa COOTHOIIEHHUS "MojIb3a — puck"" T0KHA OBITH HaIlpaBiieHa Ha OLICHKY
OOHOBJICHHBIX JAHHBIX MO 0€30MaCHOCTH, MOJYYEHHBIX 3a OTUETHBINA MEPUOI.

Pazpen 19. 3aximrogenne nepuOAMIECKOT0 0OHOBIIAEMOT0 OTI€ETa IO 6€30IaCHOCTH U
mpeajaraeMele IoCieAyromue AeiCTBHA

707. 3aKII0YNTEIBHBINA pa3iell MepUOANICCKOr0 OOHOBIIIEMOr0 OTUETA 110 OE30IMaCHOCTH
JOJIKEH COJEPKaTh 3aKII0YEHUE O BIUSHUM HOBOM MH(POpPMAIIUU, BHISIBICHHON B OTUETHBIN
MepUoJl, Ha OOUIYI0 OLIEHKY COOTHOIIECHHS "mojb3a — PUCK" MO KaXAOMY OJO0OPEHHOMY
MOKA3aHMIO, a TAKXKE 10 MOArPYIIaM MalUeHTOB (€CIU MPUMEHUMO).



708. OcHOBBIBasICh Ha OIICHKE KYMYJSTUBHBIX JIaHHBIX MO O€30MaCHOCTH U aHaJIU3y
COOTHOIIIEHUS '"TOJIb3a — PUCK', IEpHKATENb PETMCTPALMOHHOTO YAOCTOBEPEHHS IOJKEH
OLIEHUTh HEOOXOAUMOCTh U3MEHEHUS CIIPABOYHON HHPOPMAIINH O JIEKAPCTBEHHOM IIpernapaTe
U TIPEJIIOKUTh COOTBETCTBYIOIINE U3MEHEHUSI.

709. IIpu HEOOXOIUMOCTH 3aKIIOYEHUE JAODKHO BKIIIOYATh B ce0s MpeaBapUTEIbHBIC
HPEUIOAKEHHS IO ONITUMU3ALNN WU JaJIbHEHIIEH OLleHKE COOTHOLIEHMs "TosIb3a — pUCK", B
TOM YHCJIE€ MEpbl MHUHUMH3ALMU PUCKA, C LEIbI0 HX IOCIEAYIOMEro OOCYXIECHHS C
YIOJIHOMOYEHHBIMH OpraHaMH rocyJapCTB-4JICHOB.

710. B oTHOILIEHNH JI€KapCTBEHHBIX MPENapaToB, UMEIOUIUX MJIaH 1Mo (hapMaKOHAI30py U
MHHUMH3ALUNA PUCKOB, NPEIJIOKEHHS MO HW3MEHEHHSIM, B CJlydae ONpEAeICHUS
HEO0OXOAMMOCTH, AOJHKHBI OBITh BKIIOYEHBI B IJIAH.

711. Ha oCHOBaHMM OLIEHKM KYMYJSTHBHBIX JaHHBIX IO OE€30MaCHOCTH M OLIEHKH
COOTHOILIEHUS "MOJb3a — PUCK" JIepikKaTellb PETUCTPALMOHHOIO YJIOCTOBEPEHUS JIOJKEH
CAeNaTh B IEPUOJUYECKOM OOHOBISEMOM OTYETE MO OE30MACHOCTH 3aKJII0UYEHUE
OTHOCUTEJIBHO HEOOXOJAMMOCTH BHECEHHsS H3MEHEHHMH B CIPAaBOYHYIO HH(OpMaLUIO O
JEKapCTBEHHOM IIpernapare W (WIM) BBINOJHEHHS JTOMOJIHUTEIbHBIX MEPONPUATHI MO
dbapmakoHa30py WJIM MUHUMU3AIUK pUCKOB. [Ipennaraemple U3MEHEHUs JUIsl BHECEHUS B
CIIpaBOYHYI0 HHGOpPMAIMIO O TMPUMEHEHUU JIEKapCTBEHHOTO mpenapara (oOmas
XapaKTepUCTHUKA JIEKAPCTBEHHOTO Mpenapara u HHCTPYKIUS 0 METUIIUHCKOMY TPUMEHEHUIO
) IOJIKHBI OBITH ONKMCAHBI B JAHHOM paszele.

Pazpen 20. [IpunoxxeHnsa K IEpHOIUISCKOMY OOHOBIIEMOMY OTIETY IO 6€30ImacHOCTH

712. JlaHHbBIN pa3aen N0JKEeH BKII0YaTh B ce0s MPUIIOKEHUS, COAEpIKaIUe CIeAYIONIYI0
MH(}OpMaIHIO:
1) cipaBouHast uUHGpOpMaIUs;

2) oOoOmaronue TadIUYHbIE JaHHBIE O CEPhE3HBIX HEXKEIaTeNbHBIX SIBICHUSX,
BBISIBIICHHBIX B XOJI¢ KIMHUYECKUX HCCIEIOBAHUN, a TaKKe MHTEpBaJIbHBIE 0000IIatonme
TaOJIMYHBIC JaHHBIE Pa3/IeIbHO O CePhE3HBIX U HECEPhE3HBIX HEXKENaTeIbHBIX PEaKIUAX Ha
OCHOBE JIAHHBIX MTOCTPETUCTPAITMOHHOTO TPUMEHEHUS;

3) TabiuuHble NaHHBIE O CUTHajaxX (€CJIu OHU HE BKIIOYEHHI B OCHOBHYIO 4acTh
MEPUOINYECKOr0 OOHOBIIIEMOIO OTYETa MO OE€30MMACHOCTH);

4) nmepeyeHb BCEX MOCTPETHCTPAIIMOHHBIX MHTEPBEHIIMOHHBIX U HEMHTEPBEHIIMOHHBIX
UCCIEAOBAaHUN MO OE30MacHOCTH, CIOHCHPYEMBIX JepiKaTeleM pPEerucTparmoHHOTO
YAOCTOBEPEHUS, IIEJIbI0 KOTOPBIX SIBJISIETCS BBISIBJICHUE, XapaKTEPUCTHKA U KOJTUYECTBEHHAS
olleHKa MnpoOieM 1o 0e30HacHOCTH, JUOO0 TMOJTBEpXKAEHUE NpoPuis Oe30MacHOCTH
JIEKapCTBEHHOTO Tpenapara, JJiu0o omeHka 3p(HEeKTHBHOCTH MEp MUHUMHU3AITUU PUCKA;

5) cnMCOK MCTOYHUKOB MH(OpPMAIH, KOTOPhIE OBUIH MCIOJIB30BAHBI ISl TIOJITOTOBKH
MEPUONYECKOTO OOHOBIIIEMOIO OTYETa IO 0€30MaCHOCTH;



6) mpeiaraeMble TPOEKTHI WH(MOPMAIMKM MO JIGKAPCTBEHHOMY Mpemnapary (o01mas
XapaKTEepUCTHUKA JIEKAPCTBEHHOIO Mpenapara U HHCTPYKIUS 110 METUIIMHCKOMY MPUMEHEHUIO
);

7) urdopmMaIrio o mpeajiaraéMbplX JOMOJHUTEIBHBIX MEPONPHUATUSIX 1O (PapMaKOHAI30py
M Mepax MHUHHUMHU3AIUU pUCKa (B NPUIOKEHHUE [OJKHO OBITh BKIIOYEHO YKa3aHUE
OTHOCHUTEJIBHO 3aINIAHUPOBAHHOIO JIEpXKATEJEM PErucTPAllMOHHOTO YJIOCTOBEPEHUS
MpEJCTABIICHUS TIJIaHA YIIPABICHUSI PUCKAMU JTMO0 OOHOBJICHHUS TIJIaHA YIIPABICHUS] PUCKAMM )
5

8) oboOmenHas uHpopMaius Mo npodjaemMaM Mo 0E30MaCHOCTH JIEKAPCTBEHHOTO
npemnaparta B cooTBeTCTBUU C penakuued monynst CVII pazgena Il mnmana ynpaBiaeHus
pUCKaMU 10 COCTOSIHUIO Ha Ha4aJlI0 OTYETHOTO MEPHOJIA;

9) naHHBIE UTOTOBBIX OTYETOB MOCTPETUCTPALMOHHBIX MHTEPBEHIUOHHBIX U
HEMHTEPBEHIIMOHHBIX MCCJIEAOBAHUM MO O€30MacHOCTH, CIIOHCUPYEMBIX JepiKaTelieM
PETUCTPAIMOHHOTO YJIOCTOBEPEHUSI, IIETbI0 KOTOPBIX SIBJISIETCS BBIABICHUE, XapaKTEPUCTUKA
U KOJMYECTBEHHAs OLIEHKa MPOoOJieM, CBSI3aHHBIX C O€30MAaCHOCTHIO, INOO MOATBEPKICHUE
npoduiisi 6€30MacHOCTH JIEKAPCTBEHHOI'O Tpernapara, JMbo omeHka 3()PEKTUBHOCTH Mep
MUHUMM3AIUU PUCKA,;

10) naHHBIE OTYETOB O pe3yJibTaTax UCCIETOBAHUIN UM MHBIX MEPONPUSATHNA MO OIEHKE
3¢ (HEKTUBHOCTH MEP MUHUMH3AIIUN PUCKA.

7. CucreMa Ka4ecTBa IEPHOAMIESCKOr0 OOHOBIIIEMOTO OTIETa IO 6€30IaCHOCTH Ha YPOBHE
JIepKaTeld PETUCTPAMOHHBIX YAOCTOBEPEHIH

713. B paMkax cHCTEMBI KayecTBa JEpiKaTels PEerHCTPAIMOHHOTO YIOCTOBEpPEHUS
JIOJKHBI OBITH pa3pabOTaHbl CTPYKTYPBI U TPOIIECCHI IS TIOJTOTOBKH, KOHTPOJIS KayecTBa,
0030pa W MPEACTABICHUS NEPUOIUUSCKOTO OOHOBISIEMOTO OTYeTa MO OE30MacHOCTH,
BKJIFOYAsi KOHTPOJIb UCITOJTHEHUS MPOIIEAYPHI B TIPOIIECCE M MTOCIIE UX OICHKH, OIMMCAHHBIC B
KauecTBe mporenyp u 0ohOpMICHHBIE B BUJE TUChbMEHHBIX JJOKYMEHTOB.

714. Ilporecchl papMakoHaA30pa BKIIOYAIOT B ce0s psil HAITPABJICHUN, KOTOPHIE MOTYT
OKa3aTh HETIOCPEJACTBEHHOE BIIUSHIE HA KAYECTBO IMEPHUOIMIESCKOTO OOHOBIISIEMOTO OTYETA TI0
O0e3omacHocTH (HampuMmep, o0paboTKa COOOMICHUH O HEXKEIATSIbHBIX PEAKIUIX,
MOJIYYEHHBIX B PaMKax CIOHTAHHOTO PEMOPTHPOBAHMS WIW KIMHUYECKUX HCCICIOBaHUH,
0030p Hay4YHOW MEIMIIMHCKOW JIUTEPATyphl, BBISIBICHWE, BAIHUAAIMS U OLIEHKA CHTHAIA,
JOTIOJTHUTENBHBIC MEPHI TT0 (papMaKOHAA30PY M IMOCTPETUCTPAIIMOHHON HCCIISOBATEIHCKOMN
JeSTENHHOCTH, TIPOIIETYPHl 00paOOTKU U 00BETUHEHHS TAHHBIX MIPU OIIEHKE TOJIb3bI  PUCKA
u 1p.). Cucrema kKadecTBa JOJKHA OMUCHIBATH B3aMMOCBS3h MEXKIY IpOIeCCaMH, KaHaJbI
nH(popMUpOBaHUS M 00SI3aHHOCTHU MO TMpoIeAypaM cbopa mHpopManuu i BKIIOYCHHS B
NEPUOINIECCKUN OOHOBIISIEMBIN OoTUeT Mo Oe3omacHOCTU. JlOoMKHBI OBITH pa3paboTaHbl U
BHEJIPEHBI JOKYMEHTUPOBAHHEIE MPOIEAYPHI IO KOHTPOIIO KadyecTBa MPOIIECCOB C IEIIBIO
oOecrieueHUs] TMOJTHOTHl M TOYHOCTH JAHHBIX, NPEACTABISEMBIX B IEPHOTUICCKOM



OOHOBJISIEMOM OTYeTe MO Oe30macHOCTH. VMcxoast U3 BaXKHOCTU MHTEIPUPOBAHHON OLEHKU
COOTHOUIEHUs "Mosb3a — pUcK" clielyeT 00eceunTh BKJIAJA Pa3IMYHbIX MOApa3/ielieHU B
MOATOTOBKY MEPUOANYECKOTO OOHOBIISIEMOTO OTYETA IO OE30MaCHOCTH.

715. Ilepuoanueckuii OOHOBJISIEMBIN OTYET MO O€30MACHOCTH J0JHKEH COJEPKATh OLEHKY
CHEIUATBHBIX 3alpPOCOB CBA3AHHBIX C 0E€30MaCHOCTHIO, CO CTOPOHBI YIMOJIHOMOYECHHBIX
OpraHoOB roCy/IapCTB-WICHOB. Y JepkKaTelis perucTPalliOHHOTO YIOCTOBEPEHUS TOJKEH OBITh
pa3pa0oTaH M BHEAPEH MEXaHHM3M, O0OECIEeUMBAIOIIMNA HAHJISKAIYI0 O0OpadOTKYy TaKuX
3aIpOCOB U OTBETHI HA HUX.

716. O600111eHHBIC TAOJUYHBIC TAHHBIC JIOJHKHBI IMOJIBEpraThcsi BepudUKaIUKA B 4acTH 6a3
JaHHBIX JIepKaTelsl pEruCTPAlMOHHOTO YIOCTOBEPEHHS C LEIbI0 00ECeYeHHUs] TOUHOCTH U
MOJIHOTHI MPEJCTABIAEMbIX JTaHHBIX O HEXKEJIaTeNbHbIX peaklusx W sBiaeHusax. [Ipouecchb
pa3MeInieHust 3apocoB B 0a3e NaHHBIX, UCIOJIb3YEMbIEC TApaMETPhI JJI U3BJICUCHUS JTaHHBIX
Y KOHTPOJIb Ka4eCTBa JOKHBI OBITh HAJIJIEKAIIUM 00pa30oM JOKYMEHTHUPOBAHBI.

717. Cucrema KauecTBa JAEpHKATENsd PETHCTPALMOHHOIO YJOCTOBEPEHUS JIOJKHA
UCKJIIOUUTh PHUCK HEBBINOJIHEHUS JEPKATEIEM PETUCTPALNUOHHOTO YIAOCTOBEPEHHUS
TpeOOBAHMI 3aKOHOIATENBCTBA, & TAKKE CIEIYIOLIUE PUCKU:

HEIPEJCTABICHNE OTYETAa, BKIJIIOYAs ITOJHOE HENPEACTABICHUE IEPUOAUYECKOTO
OOHOBJISIEMOr0 OTuYeTa Mo 0€30MaCHOCTH, HapylleHHe TIpaduKa WM CPOKOB MOJayud
yKa3aHHOTO oT4era (0e3 mpelBapuTEeIbHOTO COTNIACOBAHUS C YIIOJIHOMOUYEHHBIMH OpraHaMH
roCcyJapCTB-YJICHOB);

HEOOOCHOBAHHOE HEIPEICTAaBICHHE 3aMpOIIEHHONW HH(OpMaLUK;

HU3KO€ KadyeCTBO OTYETOB (IJIOXOE€ JIOKYMEHTHPOBaHHE MO0 HEIOoCTaTO4HAas
MH(pOpMaLUs WIK OLICHKA, MPEACTABIECHHBIE /ISl BHIOJIHEHHS aHaJIu3a HOBOW MH(OpManuu
no 0e30MacHOCTH, CUTHAJOB IO O€30MacHOCTH, OLEHKU pHUCKA, OLEHKH IMOJb3bl U
MHTETPUPOBAHHOTO aHAINW3a COOTHONIEHMS 'TOJb3a — PHUCK", OTCYTCTBUE YyKa3aHUS O
HENPAaBWIbHOM MPUMEHEHUH, OTCYTCTBHE CTAHJIAPTHOW TEPMHHOJIOTHUH, HEOOOCHOBAHHOE
HCKJIFOYEHHUE CITydaeB, HeMpecTaBlieHne nHhopMaluu rno GakrTopam pucka);

Mpe/ICTaBICHUE EPUOANUECKOT0 OOHOBIIIEMOTO OTYETa MO 0€30MacHOCTH 0€3 OTpaKEeHUs
paHee MOJTYYECHHBIX 3aPOCOB OT YHOJHOMOYEHHBIX OPIaHOB TOCYJapPCTB-YWICHOB.

718. Bce 3HauMMBbIe OTKJIOHEHMS OT IMPOLEAYPHI IMOATOTOBKH W IPEICTABIICHUS
NEPUOUYECKOTO OOHOBIIIEMOT0 OTYETa MO OE30MaCHOCTH JIOKHBI OBITh JOKYMEHTHUPOBAHBI,
JUISL UX UCIPABJIEHUS JTOJKHBI OBITh MPOBEIAEHBI COOTBETCTBYIOUIME KOPPEKTUPOBOUHBIE U
npenynpeauTenbHble MeponpusTus. JlaHHas JOKyMEHTaus J0JKHA ObITh IOCTYITHA B JIF000€
BpeMS.

719. B cnydae nenerupoBaHHUs OOsI3aHHOCTEW MO MOATOTOBKE MEPUOIUIECKOTO
OOHOBJIIEMOT0 OTYETa MO OE30MACHOCTH TPETHUM JIMIAM JEp>KaTellb PEerUCTPAMOHHOTO
YAOCTOBEPEHUS JOJKEH OOECIEUNUTh HAJMYUE Y TPETHEro JULA HAHJICKAIEH CHUCTEMBI
KauyecTBa, COOTBETCTBYIOIIEH TpeOoBaHUsM akTOB opraHoB (Coro3a M 3aKOHOAATEIbCTBY
rocyAapCTB-4JI€HOB.



8. O6yueHHe mepcoHaIa MPONEAypaM IT0 MEPHOAHIECKOMY 0OHOBJIAEMOMY OTIETY IO
0e30macHOCTH

720. OTBETCTBEHHOCTHIO YIOJHOMOUYEHHOTO JHUIla MO (apMakoHAA30Py SBISICTCS
obecriedeHrne HaIeKaMUX KBaTU(UKAIMKM, OMNbITA W OOy4YeHUs] TepcoHana o
(dhapmMakoHaI30py, a TAKXKE JIUII, 3aJCHCTBOBAHHBIX B OIIEHKE MEIUIIMHCKOW WH(DOpMAIUU 1
KOHTpPOJIE KadecTBa, MpPOIEAypax TMOJITOTOBKH, 0030pa, KOHTPOJISI KAa4ecTBAa, OICHKU H
MPEJCTABICHUS TIEPUOJAMYECKOTO0 OOHOBJIsIEMOro oTdeTra 1o Oe3omacHocTu. Cremyer
OCYIIECTBJISATh 00yUEHUE PA3IMYHBIM 3HAHUSM U HaBBIKaM, CBA3aHHBIM C (hapMaKOHAI30POM.
HampaBnenust 00y4ueHus JOKHBI MpeIycMaTpUBaTh O3HAKOMJICHUE ¢ HopMaMm# mpaBa Coro3a
M 3aKOHOJATEIhCTBA TOCYJAAPCTB-WICHOB, PYKOBOJACTBAMH, HAyYHOW OIIEHKOW JaHHBIX,
MpoIeAypaMH TOATOTOBKH TEPUOJIMYECKOTO OOHOBIISIEMOTO OTdYeTa IO O€30MacHOCTH.
[Ipoxoxnenne OoOy4YeHUS ITOJDKHO OBITh TOKYMEHTAJIBbHO MOATBEPKICHO J0 Hayaja
BBIMIOTHCHHST (DYHKINHN, CBSI3aHHBIX C MOJATOTOBKON MEPHUOIUYECKOTO OOHOBIISIEMOTO OTYETa
1o 0€30MacCHOCTH.

9. ITopAaOK IpEeACTABIICHHS IEPHOAUIECKOTO OOHOBIAEMOTO OTIETa MO 0€30MaCHOCTH
CTaHAapTHEIA MOPANOK NPEACTABICHAA ISPHOIUIECKOT0 OOHOBIIEMOT'O 0TIETa MO Oe30IMacCHOCTH

721. IleproAMYHOCTH ¥ CPOKU MPEACTABICHUS MEPUOINIECKOTO OOHOBISIEMOTO OTYETA TI0
0€30MacHOCTH JICKAPCTBEHHBIX IIpermapaToB OMNPEACISAIOTCS COTJIACHO IEePEYHIO,
YTBEPKJ1aeMOMY YIIOJTHOMOYEHHBIMU OpPTaHaMU TOCYapCTB-UJICHOB.

722. Jlns neKapCTBEHHBIX MPENnapaToB, MEXIyHApOJHOE HEMATEHTOBAHHOE
HAaWMEHOBAHHE WU TPYNIUPOBOYHOE HAMMEHOBAHUE KOTOPHIX HE BKJIIOYEHBI B YKa3aHHBIN
nepevyeHb, MEePUOAUYHOCTh MPEACTABICHUS NMEPUOJMUYECKOTO OOHOBJISIEMOrO0 OTYETa IO
0€30MacHOCTU COCTaBIISIET:

KaXKJpIe 6 MECSIIEB OT MEXIYHAPOIHOM 1aThl pETUCTPAIIMK B T€UEHUE TIEPBBIX 2 JIET;

€KETOTHO B TEUCHHUE TOCTIEAYIOMHUX 2 JIET;

najiee — KaXkaple 3 roja.

723. Cpok moja4u IepUOINICCKOT0 OOHOBIIEMOTO OTUETa MO0 0€30IMaCHOCTH COCTABIISICT
He O0onee 90 KaneHAapHBIX THEH ¢ AaThl OKOHYAaHUS cOOpa JaHHBIX.

Iopsmok mpeacTaBlIeHAs MEPHOAMISCKOrO 0OHOBIAEMOTO OTYeTa IT0 6€30ImacHOCTH Ha
BOCIIPOM3BE/ICHHEIE JIEKAPCTBEHHEIE IIPENapaThl, JEKapCTBEHHEIE PENapaThl ¢ XOPOIIO
H3y9I€HHBIM MEAUIIMHCKAM IIPHMEHEHHEM, JIEKAPCTBEHHBIE PaCTUTEIbHEIE IIPEapaThl,
TrOMEONIaTHYESCKHE JIEKAPCTBEHHEIE IPEMaparTEl, 3apETUCTPHPOBAaHHEIEC B TOCYAaPCTBAX-WICHAX HIIH
[pUBE/ICHHEIE B COOTBETCTBHUE C TpeCoBarmamu Coro3a

724. Tleprnoandeckuii 0OHOBIIIEMBIN OTYET MO O0E€30MaCHOCTH Ha BOCIPOW3BEICHHBIC
JIEKAPCTBEHHBIE TMpENaparbl, JEKAPCTBEHHBIE MpeEnaparbl € XOPOUIO HM3YyYECHHBIM



MEIUIMHCKUM [IPUMEHECHUEM, JICKAPCTBEHHBIE PACTUTEIIBHBIE ITPENAPAThl, TOMEONIATUYECKUE
JIEKAPCTBEHHBIE TMpEnaparbl, 3aperUCTPUPOBAHHBIE B TOCYAapCTBax-uyjieHaX WIIH
MPUBEJICHHBIE B COOTBETCTBUE ¢ TpeOoBaHusiMu Coro3a, HE MOJICKAT MPECTABICHUIO, 32
UCKIIFOUEHUEM CIIEAYIOLIUX CIIYyYaeB:

00s13aTEIBLCTBO MO TMPEACTABICHUIO MEPUOIUIECKOTO OOHOBISEMOTO OTYETa IO
0€30MacCHOCTH  YCTAHOBJIEHO TMPHU PErucTpaluu JEeKapCTBEHHOro Ipemnapara
YIIOJTHOMOUYEHHBIM OPTaHOM (9KCIIEpTHAs OpraHu3aliusl) pepepeHTHOTO roCy1apCTBa;

00513aTeIBCTBO MO MPEACTABICHUIO MEPUOIUYECKOTO OOHOBISEMOrO OTYETa IO
0€30MacCHOCTH YCTAHOBJICHO Ha OCHOBAHUM BBISIBICHHBIX JJAHHBIX CUCTEMBI (papMaKkoHa130pa;

OTCYTCTBHE HAa TEPPUTOPUM IOCYIapCTBA-YJIICHA 3aPErUCTPUPOBAHHOTO OPUTHHAIIBHOTO

JIEKapCTBEHHOIO Mpernapara Jjis BOCIPOU3BEICHHBIX JICKAPCTBEHHBIX MPEnapaToB.

725. YNOIHOMOYEHHBI OpraH TrOCyJapCTB-4IEHOB MMEET MPaBO 3alpPOCUTH
IpeACTaBICHUE MEPUOJUYECKOr0 OOHOBIISIEMOTO OTYETa MO OE30MacHOCTH Y JepiKaTens
PETUCTPALIMOHHOIO YJAOCTOBEPEHUS BOCHPOU3BEAECHHOIO JIEKAPCTBEHHOIO Ipemnapara,
JEKapCTBEHHOr0 IIpemnapara C XOpOIIO HU3YyYEHHBIM MEIULIMHCKUM IPUMEHEHUEM,
JIEKapCTBEHHOI'O PACTUTENIBHOTO Mpenapara, FroMeONaTUYeCKOro JIEKapCTBEHHOT O IIpenapara.

726. Jlep:kateisiMu PErUCTPALMOHHBIX YOCTOBEPEHUN JIEKAPCTBEHHBIX TPENapaToB, AJIs
KOTOPBIX HE YCTAaHOBJIEHBI TPEOOBAHUS MO PETYJISIPHOMY MPEICTABICHUIO EPUOAUIECKOTO
OOHOBIIEMOr0 OTYeTa MO OE30MacCHOCTH, OOECMEeUnBACTCS BBIMOJHEHUE BCEX
npeaycCMOTpEeHHBIX HacTosuuMu [IpaBuiiamu mpoueayp U MEPONPUATUNA MO 00ECIIEYEHUIO
HETPEPHIBHOTO MOHUTOPUHTA O€30MacHOCTH Ha TPOTSHKCHUH IKU3HCHHOTO ITUKJIA
JIEKapCTBEHHOTO MpernapaTta U He3aMeIJIUTEIbHOMY IPEACTABICHUIO B YIOJHOMOYEHHOM
opran Bceil MHpOpPMaILMHU, KOTOpask MOXKET OKa3aTh BIUSHUE HA OLEHKY COOTHOIICHUS "
M0J1b3a — PUCK" JIEKAPCTBEHHOTO Ipernapara.

Breogepeanas nogada NepHOANIECKOro OOHOBIAEMOro 0TIeTa Mo 6e30macHOCTH

727. Tlepunonudeckuii OOHOBIISIEMBIM OTYET MO OE30MACHOCTH ITOJJICKUT I10J1a4e
He3aMeIuTeNbHO. [1oAroToBKa MeproInuecKoro OOHOBIISIEMOIO OTYETa MO 0€30MacHOCTU
JIOJDKHA OCYIIECTBIISITHCS B CPOK HE Oosiee uem 60 KanmeHIapHBIX JHEH C JaThl MOJTYYCHHUS
MMCHbMEHHOTO 3aIIpoca YIOJIHOMOYEHHOT0 OpraHa rocy/1apCcTBa-4jeHa.

10. ®opma noady NEPHOIUIECKOT0 OOHOBIIAEMOro 0TIETa IO 6E30IaCHOCTH

728. Tlepunoauyueckuii OOHOBJISIEMbI OTYET MO OE30MaCHOCTH MOJICKUT IMOJaye B
ANIEKTPOHHOM BHJIE€ C BO3MOXXHOCTBIO TEKCTOBOI'O IOHUCKAa HAa PYCCKOM HWJIM AHTJIUMHCKOM
A3bIKE C 00s3aTEIbHBIM IMEPEBOJAOM Ha PYCCKHUM $3BIK CIEYIOIIMX Pa3fesioB: KpPaTKoe
U3JI0KEHUE OCHOBHOT'O COJEp KaHMS, HHTETPUPOBAHHBINA aHAJIM3 COOTHOIIEHUS "MOjb3a —
puck" 1o 0100peHHBIM MOKa3aHUsAM U 3akitoueHue. [1o 3ampocy ynoiHOMOYEHHOTO opraHa
rocyJapcTBa-4jieHa JepKaTellb PEerucTPalMOHHOTO YJIOCTOBEpeHus: 00s13aH B TeueHue 30



KJICHAAPHBIX THEW CO IHS ITOJYYEHMS TAaKOTO 3aImpoca IPEACTaBUTh NEPEBOJ Ha PYCCKUU
A3BIK IPYTUX PA3AEIIOB EPUOINYECKOr0 OOHOBIISIEMOIO OTUETa MO 0€30MACHOCTH.

11. TIpomecc OLEHKH IEPHOAMIECKOTO OCHOBIIIEMOTO OTYETa IO 6€30MacCHOCTH Ha TEPPUTOPHAX
rOCyapCTB-WICHOB

729. YNOJIHOMOYEHHBIMHA OpPraHAMHU TOCYAApCTB-YJICHOB JOJKHA OCYLIECTBISATHCS
OLIEHKa MEPUOJINYECKOTO OOHOBIIIEMOIO OTYETa MO 0€30HMaCHOCTU C LIEJIbI0 ONpeAesICHUs
COOTBETCTBHS OT4YeTa TpeOoBaHUAM IIpaBa Coro3a U 3aKOHOAATENBCTBA IOCYJapPCTB-WIECHOB, a
TaK)K€ BBISIBJICHUS BO3MOXKHBIX H3MEHEHHH mnpoduiis 0e30macHOCTH JIEKapCTBEHHOTO
rpenapara M BIHMSHHUS 3TUX H3MEHEHHM Ha OLIEHKY COOTHOLIEHHS ''MoJib3a — pPUCK"
JIEKapCTBEHHOTI'O IIpenapara.

IX. Yopasnerre cUTHAIOM
1. Ucrognnku noTydeHus CHIHAJIOB B MX 00paboTka

730. UcTOYHUKH TIOJy4YEHHS] CUTHAJIOB BKJIIOUYAIOT B C€0S1 BCE IaHHBIE, MTOJIydaeMble MpU
MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB, B TOM YHWCIE JOKIMHUYECKHWE U KIIMHUYECKUE
JaHHBIE, TAHHBIE O METOJaX (papMaKOHAA30pa U CUCTEME KOHTPOJIS KauecTBa. JlaHHbIE MOTYT
BKJIIOYaTh B ce0sl CBEACHUS, MOJydyaeMble CHCTEMOW CIIOHTAHHOTO PENOPTUPOBAHUS,
CUCTEMaMH AKTUBHOI'O MOHHUTOPHUHIA B PE3YJIbTaT€ NPOBEACHHUS HEUHTEPBEHUHUOHHBIX
WCCIIEIOBAHUM, KITIMHUYECKUX UCCIEOBAHUM, & TAKKE U3 APYTUX UCTOUHUKOB.

731. Hanbonee yacTbIMM UCTOYHUKAMU CUTHAJIOB CIIY’KAT CIIOHTAHHBIE COOOIIEHUS O
HEKeJIaTeNbHbIX PeaKlUsIX, aKTUBHbIE (POPMbI MOHUTOPUHTA OE30MACHOCTH JIEKAPCTBEHHBIX
MPENapaToB, KIMHUYECKUE UCCIEA0BAHMS, CTAThU B HAYYHOW MEJULIMHCKOM JIUTEPATYPE.

732. Bo MHOTHX ClTy4asiX BBISIBICHHE CUTHAJIOB ABJISETCS PE3YJbTATOM BBINOJHIEMOTO
MEePUOIUUECKOT0 MOHUTOPHUHTA 0a3 JaHHBIX HEXKEJATeNbHBIX pEaKiHii, B TOM 4ucie 0a3
JAHHBIX HEXEJIATEJIbHBIX PEaKUUN Jep>KATeIed PEerUCTPALUOHHBIX YIOCTOBEPEHHUM,
YIIOJTHOMOYEHHBIX OpraHoB, 0a3bl JaHHBIX BceMUpHOW OpraHu3aiuy 3paBOOXPaHECHUS.
Curnanpl MOTYT OBITh BBISIBIECHBI TIPU TPOBEACHUM PA3TUYHBIX BHUIOB HCCIEIOBAHUM,
BKJIIOYAsl JTOKJIMHUYECKHE, WHTEPBEHUMOHHBIE W HEUHTEPBEHLMOHHBIE HCCIIEIOBaHHUS,
cUcTeMaThu4eckue 0030pbl, MeTaaHAIU3bl. Pa3nuyHble BUAbl AKTUBHOTO MOHUTOPUHTA MOTYT
OMOTaTh B BBISIBIICHUM CUTHAJIOB, @ TaKX€ CTUMYJHPOBATh IMPOLECC PENOPTUPOBAHUS
crienuanucTaMu o0 ONpeeICHHBIX TUMTAX HEeKENATEeIbHBIX PEAKIIUM.

733. K npyrum ucToyHuUKaMm UH(OpMauu OTHOCSTCS UCTOYHUKH B ceTu MHTepHer (
0OI1IeIOCTYITHBIEC CAlThI, COI[UATIbHBIC CETH, OJIOTH) WU APYrUe UCTOUYHHUKHU, MOCPEICTBOM
KOTOPBIX MAIIMEHTHI U TOTPEOUTETN MOTYT COOOIMIUTH 00 OMBITE PA3BUTHUS HEXKEITATCIBHBIX
peaKkunil Ha JEKapCTBEHHBIE MPENAPATHI.

2. Meronoiorus BEIABICHAA CUTHAJIOB



734. BbIsiBI€HME CHUTHAJIOB JIOJDKHO OCYIIECTBISTHCA B COOTBETCTBHHU O
CTPYKTYPUPOBAHHON M MPU3HAHHOW METOJOJOTUEH, KOTOpas YYUTHIBAET XapaKTEPUCTUKHU
JNAaHHBIX (HampuMep, BpeMs HAXOXKJICHUS JIEKapCTBEHHOI'O0 IIpernapaTta Ha pbIHKE,
OCOOCHHOCTH €ro BO3JCHCTBUS Ha TMAIMEHTOB, IEJIEBYIO TOMYJISIUIO) W MOXKET
BapbUPOBATHCS B 3aBUCUMOCTH OT BU/JIA JICKAPCTBEHHOI'O MIPEINApaTa, B OTHOLIEHUU KOTOPOTO
BBIMIOJIHSIETCS TIpolienypa. Hampumep, B OTHOLIEHUHM BAaKIMUH U JIPYTHX OHOJIOTHYECKUX
JIEKapCTBEHHBIX IMpPENapaToB MOTYT NMPUMEHSITHCS CIEMAIbHbBIE METONOJIOTHU. B mpouecce
BBISIBJICHUSI CHUTI'HAJIOB JIOJDKHBI YUYMUTHIBATHCS JAHHBIC, IIOJYYEHHBIE U3 BCEX
MOHUTOPUPYEMBIX UCTOYHUKOB MH(OPMAIIUH.

735. C uenbio OIIEHKH 10Ka3aTeJIbHOM OCHOBBI, MOATBEPAKAAIONICH MOCTYUBIINN CUTHA,
HEOOXOAUMO MPUMEHSTh CTPYKTYPUPOBAHHYIO M IMPU3HAHHYIO METOJIOJOTHIO, KOTOpas
JOJKHA YYUTHIBATh KJIMHUYECKYIO 3HAYMMOCTH, CTENEHb JOCTOBEPHOCTHU B3aMMOCBS3U
MEXy JIEKAPCTBEHHBIM MPEMAPATOM U HEXKEJIATEIIbHOW peaKuel, COrJIaCOBAaHHOCTh JaHHBIX
10 HOBOM B3aMMOCBSI3M (MJIM aCHEKTE B3aMMOCBSI3M), B3aUMOCBS3b CTEIICHU BO3JICUCTBUS U
peaKuuu, TMPUYUHHO-CIEACTBEHHYIO CBSI3b MEXAY JIEKAPCTBEHHBIM IIpEnapaToM M
HEXEeJaTeIbHON peakuue, OUOJIOrMYECKYI0 MpaBAONoOg00HOCTb, 3KCIEPUMEHTAJIbHbBIE
pe3yJIbTAThl, CXOJHBIE IO XAPAKTEPY HEKEIATEIBLHOIO SIBJICHUS TaHHBIE.

3. IIponecc 06pabOTKH CHTHAJIOB
O6mue moyroxeHus

736. IIpormiecc 0OpabOTKH CHUTHAIOB BKJIIOYAET B ceOs CTAIMK OT BBISIBICHHUS CUTHAJA /10
BBIpaOOTKH pekoMmeHmanuid. [IpaBuia BeIMOTHEHUS 00paOOTKH CUTHAJIOB HMEIOT OTHOIIICHUE
KO BCEM 3aWHTEPECOBAHHBIM CTOPOHAM, YYacCTBYIOINIMM B KOHTpoOJie 0€30macHOCTH
3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MTPENapaToB.

737. Ilpouiecc 0OpabOTKH CUTHAJIOB BKJIIOUYAET B ce0sI CIICTYIOMINE CTAINH:

a) BBISIBJICHUE CUTHAJIA;

0) BaIMIamysl CUTHAJA;

B) IPHOPUTHU3AIINS CUTHAJIA;

T') OLICHKA CUTHAJa;

1) PEKOMEHJIAITUH 110 ICUCTBUSM;

€) oOMeH uHpopmaIuen.

738. PaboTa ¢ OTIeNbHBIMU JOCTYITHBIMA HCTOYHUKAMH MH(POPMAITUHU, UCTIOTB3YEMbIMH
1. OOHApy>XEHUsI CUTHAJIOB, MOXET MOTpeOoBaTh THOKOCTH B 0OpabOTKE CUTHAJIOB,
HaIpuMep:

eciau oOHapy>KeHUEe CUTHAJIOB 0a3upyeTcsi Ha 0030pe WHIAMBHUIYATbHBIX COOOIIESHHUH O
HEXKENATeIbHBIX PEaKIUAX, MPOIEypa BBHISBICHHS CHUTHAlla MOXET BKJIIOYaTh B ceOs
BepU(PUKAINIO U IPEABAPUTEITHHYIO TPUOPUTH3AINIO O0HAPY)KEHHOTO CHTHAJA;



€CJIM CHUTHAJI BBISIBJICH Ha OCHOBE OOBCAMHECHHBIX PE3yJIbTATOB HMCCIICAOBAHUS, KaK
MPaBUJIO, HEBO3MOXKHO OIIEHUTh KaXXJ10€ MHIMBHUAYyalbHOE COOOIIECHHE, U B Pe3yJbTaTe
BaJIUJIAIIMHM MOJKET IMMOTPEOOBATHCS COOP AOMOTHUTEIBHBIX TaHHBIX.

739. Tlopsimok aedcTBUM (C MOCAEAYIONIUM MPUHATHEM PEIICHUS B COOTBETCTBHH C
aktamu opraHoB Coro3a 1 3aKOHOJATEILCTBOM TOCYAapCTB-YJICHOB) M 00MeH nHpOpMaIuei
SIBJISIIOTCSI KOMITOHEHTAMH, KOTOPbIe HEOOXO0IMMO YYUTHIBATh HA KaXK/IOW CTaJIUU MpoIiecca.

BriaBnenue cursana

740. Ko Bcem MeTO1aM BBISIBIICHUSI CUTHAJIA IPUMEHSIOTCS CIIEYIOIINE TPeOOBaHUS:

a) WCIOJB3yeMbI METOJl JIOJKEH COOTBETCTBOBATh OOBEMY MAaHHBIX (HAIPHUMED,
MCITOJIb30BAHUE CIIOKHBIX CTATUCTUYECKUX METOJI0OB MOXKET HE MOIXOIUTH JIJIsi HEOOIBIIIOTO
o0beMa JTaHHBIX);

0) HEeOOXOAMMO YUYHUTHIBATH JAHHBIC U3 BCEX COOTBETCTBYIONIUX HCTOYHUKOB;

B) JOJDKHBI OBITH BHEJPEHBI CHCTEMBI, TapaHTUPYIOIINE KauyeCTBO BBIMOIHAEMOMN
JESTEHPHOCTH TT0 OOHAPYKEHHUIO TaHHBIX;

T') pe3yibTaThl 0030pa KyMYJISITUBHBIX JAHHBIX JOKHBI CBOEBPEMEHHO M HAIJICKAIITUM
00pa3oM OICHUBATHCS KBATH(PUITUPOBAHHBIM JTUIIOM;

1) Tpu OOHAPYKEHUU YIPO3bI OOIIECTBEHHOMY 3/I0POBBIO (370pPOBBIO HACEJICHUS)
JIOJKHBI TIPEATPUHUMATHCS He3aMeTUTENIbHbBIE U 3P (EKTHBHBIC JICHCTBHUS,

€) MPOIIECC BBISBICHUS CUTHAJIOB JIOJDKEH OBITh HAJJISKAIIUM 00pa30oM IOKYMEHTHPOBaH,
BKJIFOYasi 000CHOBAaHUE METO/a U MEPUOIUYHOCTH BBITIOJHCHUS JICHCTBUI 110 0OHAPYKCHHIO
CUTHAJIOB.

741. OGHapy)eHUE CUTHAJIOB MO 0€30MaCHOCTH MOXHO OCYIIECTBISATh HA OCHOBaHUH
o030pa 0a3 JaHHBIX WHIWBUAYATbHBIX COOOMIEHWH O HEKEIATeIbHBIX PEAKIHIX,
CTATUCTUYECKOT0 aHaiu3a OoybmuxX 0a3 MaHHBIX WM HA OCHOBAHMH KOMOWHHPOBAHHOTO
M0JIX0/1a, OCHOBAHHOTO Ha COYETaHUHU ITUX METOOB.

O0630p HHAUBHIYAIHHEIX OTIETOB IO GE30IIaCHOCTH

742. UnauBuayanbHble COOOIIEHUS O HEXKENNATeNbHbBIX PEAKIUSAX MOTYT ObITh MOTYYEHBI
U3 CIOHTAHHOM CHUCTEMBI PETIOPTHUPOBAHUS, B PE3yJbTaTe€ aKTHUBHBIX (OPM MOHUTOPHUHTA,
KJIMHUYECKUX MCCIEIOBaHUI WM MOTYT OBITh OIyOJIMKOBaHbl B HayYHOW MEIUIMHCKOMN
auteparype. Hamuumst ogHOTrO COOOIIEHUS O CEPhe3HON MM TSDKENION HeXeIaTelbHOU
peakiuu (Hampumep, 00 aHapUIAKTHUUYECKOM IOKE) MOXKET OBITh JOCTATOYHO JJISi TOTO,
yTOOBI NPEANPUHATh NajbHelmue AeiictBud. MHpopManus, noaiexaiias OUeHKe, J0DKHA
coJlepKaTh CBEACHMSI O KOJIMYECTBE COOOLIEHUHM (MOCIe HCKIOYEHHUS MOBTOPSIOIIUXCS
cooOuIeHNH U cOooOIIeHN, 0(POPMIIEHHBIX HEHAAJEk)auUM 00pa3oM), reMorpapuyeckue
JaHHBIE NalMeHTa (HanpuMep, BO3pacT U I0JI), CBEIEHHS O MOJ03PEBAEMOM JIEKAPCTBEHHOM
npenapare (HampumMmep, BBEJACHHAs 103a) U HEKENaTeIbHOM peakuu (Harpumep, Ipu3HaKkax



U CUMITOMAax HEXKeNaTeIbHOW PEeakiuu), BPEMEHHON B3aUMOCBSI3H MEXAY NMPUMEHEHHEM
JIEKapCTBEHHOI'O IIpenapaTa U pa3BUTUEM HEXKENATENbHON PEAKIUU, KIMHUYECKOM UCXOJIE B
CBSI3U C MPOJIOJHKEHUEM WJIM MIPEKpaIlEHHEM MpHeMa JISKAPCTBEHHOTO Ipenapara, Halu4uu
MOTEHIMATBHBIX aIbTEPHATUBHBIX MPUYUH DPA3BUTUSI HEXKEIATEIBHOTO SIBJICHUS, OIECHKY
OTIPAaBUTENIEM COOOIICHUS MPUYUHHO-CIECACTBEHHOW CBSI3M M HUHPOPMALUIO O
JIOCTOBEPHOCTH OMOJIOTMYECKON U (PapMaKOJIOTUYECKON CBS3H.

CratucTr4eckuii aHam3 00JIbmuX 0a3 JaHHEIX

743. CymiecTByIOT pa3jIMuHbIE€ CTATUCTUUYECKUE METOJIbl aBTOMATUYECKOTO BBISIBIICHUS
CUTHAJIOB UCXO/Sl U3 HEMPOMOPIMOHATLHOCTH KOJIMYECTBA OTUYETOB, TO €CTh 00Jiee BHICOKHUI
YPOBEHb PEMOPTUPOBAHUA O MPEAINOIAracMOr MOJ03PEBACMON HEXKEIATEIbHON PEAKIIMK HA
COOTBETCTBYIONIEE ICHCTBYIOIIEE BEIIECTBO WIM JIEKAPCTBEHHBIN MpenapaTr N0 CPaBHEHUIO C
JIPYTUMH JEHCTBYIONIMMHU BEUIECTBAMU WIIH JICKAPCTBEHHBIMU TpenaparaMu B 0aze JaHHBIX.
Hcnonb30BaHWE CTAaTUCTUYECKUX METOJOB MOAXOAUT HE sl Bcex cutyauui. [Ipu
MCIOJB30BAHUM CTATUCTUYECKUX METOJIOB U BBHIOOPE KPUTEPUEB MIACHTU(PUKAIIMN CUTHATIOB
CIeAyeT YUYUTBHIBAaTh O0OBEM JAHHBIX, MOJTHOTY JIOCTYIMHOW HH(MOpPMAIIMU U CEPhE3HOCTH
HEXKEJIATEIbHON PEAKIINH.

744. TleproaAUYHOCTD BBIMTOJHEHUS CTATUCTHYECKOTO aHaiu3a 0a3pl JaHHBIX U
FEHEPUPOBAHUS CTATUCTUYECKOTO OTYETa 3aBHCUT OT XapaKTEPUCTUKU JEHUCTBYIOILIETO
BEIIECTBA WJIM JICKAPCTBEHHOTO IMpernapara, NOKa3aHUW K MPUMEHEHHUIO U MOTCHIHAIbHBIX
WU UACHTU(DUITIPOBAHHBIX PHUCKOB.

KoMOuHamma cTaTHCTHIECKUX METOAOB B 0030pa HHANBHAYAIFHBIX OTIETOB IO 6€30MaCHOCTH

745. CraTUCTHYECKHE OTYEThI MOTYT OBITh MpEeaHAa3HAYCHBI [ BBISBICHUS
MOJI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIHH, COOTBETCTBYIONIUX IMPEIBAPUTEIBHO
OTpENIENICHHBIM KPUTEPUSM YacCTOTHl HEXENIATeIbHOW pPEaKIUH, CTEIECHH TSKECTH
HEXeIaTeIbHOW peaKIui, KIMHUYCCKONH 3HAUYMMOCTH HEXeIaTeIbHOW peaKIuu, HOBU3HBI
UM CTAaTUCTUYECKOW B3aMMOCBSI3M MEXIy pPa3BUTUEM HEXKEIaTeIbHON peakiuu Hu
MIPUMEHEHUEM JICKapCTBEHHOTO Tpenapara. Takue GuiabTPYOINUe METOAbI MOTYT YIIPOCTHUTD
otObop HamOoyiee Ba)KHBIX WHIUBHUIYAJIBHBIX COOOIIEHUNM O HEXKEIATEIbHBIX PEaKIIHsX,
paccMaTpHBaeMbIX Ha TMEpPBOW CcTaamu mpouenypsl. lIpenenpHoe 3HaUYCHHE MOKAa3aTels,
HCITOJIB3yeMOE B 3TOM (DHIBTPYIONIEM MpoIiecce (Hampumep, He MeHee 3 COOOIIeHMUI), MOXKET
BapbHpPOBAThCS B 3aBUCHMOCTH OT KIWHWYECKOW 3HAYUMOCTH IOJ03pEBacMOi
HEXEJNAaTeNbHON pPEaKIMW W CHUTHAJa, BIUSHUSA Ha OOIIECTBEHHOE 3/10POBHE (30POBBE
HACEJICHUS) M CTETICHU PaCIPOCTPaAaHEHHOCTH UCTIONh30BaHUSA JIEKAPCTBEHHBIX MPENapaToB.

746. Tlpn UCTONB30BAaHUHM aBTOMATHYECKOTO CKPUHHUHTA B TpOIecCe OOHAPYKCHUS
CUTHAJIOB COOTBETCTBYIOIIUE WHIWBHUIYAIbHBIE COOOIICHUS O HEXEIATEIbHBIX PEAKIHUIX
CIIeyeT B JaJIbHEHUIIIEM U3ydaTh 10 OTACIbHOCTH.



747. He3aBHUCHMO OT UCIIOJIB3yEMOT0 CTATHCTHYECKOTO METO/Ia MPoIieIypa OOHAPYKEHUS
CUTHAJIOB BCETJa JIOKHA BKJIIOYATh B CE0sl KIIMHUYECKYIO OIeHKY. CTaTUCTUUECKUN METOJ]
SBJISIETCS TOMOJHUTEIBHBIM METOIOM BBISIBJICHUS U BaIUAAIIMU CUTHAJA.

Banmmnmanms cursana

748. Ilpu BBISIBIEHUM CUTHAJIA BBITIOJHSAETCS OLEHKA JAHHBIX C LEJIbI0 BepUPUKAIUU U
NOATBEPXKIEHUsSI TOro (¢akTa, 4TO JAOCTyNmHas HHGOPMALUS COJAEPKHUT JIOCTATOYHBIC
JI0Ka3aTeIbCTBA BBISIBIICHUS] HOBOUW MOTEHIIMATBHON MPUYMHHO-CIICICTBEHHON CBSI3U MEXK]Y
MIPUMEHEHHEM JIEKaPCTBEHHOT'O IpernapaTta W Pa3BUTHUEM HEXKENATEIbHOW PEAKUUH WU
HOBOI'O acleKTa paHee YCTAHOBJICHHOW MaHHOW B3aMMOCBS3U. Pe3ynbTaThl Banumaiuu
OTIPENICIIIOT HEOOXOIUMOCTD JIaTbHCHUIIICH OICHKH CUTHAJIA.

749. [Ipu BBITIOJTHEHUU TIPOLIEAYPHI BAIMIAIIMN CUTHAJIA HE3aBUCUMO OT MUCTOYHHUKA €T0
MOJTy4YEHHs] HEOOXOAMMO YUUTHIBATD:

a) MPEIIIECTBYIONIYI0O HH(POPMALIUIO O CUTHAJIE:

CTENEHb OTPa)XX€HUsi MH(POpMALMU O HEXKENaTeJIbHOW peakuuu B MHPOpPMAIUU O
JIEKapCTBEHHOM Tipernapare (oOleil XapakTepUCTHKE JIEKapCTBEHHOr'O IIpenapara Hu
MHCTPYKIIMH IO MEAUITUHCKOMY MMPUMEHEHUIO);

OTpaX€HUE CUTHAJA, CBA3aHHOTO C HEXENAaTeIbHON peakinel, B nHpopmMaIuu o Jpyrux
JIEKapCTBEHHBIX Mperaparax ¢ aHaJOTHUYHBIM JCHUCTBYIOIIMM BEIIECTBOM (C Apyroit popmoit
BBITTYCKa JTMOO0 MHBIMU OTIMYHUSMHU) C TETBI0 OIEHKH BO3MOXXHOU 00YCIIOBICHHOCTH CUTHAIA
OCOOCHHOCTSIMU OIPEJICIICHHOTO JIGKAPCTBEHHOTO TIpernapara U (HJIn) onpeaeaeHHon GopMbl
JIEKapCTBEHHOIO MpeMnapara;

CUTHAJ YK€ OLICHEH B MEPUOJMYECKOM OOHOBISIEMOM OTYETE MO 0€30MacHOCTH WU
IJIaHE YOpPaBJIEHUS PUCKAMU B paMKaX MHOM PEryIsTOPHOU Mpoueaypsl JIMOO 0OCYKIEH Ha
YPOBHE HAYYHOT'O IKCIIEPTHOIO KOMUTETA.

750. Kak npaBuio, BaquJally MOAJIeKAT CUTHAJBI, HE OTHOCAIIHUECS K YKa3aHHBIM B
HacTosAlmeM mnoanyHkTe. OAHAKO B OTHOUIEHUH YK€ HM3BECTHBIX CHTHAJIOB MOXET
MOTPEOOBATHCS MPOBE/ICHUE BAIMIAIMYU B ClIydae MOTEHIIMAIBLHOTO BBISABICHUS OTIIMUUM T10
4acTOTE€ pa3BUTHUS, JIUTEIBHOCTH MNEPCUCTUPOBAHMS, CTENEHU TSDKECTH WM ucxoda (
HalpuMep, JETaJbHBIM MCXOJ) MO CPaBHEHHUIO C JaHHBIMU WJIM XapaKTEPUCTUKOM,
BKJIIOYEHHBIMU B OOIIYI0 XapaKTePUCTUKY JIEKAPCTBEHHOrO IMpemnapara WU paHee
paccMaTpUBaEMbIMU YIIOJIHOMOYEHHBIM OPTaHOM I'OCY1apCTBa-4ICHA;

0) ypoBeHb (POpMUPOBAHUS JOKA3ATEIHHOUN 0a3bl MO MOJATBEPIKICHUIO B3aUMOCBSI3U:

o0111ee KOJIUYECTBO COOOIIEHUM (TMOCiIe UCKIIYEHUS AYOIUPYIONIUX CIydaeB), C
BBIJICJICHUEM KOJIMYECTBA COOOIICHUM, MOATBEPKIAIOIINX HATMUYUE B3aUMOCBSI3U (HapuMep,
ciiydyan ¢ 00OOCHOBaHHOW BPEMEHHOW B3aWMOCBS3bIO, C TMOJIOKUTEIBHBIMU PE3yJIbTaTaMU
OTMEHBI U TIOBTOPHOT'O HAa3HAYEHWs JICKAPCTBEHHOTO IIpernapara, ¢ HCKIIOYEHUEM
ATHTEPHATUBHOTO OOBSCHEHUS WM WHBIX NPUYUHHBIX ()aKTOPOB), BKITIOYAIOINIEE OIEHKY
CIIELIMAIICTOM CUCTEMBI 3IpaBOOXPAHECHUS B3aUMOCBS3M (KaK MUHHUMYM, KaK BO3MOYKHas



B3aMMOCBSI3b) C TMOJTBEPKIAOIMIMMUA HAOIIOaeMble OTKJIOHEHUS pPe3yJbTaTaMH
COOTBETCTBYIOIIUX MCCIIEIOBAHUI;

YHUCIJIO COOOIICHUI MPUMEHHUTEIFHO K 00beMy BO3/ICHCTBUS HA MAIUCHTOB;

JOTIOJIHUTEIbHBIE CIy4au COOOIIEHUN O CBSI3aHHBIX C MPUEMOM JIEKAPCTBEHHOTO
mpernapara CocTossHUAX (Hampumep, apyrue TepmuHbl MedDRA, o6o3Haudaroniue
KJIMHUYECKHUE OCJIOKHEHUS WIIM PA3JIMYHbIE CTENEHU TSKECTH MPOSBIECHUS HEKEIATEIbHOU
peakuun);

COTJIaCOBAaHHOCTh MEXY CIIydasiMu JI0Ka3aTeIbHOU 0a3bl (HampuMep, COrIaCOBAHHOCTD
0 BPEMEHHM [0 pa3BUTHUS HEXEJAaTEeIbHOW peakuu, NOBTOPSAIOIIMECS HaOII0JeHUs
CUMIITOMOB HEXKEJIaTeJIbHOW PEaKIuu);

KaueCTBO U JIOKYMEHTUPOBAHUE JJAHHBIX;

COOTBETCTBHE COIIACOBAHHOMY MEXIYHAPOAHBIMU OpPraHU3aAUSMHU OMPEICICHUIO
CJIy4yaeB, €CJIM MPUMEHUMO (HampuMep, COOTBETCTBUE ONPEEICHHBIM KPUTEPUAM TSXKEIOM
koxxHOM peakiuu (o mkane RegiSCAR), cooTBeTcTBHE NPUHATOMY OINPEACICHUIO
HEXeEIaTENbHbIX MPOSBICHUN TTOCIIE UMMYHU3AIUN);

HaJIM4YKe B3aUMOCBSI3H MEX]y 10301 U POSBICHUEM HEKEIATeIbHON Peaklnu;

Halluue BO3MOXXHOT'O MEXaHW3Ma pa3BUTHUSA, UCXOAS U3 OUOJOTUYECKON WU
(hapMaKkoI0rH4ecKoil BEpOSITHOCTH €0 pean3alluy;

onpeiesieHHe TUCIPONOPIUOHATBHOCTH PEHOPTUPOBAHMUS (€CIIH PUMEHUMO);

KJIINHUYECKYIO 3HAYMMOCTh U KOHTEKCT:

CEpPBhE3HOCTh U CTENEHb TSHKECTH HEXKeNaTeIbHON peaklnu;

UCXOJI M 00paTUMOCTh HEXKeIaTeIbHON PeaKInu;

HOBBIC ACTIEKThl XapaKTEPUCTUKUA U3BECTHOM HEXKENATeJIbHON peakiuu, (Hampumep, B
YacTU CTENEHH TSAKECTH, MPOJOJIKUTEIbHOCTH MEPCUCTUPOBAHMS, UCXOJA, YACTOTHI WIIU
YIPaBJICHHUS);

pa3BUTHE HEXKENATEIbHOW PEAKIIMU KaK PEe3yiIbTaTa JEKapCTBEHHOTO B3aUMOICHCTBUS;

pa3BUTHE HEXEJATEILHOW peakiuM y yS3BUMOUM TPYIIbI MAIlUEHTOB (HANpUMED, Y
KEHIIMH B Tepruoa OEpEMEHHOCTH, JETeH, MOKWIbIX MAlMEHTOB, MAIMEHTOB ¢ (haKTOpamu
pHUCKa);

pPa3BUTHE HEXKEJATENbHON pPEAKUHMH MPU OTIMYAIOLIEMCS coco0e MpUMEHEHHUS (
HaIpuMep, MpU MePEI03UPOBKE, 3aBUCUMOCTH, HEMIPABUILHOM [IPUMEHEHUH, IPUMEHEHUU HE
B COOTBETCTBUHU C OOILIEH XapaKTEPUCTHKOMN JIEKAPCTBEHHOTO Ipenapara Wil MHCTPYKIUEH
Mo  MEIWIMHCKOMY  TPUMEHEHUIO, OIMMOKEe TMPUMEHEHHUs, MNPUMECHCHUH
(hanbcupUIUPOBAHHOTO JIEKAPCTBEHHOTO IIpernapara).

752. JlonoHUTENbHBIE UCTOYHUKU WH()OPMAIIMU O CUTHAJIAX MOTYT COACPKaTh JIaHHEIE,
KOTOpBIE TMO3BOJST JOMNOJHUTH JOKa3aTelibHyl0 0a3y B YacTU MOATBEPKICHUS WU
OTKJIOHCHUSI TPEANOJ0KEHUSI O HAJIMYMU HOBOM B3aMMOCBSI3M MEXAY HEXKelaTeJIbHOU
peakiue W JEeKapCTBEHHBIM IpernapaToM, JUOO HOBOIO acleKTa TaKoW H3BECTHOM
B3aMMOCBSI3H, B CBSI3U



C 4eM MOTYT OBbITh HCIOJIB30BaHBI MPU BBIOIHEHUU TMPOIEAYPHI MOCIEAYIONEH OICHKH
CUTHaJla B 3aBUCUMOCTU OT 3HAUYMMOCTH M JOCTYMHOCTH JaHHOW uHMopmaruu. K Takum
MCTOYHUKAM MH(POPMAIIMH O CUTHAJIC OTHOCSATCS:

JTaHHBIE KIIMHUYECKUX UCCIIEOBAHUIT;

uHOpMAITUS O Pa3BUTUU TIOIOOHBIX CIIyYaeB, OMMyOJIMKOBAHHAS B HAYYHOU METUITMHCKON
auTepaType, BKJIoYas MHPOPMAIMIO O JAPYTUX JACHCTBYIOIIMX BEIIECTBaX AHAJIOTMYHOTO
(hapMakoTepaneBTUUECKOTO KJlacca JIEKapCTBEHHBIX MPenapaToB;

uHpopMaius 00 MUAEMUOTIOTUH HEXKEIATEIbHBIX PEAKIIUA HIIM COIMYTCTBYIOIIUX
3a00JIEBaHHI;

HKCIEPUMEHTAIbHBIE U (WJIN) HEKJIMHUYECKUE JaHHBIE;

KpYyIHbIE 0a3bl JAHHBIX HEXeJIaTeIbHbIX PEaKIUi B CIyyae BBISIBJICHHUS CUTHAJIA 10 0azam
JAHHBIX YIIOJHOMOYEHHOTO OpraHa Uiy Jep>KaTelisl peruCTPAllMOHHOTO YIOCTOBEPEHUS;

0a3bl TaHHBIX CUCTEM 3PaBOOXPAHEHHUS, O KOTOPHIX MOXKET ObITh MOJIy4eHa HHPOpMALIHS
0 XapaKTePUCTUKE MAIIMEHTOB WU OCOOCHHOCTSIM TPUMEHEHHUS JICKAPCTBEHHOTO IIpenapara;

uH(GOpMAIIS PETYIATOPHBIX OPraHOB JIPYTUX CTPAH MUpA.

753. Curnai npuooOpeTaeT CTaTyC BaIUAUPOBAHHOIO, €CJIU MPOIEeCC BepUBUKALIUK BCEH
HMMEIOIIEH OTHOIIEHUE K CUTHATY JOKYMEHTAlUU CBUAETEIBCTBYET O MPEANOI0KUTEIBHO
HOBOW MPUYMHHO-CJICICTBEHHON CBS3U WJIM HOBOM aCIEKTe U3BECTHOM B3aMMOCBSI3U MEXKY
HEXKEJIATeIbHOM peaklHeil U JIEKApCTBEHHBIM MPENapaToM, U, CJIEIOBATEIbHO, SIBISIETCS
000CHOBAaHHUEM JAJILHEHIIIEN OIIEHKH.

754. Curnan, Ijisi KOTOPOTO B MPOIECCE BaIUJAMKM HE OblIa MOATBEpPXKACHA
IPEANOJIOKUTEIBHO HOBAasi MPUYUHHO-CJIEACTBEHHAsI CBSI3b WMJIM HOBBIM aCIEKT M3BECTHOM
B3aMMOCBSI3M, MOXKET MOTPeOOBATh BBIMOJHEHUS JalbHEHIero aHaiausa (Hampumep, B
CIy4YasiX HEJOCTATOYHOCTH KOJHMYECTBA JOKYMEHTALIMM IO COOTBETCTBYIOLIEMY CIIy4aro
HEXeNaTeIbHON peakiuu). B momoOHBIX clydasix HOBBIE COOOIIEHUS O HEXeIaTelbHBIX
peaKkuaX WIH Pe3yJbTaThl MOCIEAYIOEro HAOMIOICHUS 110 PaHEE MOJYYEHHBIM CIIy4as,
OTHOCAIIEMYCSI K TMEPUOAY IMOCTPETUCTPAIMOHHOTO HAOIIOICHUS, JOJIKHBI TOBTOPHO
paccMaTpUBaThCSl YEPE3 COOTBETCTBYIONIUE MEPUOJIbI BPEMEHH C 1IEIbI0 00eCTICUeHUs yueTa
U pacCMOTPEHUS BCEX COOTBETCTBYIOLIUX COOOIIEHUH.

755. Ilpu 0OpaboTKe cUrHajia Ha YpOBHE OpraHU3alui MOKET MOTPEe00BaTHCS HECKOJIBKO
ATANOB AKCIEPTHONU OLIEHKU U OOCYKJCHHS C MPUBJICUYEHUEM PYKOBOJUTENEH Pa3IUYHOTO
ypOBHsI, mpuHUMaromux pemeHue. [lo pesynpraram Bamumanud MOTYT OBITh MPUHSTHI
pa3IMYHbIE PEIICHUsS, BKJIIOYAs MOATBEPKICHHE WIM OTKIOHEHHE BaluJalMu cUrHaia (
HEBAJIMIHBIA CUTHAIT), IPUHATHE PEIICHUS 0 HEOOXOIUMOCTH BBITIOJHEHUS JOTIOJHUTEIIBHOM
OIICHKM MUMEIOIINXCS JaHHBIX, OTHECEHUE BAJIUIUPOBAHHOTO CUTHAJIA K HOBOMY PUCKY HIIH
HEU3BECTHOMY aCIEKTY M3BECTHOTO PHUCKA C MPEAJIOKEHUEM MOCIEYIONINX TeUCTBUM (TaKuX
KaK BHECCHUE M3MEHEHUH B CIIPaBOYHYIO0 HHPOPMAIHIO U (MJIH) BBEJCHUE MEP MUHUMU3AINH



pucka) 1100 OTKJIOHEHHE MPEINOJIOKEHUSI OTHOCUTEIHHO OTHECEHHUS BallUIUPOBAHHOTO
CUTHajla K HOBOMY PUCKY WJIM HEU3BECTHOMY aCHEKTy M3BECTHOI'O pUCKa (OTKJIOHCHHBIM
CUTHAaN).

756. Curnan, ajisi KOTOPOTO IO pe3yjbTaTaM BBHITIOJHEHUS BalUJAIllMU U OIECHKH
MOJATBEPXKAAOIIUX JAHHBIX YCTAHOBJCHO, YTO UMEIONIMECS [aHHbIE SIBIISIOTCS
HEJIOCTATOUYHBIMU  JUJI MPEANOJ0NKEHUsS O HaJlUu4YUd HOBOM MNOTEHIUATBHOM
MPUYUHHO-CJICCTBEHHON CBSI3M WJIM HOBOTO acleKTa HW3BECTHOM B3aMMOCBSI3U W,
CJIEIOBATENbHO, JATBHEHIIINI aHaIM3 CUTHAJA HE SBIsETCS 0OOCHOBAHHBIM, MPU3HAETCS HA
JTAHHOM JTalle HeBAIUANPOBAHHBIM CUTHAJIOM.

757. Jepxkartend perucTpalMOHHBIX YJIOCTOBEPEHHH WU YIIOJHOMOYEHHBIE OpPraHbI
roCyJ1IapCTB-WICHOB JIOJKHBI UMETh CHUCTEMBI OTCIICKUBAHUS C IIEJIbI0 y4eTa pe3yJIbTaTOB
BAJIJIAIIMU CUTHAJIOB, BKIIIOYAsi U3YUYECHHE U OTCIEKMBAHUE MPUYUH, IO KOTOPHIM CUTHAJIBI
HEe ObUTM TPUHATHL KaK CBUJACTEIBCTBYIONUIME O MPEIANOJIOXKUTEIBHO HOBOU
MPUYUHHO-CIEJCTBEHHOM CBSI3M WM HOBOM AaCIEKTE€ H3BECTHOW B3aMMOCBSI3U MEXKITY
HEeKeJIaTeNIbHON peakiuel U JIeKapCTBEHHBIM MpernapaToM, a Takke MH(popMaluu, KOTopas
MOMOTJIa ObI B TIOMCKE MOJIOOHBIX CITy4aeB U OIIEHKE CUTHAJIOB.

ITpuopuTH3aIMsa CUTHAIOB

758. KiroueBbIM 3JIEMEHTOM MpOLECCA YNPABJIEHUS CHUTHAJIAMM SIBISETCS
HE3aMEJIMTEIbHOE OIPEIEICHUE WX BIMSIHUSA Ha OOLIECTBEHHOE 3J0pOBbE (310pPOBBE
HaceJeHMs) WIK COOTHOIIEHHE "T0JIb3a — PUCK' JIEKapCTBEHHOIO Ipernapara y MalueHToB,
MO/IBEPraroIUXCs BO3AEUCTBUIO. [IpH OlleHKE JTaHHOTO BIUSHUSA IPUHUMAIOTCS BO BHUMAaHHUE
cienytoue GakTophbl:

a) CTENEHb TAKECTU, CEPbE3HOCTh, UCXOJ, OOPAaTUMOCTh HEXENATeIbHON peakluu U
BO3MOXHOCTb €€ ITPEAOTBPALICHBS;

0) olleHKa BO3/IEHCTBHSI HA MALIMEHTOB U YaCTOThI HEXKEJATEIbHOM peaKlny;

B) IPUMEHEHUE JIEKAPCTBEHHOTO MperapaTa B ySI3BUMbIX MOIMYJISIUUOHHBIX TPYyNIax pUcKa
1 (MIY) B MOMYJSIMOHHBIX TPYIINAX, MOJBEPTalOUIUXCI UHOMY CIOCO0Y HMCIOJIb30BaHUS
JEKapCTBEHHOr0 mpemnapara (HalpUMEp, HENPAaBUIBHOMY HCIOJB30BAHHUIO WIIHU
UCIIOJIb30BAHUIO HE IO 3asIBJICHHBIM IMOKA3aHUSM);

I') IOCJIEACTBUSl MPEKPAIICHUs JICYEHUs] TPUMEHUTEIBHO K TEUEHHIO 3a00JIeBaHUs U
JOCTYIHOCTh TEPANEBTUYECKUX AIIbTEPHATUB;

1) mpeJrnonaraemMasi CTeleHb BIUSHUA IUIAHUPYEMBIX PEryJIATOPHBIX Mep (HampuMmep,
JOIIOJTHEHUE PA3JICJIOB HEXKEJIATEIbHBIX PEaKUHM, IPEAOCTEPEKEHNN, POTUBOIIOKA3aHNM,
BBEJICHHE JIOMOJHUTENIbHBIX MEp MHHUMM3ALMU PHUCKA, OCTAaHOBKA MEIUIIMHCKOTO
IIPUMEHEHUS, OT3BIB C PHIHKA);

€) BO3MOXKHO€ pAacHpOCTpaHEHHE CUTHaja Ha Jpyrue AeHCTBYIOUIME BElIeCTBa
aHAJIOTUYHOTO (hapMaKOTEepaneBTUIECKOIO Kiacca.



759. Ilpu ompeneneHHBIX OOCTOSATENIHCTBAX 0C000€ BHUMAHHUE JOJDKHO YICISATHCS
CUTHajIaM, KOTOpbIe 00CYK/IalOTCS B CPEJICTBAX MacCCOBOM MH(OPMAIIMK WIIH UMEIOT BHICOKUIN
YPOBEHb 3HAYMMOCTH JUIsl OOIIECTBEHHOTO 370pPOBbs (3I0pPOBBSI HAcENIeHMs) (Hampumep,
HEXeJaTeJabHbIe pEeaKIUu B pe3yidbTaTeé HMMMYHHU3AIlUM HACEJICHHUs), C IEJbIO
HE3aMEJJIUTEIILHOTO JIOHECEHUSI JI0 OOIECTBEHHOCTH W MEAUIMHCKUX pPaOOTHUKOB
PE3YyIbTATOB TAKOMN OLICHKH.

760. Pe3ynabTaT npoueaypbl IPUOPUTH3AIMU CUTHAJIA JOIKEH BKJIOYATh B ceOs
PEKOMEHJALINI0 TI0 BPEMEHHBIM paMKaM BBINIOJHEHHS MOCIEAYIOIIMX 3TaroB YIPaBICHUS
curHaiioM. Ha kaxmoil u3 craauii paboThl C CUTHAJIOM B Cilydae HaJIU4us WHQPOpMAIIUH,
OTIpeIETISIONIeH HEeOOXOAMMOCTh MPUHATHS MEp MO MPEIOTBPAIICHUIO WU MUHUMU3AIUU
pHCKa, COOTBETCTBYIOIINE MEPHI JOJDKHBI MPUHUMATHCS CBOCBPEMEHHO, B TOM YHUCIE J0
3aBEpUICHUS MTOJTHOTO 00beMa paboT Mo OIEHKEe curHaia. Bce 3Tambl pabOThl C CUTHAIOM
JOJIKHBI BKJIIOYATh KIMHUYECKYIO OLEHKY M AJIEMEHTHI YNPaBICHHUS, TTO3BOJISIONINE OBICTPO
MPUHUMATh BO BHUMAaHUE MOJIydyaemMyro UHGOPMAIIUIO C ONMpPEAETICHUEM COOTBETCTBYIOIIUX
U3MEHEHUH MOCIEAYIOMIUX JCUCTBUMN.

761. PesynbTat mpoieaypbl IPUOPUTH3AIMNA CUTHAJIA JTOJKEH ObITh 3aHECEH B CUCTEMY
OTCIIeKUBAHUA ¢ 000CHOBAHMWEM MTPUCBOCHHOTO YPOBHS IPUOPUTU3ALIUY CUTHAJIA.

O1LEeHKa CUTHAIIOB

762. Llenblo OLEHKH CUTHAJIOB SBJSAETCA JajibHEMWIEe H3yYEeHUE J0KA3aTeIbCTB
NPUYUHHO-CIIEJICTBEHHON CBA3M HOBOI'O pHUCKAa C JEUCTBYIOIIMM BEIIECTBOM WJIH
JIEKapCTBEHHBIM TPENapaToM MO0 U3ydYeHHE N3MEHECHUS XapaKTePUCTUKH U3BECTHOTO PUCKA
C MOCJHEAYIOUIUM OIpeeieHueM HeoOXOAUMOCTH cOopa JOMOJHUTENbHBIX JAHHBIX WIIU
MPUHSTUS PETYIATOPHBIX Mep. OlleHKa COCTOUT M3 TIIATEIBHOTO (PapMaKoJIOTHYECKOTO,
MEJIMIIMHCKOTO M 3MUIAEMUOJIOTUYECKOT0 M3yueHHs WH(OpManuu O COOTBETCTBYIOIIEM
curtaine. O030p AOKEH colepkKaTh JOCTYIHbIE (papMaKOIOTHYECKHe, TOKIMHUYECKUE U
KJIIMHAYECKHUE JTAHHBIC U JIOJDKEH OBITh MAKCUMAIBHO MOTHBIM MPUMEHUTEIHHO K HICTOYHUKAM
noyuyeHus: nHOpMaIlMK, BKIIIOYas JaHHBIE JI0ChE JIEKApCTBEHHOIrO Mpenapara npu rnojaye
3asBJICHUSI HA PETUCTPALAIO U MOCIEAYIONIME U3MEHEHNSI, CTAaTbU B HAYYHON MEIUIIMHCKON
JUTEPATYpPE, CIIOHTAHHBIE COOOIEHUS U HEOMyOIMKOBaHHYIO0 MH(OpMAIUIO OT JepKarenen
PETUCTPALMOHHBIX YIOCTOBEPEHUN U YITIOJTHOMOYEHHBIX OPTraHOB FOCYAapCTB-4JIECHOB. Takxe
HEO0OXOIUMO YUYUTHIBATh PEKOMEHAAIIMN BHEIIHUX dKcrepToB. Ecinu undopmarus nomyyeHa
13 HECKOJIbKMX HMCTOYHUKOB, HEOOXOJMMO YUUTHIBATH YPOBEHb UX JI0KA3aTEIbHOCTH U
OTpaHUYCHHMS C IEIbI0 OIEHKH MX BKJIa/a B OIIEHKY Bompoca 1o 6ezonacHocTi. COBOKyITHas
nH(popMaIus U3 pa3HbIX UCTOYHUKOB TaKke TpeOyeT BhIOOpa MEXITYHAPOIHON NMPU3HAHHOU
TEPMUHOJIOTUU. B ciydae OTCYTCTBUS TEPMHUHOJIOTHYECKOTO OMPENENICHUs] HEOOXOIUMO
UCITI0JIb30BATh ONEPALMOHHOE OINPEEIIECHUE.

763. B HEKOTOpBIX ciydasiX CHUTHajJbl HEOOXOJAUMMO OIIEHMBATh COTJACHO
TEpaleBTUYECKOMY YPOBHIO WJIM CHUCTEMHO-OpPraHHbIE Kjacchl JHOO Ha YypOBHE



CTaHJAPTU3HPOBAHHOTO 3anpoca (IIPU UCIIOIb30BaHUU CIOBAPS MEIULIMHCKON TEPMUHOJIOTUH
MedDRA). B nporiecce noucka nHpopmauu MOXKET MOTPEOOBATHCS BKIIOUECHHE B MOUCK
IPYTUX JEKAPCTBEHHBIX MPENapaToB OJHOIO Kiacca U JAPYTUX HEXKEIaTEIbHBIX pEakKIi,
HammpuMep, OTHOCSIIUXCS K JPYrUM TEPMHUHAM, HUMEIOIMIUX OTHOIIECHUE K CIIOXHOMY
3a00JIeBaHUIO (HAIpUMEp, HEBPUT 3PUTEIBHOTO HEPBAa KaK BO3MOXHBIM MEPBbIA MPU3HAK
MHOKECTBEHHOT'O CKJIEp03a), paHHEH CTaiuu peakiuu (Harnpumep, yyinHenue narepaia QT
) WU KIIMHUYECKUM OCJIOKHEHUSIM COOTBETCTBYIOIIEH HEXKENAaTeIbHOU peakiuu (Hanpumep,
00€3BOKMBAHUE WIIU OCTPast MOYEUHAsI HEIOCTATOYHOCTb).

764. Coop uHbOpMaIIMU U3 PAa3HBIX UCTOYHUKOB MOXKET 3aHATh BpeMs. B menmsx
ONTHUMU3AINH TPOIECCa MOKET OBITh MCIOJIB30BaH MOIIATOBBIM METOJ] OIICHKH CUTHaia. B
OTHOIIICHUM HOBOTO CHUTHajJda O TSHKEJIOM HeOJaronpusiTHOW peakiud MOXKHO TPHHSITH
BPEMEHHBIE MEpPHI, €CJIU B PE3yJbTAaTe MEPBOM CTAAUU OLIEHKM HAa OCHOBAHUU AOCTYMHOM
uH(GOpPMAIIMK CIeNIaH BBIBOJ O MOTEHIIMAIBHOM PUCKE, KOTOPBIA HEOOXOAUMO MPEAOTBPATUTD

4. JleiicTBHA YIOMHOMOYCHHBIX OPraHOB IOCYapCTB-WICHOB 10 pE3yIbTaTaM OLCHKH CHTHAIIOB

765. [IelicTBUS YIIOJTHOMOYEHHBIX OPraHOB IOCYAApCTB-WICHOB 110 PE3YJIbTaTaM OLEHKHU
CUTHAJIa MOTYT BapbUPOBATHCA B COOTBETCTBHH C TPEOOBAHUSMHU, YCTAHOBICHHBIMU aKTaMHU
opranoB Coro03a, WK 3aKOHOJATEILCTBOM TOCYAapCTB-WICHOB, U BHIBOJIAMH 110 pe3yJibTaTaM
OLICHKH CUTHAJIA.

766. HecMOTps Ha TO, YTO PEKOMEH/IAIIMU COCTABJISIOTCS MOCJE OIEHKH CHTHaja Ha
OCHOBAaHHH COBOKYIHOW MH(OpPMAIINU, HEOOXOAMMOCTh JICUCTBUI OIICHUBAETCS B XOJE BCETO
npoliecca yrpaBieHUs CUTHAJIOM, OIpezessisi 000CHOBAHHOCTh U 11eIecO00pa3HOCTh Ooliee
PaHHUX JEHUCTBUN 110 MUHUMU3AIUU PUCKA.

767. JleiicTBUS TO pe3yJibTaTaM OIIEHKM CHUTHajda MOTYT BKIJIIOYaTh B ceOs
JOTIOJTHUTENbHOE M3YYEHHE PUCKOB WM MEpPbhl MUHHUMH3AIUU PUCKOB, €CJIIM MEXaHU3MBbI
pPa3BUTHS TIOJO3PEBAEMON HEOJArOompUsATHOW pEaKIMU YKa3bIBAIOT HAa BO3MOKHOCTH
MPEayNPEeXACHUS W CHIKCHUE CTENEHU TSDKECTH HeXeaTeIbHOU peakiuu. Eciau BbIBOJ
OCHOBaH Ha OrpaHWMYCHHOW WHGOPMAIIMHA, MOXKET TOTPeOOBATHCS TMPOBEACHUE
OCTPETUCTPAIIMOHHOTO MCCIIEIOBAaHUS 0€30MACHOCTU C LENbI0 U3YYeHHS] OTEHIIMAIbHOTO
BOIIPOCa WK NpoOIeMbI IO 0€30MacHOCTH.

768. Eciau ymoJHOMOYEHHBI OpraH rocyAapcTBa-4i€Ha HaIpaBiseT AEPHKATEII0
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS 3alpPOC O MPOBEACHUM JIOMOTHUTENbHBIX JACHCTBUH, B
TaKOM 3ampoce HEOOXOIWMO yKa3aTh CPOK BBIMIOJHEHHS JEWCTBUM, BKIIOYAsl OTYETHI O
JOCTUTHYTBIX IESAX U MPOMEXKYTOUHBIX pe3yJibTaTaX MPONOPIMOHAIBHO CTENIEHU TXKECTH U
BIIMSTHUIO MPOOJIEMBI IO O€30IMaCHOCTH Ha OOIIECTBEHHOE 3/I0POBBLE (3I0POBHE HACCIICHUS).
JlepxaTellb  PEerHCTPAIlUOHHOTO  YJIOCTOBEPEHHUS W  YIMOJHOMOYEHHBIE OpraHbl
roCy/1apCTB-WICHOB JIOJIKHBl YUYUTHIBATH BO3MOKHOCTH MPOBEJCHUS HCCIEIOBAHUSA B
YCTAHOBJIGHHBIE CPOKH C YYE€TOM I[apaMeTpOB HCCIEIyeMOro BoIpoca 0e30MacHOCTH,



HaIpuMep, YaCTOThI Pa3BUTHUS U MOTPEOHOCTH B MPOCIEKTUBHOM JHU3aliHE HCCIICIOBAHUSI.
Crnenyer yuuThiBaTh BPEMEHHBIE MEphl MO obOecreueHuto 0e30macHoro u 3(PpGeKTUBHOTO
NPUMEHEHUS JIEKAPCTBEHHOI'O MpernapaTa Wid yCTPAHCHUIO PUCKA, BKIIIOYAas BO3MOXKHOCTh
BPEMEHHOIO TPHUOCTAHOBJICHUS  JCUCTBUSA  PETUCTPALMOHHOTO  YJIOCTOBEPECHHUS
JIEKapCTBEHHOIO Mpernapara.

769. B ciydae OTCYTCTBUSI pUCKa JJjIs MAllMEHTOB YIMOJHOMOYEHHBIM OpraH
rocyJlapCcTBa-ujiecHa MOXKET MPUHSTH pelieHrue 00 OTCYTCTBUU HEOOXOIUMOCTH AaibHEHIIeH
OIICHKU WJIN JaJbHEHUIINX AeHCTBUM.

5. O6men nrpOpMaHei

770. Cnenyer oOecmeduTh BO3MOXKHOCTH OOMEHa WHpOpMaIMedl MEXIy
YIIOJJHOMOYEHHBIMU OpraHaMH TOCYJapCTB-UJIE€HOB, JAEpKaTeIsIMU PErucTPariiOHHOIO
YIAOCTOBEPEHUS W APYTMMH YYaCTHHUKAMH C IEJIbI0 paclpocTpaHeHus WHpopMamuu o
CUTHAJIax, cOOpa JOMOJIHUTENbHBIX JaHHBIX, ajJbHEHIIEH OLEHKH BOIpoca 0€301acHOCTH U
MPUHATHS PEIICHUS O 3alIUTE 3[10POBbS MAIIUEHTOB.

771. IlepkaTenu perucTpallMOHHBIX YJIOCTOBEPEHUU MEPEAAIOT COOTBETCTBYIOLIYIO
MH(OpPMAIIUIO O CUTHATIAaX B YIIOJIHOMOYEHHBIE OpraHbl TOCYAapCTB-WICHOB (UTO COCTABJISET
4acTh 00513aTeNbCTB 10 (hapMaKOHAI30py U MOHUTOPHUHTY COOTHOIIEHHUS "MOJb3a — pUCK"
JIEKApCTBEHHOr'0 Tpernapara). BanuaupoBaHHBIE CUTHAJbI, KOTOPbIE MOTYT OKa3bIBaTh
BIIMSIHUE HA OOIIECTBEHHOE 3/I0POBbE (37I0POBBHE HACEICHHS) M COOTHOIICHHE "MOIb3a — PUCK
" JIGKapCTBEHHOTO IIpernapara, JOJKHbI OBITh IMEpeJaHbl B YIOJHOMOYEHHBIE OpTraHbl
roCyJapCTB-WICHOB B COOTBETCTBUU C MyHKTamMu 756 — 757 Hactosmux [IpaBun. Takxe B
COOTBETCTBYIOIIUX CIIy4asiX JOJDKHBI OBITh MPEICTABICHBI MPEAJIOKEHUS O BO3MOXKHBIX
NEUCTBUSIX.

772. YIOIMTHOMOYEHHBIE OpraHbl TOCY/IapCTB-WIEHOB NEPEIAIOT PE3yIbTaThl OLIEHKU
CUTHAJIOB JIEPKaTEIsIM PETUCTPAIMOHHOIO YIOCTOBEPEHUSI.

6. omoHuTeNBHBIE TPeOOBaHUA K IIPOLECCY YIPABIEHUA CHTHAIOM O OHOJIOTHIECKHX
JIEKapCTBEHHEIX IIpemapaTax

773. JlepkaTensiMu PErUCTPAIMOHHBIX YIOCTOBEPEHU OMOJIOTUYECKUX JIEKAPCTBEHHBIX
penapaToB, Kak M JAPYTUX JICKAPCTBEHHBIX MPEMapaToB, Ha MPOTSIKEHUU BCETO )KU3HEHHOTO
[UKJIA JOJDKHO ObITh OOECHEYEHO BBIMOJHEHUWE HEMPEPHIBHOIO MOHUTOPUHTA C IEIBIO
BBISBJICHUS M OLIEHKM TIOTEHIHATbHBIX HOBBIX PHUCKOB, CBA3aHHBIX C TMpoduiem
0ezonacHocty Wik 3pdekTuBHOCTU. OcoOble TpeOOBaHUSI CBSI3aHBI CO CBOWCTBEHHOM
OMOJIOTMYECKUM JICKAPCTBEHHBIM TIpernaparaM BapuaOelbHOCThIO MPOU3BOJICTBEHHOTO
mpolecca, 4To TMOTCHIMAIbHO MOXET OKas3aTh BJIWSHUE Ha Mpoduib 0E30MacCHOCTU U
3 PEeKTUBHOCTH, BKIIOYAS XaAPAKTCPUCTUKY W KIMHUYECKHE TIOCIEICTBUS pPHCKA
UMMYHOT'€HHOCTH. VICX0/151 M3 3TOTr0 BCE ATalbl YIPABJICHUS CUTHAJIOM JIOJKHBI BBITIOJIHSITHCS



B OTHOIIEHWHM OHMOJOTMYECKOrOo Ipemnapara, NPUHAMLIEKAIIET0 ACpKaTelro
PETUCTPAIIMOHHOTO YAOCTOBEPEHMsI, 1 B OTHOIICHUU JEHCTBYIOUIETO BemiecTBa. B ciyuae
BBISIBIICHUSI CHUTHala JOJDKHBI OBITh BBIMOJIHEHBI BCE HEOOXOIMMbIE ACHCTBHS s
OTpe/eNieHUs] TPUYUHBI, BKIIIOUas UACHTHU(DHUKAINIO TT0I03peBacMoii cepur. BrImonHseMble
IpOLEIYyPhl JTOJDKHBI XapaKTEPU30BaTHCS TPEOYEeMBIM YPOBHEM YYBCTBUTEIBHOCTH K
BBISIBJICHUIO Ba)KHBIX U CEPHE3HBIX PUCKOB, KOTOPBIE MOTYT OBITh CBSI3aHbI C U3BMEHEHHEM
MPOM3BOJICTBEHHOTO MPOIIECcca WM KadecTBa OMOIOTHYECKOTO JIEKaPCTBEHHOT O TIperapara, a
TaK)K€ BaXHBIMU MEXCEPUHUHBIMU pa3zaudyusiMu. B oTHomeHun OmoaHaIOTHUYHBIX (
OMOMOOOHBIX) JIEKAPCTBEHHBIX MPEMapaTOB Ha MPOTSIKEHUU BCETO >KU3HEHHOTO ITUKIIA
JOJKHBI BBITIOJTHATHCS MPOLEAYPHl BBIABICHUS BO3MOXHBIX BaXXHBIX OTJIMYHUHA OT
pedepeHTHOrO OMOIIOTHYECKOTO JIEKaPCTBEHHOTO MpemnapaTta. KIWHWYECKH 3HaYUMBIC
MOCIEACTBHS MOTEHIIUAIBLHOTO PUCKa UMMYHOT€HHOCTH (KaK TEOPETHUYECKU OIpPENeIsieMOro
11 GMOJIOTUYECKOTO JIEKAPCTBEHHOI O IIperapara) JOKHbBI YUUTBIBATHCSA U TAKXKE MOJUIEkKAT
MOHHUTOPHUHTY Ha MPOTSHKEHUU BCETO JKU3HEHHOTO IIUKJIA JIEKAPCTBEHHOTO MperapaTa.

774. JlepxarensiMi pETUCTPALMOHHBIX YIOCTOBEPEHUI OMOIOrMUECKHUX JIEKaPCTBEHHBIX
pernapaToB JOJDKHO OBITh 0OECTIEUYEeHO BBHITIOJIHEHHE BCEX BO3MOXKHBIX MEp, BKIOYAs
UCIIOJIb30BAHUE PA3JIMYHBIX METOJOB M HUCTOYHMKOB HH(MOpPMALUU, A MNOJIy4YEHUs
aKTyaJIM3UPOBAHHBIX U HAJEKHBIX JAHHBIX OTHOCHUTEIHHO (DAKTUYECKOTO HCIIOIH30BAHUS
OTIpeJIeIEeHHOTr0 Ouojioruyeckoro mnpenapara. [Ipouecc aHanm3a JaHHBIX O (PAKTUYECKOM
UCIIOJIb30BAaHNN U BBIABIIIEMBIX OJ03PEBAEMBIX HEXKEJATENbHBIX PEAKIUAX JOJKEH OBITH
OpPraHM30BaH TaKUM 00pa3oM, uToObI 00ecreunBagach HEMPEPHIBHOCTD BHISIBJICHUS CUTHATIA,
BKJIIOYasl BBISIBIECHHE JIOOOT0 BO3MOXKHOTO M3MEHEHMS OXKHUJaeMON 4acTOThI
PENOPTUPOBAHUS HEXKENATENbHBIX PEakluid, TM00 M3MEHEHHE TEeHICHIINH, KOTOpas MOKET
O3Ha4aTh HOBBII CUrHaj (B YAaCTHOCTH, KAaK CIJIEICTBUE BHECEHUS HM3MEHEHHUI B MPOIECC
MIPOM3BOJICTBA OMOJOTHIECKOTO JIGKAPCTBEHHOTO TIpernapara). B oTHOIIEHNN OmpeieIeHHbBIX
JEMCTBYIOIIUX BEUIECTB MOTYT BBINOJIHATHCS TpeOOBaHuUs 10 0oJjiee YaCTOMY MOHUTOPHHTY,
BHECEHUE M3MEHEHHI B MMPOU3BOJICTBEHHBIN MPOIIECC SABISICTCS OCHOBAHUEM JIJIsI BHITIOTHEHHSI
0COOBIX Mep MO 00ECIIeUEeHNI0 CBOCBPEMEHHOTO BBISIBIICHUS CUTHAJIA.

775. CurHansl, BBISBISE€MbIE IPU MOHUTOPUHIE JAHHBIX IO OMOJIOTHYECKUM
JIEKapCTBEHHBIM TperaparaM, JOJDKHBI OIEHUBATHCSA C YYETOM JAaHHBIX MO MOCEPUHHOMY
00BbEMyY BO3JEUCTBHUSI, BKJIIOYAsi HOMEpa OTIPYKEHHBIX WM PEaIn30BAHHBIX CEpUil, 00bEM
JAHHBIX CEPHUI U PETHOHBI (CTPaHbl), B KOTOPHIE COOTBETCTBYIOIINE CEPUU OBUIH MMOCTABIEHBI.
Pexomennyercs MHTEHCHM(UKAIUA MPOLECCOB PYTUHHOTO (apMmakoHaA30pa C LEJbIO
oOecriedeHs CBOEBPEMEHHOTO BBHISBICHHS HOBBIX PHUCKOB M HM3MEHEHHH TpOQuIs
0€30MacHOCTH WM KayecTBa OMOJIOTHYECKOT0 JEKapCTBEHHOIO Mpernapara Ha J00M JTare
KU3HEHHOTO IMKJA. B OTHOIIEHMM HOBBIX CHUTHAJIOB JIOJDKHA BBINOJHATHCS OLIEHKA
HEOOXOJIMMOCTH PacHpOCTPaHEHUs JAHHOTO CUTHAJla Ha MOJ03PEBAaEMbIil OHMOIOTUYECKUN
JEKapCTBEHHBIM IpenapaT WIM Ha BCE aHAJOTMYHbIE JACHCTBYyMoLIME BeuiecTa. [lpu
HEJOCTaTOYHOCTH JAHHBIX O MOATBEPKIECHUU CIENU(DPUIYHOCTH CHTHAja, BBISIBICHHOTO B



OTHOIIIEHWH OIPEJICIICHHOT0 OHOJOTHYECKOTO JIEKAPCTBEHHOI'O IIpernapara, B IENIX

oOecrieueHust TpeOyeMOil IPETOCTOPOIKHOCTH B OTHOIIICHUN OMOJIOTHUECKHUX JICKaPCTBEHHBIX
IpernapaToB 00OCHOBAHHBIM MOJKET SIBIISTHCS MPUMEHEHHE PETYISATOPHBIX JICHCTBHI B
OTHOIICHUHU BCEX aHAJIOTHYHBIX JIEHCTBYIOIINX BEIIECTB, BKIFOYAs pe)epEHTHBIN Ipernapar.
B oTHOmeHnm m1000TO HOBOTO BBISBICHHOTO KIWHHUYECKOTO PHCKA, HMEIOIIETO

UMMYHOTCHHYIO J3THOJIOTHIO, JIOJDKHO OBITh BBINTOJIHEHO IIOJHOE HCCIICJIOBAaHUE 10

OTIPEJETICHUIO B3aMMOCBS3M JIAHHOTO pHCKAa C ONPEACICHHBIM OHOJOTHYECKUM

JIEKApCTBEHHBIM TIpEINapaToM WJIU OINpEJICICHHONW cepreil OMOJIOrHYecKOoro JICKapCTBEHHOTO
mpemapaTta, a TakKe MPHUHSATH MEpPhl IO YCTAHOBJICHHWIO NPUYUHBI BBISBICHHOTO

KIIMHUYECKOTO PHCKa C MENBIO MOCISAYIONIEH peaTn3aiuu MEPOIIPUATHI 110 MUHUMH3AINH
WIN YCTPAHCHUIO JIAHHOTO pHUCKa (HAampuMep, ONTHMHU3AIMU METOJOB KOHTPOJIS, JTAIoOB
MIPOM3BOJICTBEHHOT'O TIPOIIECcca).

7. TpeGoBaHMA K Ka9©CTBY IIPH YIIPABJICHUN CHTHAIOM B YaCTH 00€CICICHHAS IIPOCICKUBACMOCTH

776. YnpaBiieHUE CUTHAJIOM OTHOCHUTCS K KPUTHYECKHMM mpoueccaM. Bammpmanus,
NPUOPUTH3ALINSL, OLIEHKA, BPEMEHHbIE CPOKH, PELICHUS, IEUCTBUS, IIJIaHbl, PEIOPTUPOBAHUE,
a TaK)K€ MHbIE KIIOYEBbIE POLEYPbI AOJKHBI HAJJIEXKAIUM 00pa3oM TOKYMEHTUPOBATHCS U
NEePUOANYECKH OTCIEXHUBAaThbCs. CHUCTEMBl OTCIEKUBAHUSA TaKXKe JOJDKHBI OBITh
JOKYMEHTHUPOBAHbl M BKJIIOYATh B CEOsl CUTHAJIBI, B PE3yJIbTaTe MPOBEPKU KOTOPHIX ObLI
c/ieJIaH BBIBOJ] 00 OTCYTCTBHHM HOBOM MOTEHIMAIBHON IPUYUHHO-CIIEICTBEHHOM CBSI3U pHUCKa
C OIpEeJEICHHbBIM OMOJIOTUYECKUM JIEKAPCTBEHHBIM TMPENapaTtoM WM HOBOTO AacleKTa
M3BECTHOM B3aMMOCBS3M TAaKOI'O PUCKA, TAK KAK OHM MOTYT IpPHUBJIEYb 0COOO€ BHUMAHHUE B
cillyyae MOCJEQyloUlero aHaiausa. Bce 3amucu JOJDKHBI MOJJIEXaThb apXUBUPOBAHUIO U
XPaHEHHIO B COOTBETCTBHHM C JEHCTBYIOIIMMU MTPOLIETYPAMH.

8. CucreMBl kKa9ecTBa M JOKYMEHTAIAA

777. BaxHOol OCOOEHHOCTBHIO CHCTEMBI OOPAOOTKH CHUTHAJOB SIBJISIETCS UYETKOE
JTOKYMEHTUPOBaHHUE C IeJbl0 o0ecredeHus Hamiexamero #u 3()pEheKTUuBHOTO
(YHKIIMOHUPOBAHUS CHUCTEMBI, CTaHJAPTU3AIMU OO0S3aHHOCTEW U TpPeOyeMBbIX JIEUCTBUM,
BBITIOJIHCHUS 3TUX JCHCTBUHN JHUIIAMU C COOTBETCTBYIOIIEH KBaTU(UKAIINEH U MX TTOHUMAaHHUS
BCEMHU BOBJICUCHHBIMM CTOPOHAMH, OCYILIECTBJIEHHUS HaJIeXallero KOHTpoJs u (mpu
HEOOXOAMMOCTH) yCOBEPIIIEHCTBOBAHMS CUCTEMBI. McXos u3 JaHHBIX TpeOOBaHUIA JOJKHA
ObITh pa3zpaboTaHa W MPUMEHSATHCS KO BCEM IpolieccaM YIpaBieHUs CUTHAJIAMHU CHCTEMa
obecrieyeHusI U KOHTPOJS KauecTBa. Takxe MOMKHBI ObITh pa3paboTaHbl, JOKYMEHTAIbHO
obopMIieHBl W BHEAPEHBI MPOIEAYpPhl CHCTeMBbl KadecTBa. JlaHHoe TpeboBaHUE
pacrpoCTpaHsIeTCs Ha UCIMOIb3YEMYI0 METOO0JIOTHIO U MEPUOUYHOCTh BBIMOJHEHUS paboT
10 BBISIBIICHUIO CUTHAJIOB.



778. Heobxoaumo pactpeaeanTs GYHKIIUA U 0053aHHOCTH OTHOCUTEILHO JICHCTBHU M
BEJICHHS JOKYMEHTAIIUHM, KOHTPOJS W M3YYCHHS BOIPOCOB KAYECTBA, a TAKXKE MPUHSATHS
KOPPEKTUPYIOMINX U TPEAYNPEAUTESIHHBIX MEp, B TOM YHCIEe OO0S3aHHOCTU 1O ayJIUTy
oOecrieueHsT KauecTBa B CHCTEME YITPaBJICHUS CUTHAIAMH, BKITIOUast ayJUT CyOIOApSTYNKOB
KOHTPAKTHBIX CTOPOH, BBITIOJHSAIONINX KaKUe-THO0 paboThl MO JAaHHOMY HAIMPABJICHUIO.
JlomxHa OBITH TapaHTUpPOBaHA KOH(PUICHIIMATBLHOCTh JAaHHBIX M JOKYMEHTAIlWH,
0€30MacHOCTh U JOCTOBEPHOCTH TAHHBIX (BKJIFOYAs IIEJIOCTHOCTH TIPH Mepeaaye).

CucreMa OTCIICKUBAHMS JIOJKHA 00ECIIEUYMBATh COXpPaHEHHE BCEMH BOBJICYCHHBIMH
CTOPOHAMH JaHHBIX Ha BCEX JTalax yIpaBJCHHsS CUTHAJIOM C IeIbi0 (popMHpOBaHUS
ayIUTOPCKOTO Clie/la, TO3BOJSIONIETO OCYIIECTBISITE MPOCICKUBAHUE W KOHTPOIb
JICTAIPHOTO BBHITIOJIHCHHS HA BCEX 3TaIax YIpaBJCHUS CHTHAJIOM, BKIIFOYAs OIICHKY, aHAJIU3,
MPUHSTUE PEIIeHNU 1 000CHOBAHUE.

779. Poniu 1 OTBETCTBEHHOCTH 3a BBIMIOJIHEHHE KaXKJIOT0 dTara JAesTeIbHOCTH, BKIIFOYas
BEJCHHE JOKYMEHTAIlMW, KOHTPOJb KadecTBa W 0030p, a TakKe BBIMOJTHESHUN
KOPPEKTUPYIOIIUX M MPEAYNPEIUTEIBHBIX MEPONPUITHN, HOJDKHBI OBITH OIpEeNIeHBl U
JTOKYMEHTAJIBHO 3a(pKCHPOBAHBI.

780. OnucaHue mpouecca yIpaBiICHUS CHUTHAllaMU BKIIOYAETCA JeprKaTeliemM
PETUCTPAIIMOHHOTO yAOCTOBEpEHUs B MacTtep-daiin cucteMbl (papmakoHaa3opa.
D¢ deKkTHBHOCTh (PYHKIIMOHUPOBAHUS CHUCTEMBl B YAaCTH JIAHHOTO IIPOIEcca IOIICKHUT
HEMPEPHIBHOMY KOHTPOJII0, UHIUKATOPHI 3(P(HEKTUBHOCTH IpoIlecca MPEACTaBISIOTCS B
MPWIOKEHUU K MacTep-(hailiry cuctemsl GpapmMakoHaa3opa. JlepxaTenemM perucTpauoHHOTO
yAOCTOBEPEHUSI JOJDKHO OBITh oOecneuyeHO (YHKIIMOHHUPOBAHHE CHCTEMBl YIpaBIICHUS
JTOKyMEHTAITUEH 1 3aITUCSAMU B OTHOIIIEHUH BCEX MPOIECCOB CUCTEMBI (papMaKoHaI30pa, 4To
oOecrieuynBaeT BO3MOXKHOCTh MIOUCKA IOKYMEHTOB, IPOCIICKUBAHUS BCEX MEP, MPUHUMAEMBbIX
C TEJIBI0 U3yYCHHsI TIPOOIEMBI IO 0€30MMaCHOCTH, a TaK)Ke COOIOJICHUS CPOKOB BBITOTHCHUS
pacclieIoBaHUN M MPHUHSATHS PEIICHWH B OTHOIIEHWHM TaKOW MpoOjeMbl (BKIIFOYas AaThl U
Mporiecc MPUHATHS pelicHuit). B oTHOmeHnn mporecca ynpaBieHUsT CUTHAJIAMH, KaK U B
OTHOIIIEHUW BCEX MHBIX KPUTHUYECKUX MPOIECCOB CHUCTEMBI (hapMaKOHAI30pa, JAepKaTeieM
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI JOJKHO OBITh 00ECIIEUEHO BBIMOJHEHHUE PETYJISIPHBIX
ayJIUTOB, B TOM YHCJIC B CIydae MPUBJICUCHHS K JAHHOUW EATETLHOCTH TIOCTABIIUKOB YCIYT U
KOHTPAKTHBIX OpTraHU3aIlii.

781. JloxymeHTaIMs, TOATBEPKAArOIIas BEITIOJHEHNE JaHHBIX TpeOOBaHUM, JOKHA OBIThH
J0CTynmHa B JI000€ BpeMs, B YaCTHOCTU MPU HEOOXOJMMOCTH BBITIOJHEHHS OIICHKH
JT0Ka3aTeIbHOW 0a3bl IO BBINMOJTHCHHBIM JCUCTBHSM ¢ TPUHATBIM PEHICHUSAM M
000CHOBaHHOCTH TaKOU OIEHKH.

782. MoxeT noTpedoBaThCsl U3yUCHUE JOKYMEHTAIIUU JIepKaTels PerucTpaliioOHHOTO
YAOCTOBEPEHUS O COOIOACHUH JaHHBIX MMOJO0KEHUM 10 U TIOCTIE MPOTICAYPHI PETUCTPAIINH B
IEJISX OLICHKU BBIMOJHAEMOM ESITEIHHOCTH I HHCIIEKTUPOBAHUS.



9. O6yuerne

783. IlepcoHan nomkeH ObITh CIEUATbHO 00YUY€H BBIITOJIHEHHIO ASHCTBUI 10 00paboTKe
CUTHAJIOB COTJIaCHO paclpeieNieHHbIM (YHKIUSAM U 00si3aHHOCTAM. JlaHHOe TpeboBaHMe
OTHOCHTCS K IEPCOHAILY OTJeNa 10 (apMaKOHAI30pPy, a TAKXKE MEPCOHATY, KOTOPOMY MOXKET
CTaTh U3BECTHO O MOTEHIIMAIBHBIX CUTHAJIAX WJIM KOTOPBIA y4acTBYET B IIpoliecce 00padboTKu
CUTHAJIOB, HaIlpUMep, MEpPCOHANy aIMUHUCTPATUBHOIO (IIPaBOBOI0) OTHAENA, NEPCOHANY,
YYacCTBYIOIIEMY B JOKJIMHUYECKHX, MEIULUHCKUX, (PapMako’MHUIEeMHUOJIOTHYECKUX U
MapKETUHIOBBIX HcclieqoBaHusAX. OOyueHue AOHKHO MpeaycMaTpuBaTh 3HAKOMCTBO C
TEPMHUHOJIOTUEN U JOCTYMHBIMM Oa3aMu JaHHBIX C UCTOYHMKamMu curHainos. [Ipouemypbl
CUCTEMBI OOyYEHMsI U pa3MeIeHUE JAaHHBIX 00 OOy4YEeHUHU IOJKHBI OBITh HaJJIeKAIIUM
00pa3oM JIOKYMEHTHUPOBAHBI, PE3IOME CIEIUATUCTOB U OMUCAHUE BBINOTHAEMbIX (PYHKUIUN
MO/JIEkKAT APXUBHUPOBAHUIO.

10. Pormx u 00g3aHHOCTH
Poim ynoJTHOMOYEHHEIX OPTaHOB T'OCYAapPCTB-IICHOB

784. YIOIIHOMOYEHHBII OpraH rocy1apcTBa-4jeHa:
1) KOHTpOJMpPYET JaHHBIE O CHUTHAJaXx Ha CBOEH TEPPUTOPHUH, BKIIOUAS JAHHBIE,
MOJIyYEHHbIE U3 UHBIX UCTOYHUKOB, YKa3aHHBIX B myHKTax 704 — 707 nactosiuux [IpaBun;
2) BBITMIOJIHSET BaJUJAIIMIO U UHBIE ATAIlbI IPOLIEAYPhl 00Pa0OTKU CUTHAJIOB, MOJYyYEHHBIX
13 JOCTYIHBIX UCTOYHUKOB;

3) mepemaer CUTHaIbl, NPOUIEAIIME MNPOLEAYPhl BalIUJALMKU U OIEHKH, B
COOTBETCTBYIOIINE 3KCHEPTHBIE KOMUTETHI TOCYIAPCTB-WICHOB C LEIBI0 OMPEICICHUS
11€71€CO00Pa3HOCTH TOCHIEAYIOMMUX JACHUCTBUN MO JadbHEUIIEMy HM3Yy4YeHHUIO CUTHalIa WU
MHHUMM3ALUN PUCKA;

4) BBINONHAET MTHHOPMHUPOBAHUE JPYTUX YIIOJTHOMOYEHHBIX OPTaHOB TOCY/IapCTB-YJICHOB
O BBISIBJICHHBIX CUTHAJIaX, MPOIICAIINX BaIUAIIUI0, U pa3pabOTaHHBIX Mepax.

DyHKIUHA U 00A3aHHOCTH AepKaTelIl PETHCTPAIHOHHOTO YIOCTOBEPEHUI

785. lepxareiib perucTPaliOHHOTO yAOCTOBEPEHHUS:

1) ocyuiecTBisieT HENPEPHIBHBIM MOHUTOPUHT O€30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB
U UHGOPMUPYET YHOJIHOMOYEHHBIE OpPTraHbl TOCYJapCTB-WICHOB O HOBOM HMH(pOpMaIuH,
KOTOpasi MOXKET OKa3aTh BIUSIHUE HA YCJIOBUS PETUCTPAINU, BKJIIOYAsl SKCTPEHHBIE MPOOIEMBI
1o 0e30IMaCHOCTH;

2) KOHTPOJUPYET BCE UMEIOIITUECS JaHHbIC U MHPOPMAITUIO O CUTHAJaX;

3) ocyIIeCcTBIsET HEMPEPHIBHBIN MOHUTOPUHT JIAHHBIX COJAEPIKAIIUXCS B 0a3ax MaHHBIX
HEXKeJNaTeJIbHBIX PEaKIuid U JAPYruX UCTOYHUKaX MHMopManuu o curHaigax. OOHapykeHue



CUTHAJIOB JIOJKHO BKJIIOUATh B c€0sl MX BaJUJALMIO C YIETOM KOMIIOHEHTOB MPEACTaBIAEMOM
uH(popMaIuu, B COOTBETCTBUM ¢ MyHKTaMu 720 — 722 nacrosuux [IpaBui;

4) BBIMOJHAET BaJIUAAIMIO BCEX OOHAPYKEHHBIX CHUTHAJOB M COOOILIAET O HUX B
YIOJIHOMOYEHHBIE OPTaHbl TOCYJapPCTB-YICHOB;

5) yBenOMJII€T YNOJHOMOYEHHBIE OPraHbl FOCY/1apCTB-YJIEHOB B CIy4ae BbISBICHUS
HKCTPEHHOU MpOOJIEMBbI 10 OE30MaCHOCTU B PE3yJIbTaTe OCYIIECTBIEHUS NEATEIBHOCTH IO
0OHapy’KEHUIO CUTHAJIOB B COOTBETCTBHHM C IMyHKTaMu 756 — 757 Hacrosuux [IpaBui;

6) cCOTpyaHMUYAET C YNOJHOMOYEHHBIMM OpraHaMU IOCyAapCTB-YIEHOB B paMKax
BBIMIOJTHEHUS TMPOLEAYPbl OIEHKH CHUTHAJIOB IIyTEM MNPEACTABIEHHUS 1O 3alpocy
JOTOJIHUTENBHON HHPOpMAIIHH;

7) oOecrieunBaeT HaaU4Me ayJUTOPCKOTO ciiefja IO BCEM IPOLENypaM BBISBICHUS
CUTHANA;

8) obecneunBaeT COOTBETCTBME HH(OpMAIMU O JIEKAPCTBEHHOM IIpenapare
COBPEMEHHOMY YPOBHIO HAYUHBIX 3HAHMI, BKJIIOYAs PE3yJIbTAThl OLIEHKU HOBOW MH(pOpManuu
0 0€30MaCHOCTH, BBHIIIOJHEHHON YIIOJTHOMOUYEHHBIMUA OpraHaMH roCyAapCTB-UJICHOB.

11. Oxcrpennslie mpobieMsl o 6e30macHOCTH

786. B cinyuyae monyudeHuss uHGOpMaALMU O JIEKAPCTBEHHOM IIpernapare, KoTopas
COOTBETCTBYET KpPHUTEPHSIM OKCTPEHHOW mMpoOiemMbl 1o Oe30macHOCTH, Jep>KaTelb
PETUCTPALIMOHHOIO YJIOCTOBEPEHHUs OOecrednBaeT UH(MOPMUPOBAHHE YIMOTHOMOYEHHBIX
OpraHOB TOCYJapCTB-WICHOB, Ha TEPPHUTOPHUAX KOTOPHIX 3apEeTUCTPUPOBAH JTaHHBIH
JIeKapCTBEHHBIN Mpemnapar, B MUCbMEHHOM BHJIE WIH O 3JIEKTpOHHOU moute. MHpopmanus
OTHOCHUTEJIbHO AKCTPEHHON MpPOOJEeMbI MO O€30MacCHOCTU MPEACTABISETCS B MUHUMAIbHO
BO3MOXHBI CPOK, HO HE MO3JHEE YeM B TeueHHe 3 pabouux AHEH mocje Toro, Kak ObLIO
YCTaHOBJICHO, YTO BaJUAUPOBAHHBIN CUTHAJ WM MPobsieMa 1o 6€30MacHOCTH COOTBETCTBYIOT
OTpEJETICHUIO PKCTPEHHOU MpoOsieMbl Oe3omacHOCTH. TpeOoBaHHE O TMpeICTaBICHUU
uH(GOpPMaIIMU OTHOCUTEIILHO BBISIBICHHON SKCTPEHHOMN MpoOJIeMbl 10 0€30MaCHOCTH SBISETCS
JOTIOJTHUTEHHBIM K TPEOOBAHUIO O HE3aMEIIUTEILHOM PETIOPTHPOBAHUH WHANBHUIYATbHBIX
COOOIIEHNUN O HEXEJATEeNIbHBIX PEAKIUAX IJIA ClydaeB, KOrja Takas mpoOjema CBs3aHa ¢
€IMHUYHBIM CIIy4aeM I0JI03pEBaeMOM HEeKeJlaTeIbHON peaKIiuu.

787. llpu yBenomisieHun 00 SKCTPEHHOUN MpoOieMe 0e30MacHOCTH AEPHKATETI0
PETUCTPALIMOHHOTO yJAOCTOBEPEHHUS CJIEAYET BKIIOYUTH B MPEJCTABIAEMYIO UH(POPMAIINIO
onucaHue NpoOieMbl, CBEICHHUs] 00 MCTOYHUKE MH(POPMAIMH, JIOOBIX MJIAHUPYEMBIX WU
OPUHATBIX MEpaxX C YKa3aHHEM CpPOKOB BBINIOJIHEHUS, a TaKXe JI0YH JOCTYNHYIO
JOKYMEHTAIIMIO, Kacalollylocs JaHHOW mpobiembl mo Oe3omacHOCTH. JlepkaTenb
PETUCTPALIMOHHOTO yIOCTOBEPEHUS 00€CTIeUBaET MpeICTaBICHUE 000N TOMOTHUTENbHOM
uHbpopMmanuu 1o mpobieMe Mmo OE30MacCHOCTH B YINOJHOMOYECHHBIE OpPTaHbI
roCy/1apCTB-WICHOB, KaK TOJIbKO OHAa CTAHOBHUTCA JJOCTYITHOM.



788. Ilo dakTy momyueHus yBeaoMJICHUSI 00 SKCTPEHHON Ipolieme Mo 6e30MacHOCTH
YIOJIHOMOYEHHBIM OPraHOM TOCYJapCTBa-4JieHa BBIMOJIHIETCS HE3aMeIJuTeIbHas OlEHKa
CTEMEHU CPOYHOCTH W TIOTEHIIMAJIBbHOTO BO3JECUCTBUS TaKOW MPOOJEMBI, a TaKkKe
ONPENENSAI0TCS MOCIEAYIOIMME TEUCTBHUS U BO3MOKHBIE PETYJISITOPHBIE MEPHI B OTHOILICHUH
BBISIBIICHHOW TpoOJieMbl. B ciydae omnpezenenus COOTBETCTBUS SKCTPEHHOW MPOOIEMBI TI0
0€30MacHOCTU KPUTEPHUSIM MHIIMJICHTA YIIOJIHOMOUYEHHBIM OpPTraHOM TOCYIapCTBa-YWICHA MOTYT
BBITIOTHATHCS JIOMOJTHUTEIbHBIE KOHCYJNBTAIIUA C TPHUBJICYCHUEM COOTBETCTBYIOIINX
KOMIIETEHTHBIX OpTaHU3allUil C IeJbI0 OLUEHKH W MPUHATHS HAJICKANUX MEpP IO
MPEIOTBPAIICHUIO CEPHE3HOTO BIUSHHUSA Ha O0IECTBEHHOE 3/I0POBbE (310POBbE HACEIEHU).

789. UHUMAECHT MO JIEKAPCTBEHHOMY MpenapaTy MOKET ObITh CBSI3aH C KauyeCTBOM,
3(pheKTUBHOCTBIO WM TpobjeMaMHu 1O O€30MacHOCTH, HO, Haubojiee BEpPOATHO, C
npobaeMaMu 0€30macHOCTH | (W) KadecTBa (M, BOZMOXHO, C TIOCICTYIONUM JASPUITUTOM
noctaBok). Heobxoaumo npuHUMaTh BO BHUMaHUE, YTO CUTYallUH, KOTOPhIE U3HAYAIBHO HE
OLICHUBAIOTCSI KaK CEPbE3HbIE ISl 3JJ0POBbsSI HACEIEHUS, HO CTAHOBSTCS OOIIEIOCTYTHBIMH
MOCJIE OCBEIICHHUS B CPEICTBAX MAacCOBOM HMHQOpMAIMU WM UHBIX HHPOPMAIMOHHBIX
pecypcax, ¥ MOTYT NPUBECTU K CEPbE3HON 0OECIIOKOEHHOCTH HACEJIEHUS B OTHOILLIECHHU
JIEKapCTBEHHOTO Tpernapara, TakxKe, BO3MOXHO, IOJDKHBI PAaCIICHUBATHCA KaK Ype3BhIYalHbIC
CUTyalluu. AHAJOTHYHBIM 00pa3oM, ApYyrue CUTyalud, KOTOpble MOTYT OKa3aTh
OTpHUIIATEIHHOE BIUSHUE HA HaJJIC)KAIlee MPUMEHEHHE JICKApCTBEHHBIX CPEACTB (Hampumep,
CUTyallud, MPUBOJAIIME K MPEKPAlleHUI0 IMpUEeMa JIEKapCTBEHHOrO CpENICTBA), MOTYT
OTHOCHUTBCS K OIPEIEIECHUIO YPE3BBIYaiHON CUTYaLUN.

790. UHIMaeHT no JeKapCTBEHHOMY Ipenapary OTHOCUTCS K 3apeTHCTPUPOBAHHOMY B
EBpa3niickoM ’KOHOMHUYECKOM COI03€ JIEKAPCTBEHHOMY IMpernapaTy, He3aBUCHMO OT Crioco0a
pETUCTpalnu;

791. [epxaTeiab perucTpallioOHHOTO yIOCTOBEPEHUS JOJKEH 00ecnieduTh 3P (HEeKTUBHOE
B3aUMOJICUCTBUE U COTPYAHUYECTBO C YITOJTHOMOYCHHBIMA OPTaHAMH TOCYIapCTB-YWICHOB Ha
ATarax OIEeHKH SKCTPEHHON MPoOJIeMbl 10 O€30MaCHOCTH.

792. B mensx mpeaoTBpaIleHUss HEOOOCHOBAaHHOW TMEPETPY3KH M OO0eCTICYCHUS
3¢ (HEeKTUBHOCTH pabOTHI AepHKATEISIM PETUCTPALMOHHOTO YIOCTOBEPEHHUSI CIIEIyET COOOIIAaTh
TOJIBKO O TAKMX IKCTPEHHBIX MpoOjeMax 0e30MacHOCTH, TO €CTh CPOUYHOCTh U CEPbE3HOCTh
KOTOPBIX HE JIOMYCKAIOT 3aJIEPKEK B OLICHKE U MPUHSITHH MEp.

793. B cinydae eciu 1o pe3yjbTataM OLEHKH 3KCTPEHHOU MPOoOJeMbl, 0 O€30MacCHOCTH
JiepKaTeyieM PEruCcTPallMOHHOTO yIOCTOBEPEHUS IPUHUMACTCS PEIICHUE O IPUHATUU OJHOU
U3 CIEAYIOIIMX MEp: BpeMEHHas WM MOCTOSIHHAsS OCTAHOBKA peaiu3allid U MPUMEHEHUS
JIEKapCTBEHHOTO TperapaTa, OT3bIB JIKAPCTBEHHOTO Tperapara ¢ pblHKA, 3aIIPOC Ha OT3hIB
PErUCTPAILIMOHHOTO YJOCTOBEPEHUSI WJIM OTKa3 OT IMOJayM 3asBJICHHUS HA MOJTBEPKIACHUE
PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS, B YMHOJHOMOYEHHBIE OpPraHbl TOCYJapCTB-WJICHOB
CJIeIyeT HAPaBUTh YBEIOMJICHUE O IPUHATUU TaKUX PEIICHUN U MED.



794. HoBas unHdopmanus o 0e30MacHOCTH, CBsA3aHHAs C HECOOTBETCTBHEM
JEKapCTBEHHOTO Tpemapara TpeOOBaHUSIM K KA4eCTBY MJIM TNPUMEHEHUEM
banbCUPUIIMPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara, KOTopas MOXKET MOBJIHITh HA OLECHKY
COOTHOWIEHUs 'MoNb3a — PUCK'" JIEKAPCTBEHHOrO Mpemnapara U MPHUBECTH K CEPbE3HOMY
OTpaHUYEHHIO B MIOCTABKE JIEKAPCTBEHHOT'O MIPenapara, TakKe He MOJIEKHUT MPEICTABICHUIO
B YIOJIHOMOYEHHBIE OpraHbl TOCYJIapCTB-4JIEHOB KAaK »JKCTpeHHas mpoljeMa Mo
0€e30MacHOCTH M TPEACTABISAECTCS B COOTBETCTBUHM C TPEOOBAHUSAMM 3aKOHOAATEIHCTBA
rOCy/apCTB-WIEHOB O MPEICTaBICHUM UH(OpPMAIMU, KACAIOLIEHCs OTKIOHEHUH KayecTBa
JEKapCTBEHHOr0 IpenapaTra OT TpeOOBaHUN, YCTAaHOBJIEHHBIX K KadeCTBY JTOTO
JIEKapCTBEHHOTI'O IIpenapara.

12. MoruTOopHHT eauHON HHQOPMAIHOHHOHK 6a3bl JaHHBIX ITO BEIABJICHHEIM HeXeIaTeIbHEIM
peakuaM (IeHCTBHAM) Ha JIEKApPCTBEHHBIE CPEACTBa, BKIIOYAIOMAsA COOOmEHNs O
He3()(PEeKTHBHOCTH JIEKApCTBEHHBIX CPECTB

ITopsamok moctyma k 6a3e maHHBIX HEXKeJIaTeIbHBIX peaKIwi

795. YIOJTHOMOYEHHBIE OpTraHbl FOCYIAPCTB-UJIEHOB UMEIOT JOCTYI KO BCEM 3JIEMEHTaM
JTAHHBIX UHAWBUYATbHBIX COOOIIEHUN O HEXeJaTeIbHbIX PEaKIUiX, KOTOPbIe BKIIOUEHBI B
eIuHYI0 UHPOPMALIMOHHYIO0 0a3y JaHHBIX IO BBISBICHHBIM HEXEIATENbHBIM peakiusM (
JEHUCTBUSIM) Ha JIEKApCTBEHHBIE CPEICTBA, BKJIOYAIOIIAs cOOOIIeHUsI 0 HEdP(HEKTUBHOCTH
JIEKapCTBEHHBIX CPENICTB (J1asiee — 0a3a JaHHBIX HEXKENATeIbHBIX PEAKIIUi).

796. [lepxatenu perucTpaliiOHHBIX yA0CTOBEPEHUI UMEIOT JOCTYI 0€3 OrpaHUyYeHUs KO
BCEM DJIEMEHTaM JaHHBIX WHAUBUAYAJIbHBIX COOOIIEHUN O HEXKeNaTeIbHBIX PEaKIUsX,
KOTOpBbI€ OBLIM MPECTABICHBI JJis BKIIOUYEHHUS B 0a3y JaHHBIX HEXKEIATEIbHBIX peaKIuit
caMuM JepKaTejJeM pPErucTpPallMOHHOTO YJIOCTOBEepeHUs. B OTHOmIEHWH JOpyrux
WHIUBHUIYATBHBIX COOOIIECHUI O HEXKENaTeNbHBIX PEAKIMIX, BKIOUYEHHBIX B 0a3y JaHHBIX
HEXKENATeNbHbIX PEaKIUH, JepKATEIIMU PETUCTPALMOHHBIX yJIOCTOBEPEHUNH MOXKET OBIThH
HaIpaBJIeH 3ampoc ISl MOJIYyYEeHUsl JOCTyNa K pacIIMPEHHOMY OOBbEMY 3JIEMEHTOB JaHHBIX
WHIUBUIyATbHBIX COOOIIEHUM, BKJIIOYAs OMUCAHHUE CIydaeB HEXeNaTeNbHBIX PEakKlHi, C
MPEJCTABIICHUEM MOATBEPKICHUSI O COOITIOICHUHN KOH(DUACHIIMATbHOCTH U UCTI0JIb30BAHUU
JAHHBIX O TaKUX COOOIIEHHSX TOJBKO JUIS BBIMOJHEHUS PabOT B paMKax YIpaBICHUS
CUTHaJIaMH.

Hepno,u;uqnoc'rb MOHHTOPHHT'A

797. [JepxkaTenasiMi pETUCTPALMOHHBIX YIOCTOBEPEHUN U YIIOJTHOMOYECHHBIMU OpPTraHAMU
rOCyapCTB-WICHOB JOJKEH OBITh OOECIeueH HEeMpPEPHIBHBII MOHUTOPHUHI 0a3bl JaHHBIX
HEeXeJIaTeIbHbIX peakuuax. YacTora MOHMTOPHHIA ONPENENSETCS INPONOPLUOHAIBHO
UJECHTU(DUIIMPOBAHHBIM PHUCKaM, MOTEHUHUATBHBIM PUCKAM M HEOOXOJUMOCTH MOITYYEHUS
JIOTIOJIHUTENBHON MH(POPMAIUH O JIEKAPCTBEHHOM IpernapaTe Ui AeHCTBYIOIIEM BEILIECTBE.



798. UacToTa MOHHTOPUHTA JaHHBIX 0a3bl JAHHBIX HEXKEJIATEIHHBIX PEAKIIMSIX MOXKET
U3MEHATHCS MO MEpPE HAKOIUIEHUS JAHHBIX MO Mpo¢uito 0e30MacHOCTH JIEKAPCTBEHHOTO
mpenapara Wi ISUCTBYIONIETO BEMIECTBA C YIETOM CIAEAYIOMUX (GaKTOPOB:

NIepUOJI BPEMEHU C JIaThl MIEPBOM pEeTUCTpalIlH;
CTEIEHb BO3/ICHCTBUS HA MAlIUCHTOB,;
Ba)KHbIE MOTEHIMAJIbHBIE PUCKH U OTCYTCTBYIOIIAss uHpoOpMalus (COTJIacHO TJIaHy
YIPABJICHHS pUCKAMM);
4acTOTa MPEICTABICHUS IEPUOANUECKOT0 OOHOBIIIEMOT0 OTYETa 10 O€30MacHOCTH;
YUCJIO MHIWBHUAYAJIbHBIX COOOIIEHUN O HEXEeIaTeIbHbIX PEaKIUsAX, MOJyYeHHOE 3a
JTAHHBIN IEPUO/T;

HaJIMyrue OCOOBIX CUTYaIlMi, CBI3aHHBIX C MPoOJIeMaMu MO 0e30MacHOCTH (Hampumep,
Mepuo/ MPOBEACHUS KOMITAHUU IO BAKI[UHALIUH ).

799. [epxaTenu pEruCTPALlMOHHBIX YIOCTOBEPEHUN OJKHBI OINPENECIUTH
COOTBETCTBYIOLIYI0 YacTOTy MOHUTOPUHIA KaXJAOTO M3 JEHCTBYIOIIMX BEHIECTB WIIH
JIEKApCTBEHHBIX MPENapaToB, B OTHOUIEHUH KOTOPBHIX BBIMOJHSAIOTCS 00s3aTENIbCTBA IO
o0ecrieueHn0 MOHUTOPUHTa. MUHUMaIbHAS PEKOMEHTyeMasi IEpUOAMYHOCTh MOHUTOPUHTA
0a3bl JaHHBIX HEXKENATEIBHBIX peaKInil cocTaBisieT 6 MecsieB. boiee yacThliii MOHUTOPUHT
MIPOBOAMUTCS B OTHOIIEHUU JACHCTBYIOIIMX BEIIECTB, BKIIOUEHHBIX B CIIMCOK JIGKAPCTBEHHBIX
MpEnaparoB, MOIEKAIIUX JOMOJIHUTEILHOMY MOHUTOPHUHTY, 32 MCKIIIOUYEHUEM CIy4acB,
KOT'/Ia €IMHCTBEHHBIM OCHOBaHUEM ISl BKIIOUEHHS B MEPEUCHb SBISIOCH TpPEOOBAaHUE O
BBITIOJIHEHUH TOCTPETUCTPALIMOHHOTO HCCIENOBaHUs O€30MacHOCTU JIEKapCTBEHHOTO
npenapata. Yactora BBINOJHEHHS] MOHUTOPUHTA, BKIIFOYasi BHOCUMbIE U3MEHEHUS, a TAKKE €€
000CHOBaHME MOJIEKAT IOKYMEHTUPOBAHUIO B COOTBETCTBUM C BHYTPEHHUMHU MPOLIeaypaMu
OpraHU3aluu.

ABaymm3 6a3bl JaHHBIX HEXKEIaTeIbHBIX PeaKIHaX

800. Bp16op koMOMHAIIUK JIEKaPCTBEHHOTO TMpernapaTa U HeXeIaTeIbHOU Peakiuu s
BBIMIOJTHEHUsI TOCIEAYIOIEero 0030pa JaHHBIX JOMKEH OBITh OCHOBAaH Ha HAy4dHO
000CHOBaHHBIX (hakTOpax, (HarmpuMep, KOJTUIECTBE CIIy4aeB, COOTBETCTBYIOIIUX 3HAYCHUSIX
CTaTUCTUYECKUX IIOKa3zaTeneil, JaHHbIX MO MNpoduiao Oe30MaCHOCTH JIEKapCTBEHHOTO
npenapara, KIMHUYECKOW 3HAYMMOCTH, COMNYTCTBYIOIIEM HEXKEIATeIbHOW peakiuu
COCTOSIHUIO TIAI[MEHTa, 0OCOOEHHOCTSIX MOIMYJISIIIUY U JaHHBIX MpeAlIecTByomen onenku). He
BCE CJIydyau BBISBJICHUS JUCHPONOPIMOHAIBLHOCTA PENOPTUPOBAHUSA MOJJIEKAT
nocienywieMy uzydeHuro. OmpeneNeHHbIe BBISIBICHHbIE KOMOWHAIIUM JIEKAPCTBEHHOTO
npenapara ¢ HeXeJlaTeJbHOM  peaknuu, JIss KOTOPhIX HE YCTaHOBJIEHA
JTUCTIPOIIOPIIMOHAIEHOCTh PETIOPTUPOBAHMS, TPEOYIOT MOCIEAYIOMIETO U3yUYEeHUS C OIICHKOM
0a3bl JaHHBIX HEXKEJIATEeIbHBIX PEAKIIUM.

801. B pesynbrarax 00630pa 0a3bl TaHHBIX O HEXKEIATEIHHBIX PEAKIUAX COACPIKATCS
CBEJICHUS O JEHCTBYIOIIEM BEUIECTBE MJIM KOMOMHAIIMM ACHCTBYIOMUX BemecTB. Hayunas



OIICHKAa JaHHBbIX JIOJDKHA MpeaycMaTpUBaTh OIPEAEICHHE BEPOATHOCTH TOTO, YTO
HaxOoASAIIUNCS B pad0OTe CUTHAT MOXKET OBbITh XapaKTepeH Ju00 i BCeX, JTUOO0 TOIBKO IS
OMpEICJICHHBIX JIEKAPCTBEHHBIX MPEMAapaTOB, COACPKAIINX TAHHOE JEHCTBYIONIEE BEMIECTBO
UM KOMOWHAIMIO JCHUCTBYIOMIMX BemecTB. JlepKaTenssMu PerucTpariuoOHHBIX
YIOCTOBEPEHUI MpHU aHANIU3€ JOJKHBI YUUTHIBATHCA BCE MHAMBHUAYAJbHBIE COOOIIEHUS O
HE)KeJlaTeIbHBIX PeaKIusX, CBA3aHHbIE ¢ O€30MacHOCThIO JIEKAPCTBEHHOTO Mpernapara.

802. Ilpu Banmumanuu curHana aHaau3 uHGoOpMaIlMu, coaepxanieicss B 0aze JaHHBIX
HE)KENaTENbHBIX PEAKIUM, JOJKEH BBIMOJHATHCA C YUYETOM MPEAIECTBYIOUIMX CBEICHUHN O
CUTHaJIe, CTETIEHU JI0KA3aTEIbHOCTH B3aUMOCBSI3UM MEX]y CUTHAJIIOM M JIEKAPCTBEHHBIM
MpenapaToM U KIMHUYECKOW 3HAYMMOCTU. YTIPaBJICHUE 3aMUCAMHU B YACTU MOHUTOPHUHTA U
aHanu3a 0a3bl JTAHHBIX BBIMOJHSAETCS B COOTBETCTBMU C BHYTPEHHHMHU TMpOIECIypaMu
OpraHU3aIHU.

HOpSI,T.[OK YBCAOMIICHHA ACPKATCIIIMHA PCrACTPAIITMOHHOI'O YIOCTOBCPCHHA YIIOJTHOMOYCHHBIX
OpPraHoB roCyapCTrB-wICHOB O CHTHAJIAX, BEIABJICHHBIX HA OCHOBAHHMHA MOHHUTOPDHHTA 6askl JaHHBIX
HEXCJIATCIIbHBIX PECAKITUAX

803. B cinydae BbISIBII€HUS NPU BBINOJHEHUM MOHHUTOPUHIra 0a3bl JaHHBIX
HEXEJATEJbHbBIX PEAaKIUAX HOBOIO CUTHAJIA JEP/KATEIEM PETUCTPALMOHHOTO YIOCTOBEPEHHUS
JOJDKHA OBITH BBIIIOJIHEHA BAJIMJALMS TaHHOTO CUTHAJIAa U MOCJIEAyollee THPOPMUPOBAHNE
YIOJHOMOYEHHBIX OPraHOB I'OCYyAapCTB-YJIEHOB.

804. Banunauus curdana JI0JKHA BKIIIOYATh B ce€0s TINATEJIbHBIN aHAIU3 AepiKaTelieM
PErucTPallMOHHOTO YAOCTOBEpPEHUs] MH(OpMaluu, cojepxaueics B 0a3e JaHHBIX O
HEeXeNaTeNbHbIX peakuusx. sl BalMIMPOBAHHBIX CUTHAJIOB AHAJIU3 CIEAYET IONOJIHHUTH
OLICHKOM PYTrux AOCTYIHBIX JaHHBIX (HampUMep, colepKaliuxcs B 0a3e TaHHbIX Jep KaTens
PErMCTPAlMOHHOTO yIOCTOBEPEHUS, CTAThU B HAYYHON MEIMIIMHCKOM JINTEpaType, AJaHHBIX
KJIMHUYECKUX HCCieoBanuil). JlepkaTtenemM perucTpallMOHHOTO YJIOCTOBEpPEHHs, 10
BO3MOKHOCTH, JOJDKHA OBITh BBIMOJHEHA OILIEHKA PAacIpOCTpaHEeHHs HHPopManuu 00
YCTAaHOBJIEHHOM HOBOM pPHCKE Ha JApPYrH€ JEKapCTBEHHBIE IPENapaThbl, COJAEpIKAIIUE
aHAJIOTUYHOE JEHUCTBYIOIIEE BELIECTBO (32 HCKIIOUEHUEM CIIy4acB BBIABICHMS DPHUCKA,
OTHOCSILETOCS K OIpEJEICHHOMY JIeKapCTBEHHOMY Ipemnapatry). B naHHoM ciyuae
MH(OpMaLIMIO O JEKapCTBEHHOM IIpernapare cieayeT IPUBECTH B COOTBETCTBHE C HOBBIM
BBISIBIICHHBIM PUCKOM ITOCPEACTBOM BHECEHHSI M3MEHEHMI B YCIOBHS PErMCTPALMOHHOTO
yaocToBepeHusl. [lepikarento perucTpallMiOHHOTO YOCTOBEPEHHUS TaKKe CIEAYET YUUTHIBATD
uHpopManMI0 O CHTHAJIaX, NYyOJMKYEeMYyI0 WM HaxOMSIIYIOCSs Ha pPacCMOTPEHUU
YIIOJTHOMOYEHHBIX OPTaHOB I'OCY1apCTB-YWIECHOB.

805. Ha ocHOBaHMH BBINOJHEHHON COOCTBEHHOM OLIEHKH JEpKaTelb PErHCTPALOHHOTO
yZIOCTOBEPEHMSI BIPABE CAEIATh CAEAYIONINE 3aKII0YEHHS B OTHOILIEHUH CUTHAJIA:

a) CUTHAJI MOYET ObITh OTHECEH K YUCITY OTKJIOHEHHBIX;
0) cUrHaJ SIBJISIETCS HOBBIM PUCKOM;



B) CUTHAJI [IPEJICTaBIsIET COOON N3MEHEHUE paHEee U3BECTHOIO PUCKA;

T') ISl OLICHKM CUTHaJIa HEOOXOUM MOCIIEYIOIINI aHaIn3, KOTOPBIN TOJKHBI TPOBOIUTh
YIOJIHOMOYEHHBIE OpPTaHBbl.

807. 3akitoueHre 0 TOM, YTO CUTHAI SIBJISIETCS. HOBBIM MJIM U3MEHEHHBIM PUCKOM U (MJIH)
0 HEOOXOAMMOCTH JaJbHEHIIEro aHalIKu3a, KOTOPBIM TOJKHBI MPOBOAUTh YIIOJTHOMOYEHHBIE
oprassl, sBisieTcst Toukoi otcuera ("aHem 0") CpPOKOB yYBEIOMJICHHS O CUTHAJIE, YKA3aHHBIX B
HACTOSIIIEM JIOKYMEHTE.

808. YcTaHoBIEeHNE HOBOTO MJIM M3MEHEHHOT'O PHUCKA, KOTOPBIM TpeOyeT M3MEHEHUS
YCJIOBHM PErHCTPAllMOHHOTO YAOCTOBEPEHUS, SIBISIETCS OCHOBAHUEM JIJIS TIOJIaYM 3asiBJICHUS
Ha M3MEHEHUE YCIOBUWA PETUCTPALlMOHHOIO YIOCTOBEPEHHUS, €CIM JAEPiKATEIb
PErUCTPALlMOHHOTO YJIOCTOBEPEHHUS HE CUYUTAET, YTO MOCHEAYIOUIMNA aHallu3 CUTrHaja
YIIOJJHOMOYEHHBIMU OpraHaMH siBisieTcsl onpaBaaHHbIM. [locienyromuii  aHanus
YIOJHOMOYEHHBIMU OpraHaMU MOXET ObITh 3alpolIeH B Ciydae, €Clu BajluIupOBaHHBIC
CUTHaJbl HA OCHOBAHWH BBINOJHEHHOW JAEpKaTelleM PErHMCTPAlMOHHOTO YAOCTOBEPEHUS
OILICHKW HE MOTYT OBITh HU ONMPOBEPTHYTHI, HA MOJTBEPKIACHBI KaK HOBBIC WU U3MEHEHHbIE
PHUCKHU.

809. NndopmupoBanre 0 curHajgax, TpeOYIOIIUX BBITOJIHCHUS JaJbHEHIIETO aHAIN3a
YIOJIHOMOYEHHBIMU OpPTraHaMU, MOXKET OCYIIECTBIIATHCS TOJIBKO B PaAMKax MEPUOIUUYECKOTO
OOHOBIIIEMOTO OTYeTa MO OEe30MacHOCTH B Ciy4yae, €CIU BBIMOJHSIOTCS YCIOBUS,
IpEAYCMOTPEHHBIE MyHKTaMu 782 — 784 Hacrosmux [IpaBun. Eciin ykazaHHbIE yCIOBUS HE
COOJTIOIAIOTCS, IEPIKaTEIeM PEruCTPAIllMOHHOTO YIOCTOBEPEHHSI TOJKHO OBITh HAMpaBlIeHO B
YIOJTHOMOYEHHBIE OpraHbl TOCYJAPCTB-YJIECHOB OTIEIBHOE YBEIOMJICHHME O CHTHAlE B
COOTBETCTBHHM C MyHKTaMHu 785 — 788 Hacrosamux [Ipasuir.

810. YBengomiieHHe YIOITHOMOUYECHHBIX OPraHOB TOCYJAapPCTB-WICHOB 00 OTKIOHEHHBIX
CUTHaJaX OCYIIECTBISAETCS TOJBKO MOCPEACTBOM BKIIOYEHHUSI JAHHOW WH(OpManuu B
MIEPUOANICCKUM OOHOBJISIEMBINA OTYET 10 0€30MacHOCTH.

811. MudopmupoBaHue yMNOJIHOMOYEHHBIX OpPraHOB TOCYAApCTB-UYJIEHOB O
BAJIMIMPOBAHHBIX CHIHAJAX, TPEOYIOIUX HEMEUIEHHOTO BHHUMAHMS, OCYLIECTBISETCS B
paMKax Mpoleayphl yBeIoMJIeHUs: 00 AKCTpeHHOW mpolseMe Mo 0e30MacHOCTH COTJIACHO
nyHkTam 756 u 757 nacrosmux IIpasuir.

13. ismeHeHHe yCIOBUN PErHCTPAMOHHOTO yIOCTOBEPEHHA

812. JlepxkaTeneM perucTpaliMoHHOTO YJOCTOBEPEHHUS HAa OCHOBAHUM COOCTBEHHOM
OIIEHKH BBISIBICHHOT'O CHUTHAla TMPU OCYIIECTBICHUW MOHUTOPUHra 0a3bl JaHHBIX
HEXeJaTeIbHbBIX PEAKIIUA MOXKET ObITh C/IETIAaHO 3aKII0UYEHUE OTHOCUTEIIBHO HEOOXOIUMOCTH
BHECEHHMS W3MEHEHUN B HHPOPMALMIO O JEKApCTBEHHOM mpemapare W (WiIM) IJIaH
yIpaBJICHUsSI PUCKAaMU B CBSI3M C IOJIyYCHHBIMU HOBBIMU JaHHBIMU. B Takux ciydasx
JEPKATEN0 PETHCTPALMOHHOIO YJIOCTOBEPEHHs CIIEAyeT MoAaTh B COOTBETCTBYIOLINE
YIOJHOMOYEHHBIE OpTaHbl 3asBJICHUE O BHECEHUU U3MEHEHUH B YCIOBHS PETUCTPAIIMOHHOTO



yAOCTOBEPEHUsI B HanboJiee KOPOTKHE CPOKH, HO HE TIO3/AHEE YEM IO UCTEUEHUHU 3 MEeCSLEB
IIOCJIE 3aBEPUICHMS OLEHKHM CUTHajla, [0 pe3yabTaraM KOTOPOM CUTHAJI OLEHEH Kak
COOTBETCTBYIOIIUN OINPEEICHUIO BaXXHOIO PHUCKa, JIMOO B TeueHue 6 MecsleB B cilyyae
HEXENATENbHBIX PEAKIUN WU PUCKOB, KOTOPBIE HE CUMTAIOTCS BaXKHBIMU.

813. B ykazaHHbIX B IyHKTe 779 Hacrosamux I[IpaBui ciydasx OTIeIbHOE yBEIOMIIEHUE O
CUTHAJIE B COOTBETCTBUM C NyHKTaMu 785 — 788 Hacrosmux IlpaBun He Tpebyercs,
MOCKOJIbKY IMpeJiaraéMbleé M3MEHEHHsI U COOTBETCTBYIOIIAs JOKa3arelibHas 0a3a OyayT
OLICHUBATHCS YIIOJIHOMOYEHHBIMH OpraHaMHu B paMKax MpOLEAYpbl BHECEHUSI U3MEHEHUN B
YCHOBUS PETUCTPALMOHHOTO YAOCTOBEPEHMUS.

814. [lepxaTensiM perucTpaliOHHOTO yJI0CTOBEPEHUS ClIeayeT cOOoaaTh TpeOOBaHUS
akToB opraHoB Coro3a B 4YacTH BHECEHUS HW3MEHEHHH B YCIIOBUS PETUCTPALMOHHOTO
YIAOCTOBEpPEHUs, a TaKXe€ B COOTBETCTBYIOIIMX CIIydyasix KOOPAUHHUPOBATH C
YIIOJIHOMOYEHHBIMU OpraHaM# BOIIPOCHI, CBSI3aHHBIE C IIOATOTOBKOW 3asBJICHHS O BHECEHUU
W3MEHEHHM.

14. Bkimo9eHHE CHTHANIA B IOPHOJUICCKUH OOHOBIEMEIH OTIET IO 6€30MaCHOCTH

815. B ciyyae ecnu nepuoJIMYHOCTh MPEACTABICHUS MEPUOJUYECKOTO OOHOBISIEMOTO
oTyeTra MO OE30MaCHOCTU B OTHOIIEHUH JEWCTBYIOIIETO BEIIECTBA JIEKAPCTBEHHOI'O
rpenapara CoOCTaBiseT 6 MecsleB IOCI€ 3aBEPLICHUS OLEHKU JIepXkKaTeleM
PETUCTPALMOHHOTO YJIOCTOBEPEHUS BBISBJICHHOIO II0 PE3yJbTaTaM HENPEPBIBHOTO
MOHUTOpPUHTa 0a3bl JaHHBIX HEXEJIATEJNbHBIX pEaKlMil CHUrHana, MPEJOCTaBICHUE B
YIIOJIHOMOYEHHBIA OpraH TOCyJapCTBA-WI€HA OTAEIbHOTO YBEIOMIJIEHHS O CHTHAllE€ B
COOTBETCTBUU ¢ TTyHKTaMu 785 — 788 nHactosmux [IpaBun He tpebyercsa. Ecnu nepxarens
PErUCTPALMOHHOTO YJIOCTOBEPEHMS 3aBEPIIMII OLEHKY CUTHAJIA IOCIE HACTYIUICHHS aThl
3aKpbITUS 0a3 NaHHBIX, HHGOPMAIUS O JAHHOM CHUTHAJIE MOJJICKUT BKIIOUCHHUIO B paszel
MEepUOJUYECKOTO OOHOBJIsIEMOro otuera no Oe3zomacHocTH "BaxkHas wuHbopManms,
MOJTyYeHHasl TMOCJe 3aBEPIICHUS MOATOTOBKH MEPHOIUYECKOr0 OOHOBISIEMOrO0 OTYETa IO
06e30macHOCTU" OJTHOBPEMEHHO C MPEAJIOKEHUEM O JATbHEHNIIEM YIIpaBICHUH CUTHAJIOM.

816. Ha ocHOBaHMM OIIEHKM COBOKYIHBIX JaHHBIX O O€30MIaCHOCTHM M aHaau3e
COOTHOWIEHHUS '"MOJIb3a — PUCK'", MPEIOCTABICHHBIX ISl BKJIIOUEHUS B NEPUOAUYECKUI
OOHOBJIIEMBI OTYET MO OE30MAaCHOCTH, JEpKaTelb PETHMCTPALMOHHOTO YJIOCTOBEPEHUS
JOJDKEH cJenaTh BBIBOJABI O HEOOXOJMMOCTH BHECEHHUS H3MEHEHUH B YCIOBUS
PETUCTPALIMOHHOTO YAOCTOBEpPEHUSI U (WJIM) MPUHITUS MEp, BKIIOYas JIIOObIE M3MEHEHUS
0/100peHHON MH(OpMaKUK O JEKAPCTBEHHOM IIpernapare B OTHOIICHHH JIEKAPCTBEHHOTO
npemnapara, Juisi KOTOporo ObUT MPEJCTaBICH MEPUOIUYECKUN OOHOBISEMBIA OTYET MO
0€30MacHOCTU. DTO TAaK)K€ OTHOCUTCA K BBIBOJaM, OCHOBAHHBIM Ha OIICHKE CHTHAJIOB O
0€30IacCHOCTH.

817. BHe 3aBHCUMOCTH OT MCTOYHHUKA IMOJy4YEeHHS WH(POPMAIWU O CUTHAJC B
NEPUOIUYECKUNA OOHOBIISIEMBII OTYET MO 0€30MacHOCTH BKIIIOUaeTcst nHpopmaius 000 Bcex



BAIMIUPOBAHHBIX CHUTHAJIaX M AKCTPEHHBIX MpoOjeMax Oe30MacHOCTH, B OTHOIICHHH
KOTOPBIX OBbIIa BBITIOJHEHA OICHKA Ha MPOTSHKEHWHM OTUYETHOTO Tepuoja JMOO0 Tocie
3aKpBITHS 0a3 TaHHBIX.

15. CnenmanbHOE YBEIOMIICHHE O CHTHAII®

818. B cinyuae ecnu mep:KaTelieM PETUCTPALMOHHOTO YIOCTOBEPEHUSI HA OCHOBAaHUU
BBITIOJIHEHHOW OIIEHKU CHUTHAla, BBIABICHHOTO MOCPEACTBOM MOHHMTOPUHTA 0a3bl JAHHBIX O
HEXEIaTeNbHbIX pEeaKIUAX, JAeJaeTcs BbIBOJ O HECOOTBETCTBUM JIAHHOTO CHUTHala
MOJIOKEHUSAIM NYHKTOB 779-784 Hactosmux [IpaBui w1 HEOOXOAMMOCTH TPOBEIACHUS
MOCJHEAYIONIEr0 aHajiu3a CUTHaja YNOJHOMOYEHHBIMU OpraHaMH TOCYJapCTB-UYJIEHOB,
JIEPKATEI0 PETUCTPAIMOHHOTO YJIOCTOBEPEHUS CIEAYET 3aMOJHUTH (HOPMY CHEIHATBHOTO
YBEJOMJICHUSI O CHUTHajge, JOCTYNHYI Ha CalTe YMNOJIHOMOYEHHOrO oOpraHa
rocyJ1IapcTBa-4J€Ha U HAMPABUTh €€ B aIpeC YIIOJTHOMOUYECHHBIX OPraHOB rOCyAapCTB-UICHOB,
B KOTOPBIX 3apPETUCTPUPOBAH COOTBETCTBYIOIIMI JIEKAPCTBEHHBIN MTpenapar.

819. CrneunaibHOE YBEJIOMIIEHHE O CHTHAJIE JOJDKHO OBITh HAINPaBJIE€HO B BO3MOXHO
KOPOTKHE CPOKH, HO HE MO3/Hee YeM 1o ucteueHuu 30 KajeHAapHbIX JHEH MOCie TOoro, Kak
JepKaTeslb PErUCTPALIMOHHOTO YAOCTOBEPEHUS 3aBEPIIMII OLUEHKY U CAeNall 3aKII0YEHUE O
HEO0OXOMMOCTH MIPOBEICHUSI AaHAJIM3a YITOJITHOMOYEHHBIMUA OpTraHaMU TOCyapCTB-UJICHOB.

820. CrneunaibHble YBEIOMJICHUSI O CUTHAJIe HEe TPEOYIOTCA B Cilyyae, €CJd CUTHaJbI
BKJIFOUEHBI JIEP’KaTEJIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHUS B MIEPUOTUUECKII OOHOBIISIEMBIiA
OTYET MO OE30MacHOCTH WJIM SIBJISIIOTCS OCHOBAHUEM IS MHHUIMUPOBAHUS MPOIETYpPHI
BHECEHHSI M3MEHEHHI B YCIOBUSI PETUCTPAIMOHHOIO YJOCTOBEPEHUSI B COOTBETCTBUU C
MOJIOKEHUSMU MMYHKTOB 779 — 784 Hactosimux [IpaBu.

821. Uudopmaruio o curHanax, KOTOpble HA OCHOBAHMM BBITIOJIHEHHOW OIEHKU OBLIN
OTKJIOHEHBI JEpKaTeIsIMH PETUCTPALMOHHOTO YJOCTOBEPEHHMS, HE CIEAYET HAIpaBIISITh B
YIIOJTHOMOYEHHBIE OpraHbl rOCyJapCTB-WICHOB B (DOopMe CHElUAIbHBIX YBEAOMJICHUNU O
CUTHAJIe, HO CBEJIEHUS O JAHHBIX CHTHalax MOJJIEKAT BKIIOUYEHUIO B MEPUOAUYECKUN
OOHOBJISIEMBII OTYET MO OE30MaCHOCTH.

16. ITporecchl MOCIEAYIOMETO PEryIHPOBAHHAS

822. B cinydae NpUHATHS YIOJTHOMOYEHHBIM OPraHOM TOCY/IapCTB-YJICHOB PEUICHUS O
HEOOXOIMMOCTH JOTIOJIHUTENbHBIX JACHUCTBUM JaHHBINA YIOJTHOMOYEHHBIN OpraH OlICHUBAET
CUTHQJI M COTJIACOBBIBAET MPOBEJCHUE TMOCICAYIONMX JACUCTBUM B OTHOIICHUHU
PETUCTPALIMOHHOTO YAOCTOBEPEHHSI B IIPEAEIaxX CPOKOB, COpPa3MEpPHBIX CTENEHU H
CEPHE3HOCTH MPOOIEMBI 1T0 0€30MaCHOCTH, MOCIIC Yer0 MOTYT OBITh NMPUHSITHI CICAYIOIINE
pELICHUS:

JepKaTeIeM PETHUCTPAIIMOHHOTO YJIOCTOBEPSHHS JOJDKHBI OBITH IPEICTABICHBI
JOTIOJTHUTEJIbHBIE JaHHBIE JIJIs1 OLICHKHU B PaMKaXx BBITIOJHIEMOM MPOLEIYPHI;



JiepKaTellb PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JOJKEH MPOBECTH JOMOIHUTEIBHYIO
OIICHKY JIaHHBIX U MPEACTABUTH PE3yJIbTaThl TAKOW OIEHKH B YCTAHOBJICHHBIC CPOKH;

JepKaTeIb PETHUCTPANMOHHOTO YJIOCTOBEPEHHS JIOJKEH BBIMOJHUTH 0030p
JOTIOTHATENFHBIX JAHHBIX O CUTHAJIE C BKJIIOYCHHEM €T0 Pe3yJIbTaTOB B OYEPEIHOU 100
BHETUIAHOBBIN MEPUOANYCCKUI OOHOBIISIEMBI OTYET IO O€30TaCHOCTH;

JepKaTesib PeruCTPAlMOHHOTO YJIOCTOBEPEHHUS JOKEH MPUBECTH MHPOPMAIUIO O
JICKapCTBEHHOM TIperapare B COOTBETCTBHE C HOBOM MH(OpMaInel moCpeCTBOM BHECCHHUS
M3MEHEHHI B YCIIOBUSI PETUCTPAIlNH;

AepKaTellb PETUCTPAIIMOHHOTO YIOCTOBEPEHHS TOJDKEH 00ecreunTh (PMHAHCUPOBAHHE U
MPOBEICHUE IMOCTPETUCTPAIIMOHHOIO HCCIEAOBAHMUS B COOTBETCTBHM C COIJIACOBAaHHBIM
MIPOTOKOJIOM U TIPEIOCTABHUTh 3aKIIOUUTENBHBIC PE3YIbTaThl TAKOTO UCCIICTIOBAHMS;

JIepKaTelb PErUCTPAIIMOHHOTO YIOCTOBEPEHHUS JOJKEH MPEJCTABUTh TUIAH YIIPABICHUS
pucKamu (C y4eToM HOBOW HUH(pOpMAITUN);

JepKaTellb PETUCTPALMOHHOTO yIOCTOBEPEHHSI IOJKEH MPUHSATH JONOTHUTEIbHBIE MEPHI
0 MUHHUMH3AIUK pUCKaA, TpeOyeMmble s obecrieueHus: Oe3omacHoro u 3(PpGEeKTUBHOTO
NPUMEHEHUsI JIEKapCTBEHHOT'O Tipemnapara, (HampuMep, B paMKax CHEIUAIbHOU
0o0pa3oBaTeIbHON TPOTPAMMBI HJIM TMYTEM HEMOCPEICTBEHHOT0 WH()OPMHUPOBAHUS
CTICIIMATTUCTOB CUCTEMBI 3[IPABOOXPAHECHHS);

PETUCTPAIMOHHBIA CTATYC TMOJJIC)KUT H3MEHEHUIO, JIEUCTBUE PETUCTPAIMOHHOTO
yAOCTOBEPEHUSI JOJKHO OBITh MPUOCTAHOBIEHO WJIM HE MPOMJIECHO, PETUCTPALIMOHHOE
YAOCTOBEPEHHUE JTOJKHO OBITH OTO3BAHO;

JIOJIKHBI OBITh BBEJIEHBI CPOYHBIE OTPAHUYEHHUSI, CBSI3aHHBIE C 0€30MaCHOCTHIO;

YIOJIHOMOYEHHBIM OpraHaM TOCyIapCTB-WICHOB HEOOXOAMMO cOOpaTh TOMOTHUTEIbHYIO
uHdopmaIuio (Harpumep, MOCPEACTBOM CUCTEMbl 0OMEHA TAHHBIMU O (papMaKOHAA30pe) WIH
BBITIOJIHUTD JTOTIOJTHUTEBHBIA aHATU3 TOCTYITHBIX JTaHHBIX;

YIIOJHOMOYEHHBIM OpraHaM TOCYJapCTB-4JICHOB HEOOXOIMMO TMOJIYYHUTh
JOTIOJIHUTENBHYIO HAYUYHYIO KOHCYJIBTAIINIO SKCIIEPTHBIX KOMUTETOB;

HEOOXOUMO BBIMOJHUTH BHEIJIAHOBOE MHCIIEKTHPOBAHUE CUCTEMBI (hapMaKoHa30pa ¢
LEJIbIO MMOATBEPKIECHUS TOTO, YTO JIepKaTellb PErUCTPALIMOHHOTO YAOCTOBEPEHUS COOIII0IaeT
TpeboBaHUS K cucTeMe (apMakoHAA30pa, YCTaHOBIEHHBIE akTamMu opraHoB Coroza u
3aKOHOJIATEIHLCTBOM I'OCYIapCTB-UJICHOB;

HEO0OXOAMMO BKJIIOYUTH TOJI03PEBAEMBI JIEKAPCTBEHHBIN MpemapaT B IMepedeHb
MPOIYKIIUU, KOTOPAs MOJICKUT JOTOTHUTEIIbHOMY MOHUTOPHUHTY;

HE0OXO0IMMO BBHITIOJIHUTH WHBIC TOTIOJIHUTEIbHBIC ICHCTBHS,

JIOTIOJTHUTEIBHBIC OIIEHKA WM JIEHCTBHS, IOMUMO BBITIOJHSAEMBIX B PaMKaX PyTHHHOTO
(dhapmakoHaa30pa, He TPeOyOTCS.

823. PexoMeHIaMy yIIOJIHOMOYEHHBIX OPTraHOB IOCYJapCTB-4JICHOB IO PE3yabTaTam
OIICHKM CHUTHAJIOB TOJ/JIeKAT MyOJMKaMK Ha OQUIHMAIBHOM CalTe YMOJTHOMOYEHHBIX
OpPTraHoOB TOCYIapCTB-WICHOB B ceTn VIHTEpHET.



17. YpapieHue 3aIMCAMA B CHCTEMaX OTCIIeKHBaHUSA MpoOIIeM 10 6e30IacHOCTH
YIIOTHOMOYEHHEIX OPTaHOB I'OCYJapCTB-WICHOB

824. YNOITHOMOYECHHBIMH OPTaHAMH TOCYJAapCTB-WICHOB 00€CTIEYMBACTCS BHECEHUE
uHpopMaIuM B CHUCTEMY OTCIEKHUBAHUS NpOOJEM, CBA3AHHBIX C O€30MaCHOCThIO, B
OTHOIIICHUH CJICTYIONTUX CUTHAJIOB:

a) CUTHaJbl, B OTHOIICHUU KOTOPBHIX BBIMOJHSIIACH MPOIEAypa BalUJAlNU
YIOJTHOMOYEHHBIM OPTaHOM TOCYIapCTBa-UJICHA,;
0) BaIUIMPOBaHHBIE CUTHAJIBI, UHPOPMAIIKA O KOTOPHIX ObLa MOJydeHa OT JAepKarene i
PETHCTPAIMOHHBIX yIOCTOBEPCHHIA;,
B) DKCTPEHHBIE MTPOOJIEMBI 110 O€30TMACHOCTH.
825. Nudopmarus o curHaiax B CUCTEME OTCIEKHUBAHUS MPOOJIeM Mo 0e301macHOCTH
YIOJTHOMOYCHHBIX OPTaHOB TOCYapCTB-YJICHOB BKIIFOUAET B CEOS CICTYIONTUE IIEMEHTHI:
a) OINMCaHKe BAIMIUPOBAHHOIO CUTHAIIA,
0) OCHOBaHHE /JI OTKJIOHEHHUS ([ OTKJIOHEHHBIX CUTHAJIOB);
B) OTYET 00 OLIEHKE CUTHAJIOB, CPOKU BBITIOJTHEHUS ATAMOB MPOIEAYp, PeKOMEHAAIIUU
AKCIIEPTHOTO KOMUTETA (TIOATBEPKICHHBIX CUTHAJIOB).

18. OTKpHEITOCTS pEMIEHHH YIIOTHOMOYEHHEIX OPraHOB

826. T'ocynapcTBa-4iaeHbl JOIAKHBI OCYHIECTBISTH KOHTPOJIb CBOCBPEMEHHOCTH
JIOBENICHUSI [0 HaceJeHUs BaXHOUW wuHPoOpMamuu o TmpobiiemMax MO OE30MacHOCTH,
BBISIBJICHHBIX CHCTEMOM (hapMaKoHaI30pa, MyTeM IMyOJUKaIMK Ha CaAiTaX YIIOJHOMOYCHHBIX
OpraHOB TOCyJapCTBa-4ieHa B ceTu VIHTepHET W MpY MOMOIIU APYTHX JOCTYIHBIX CPEICTB
uHOpMaInH.

X. INocTperncTpanuoHHkIEe HCCIIEAOBaHUs 6€30IacCHOCTH
1. OOmwe momoxxeHus

827. IlocTperucTpalluOHHOE HCCIEeI0BaHHE 0€30MacCHOCTHU JIEKAPCTBEHHOIO Mpenapara
MOXET HWHHUIMAPOBATHCA, KOHTPOJHMPOBATHCS WM (UHAHCUPOBATHCS JIepKATEIeM
PErUCTPALIMOHHOTO YAOCTOBEPEHUS] MO COOCTBEHHOM MHUIIMATUBE WU B COOTBETCTBUU C
00s13aTEIHLCTBOM, HAJIaraéMbIM Ha HETO YIIOJTHOMOYEHHBIM OPTaHOM TOCYAapCTB-UJICHOB KaK
YCJIOBHUE BBIJJaYM PETUCTPALMOHHOIO YIOCTOBEPEHHUS UM MTOCJE BBIJAYU PETUCTPALUOHHOTO
YIOCTOBEPEHUSI, €CIU CYIIECTBYET MPEANOI0KEHUE O HAIMYUU PUCKOB, CBSI3aHHBIX C
3apETUCTPUPOBAHHBIM JICKAPCTBEHHBIM IMpENapaToM, TPeOYIOMUX TOMOJTHUTEILHOTO
M3YUYCHHUS TyTEM MPOBEACHUS UCCIIEIOBAHMUS.

828. [locTperucrpanimoHHOE HccaeqoBaHUE 0€30MaCHOCTH MOXKET MPEACTABIATh COOOM
KJIIMHUYECKOE HCCIIEIOBAHUE WM HEUMHTEPBEHIIMOHHOE HCCJIEJOBAaHHE, B TOM YHUCIE C
HCIMOJIb30BAHUEM JIAHHBIX PEATbHON KIMHUYECKOW MPAKTUKHU.



829. TpeOGoBaHus MAaHHOTO paszjeia MPUMEHUMBI K HEUHTEPBEHIIMOHHBIM
MOCTPETUCTPAIITMOHHBIM UCCIIEIOBAHUSM 0€30MaCHOCTH, Ha TEPPUTOPHUSIX TOCYAAPCTB-UJICHOB

830. IlocTperucTpalliOHHOE HCCIEJOBAHUE OE30MaCHOCTH BKIJIOYAET B ceOs
UCCIIEA0BaHus, B MPOLECCE KOTOPBIX COOMPAIOTCS JAaHHBIE OT MAlMEHTOB U CIIELMAINCTOB
CHUCTEMBI 3/PABOOXPAHEHHS, a TAKKE HCCIEIOBaHHUS, B XOJI€ KOTOPBIX ITOBTOPHO
UCIOJIB3YIOTCSL JAaHHBIE, MTOTYYEHHBIE paHee JUIsl IPYTrod eI U XpaHsAIIUecss B METULIUHCKUX
KapTax MaueHTOB WK APYTUX JOKYMEHTaX (B TOM UHKCIIE B JIEKTPOHHOU (opme).

831. Eciu mocTperucTpaliioHHOE HcclieioBaHrue 0€30MacHOCTH MPEJCTaBIsIET cO00M
KIIMHUYECKOE UCCIIEIOBAHNE, IPU €r0 MPOBEJACHUHU JIOJ>KHBI BBIIOJIHATHCS IPEyCMOTPEHHBIE
aktamu opraHoB Cor3a M 3aKOHOJATEIbCTBOM TOCYJapCTB-WICHOB TpeOOBaHUA K
OpraHU3allMy U MPOBEJICHUIO KIMHUYECKUX UCCIETOBAHUM.

832. I'maBHOM LENBI0 HEMHTEPBEHIMOHHOTO MOCTPETrUCTPALIMOHHOTO HCCIIEIOBAHUS
0€30MaCHOCTU JIOJKHO OBITh MOJYyYEHUE HAYYHBIX JAaHHBIX, KOTOpPbIE MOTYT HMETH
KJIIMHUYECKYI0 3HAYMMOCTD WJIU SIBJIATHCS BAXKHBIMHU JIJ151 3JI0POBbSI HACETICHUSI.

833. 3amaun MOCTPErucTPAlMOHHOTO UCCIeA0BaHUs 0€30MaCHOCTH MOTYT BKJIIOYATh B
ceOs:

KOJIMYECTBEHHYIO OIIEHKY MOTEHIIMAIbHBIX WJIM HASHTHU(UIIMPOBAHHBIX PHUCKOB (
HanpuMep, OLEHKY YacTOThl BOSHUKHOBEHUS, OTHOCUTEIBHBIX PHCKOB IO CPABHEHUIO C
TaKMMH PUCKaMH B MONYJISINUU, HE MPUMEHSBILEH TaHHBIN JIEKAPCTBEHHBIN Npenapar, Uin
IIONYJISINUH, IPUMEHSBILEN APYTOM JEKApPCTBEHHBIN MPENapar, B TOM YHUCIIE OTHOCSIIUICS K
JIpPYroMy KJIacCy JIEKapCTBEHHBIX MpernapaToB, a TaKKe H3ydeHue (PakTopoB puCKa U
(baKTOpOB, MEHSIOLIUX JIEUCTBHE JIEKAPCTBEHHOI'O MIPenapara);

OIICHKY PUCKOB JIEKAPCTBEHHOTO MpernapaTa, IPUMEHIEMOT0 0JI00pPEHHBIMU TTOKA3aHUSIMU
y Tpynn MNanyMeHTOB, KOTOpPbIE HE HM3y4ajJucCh WM ObLIM HEJOCTATOYHO H3yYE€Hbl Ha
JOPETUCTPAIIMOHHOM 3Tare (Harpumep, y 0epeMeHHBIX KEHITUH, 0COOBIX BO3PACTHBIX TPy,
MAIMEHTOB C TOYEYHOW WUJIU IEYEHOYHOU HEJIOCTAaTOYHOCTbIO);

OLICHKY pHCKa, CBSI3aHHOI'O C JJINTEIbHBIM IPUMEHEHHEM JIEKAPCTBEHHOIO Mpenapara;

MOATBEPKACHUE OTCYTCTBUS PUCKOB, CBSI3AHHBIX C IPUEMOM JIEKAPCTBEHHBIX MPENAapaToOB

OILICHKY CTaH/IapTHOM MEIUIMHCKON MPAKTUKHA HaA3HAYEHUS JICKAPCTBEHHBIX MIPENApaToOB C
MOJTyY€HUEM JOMOJHUTENBHBIX CBEJACHUN O 0€30MacHOCTH MEIUIMHCKOW MPOAYKIUU WU
3¢ (HEKTUBHOCTH MEep MUHUMH3AIIUU PUCKA (HAapUMEp, TAKKX Mep, Kak cOop HHPOPMAIIUH O
MPUMEHEHUH IO MOKAa3aHUSIM K MPUMEHEHHIO, TPUMEHEHUHN HE B COOTBETCTBHUM C OOIIECH
XapaKTEPUCTUKOM JIEKaPCTBEHHOIO Ipenapara, NPUMEHEHUHU C CONYTCTBYIOLIEH Tepanuen,
omnOKaM MPUMEHEHHUS B PYTUHHOW MEIUIMHCKON NpakTUKE, KOTOPblE MOTYT OKa3aTh
BIIMSIHUE HA TPO(HIb OE30MaCHOCTH, U TAKUX MEP, KaK MCCICIOBAHUS C TEBI0 TTOTYICHUS
JAHHBIX 00 OIIEHKE BIUSHMS MPOOJEeMbI MO 0€30MaCHOCTH Ha OOIIECTBEHHOE 370pOBbHE (
3I0pPOBbE HACEIICHHUS));



OIIeHKY 2(P(PEKTUBHOCTH MEp MUHUMHU3AIIUN PUCKA.

834. JluzallH TOCTPETUCTPAIMOHHOTO HCCIEI0BaHUSI 0€30MacHOCTH JIOJDKEH
COOTBETCTBOBATh I1I€JIM HCCIIEJOBAHUS, NpPU OTOM OTHECEHUE HCCIEAOBAHUS K
MOCTPETUCTPAITMOHHBIM UCCJICIOBAHUSM HE OTPAaHUYMBACTCSI TUIIOM BBIOPAHHOTO JW3aiiHa B
ciayyae, €CJIM OHO YJOBJETBOpSET BblIIEyKa3aHHbBIM Kputepusim. Hanpumep,
CUCTEMAaTH4YeCKUil 0030p HAyUYHOW MEAMIIMHCKON JUTEpaTypbl WM METaaHaJu3 MOTYT
CUUTATHCS TOCTPETUCTPAIIMOHHBIM UCCIEOBAHUEM OE30MaCHOCTH (B 3aBUCUMOCTH OT Ll
HCCJICIOBAHUSIX ).

835. Ilpu pa3paboTke MPOTOKOJOB HCCIIECIOBAaHUM, MPOBEACHUN HCCICAOBAHUN U
COCTaBJICHHH OTYETOB 00 MCCIEAOBAHUSAX JIEPKATEISIMH PETUCTPAIIMOHHBIX yI0CTOBEPEHUN
JIOJDKHBI YUUTHIBATHCS COOTBETCTBYIOIIME HAyYHBIE PYKOBOJCTBA. [Ipu olleHKEe MPOTOKOIOB
MCCIIEIOBAHUM M OTYETOB 00 UCCIIE0OBAHUAX YIIOJHOMOYEHHBIM OpraHaM rocyapCcTB-4JICHOB
TaKXKe ClIelyeT MPUHUMATh BO BHUMaHHUE TaKue PyKOBOJACTBA U METOJIMYECKUE CTAaHAAPTHI B
chepe hapmMako’ITUIEMUOTIOTHUH.

836. Jlnms mocTperucTpallMOHHBIX HCCIEIOBaHUN 0€30MacHOCTH, CHOHCUPYEMBIX
JepKaTesIeM PEruCTPallMOHHOTO YJOCTOBEPEHHUS B Clydae UX pa3padOTKH, MPOBEICHUS U
MOJHOTO WJIM YaCTUYHOrO aHalu3a C MPUBICUYCHUEM HCCIENOBaTENe, HE SIBIISIOIINXCS
HAaeMHBIMM pPa0OTHUKAMU JaHHOTO JeprKaTeysli PEerucTpPaluoHHOTO YJAOCTOBEPECHUS,
JepKaTeNlb PEruCTPAIMOHHOTO YJAOCTOBEPEHHS JOKEH TapaHTHUPOBATh HEOOXOJIUMYIO
KBaJIU(PUKAIMIO, TOATOTOBKY M OIBIT UCCIIEIOBATENEH.

837. J1oroBOp, 3aKI0YAEMBIM MEXIY AEPKATEIEM PETUCTPALMOHHOTO YIOCTOBEPEHUS U
UCCJIE0OBATEISIMU, JOJDKEH O00ECIeYUTh BBINOJHEHUE MPU MPOBEICHUM HCCIETOBAHUS
PEryISTOPHBIX O0s3aTEIbCTB, a TAaKXKE HAYUYHOU SKCIEPTU3Bl MOJYyYaeMbIX JaHHBIX,
COAEpkKaTh YCJIOBHUS, ONPEIACIAIOIINE BBINOJHEHUE METOJ0JIOTHYECKUX CTAaHIApPTOB
npoBeAeHUs (PapMaKOdINUAEMHUOIOTHUECKUX UCCIEA0BAHUN U MPEyCMOTPETh CIEAYIOIINe
aCIEKThl, UMEIOLIME 3HAUEHUE JJIsl OpTraHU3alluu U IPOBEJCHUS UCCIICI0BAHUS:

a) o00CHOBaHWE, OCHOBHBIC II€JIM U KPAaTKOE OMHUCAaHUE IJIAHUPYEMBIX METOJIOB
UCCIIEIOBAHUS;

0) mpaBa 1 00S13aHHOCTH MCCIICIOBATEINS U IEP>KATENsl PETUCTPALIMOHHOTO YIOCTOBEPEHUS

B) 33J1a41 ¥ OTBETCTBEHHOCTh CTOPOH;
T') IpOLeAypa MOIYYSHHS COTIACOBAHUS MTPOTOKOJIA UCCIEAOBAHNUS;

1) TMpOLEnyphbl, 0OECIIEUNBAIONINE BBIMOJHEHHUE JIEPKATEIEM PErUCTPAIMOHHOTO
YAOCTOBEpEHHS 00s3aTenbCcTB 1O  (PapMakoHAI30py, BKIIOYAs HE3aMeIIUTEIbHOE
MIPEJCTABIICHHE HCCIEIOBATEISIMH COOOIMIEHUM O HEXENATeNbHBIX PEAKIUAX U JAPYTUX
JAHHBIX O 0€30MaCHOCTH (€CJIM MPUMEHUMO );

€) TpaBa MHTEIUICKTYaTbHONH COOCTBEHHOCTH, BO3HUKAIOIIUE B PE3YJIbTATE MPOBEICHUS
MCCIICZIOBAHMUS, ¥ IOCTYII K pe3yJibTaTaM HCCIICIOBAHUS;



K) XpaHEHUE U JOCTYII K HA0OPYy JaHHBIX JJISI aHAJIK3a U CTATUCTHYCCKUM MPOTpaMMaM,
HUCTOJb3YEMbIM IS OOpab0OTKMU JaHHBIX, [JIs IeJed NpoBEeJCHUs ayauTa WIu
WHCTIEKTUPOBAHUS MCCIICIOBAHUS;

3) cTparerus HHPpoOpMHUpPOBaHUS 00 ATarax BHINOJHEHHUS UCCIEIOBAHUS U MOJATOTOBKH
HWTOT'OBOTO OTYETA;

M) CcTparerus myOJMKaluu TPOMEXKYTOUYHBIX M OKOHYATENIbHBIX PE3YyJIbTaTOB
HCCJICTOBAHHS.

838. HenHTEepBEHIIMOHHBIE MOCTPETUCTPALIMOHHBIE HCCJIEIOBAHUA HE JIOJIKHBI
MPOBOJIUTHLCS, €CJIIM HMX MPOBEJACHUE CIOCOOCTBYET MPOJBUKECHUIO JEKAPCTBEHHOTO
npemnapara Ha peiHKe. JlaHHOe TpeOoBaHKE pacIpOCTPaHIETCS Ha BCE UCCIICAOBAHUS U HA BCIO
NeATEIbHOCTh, BBIMOJHSAEMYI0 B paMKax HCCIEIOBaHUs, BKJIOYas KaK HCCIIEIOBaHMUS,
BBIMOJIHSIEMbIE PA0OTHUKAMU JEpXKaTeysl PErucTpalMOHHOTO YJOCTOBEPEHUS, TaK H
UCCJICJIOBAHNS, BBIIOJHSIEMbBIC C YIaCTHEM TPETHUX CTOPOH.

839. Ormurara y4actuss B MCCIEIOBAaHUM CHEHHAIMCTOB CUCTEMBI 3PaBOOXPAHECHUS
TOKHA OBITH OrpaHMYCHAa KOMIIEHCAllMEH BPEMEHU M 3aTpaT, HEOOXOJAUMBIX IS
BBITIOJIHEHHS UCCIICIOBAHUS.

2. Peructpals ucclieaoBaHUA

840. HenHTEpBEHIIMOHHBIE MOCTPETUCTPALIMOHHBIE HCCIEOBaHUsI 0€30MacHOCTH,
MPOBEICHUE KOTOPBIX SIBJISETCS YACThIO OO0SA3aTENBbCTB JEpXKATENsl PErucCTPallMOHHOTO
YAOCTOBEPEHMS], YCTAHOBJICHHBIX YIIOJTHOMOYEHHBIM OPraHOM T'OCYyJapCTBa-4ieHa, MOIeKaT
pEerucTpanMu B JJIEKTPOHHOM PEECTPE MOCTPETUCTPALMOHHBIX HCCIEIOBAaHUU
rocyJlapCTB-WJICHOB (J1ajiee — pEeecTp), pa3MEIIEeHHOM Ha CalTe COOTBETCTBYIOIIETO
YIIOJJHOMOYEHHOTO OpraHa rocygapcrBa-wieHa B cetu HutepHer. [lara perucrpannu
MIOCTPETUCTPALIMOHHOTO HCCIIEIOBAHUSA B PEECTPE MPUHUMAETCSA 3a KOHTPOJBHYIO ATy B
OTHOILICHUH MPEICTABIEHUS OKOHYATEIBHOIO OTYETA IO PE3yJIbTaTaM UCCIEIOBAHHUS.

841. B memsix obOecnieyeHHs] TMPO3PAYHOCTH B OTHOIIEHUHM BCEX BBIMOJIHIEMBIX
HEMHTEPBEHLUUOHHBIX MCCIIEIOBAHUMN, a TaK’K€ OOMEHa JTaHHBIMU O (apMaKOHAA30pe MEXKIY
YIIOJIHOMOYEHHBIMU OpraHaMy TOCYAapCTB-UJICHOB W JEpKAaTeIsIMH PETHCTPAlMOHHBIX
YAOCTOBEPEHUIN JepiKaTessiM PErucTpalMOHHBIX YJIOCTOBEPEHUM cleayeT 0O0eclneuuTh
BHECEHUE B PEECTP CBEACHUN 000 BCEX HEMHTEPBEHLMOHHBIX MOCTPETHCTPALMOHHBIX
UCCJIEOBAHUAX OE€30MaCHOCTH, BBIMOJIHAEMBIX Ha TEPPUTOPHUSAX TOCYAApPCTB-WICHOB H
IIPEYCMOTPEHHBIX COIVIACOBAHHBIMHU C YNOJHOMOYEHHBIM OPraHaMu TOCYyAapCTB-YJIEHOB
IJIaHaAMU YTIPaBIEHUSI PUCKAMU JTMOO MTPOBOIUMEIE IO COOCTBEHHOM UHUIIMATHBE.

842. HenHTEpBEHIMOHHBIE IOCTPETUCTPALIMOHHBIE HCCIENOBAHUS IOJIEKAT
perucTpaluy B peecTpe 10 Hayauaa MpOoBEACHHs UCCIIeJOBaHMsI, INOO B Oojee paHHUN CPOK (
HaIpuMep, B cilydyae eciiu cOOp JaHHBIX B paMKaxX MCCIEAOBaHUS, COINIACOBAHHOIO B IUIAHE
yIpaBieHUs pUCKaMH, Obul HayaT). [IpoTokos ucciaegoBaHus NOMJIECKUT BKIIOYEHUIO B
peecTp 10 Hadana cOopa AaHHBIX 00 wHccienoBaHuu OO B Oojiee paHHUN CPOK.



Nudopmaiuisi 0 CymIeCTBEHHBIX HM3MEHEHUSIX MPOTOKOJA MCCIETOBAHUS, OTUETHI O XOJIe
BBITIOJIHEHUSI MCCJIEAOBAHUS U UTOTOBBIM OTYET MCCIIECIOBAHUS MOJICKAT BKIIOUYCHUIO B
peecTp B CpOK He no3aHee 14 kalleHIapHbIX THEW ¢ AaThl 3aBEPIICHUSI TOATOTOBKHU JIAaHHBIX
TOKyMeHTOB. MHdopmanuss mo HCCIe0OBAaHUIO MPEACTABISACTCS Ha PYCCKOM sI3bIKE (
MPENOYTUTENbHO). B ciyyae ecnu mpoTOKOJ MCCIEAOBAaHUS COCTABJIIEH HAa aHTIIUMCKOM
A3BIKE, JepKaTeJIeM PEruCTPAllMOHHOTO yJAOCTOBEPEHHUS BBIMOIHAETCS MEPEBOJ Ha3BaHUS
UCCIIEIOBAHMS, pE3IOME IMPOTOKOJIA MCCIEIOBAaHUS W pPE3I0OME HTOrOBOTO OTYEeTa
MCCIIEIOBAHUS HA PYCCKUH SI3BIK.

843. B ciuydae eciau mnpeaBapuTeIbHOE OMYyOJIMKOBAHHWE MNPOTOKOJIA MOXKET
HEOIaronpusiTHO OTPAa3UTHCA HA JOCTOBEPHOCTH HCCIENOBAaHUA (HAMpUMEp, B OTHOIICHUU
HCCIIeIOBAaHUN € MEPBUYHBIM COOPOM AAHHBIX, JJISI KOTOPBIX MpEIBapUTEILHOE HAIUYKE
nH(OpPMAIUU OTHOCUTEIIHHO IEJIeH NCCISAOBAHMS MOXKET MMPUBECTU K OITMOKAM) WITH 3aIUTe
MHTEJUIEKTYaJIbHBIX MPaB, JOIYCKAETCs MPE/ICTABIIEHNE TAKOr0 MPOTOKOJIA UITH €r0 PeAaKIus
JepKaTelIeM PErMCTPALMOHHOTO YAOCTOBEPEHHSI HEMOCPEACTBEHHO B PEECTp A0 Hadala
coopa nanHbIX. [laHHas pemakius MPOTOKOJA JOHKHA OBITh 0OOCHOBAHHOW U COJlepkKaTh
MUHUMaJIbHO HEOOXOAUMBIN 00beM HUH(pOpPMAIIUK, B TOM YUCIIE B CIy4asX peJaKTUPOBAHUSI.
TuTyNbHBIN JUCT TPOTOKOJIA TOJHKEH BKIIOYATh OTMETKY C YKa3aHHEM PeAaKIMKU MPOTOKOJIA.
B nanHom ciydae 10 Hadana cOopa JaHHBIX MOJIHBIM MPOTOKOJN HCCIEIO0BAHUSA
MPEACTABIAETCS JIEPKATEIEM PETHUCTPAIMOHHOTO YJIOCTOBEPEHHS IO 3ampocy
YIOJHOMOYEHHOTO OpraHa rocyaapcrBa-yieHa. [1onHbIi TpOTOKOI UCCIeOBAHUS TTOATIEKUT
pa3MEIIeHNIO B PeecTpe B CPOK HE Mo3aHee 14 kajJeHapHbIX AHEU ¢ JaThl OKOHYaHUs coopa
JTaHHBIX.

3. IIpoToxoi uccaea0BaHUA

844. HeuHTEpBEHIIMOHHBIE MOCTPETUCTPAIMOHHBIE HMCCIIEI0BaHUs OE30MacHOCTH,
BBITIOJIHAEMBIE JIEPKATEISIMA PETUCTPALIMOHHBIX YJIOCTOBEPEHUN BO BCEX clydasx (Kak B
COOTBETCTBHUU C 00s13aTE€IHCTBAMH, HAJIOKEHHBIMU YIIOJTHOMOUYEHHBIMU OpPTaHaMH, TaK U TIO
COOCTBEHHOW MHUITUATHBE), TOKHBI TIPOBOJIUTHCS B COOTBETCTBUU C HAYYHO 0OOCHOBAHHBIM
MPOTOKOJIOM MCCJIEIOBaHMS, pa3pa00TaHHBIM JIUIIAMH C COOTBETCTBYIOMIEH KBaTn(puKamen
U OMBITOM.

845. Ilpu mpoBeAeHUH MOCTPETUCTPAIMOHHBIX HCCIEAOBAHUN 0€30MacHOCTU IO
COOCTBEHHOM WMHHIIMATUBE JACPXKATENI0 PETHCTPAIMOHHOTO YAOCTOBEPEHUS CIEAyeT 0
Hauyajlia cOopa AaHHBIX MepeaaTh MPOTOKOJ HUCCIENOBaHUS B YMOJHOMOYEHHBIA OpraH
rocy1apCTBa-4jeHa, Ha TEPPUTOPUU KOTOPOIO IJIAHUPYETCS IPOBEICHUE UCCIIEIOBAHUS.

846. Ilpu mnpoBeneHUU TMOCTPETUCTPAIUOHHBIX MCCIEeIOBaHUN 0O€30MacHOCTH,
VHULHMUPOBAHHBIX JI€P)KATEIIEM PETMCTPALMOHHOIO YAOCTOBEPEHUS B COOTBETCTBUM C
00513aTeIbCTBOM, HAJIO)KEHHBIM YIIOJTHOMOYEHHBIM OPTaHOM TOCYJIapCTBa-uJIeHa, JIepKaTeIhb
PETUCTPAIIMOHHOTO YJOCTOBEPEHUS OJDKEH JO Hadajda cOopa JaHHBIX O00eCTeYuTh
npescTaBiieHne HHPopMaluu 00 UCCIeI0BAHUH, BKITIOUYAs MPOEKT MPOTOKOJIA UCCIET0BAHMS,



B YIIOJIHOMOYEHHBIN OpraH TroCyAapCTBa-4wieHa, KOTOPHIM ObUIH HAJIOKEHBI 00s13aTEIHCTBA 110
MPOBEJICHUIO MOCTPETUCTPALIMOHHBIX HCCIIeJoBaHui Oe3omacHocTH. B ciydae mpoBeaeHwHs
MOCTPETUCTPAIIMOHHBIX HCCIEAOBAHUN OE30MAaCHOCTH Ha TEPPUTOPHUSIX JIPYTUX
rOCyJapCTB-YICHOB CJIEIyeT 00eCIeunTh HHPOPMHUPOBAHUE YITOJITHOMOYCHHBIX OPTraHOB ATUX
rOCyJapCTB-4JICHOB O IPOBEICHUN TAKUX C MIPEICTABICHUEM MPOTOKOJIA UCCIICIOBAHUS.

847. B mensx BBINIOJHEHUS JCPKATEIEM PETUCTPAIMOHHOTO YJAOCTOBEPECHUS
0053aTEIBCTB MO OCYIIECTBICHHUIO MACSATEIHHOCTH, CBS3aHHOM C QapMaKoHAI30pPOM,
YIIOJTHOMOYEHHOE JHUI0 1o (apMakoHaa30py, JTUOO0 U0, KOTOPOMY JEIETHPOBAHBI
COOTBETCTBYIOIIHNE ITOJHOMOYHUS, MTO/DKHO OBITh 3aJCHCTBOBAHO B PACCMOTPCHUU U
YTBEPIKJICHUH TIPOTOKOJIOB MCCIIEIOBAHUM, BBITOTHSIEMBIX JIEPKATEIEM PETUCTPAIMOHHOTO
YAOCTOBEPEHHUSI, B COOTBETCTBHH C 00s3aTEIHCTBAMH, HAJIOKCHHBIMH YITOJTHOMOYEHHBIMHU
OpraHamu, TO COTJACOBAHHOMY IUIaHY YIPaBICHHS PHCKAMHU JHOO MO COOCTBEHHOM
uHUIMaTuBe. KOHTAaKTHOE JHUII0 TIO0 OCYHISCTBICHHIO (hapMakoHaA30pa Ha YypOBHE
rocyjapcTBa-ujieHa JOJOKHO OBITh TakKke NPOUHPOPMUPOBAHO O JHOOOM
MIOCTPETUCTPAIIMOHHOM HCCIIEAOBAHUH OC€30TIaCHOCTH, MPOBOJIUMOM JIMOO CIIOHCHPYEMBIM
JepKaTeeM PETUCTPAIMOHHOTO YIAOCTOBEPEHUS Ha TEPPUTOPHH COOTBETCTBYIOIIETO
rocyJapcTBa-uieHa, U UMETh JOCTYII K MPOTOKOJIY UCCIEIOBaHUS.

®dopMar U comepkaHue MMPOTOKOJIA HCCIICIOBaHMIA

848. IIpoTOKOJI MOCTPErUCTPALIMOHHOTO UCCISIOBAHMS OC30ITaCHOCTH, BBIIIOJIHAEMOTO
JepKaTeieM PEruCTPAllMOHHOTO YJAOCTOBEPEHUS B COOTBETCTBUHM C 00S3aTCIBCTBOM,
YCTAHOBJICHHBIM YIIOJTHOMOUYEHHBIM OPTaHOM II0 COTJIACOBAHHOMY IUJIAHY YIPaBJICHUS
pHUCKaMu, THO0 TI0 COOCTBEHHOW MHUITMATUBE, TOJDKEH COACPKATh CICAYIONINE Pa3/IeIIbl:

a) HAMMEHOBAHHE MMOCTPETUCTPAIMOHHOTO HCCIEAOBAaHUS 0€30MacHOCTH (TTOJTHOE U
cokpalnieHHoe (ab0peBuaTypa) HAMMEHOBAaHHE, BKIIOYAIONIEE OOIIECYNOTPEOUTEIHHYIO
TEPMUHOJIOTHIO, OTPEEIAIONIee MU3aiH HUCCIEIOBAHUS M HCCICAYEeMbIH JIEKapCTBEHHBIH
nmpenapar, IeHCTBYIOIIEE BEMIECTBO WIIM TPYIIITY MCCIETYyEMOro JICKapCTBEHHOTO Mpenapara,
coJiep KaIiie Moa3arojloBOK ¢ YKa3aHWEM PEaKIMKM M JaThl mociaeaHeit pemxaknuu. [locme
perucTpany MPOTOKOJIA HCCIENOBAHUS B PEECTPE TMOCICIYIONMHNE BEPCUU JOJDKHBI
COJIEp’KaTh HOMEP MOCTPETUCTPAIIMOHHOTO HCCIEA0BaHUS 0€30MaCHOCTH B COOTBETCTBUU C
peecTpom);

0) Aepkarenb peruCTPAIMOHHOTO YIOCTOBEPCHHS (HAMMEHOBAHHUE U MECTO HaXOXKIEHUS (
aapec) AepKaTeNsi peruCTPAMOHHOTO YIOCTOBEPCHHUS );

B) OTBETCTBEHHBIE CTOPOHBI (MMEHA, TOJKHOCTH, KBaTU(UKAIIH, MecTa paboThI (aapeca)
U CBEJCHUS 000 BCEX OTBETCTBEHHBIX CTOPOHAX, BKIIOYAsi OCHOBHOTO aBTOpa MPOTOKOJIA,
[JIaBHBIX ~ HCCIIeOBaTesel, HCCIeNOBATEeNEH-KOOPAUHATOPOB  JUIS  KaKJIOTO
roCyJIapCTBa-ujeHa M MCCIICAOBATEIbCKUX IICHTPOB, B KOTOPBIX JOJKHO IMPOBOIUTHCS
HCCIICIOBAaHNE, a TakKe WHas WHQpOpMAIMs, MMEIONIas OTHOIICHHWE K IUIONIaJKaM, Ha
KOTOPBIX TPOBOJUTCS HcchefoBaHue. llepeueHb BceX BOBIICUCHHBIX B HCCIIEOBAaHUE



VUPEKJICHUM M HCCIeA0BaTeNel HOMKEH OBITh JOCTYIICH MO 3alpocy YIOJTHOMOYEHHBIX
OpraHOB rOCYy/1apCTB-UJICHOB);

I') KpaTKoe onucaHue (OTAEIbHOE PE3loMe MPOTOKOJA UCCIENOBaHUs), BKIIOYAIOIIEE
CJIEIYIOLIUE TIOIpa3/Iebl:

HalMEHOBaHUE UCCIeIOBaHuA (C MOJ3aroJIOBKaMu), ¢ YKa3aHUEM PEIaKIUU U JaThbl
IPOTOKOJIa, a Takke (paMuUiIuK, UMEHU M OoT4decTBa (IPU HAJIMYMM) aBTOpa MPOTOKOJA,
CBEJICHHI 00 OCHOBHOM MeCT€ paOOThl aBTOpA MPOTOKOJIA;

000CHOBaHUE U MPEMOCHIIKYA MPOBEACHUS HUCCIICIOBAHUS;
1eNb U 331a41 UCCIIeI0BAHMS;

JIN3aiH UCCJIEeIOBaHUSI;

ucciueayemMas momysius;

MOHUTOPUPYEMBIE NMOKA3ATEIIH;

UCTOYHUKH JIAHHBIX;

pa3mep uccienoBanus (00beM BEIOOPKH);

aHaJIN3 JaHHbBIX;

OCHOBHBIE 3Talbl KCCIICIOBAHUS;

1) U3MEHEHHSI U OOHOBIIeHUs (MHPOpPMAITUS O CYIIECTBEHHOM M3MEHEHUHU MPOTOKOJA
UCCIIEIOBaHMs TIOCiIe Hadalla cOopa JaHHBIX, BKJIOYas OOOCHOBAHME M JIaTy KaKIOro
M3MEHEHHUSI, a TAKKE CChUIKY Ha pa3Jie] IPOTOKOJa, B KOTOPBI BHECEHO U3MEHEHHE);

€) OCHOBHBIE A3Tambl (JlaHHBIE B TaOJUYHOU (OpMe) C IIAHUPYEMBIMHU JaTaMu
BBITIOJTHEHUS OCHOBHBIX ATANOB UCCIEOBAHUS U IIPEIOCTABICHUS OTYETOB:
Hayasio cOopa JIaHHBIX;
OKOHYaHHE cOOpa JaHHBIX;
OTYETHI O XOJI€ BHIMIOJIHEHUS UCCIIEIOBAHHUS;
MPOMEXKYTOUYHBIE OTYETHI O pe3yJbTaTaxXx HCCIEeAOBaHUS (€CliM MPUMEHUMO) B
COOTBETCTBHH C dTallaMU aHaJIN3a JaHHBIX;
UTOTOBBIA OTYET O pe3yJibTaTaxX UCCIIEIOBAHMUS.

849. Taxxe MODKHBI OBITH MIPEACTABICHBI JAHHBIC TI0 JIFOOBIM JIPYTHM Ba)KHBIM dTaraM
POBEJICHUS UCCIIEIOBAHUS;

) 000CHOBaHWE U MPEANOCHUIKKA MPOBEACHUS (OmucaHue MmpoodsemMbl (mpodiaemM) mo
6e3omacHOCTH, TPOPIIIst 6€30MACHOCTH WM MEP MO YIPABICHUIO PUCKAMU, KOTOPBIE CTalu
OCHOBAHHUEM JIJIsl POBEJICHUSI UCCIIEIOBAHUS, @ TAK)KE KPUTUUYECKHUI aHAIN3 BCEX JIOCTYITHBIX
OIMyOJIMKOBAHHBIX U HEOMYOJUKOBAHHBIX JIAHHBIX, COACPIKAIIUX OIEHKY COOTBETCTBYIOIICH
uHpopmanuu o 0€30MaCHOCTH WM YKa3aHWEe HEJOCTAIONINX 3HAaHUHM B 00J1aCTH O€30aCHOCTH
, Ha TIOJy4YEeHHE KOTOPBIX HAmpaBlieHO uccienoBaHue. O030p MOXKET BKIIOYATh B ceOs
pE3yNbTaThl COOTBETCTBYIOLIUX IKCIIEPUMEHTOB HA KUBOTHBIX, KIMHUYECKUX HCCIICIOBAaHUH,
CTaTUCTUYECKHE TMOIMYJAIMOHHBIE JaHHBIE W JIAaHHBIC MPEIbIAYIINX SMHUAEMUOIOTUYECKUX



uccienoBanuii. O030p AOKEH coAepkKaTh CCHUIKM Ha PE3YJIbTAThl CXOKUX UCCIETOBAHUM U
uHpopManuio O 3HAYUMOCTHM JAHHOTO HCCIEIOBaHHWS B 3HAHUSA MO O€30MacHOCTHU
JIEKapCTBEHHOT'O TIpernapara);

3) IeNb ¥ 3a/1a4u MCCleJoBaHus (I11eb UCCIeA0BaHUS, OOBSICHSIONMAs, KAKUM 00pazom
ucciefoBanue OyJeT CmocoOCTBOBATH PEIICHUIO BOMPOCAa, KOTOPBIA MpPHUBEI K €ro
MHUIIMUPOBAHMIO, a TaKXKe 3aJaddl HCCIEIOBAaHUS, BKIIOYAs JIFOObIE MpeaBapUTEIbHBIC
TUMOTE3bl U OCHOBHBIE TE3UCHI, OMHCHIBAIOIINE CBEACHHS WU HHPOPMAIHIO, KOTOPHIC
JOJKHBI OBITh MOJIYYEHBI B pe3yJIbTaTe MPOBEACHUSI UCCIIEI0BAHUS);

M) ONMCAHNE METOIOB MCCIIEAOBAaHNUS, BKIIOYAs:

JM3aiiH McclieoBaHus (ONMCaHue IM3aiiHa UCCleI0BaHus U 000CHOBAaHUE €ro BbIOOpa);

YCJIOBHSI TIPOBEJCHUS MCCIAEAOBaHUS (TIOMyJISAIMs UCCIEAOBAaHUS, ONpeensemMas B
KaTeropusx JUI, MEeCTa, MepHoJa BPEMEHU U KPUTEPUEB BHIOOPKH, BKIIIOUass 0OOCHOBaHHE
BCEX MPUMEHSEMBIX KPUTEPHEB BKJIIOUCHUS M HEBKIIOUeHHs. Ecim mpoBoguTcst mrodas
BBIOOPKA W3 II€JIEBOM MOIMYJIAINHA, HEOOXOUMBI HATHUNE OMUCAHUS IENEBON TOMYIISINHI U
NOJIPOOHOCTH OTHOCHUTEIHHO METOIOB BBIOOPKH. Ecii Mn3aifH Mccie0BaHus TPEICTaBISICT
co0Oll cuUCTeMaTHYeCKUid 0030p WM MeTaaHalnu3, HEOOXOJMMO OOBSICHEHHWE KPUTEpPUEB
BbIOOPA U IPUTOJTHOCTU UCCIIETOBAHMUS).

K) TIepeMeHHbIE (MCXO/bl, BO3ICUCTBUS U APYTHE TIEpEMEHHBIC, B TOM YHCIIE N3MEpsieMble
(bakTopbl pUCKa C XapaKTEPUCTUKOW KaXJAOro B OTACIBHOCTH, MOTEHIHAIbHBIE (DAKTOPHI,
HCKaXKAIIINUE pe3ylbTarhl, U (akTopsl, Momudbunupyiomme 3hQeKxt, oneparnuoHHbIC
onpeieNICHus ),

) ICTOYHUKHU JaHHBIX (CTPATErsl ¥ UICTOYHUKH JAaHHBIX JIJIS ONpEIeTICHIs BO3/ICHCTBUM,
MCXOJI0OB M BCEX JAPYTHX MEPEMEHHBIX, 3HAYMMBIX IS 1€ HCCIeOBaHUs, TaKUX Kak
MOTEHIIUANIbHBIE (PAKTOPBI, MCKAXKAIOIINE PE3yibTaThl, U (HaKTOPbl, MOAUDUIIMPYIOIIHE
s dext. [lpu MCToNb30BaHUM BaJUAMPOBAHHBIX MCTOYHHKOB JAHHBIX, HHCTPYMEHTOB H
U3MEpeHuil He0OXOAMMO ONMHUCcaHue MeToAa Banujanuu. Eciau MeToasl moiydeHus JaHHBIX
VI WHCTPYMEHTOB MPOXOIST HCIBITAHUS B XO0JI€ MUJIOTHOTO MCCIENOBaHUs, HEOOX0IUMO
MpeJ/ICTaBICHHE MJIaHOB MPOBEACHUS MUIOTHOTO HccaeaoBanusa. Heo0xoaqumo mpencTaButh
ONHMCAaHHUE BCEX 3aJCHCTBOBAHHBIX KOMHUTETOB JIKCIIEPTOB M TPOIEAYP OICHKH, KOTOPHIC
OyAyT UCTIOJIB30BAHBI IS BAMAAIMHA TUATHO30B. B cilydae ncnonp30BaHus B UCCIIETOBAaHUH
TaKOTO MCTOYHHKA JAHHBIX, KaK JJIEKTPOHHBIE METUITMHCKUE KapThl, HEOOXOAMMO YKa3aHHUE
00011 nH(popMaIK, Kacaroliecs BaTuIHOCTH 3aluceld U KOAMPOBaHUA NaHHbIX. B cimydae
CHUCTEMAaTUYECKOTO0 0030pa WIN MeTaaHalln3a He0OX0IMMO HaJIU4Ke ONMUCAHUs CTPAaTEernuu U
MPOIECCOB MOMCKA, a TAKXKE JIFOOBIX METOIOB JIJIS TIOATBEPKACHHUS JTaHHBIX HCCIIET0BaTENCH);

M) 00BeM BBIOOPKHM (INTAHUPYEMBIH 00BEM BBIOOPKH, IUIAHUPYEMash TOYHOCTh
pE3yIbTAaTOB MCCIEIOBAHUS W pacueT oObeMa BBHIOOPKH, KOTOPHIE MOTYT MHHHMAJIbHO
OTIPEACTUTH MPEABAPUTEIHHO 3aJaHHBIN PUCK C IPEIBAPUTEIHHO 3alaHHON MOIIIHOCTBIO);



H) yIpaBlICHHE NaHHBIMH (yIpaBIE€HUE JAHHBIMU U CTATUCTUUECKOE MPOrPaMMHOE
obecrnieueHre, KOTopoe OyJET MCIOJIb30BAHO B XOJI€ MCCIIEIOBAHUS, BKJIIOYasl MPOIEAYPhI
cObopa, BOCCTAaHOBJICHUS U TIOJITOTOBKY JIAHHBIX );

0) aHaJu3 JaHHBIX (BCE Ba)KHbBIE TArbl UCCIeAO0BaHUS (0T HEOOPAOOTAHHBIX TAHHBIX JI0
MOJYYEHHUSI HUTOTOBOTO PE3YJIbTaTa), METOJbl, HCIOJb3yeMbI€ i KOPPEKTUPOBKHU
HECOOTBETCTBUH WJIM OIMHUOOK, HEOCTOBEPHBIX 3HAYEHUN, MOIU(PUKAIUU HEOOpaOOTAHHBIX
JAHHBIX, KATErOpU3alllK, AaHAJIN3a U MPEJICTABICHUS PE3YIbTATOB, MPOIEAYPHI AJIsI KOHTPOJIS
HMCTOYHUKOB TOTPEIIHOCTEH M WX BIMSHUS Ha PE3yibTaThl, JIOObIE CTATUCTHYECKUE
MPOIEAYPHhl, TPUMEHUMBIE K JAHHBIM JIJIsl TIOJTYUYECHHS] TOUCUHOW OIEHKU U JOBEPUTEIbHBIX
WHTEPBAJIOB M3MEPECHHI YacTOThl BO3HUKHOBEHHMS WM B3aWMOCBS3M W JIOOOTO aHaIM3a
YyBCTBUTEJIHHOCTU. [lepBUYHBIMN aHaMU3 JOJKEH OBbITh OJHO3HAYHO OTIEJIEH OT
MOATPYIIIOBOIO aHAJIN3a U BTOPUYHOTO aHAJIU3a);

1) KOHTPOJIb KayecTBa (OMMCaHWe MEXaHU3MOB U MPOLIeayp [ oOecreueHus: KauecTBa 1
L[ETOCTHOCTH JAHHBIX, BKJIFOYasi TOYHOCTh M YUTAEMOCTh MOJYYCHHBIX JIAHHBIX U MEPBUYHOU
JOKYMEHTAIlMU, CBEICHHUS O XPAaHCHUW 3amnucedl M apXUBUPOBAHUU CTATUCTHUECKUX
MporpaMM, OMMCAHKUE JOCTYMHBIX JIAHHBIX O BATUAAIMU MPOLEAYyp BepuHUKaIUU 3aUceil U
BaJTUIAIIMM KOHEYHBIX TOUYEK, BKIIFOYAIOTCS JaHHBIC O cepTUUKauu U (WIH) KBATU(PUKAIIH
m000i BcioMoraTeabHON J1a00paTOpuu UIIH UCCIIEA0BATEIBCKUX IPYI (€CIIU MPUMEHUMO);

p) OrpaHUuYEHMSI, Kacalollhecss METOJ0B UCCIE0BaHUs (OrpaHUYECHUs, KacalolIHecs
Iu3aiiHa KCCIe0BaHUs, UCTOYHUKOB JAaHHBIX M aHAJUTUYECKUX METOJIOB, BKIIIOYAs
Mpo0JIeMbl UCKAXKEHUS PE3yJIbTATOB, OIIMOKH, TEHEPATU3AIMIO U CIyYallHYIO0 MOTPEIIHOCTb,
porHo3 3p(HEeKTUBHOCTH yCIleXxa Mep, HallpaBJICHHBIX HA YMEHbIIIEHUE KOJUYECTBA OLINOOK);

C) 3amuTa CyOBEKTOB HCCIEOBaHUS (MEpPhl OE30MaCHOCTH, MPUHUMAEMBIEC C IIEIBIO
oOecrieueHnsi COOTBETCTBHS TPEeOOBAaHUAM 3aKOHOAATENIbCTBA TOCYAApCTBA-UJeHA B YaCTH
COOJIIOICHUS MPAB YYaCTHUKOB HEUHTEPBEHIIMOHHBIX MOCTPETUCTPAIIMOHHBIX UCCIIEI0BaHUMN
0€30I1aCHOCTH);

T) yIpaBJieHUE JaHHBIMU U MpecTaBIeHUE UHGOPMAIIUU O HEXKEJIATSIbHBIX SIBJICHUSX U
HEXENAaTeIbHBIX peaknusixX (MpoIemxypsl cOopa, YIpaBiIeHUs U MPEACTABICHHS COOOIIECHUI 00
OTHIENIbHBIX CIly4yasX HEXKeJaTeJIbHBIX peakiuid U 000 HOBOM HHGOpMAIUMU, KOTOpas
MOKET OKa3aTh BIJIUSIHUE Ha OILIEHKY COOTHOIIEHHUS "MoJib3a — PUCK" JIEKAPCTBEHHOTO
Ipemnapara Ipy IpOBEICHUH UCCIEI0BaHMS);

y) IUIaHBbI MO PACIPOCTPAHEHUIO MOIYUYEHHBIX JAHHBIX U COOOIIEHHUIO PE3YJIbTaTOB
HCCIIEIOBaHUs, BKJIOYas IUIAHbl IMOJA4YU TEKYIIUX OTYETOB, HTOrOBBIX OTUETOB H
My OJIMKALIAH.

850. Jlnma uccnenoBanuii, IpeayCMaTPpUBAIONINX TEPBUYHBIN COOp NTAaHHBIX, B CIydae
UCKJIFOUEHHUSI ONPEICTICHHBIX HEXKENaTeIbHbIX SIBICHUN M3 00beMa COOMpaeMbIX JTAaHHBIX B
MIPOTOKOJIE WCCIICIOBAHMS JIEPKATEIEM PETHUCTPAIMOHHOTO YAOCTOBEPEHUS JOJDKHO OBITh
PUBEJAECHO 00OOCHOBAHUE MCIOJIb3YEMOT0 B JAHHOM MOCTPETMCTPALIMOHHOM HUCCIEI0BAHUU
0e30MacHOCTU MOAX0/a K cOOpy JaHHBIX MO 0€30MacHOCTH. YKa3aHHUE HEXKEIaTeIbHbBIX



SBJICHUHN, KOTOPBIE HCKIIOYAIOTCS U3 COOMPAEMBIX NAHHBIX, JOJKHO OBITH MPUBEICHO C
MCIIOJb30BaHUEM COOTBETCTBYIOIIETO YPOBHS TEPMHUHOJOTMYECKOro KiaccupukaTropa
MedDRA. Tlpu uckmrodeHuu 4YacTu HHPOPMAIMU TO OE30MACHOCTH W3 WH(POpMAIUU
coOupaeMoil B paMKax HCCIEOBaHUs, B JJAHHOM pa3zjieJie IPOTOKOJa JJisS CIEIHalINCTOB
CHUCTEMBI 37PaBOOXPAHCHHS W TAIMEHTOB JOJDKHBI OBITh YKa3aHbl KOHTAKTHBIC JTAHHBIC
Jep)KaTeNsl PEruCTPAlMOHHOIO YAOCTOBEPEHHUS WIIM YIIOJJHOMOYEHHOI'O OprasHa u
MPEeyCMOTPEHBI ClIeIHaIbHBIE OPMBI, TPEHASHAYCHHBIC JIJIs IPEICTaBICHHS MH(OpMaALIUU
O HEXeJIAaTEIbHBIX peakuusax. B ciydae, korjga momo3peBaeMasi HEXKeElaTellbHas peakius,
KOTOpasi MNpHUBEJIA K JETAIbHOMY HCXOAY, HE MOMJIEKUT HE3aMEIJIUTEIbHOMY
pEnopTUPOBaHUI0 B (hOpME WHIMBHAYATLHOTO COOOIICHHS O HEXEIaTeIbHOM peakIuu,
nHpOpMaIUs O TaKOW PeaKIUM JOJDKHA ObITh BKJIFOUEHA B CIIMCOK TaKHUX HEKEJIAaTeJIbHBIX
peakuMi C YKa3aHUEM YPOBHS CHCTEMHO-OPTaHHOTO KJjacca B COOTBETCTBHM C
TepMuHOJIOrH4YeckuM Kiaccupukatopom MedDRA u ocHOBaHM [J1s1 UCKITIOYEHUS TaHHOTO
ClIy4asi U3 IpoLEeAypbl HE3aMEUTUTEIBHOIO PEIOPTUPOBAHUS.

851. Jlns wuccimenoBaHWii, OCHOBAHHBIX Ha cOOpe BTOPUYHBIX JaHHBIX, B
COOTBETCTBYIOIIEH YaCTU MPOTOKOJIA JTOJHKHO OBITh MPUBEICHO OMUCAHUE aHAMU3UPYEMBbIX
HEXKEJIATEIbHBIX SBJICHUM WM HEKEJIATEIbHBIX pPEaKUUuld C HCIOJb30BAHUEM
COOTBETCTBYIOIIIETO YPOBHA TepMHUHOJOoTHYeckoro kinaccupukaropa MedDRA. Ilpu
MIPOBEICHUN UCCIEA0BAHUS C UCITOJIb30BAHUEM BTOPUYHBIX JAHHBIX BBIIIOJHEHUE MTPOLIETYPhI
pPENOPTUPOBAHUSA O MOJI03PEBAEMbBIX HEXKEJATEIbHBIX peaklusiX B (opMe MHIUBUTYATbHBIX
COOOIICHHI 0 HEXKEIIaTeTLHBIX PEAKIIUAX HE TPeOyeTCsl.

852. Ilpu BBHITIOJIHEHUU UCCIIEIOBAHUS C KOMOMHUPOBAHHBIM JIU3alHOM TpeOOBaHUS K
HCCIIEIOBAaHUSIM, OCHOBAHHBIM Ha COOpE MEPBUYHBIX JAHHBIX, JTOJKHBI MPUMEHSTHCS B
OTHOIIIEHUH HEXKENATeIbHbIX peakiuil, nHGOopMaIusd O KOTOPHIX MOJIydeHa MOCPEICTBOM
cOopa TEpBUYHBIX JaHHBIX, a TpeOOBaHUS K HUCCIECIOBAaHHUSIM, OCHOBAHHBIM Ha cOope
BTOPUYHBIX JAHHBIX, JOJDKHBI HMPUMEHSATHCS B OTHOIICHHM HEXKEIATEIbHBIX pPEaKLH,
nH(pOpMaIs 0 KOTOPHIX MOJy4eHa MTOCPEJACTBOM COOpa BTOPUYHBIX JIaHHBIX.

Ccruikn

853. JlaHHbIii pa3zien MOKET BKJIIOYATh B Ce0s JIF0OYIO TIOMOJHUTEIBHYIO HH(OPMAIIUIO O
cnenu(pUYECKUX acleKkTax, KOTOPbIE paHee HE pacCMaTPUBAIUCh (HAaIpUMED, aHKETHI, (DOPMBI
PENOPTUPOBAHMUS).

854. Undopmanust 00 UccaeOBaHUAX C 1IEJIbI0 OLEHKH BBIITOJIHUMOCTH UCCIIEI0BAHMS,
MIPOBEACHHBIX JJIT 0OOCHOBaHUS Pa3pabOTKH MPOTOKOJA (HApUMEpP, TECTUPOBAHUE AHKET (
OMPOCHUKOB) JTMOO MPOCTHIE MOJICYETHI MEUIIMHCKUX SIBJICHUM WJIM Ha3HA4YeHUH 1o Oase
JAHHBIX C LEJbI0 OMNPENEIeHUs] CTAaTUCTUYECKOW TOYHOCTH MCCIEIOBaHMS) AOJDKHA
pa3MelaThCa B COOTBETCTBYIOIIEM pa3Jiesie MPOTOKOJIA UCCAEOBAHUS C KPATKUM OIHMCAHUEM
UX METOJOB M pe3yabTaToB. [loJIHBIE OTYETHI JOJKHBI NHPEACTABIATHCSA AEPKATEIEM
PETUCTPALIMOHHOTO  yJAOCTOBEPEHUS IO 3ampocy YINOJHOMOYEHHOTO OpraHa



rocygapcrBa-d4jacHa. Takue HCCIICAOBAaHNA JOJIKHBI OBITH MOJTHOCTHIO ONMCAHEI B IIPOTOKOJIC (
HarIpuMcEp, UCCICOAOBAHUC 110 MUJIOTHOM OIICHKE HCITIOJIb3yCMOI'O OIIPOCHHKA AJIA HaHI/ICHTOB).

4, KOHTpOJII: 3a BHCCCHHMECM CYHICCTBCHHBIX HA3MEHEHUH B IIPOTOKOJI HCCIICAOBAHUA

855. BHeceHue CyNIECTBEHHBIX M3MEHEHHH B MPOTOKOJ MCCICHOBAHUS JOIKHO
OCYIIECTBIISATHCS IO MEpPEe HEOOXOIUMOCTH B XOJe MccleqoBanus. JIroObie CyIeCTBeHHbIE
U3MEHEHUS TPOTOKOJIA HCCICAOBAHUS TMOCJE Hadajla HCCICAOBAaHUS JIOJKHBI OBIThH
3a()UKCUPOBAHBI B MPOTOKOJE C YKa3aHUEM JaThl BHECEHUS] MU3MEHEHWU, JOKHA OBITh
obecreueHa MPOCIC)KUBAEMOCTh BHOCHUMBIX W3MEHEHHH. Eciim BHeceHHe CyIecCTBEHHBIX
W3MEHEHUN B MPOTOKOJ MPHUBEIO K TOMY, 4YTO HCCIEIOBaHUE OBLIO MPU3HAHO
WHTEPBEHIIUOHHBIM KJIMHUYECKHUM MCCJIEIOBAHUEM, B JaJbHEUIIEM HCCIEI0BAHUE
MPOBOJIUTCS B COOTBETCTBUU € akTamMu opraHoB Coro3a.

856. [Ins noOpOBOJIbHO MHUIUMPOBAHHBIX MOCTPETUCTPALIMOHHBIX HCCIEIOBAHUMN
0€30MacHOCTH JIepKaTellb PETUCTPALIMOHHOI'O YJIOCTOBEPEHHS TepelacT MPOTOKOJ
UCCJEIOBAaHUSI C M3MEHEHUSMU UM OOHOBJIEHUSMU B YIOJHOMOYEHHBIH OpraH
rocyJlapcTBa-ujeHa, Ha TEPPUTOPUM KOTOPOTO TMPOBOJAUTCA MMOCTPETUCTPALMOHHOE
HEUHTEPBEHIIMOHHOE UCCIIEI0OBaHUE 0€30MaCHOCTH JICKAPCTBEHHOTO IIpenapara.

857. Jlns moCTperucTpaliioOHHBIX HCClIeIoBaHUM 0€301acHOCTH, WHUIIMUPOBAHHBIX
JepKATEIIEeM PETUCTPAIMOHHOTO YJIOCTOBEPEHHUSI B COOTBETCTBUM C 0053aTEIbCTBOM,
HaJOXEHHBIM  YIIOJJHOMOYEHHBIM  OpPTaHOM  ToCyJapcTBa-ujieHa, JIepKaTesb
PETUCTPALIMOHHOTO YJIOCTOBEPECHUS JIOKEH O0eCNeduTh MpeAcTaBieHue WHpopMaIuu o
BHECEHUU JIOOBIX CYIIECTBEHHBIX H3MEHEHUW B TMPOTOKOJ HCCIEAOBAHUS B
YIOJITHOMOUYEHHBIA OpraH rocyJapcTBa-ujieHa, KOTOPhIM ObUIM HaJIOKEHBI 0053aTEILCTBA 10
MPOBEACHUIO TOCTPETUCTPALIMOHHBIX MCCIENOBaHUI O€30MacHOCTH, O MOMEHTa UuX
BBEJICHUS.

5. IIpencraBneHne NaHHKIX IO (apMaKOHAI30PY B YIIOTHOMOYEHHEIC OPraHbl TOCYAapCTB-WICHOB
JlaHHEIE, 3Ha9MMBIE JIS OLICHKH COOTHOMIEHH "T0/Ib3a — PUCK" JIEKApCTBEHHOTO Mpenapara

858. Jlepkaresb perucTpalliOHHOIO YJIOCTOBEPEHHUS BBIMOJHIET KOHTPOJIb JAHHBIX,
MOJIy4YE€HHBIX TIPU MPOBEICHUHU MCCIEAOBAHNS, U OLEHUBACT UX BIMSIHHE HA COOTHOLICHHE "
10JIb3a — PUCK" COOTBETCTBYIOILIETO JIEKAPCTBEHHOIO Mpemnapata. Jlrodas HoBast uHpopMalus,
KOTOpasi MOKET MOBJUATh HAa OLEHKY COOTHOILUEHHMs '"MOJb3a — PUCK'" JIEKAPCTBEHHOTO
npenapara, He3aMeJIUTETLHO COOOIIAeTCsl YIIOJTHOMOUYEHHBIM OpTraHaM T'OCy/1apCTB-YICHOB,
Ha TEPPUTOPHUH KOTOPBIX TPOBOJUTCS MOCTPETUCTPALIMOHHOE UCCIIEI0BaHUE 0€30MIaCHOCTH U
3apErucTPUPOBAH HCCIEAYyEeMbld JI€KapCTBEHHbIM mpemnapar, B (opme cooliieHus o0
AKCTPEHHOU MpobieMe no Oe3onmacHOCTH. J[aHHBIE, KOTOpPbIE MOT'YT OKa3aTh BIMSHHE Ha
OIICHKY COOTHOIIICHUS "T0JIb3a — pUCK" JIEKAPCTBEHHOTO Mpernapara, MOTyT BKIIIOUaTh B ce0s
JaHHble, TOJy4YaeMmble B pe3yjbTaTe aHajdu3a HUHPOPMAIMU O MOJA03PEBAEMBIX



HEXENATeIbHbIX PEaKIUAX, WIH Pe3yJbTaThl MPOMEKYTOUYHOTO aHaln3a O000OIIEHHBIX
JTAHHBIX 10 0€30MMaCHOCTH.

859. IlpencraBnenne wHPOpManuu O pe3ylbTaTax HCCICIOBAaHUN B pamMKax
NEePUOJIMYECKOTO OOHOBJISIEMOTO OTYETa MO OE30MacCHOCTH W B OOHOBJICHMSX ILJIaHA
yIpaBJI€HUSI pUCKaMHU (E€CJIM MPUMEHHMO) OCYIIECTBISAECTCS HE3aBUCUMO OT MPOLEAYP
uH(pOpMUpOBaHHUS, YKa3aHHBIX B MyHKTe 823 [IpaBut.

HexenareisHb1e PCaKnM 1 HOKCIIATCIIHHBIC ABJICHUS, IIOJICKANINE CPOTHOMY IIPEACTABICHHIO

860. Mudopmanus o cepbe3HBIX HEMPEABUICHHBIX HEKEATCIbHBIX PEAKIUAX JOJKHA
MPEJCTABIATHCS B CPOYHOM MOPSIIKE B YIMOJHOMOYEHHBIE OPTraHbl rOCYJapCTB-UJICHOB B
COOTBETCTBHH ¢ TpeboBanusmu pazaena VII macrosmux [IpaBwu.

861. Undopmanus 0 HexenaTENbHBIX PEaKIMAX W HEXKeTaTeIbHbIX SBICHUSX,
MOJy4YEeHHas MPU BBINOJHEHUU UCCIEIOBAHUN C MEPBUYHBIM COOPOM JAHHBIX, MOJJICKUT
JOKYMEHTUPOBAHHUIO U OOOOIIEHUIO B MPOMEKYTOUYHOM OTYETE IO aHAIU3y AAHHBIX IO
0€30MacCHOCTU U B UTOTOBOM OTYETE HCCJICI0BAHUSI.

862. Nudopmanus o HeXKeNaTeIbHBIX PEAKIUAX W HEXKEJATEIbHBIX SBICHUSIX,
MOJy4YE€HHas MPU BBIMOJHEHUU HCCIEIOBAaHUN C BTOPUUHBIM COOPOM JAHHBIX, MOJICKUT
JTOKYMEHTUPOBAHHUIO U OOOOIICHUIO B MPOMEKYTOUYHOM OTYETE IO aHAIU3y JAHHBIX IO
0€30MacHOCTH M B UTOTOBOM OTYETE HCCJICAOBAHMS, 3a MCKIIOYEHHEM CJIydaeB, KOTjaa
MPOTOKOJIOM HCCIIEIOBAHUSI TIPEAYCMOTPEH W OOOCHOBAaH WMHOMW TMOPSJOK TMPEICTABICHUS
uH(pOpMAaIK 0 OE€30MaCHOCTH.

863. IIponexypsr cOopa nHGOpMAIIMK O HEXKEIATSTBHBIX PEAKIUAX U HEKETaTEITbHBIX
SABJICHUSIX, BKJIIOYasl YIPABJICHUE TaHHBIMU (B TOM 4HKCIie 0030p U OLIEHKY, BBIMOJHIEMYIO
Jiep>KaTeIeM PEruCTPAllMOHHOTO YAOCTOBEPEHUS, €CIM ATO MPUMEHUMO) U MPEJICTABICHUE
coo01IeHni 00 yKa3aHHBIX HEXXENATEIbHBIX PEAKIHAX U SBJICHUAX, JOJKHBI BHITIOTHATHCS B
IIEHTpaxX MPOBEACHUSI KIMHUYECKUX HCCIEIOBAHUM M B KpaTKoul (opme MOJKHBI OBITh
M3JI0KEHBI B POTOKOJIE HUCCIIEI0BAHUSI.

6. OTuer 0 x0/ic BHIIOTHEHAA HCCISNOBAHNUS U MPOMEXYTOIHBIN OTIET O pe3yIbTaTax
HCCITEIOBAaHUT

864. OTuer 0 X0/ie BBINOIHEHUS UCCIEIOBAHUS COACPKUT UHPOPMALIUIO, OTPAKAIOITYIO
ATaml BBIMOJHEHUS! HWCCIEIOBaHUS, HANPUMEP, YHUCIO TMAIMEHTOB, BKIIOYEHHBIX B
HCCIIEIOBAaHUE WM MOJBEPIIIMXCS BO3JAEHUCTBUIO JIEKAPCTBEHHOTO IMpenapara, Wi YHUCIO
MalMEHTOB, Y KOTOPBIX 3a(pUKCUPOBAH I1IEJIEBOM MCXOJl, a TAaK)KE€ BO3HHUKIIHME MPOOIEMBI U
OTKJIOHEHHUSI OT OKHMJIAEMOTO IUIaHa MPOBEAEHUA rcciieoBaHus. OTYET O X0Ji€ MPOBEICHUS
HCCIIEIOBAaHUSI MOXKET BKJIIOYaTh B Ce€0Sl MPOMEXKYTOUYHBIE JaHHBIE O pe3yJibTaTax
HCCIIEIOBAHUS.



865. IIpomMeKyTOUHBIN OTYET O pEe3yJibTaTaX UCCIEIOBAHUS COJIEPKUT PE3yIbTaThl
IJIAHUPYEMOTO TPOMEKYTOUYHOTO aHAIU3a JAHHBIX UCCIEOBAHUS JI0 WU MOCJIe OKOHYaHUS
cOopa JTaHHBIX.

866. YIOJTHOMOUYEHHBIA OpPTraH rocyaapCcTBa-ujeHa MOXKET 3alpOCUTh MPECTaBICHUE
OTYEeTa O XOJI€ BHITIOJHCHUS MTOCTPETUCTPAIIMOHHOTO UCCIIEIOBaHUS O€30ITaCHOCTH, KOTOPOE
ABJSIETCS 00s3aTENbHBIM JUUISL JIepXKaTessi PErucTpalMOHHOTO YIOCTOBEPEHUS WU
MPOBOJUTCS Ha JOOPOBOJIBHON OCHOBE HAa TEPPUTOPUM TOCYyJapCTBa-wieHa. 3ampoc Ha
MPEACTaBICHUE OTYETA O XOJIE BBIMOJHEHUS MCCIEAOBAHUS MOXKET OBITH CAENaH /10 Hadaja
HCCIIeIOBaHUs WM B XOJ€ MPOBEJCHUS uccienoBanus. [IpuunHoil 3ampoca MOXeET OBITh
uHdopmarus B oTHOIICHUH Tpodusist 3pPpexTuBHOCTH U (MIK) 6€30MaCHOCTH, MOTyYEHHAs B
X0JI€ UCCIe0OBaHUs, TUO0 HEOOXOAMMOCTh MOJyYeHUsS UH(POpPMAIIUU O XOJ€ BBIMOJHECHUS
HCCIIeIOBaHUs, CBSI3aHHAA C MPeAyCMOTpeHHbIMU mpaBoM (Coro3a U 3aKOHOJATEIbCTBOM
rocyJ1IapCTB-4JICHOB TMpOIEAypaMu, a TakXke BaxHas HHMopManus Mo 0e30MacHOCTU
JIEKapCTBEHHOTO Iperapara.

867. Bpems mpeicTaBiieHHUs] TPOMEKYTOYHOTO OTYETa JIOJHKHO OBITH COTJIACOBAHO C
YIIOJTHOMOYEHHBIMU OpraHaMH TOCYJapCTB-WICHOB U YKa3aHO B IIPOTOKOJIE HCCIIEI0BaHUs, B
CJIy4yae €CJIM COTJIACOBAHHE MOPSIKA MPEJCTaBICHUS OTYETOB ObLIO BBHITIOJHEHO J0 Hayaia
MPOBEICHUS HCCIEI0BaHUsA. XOJ BBINOJHEHUS MOCTPErUCTPALIMOHHOTO WCCIEIOBAHUS
0€30MMacHOCTH JOJDKEH COOTBETCTBYIOIIUM 00pa3oM OTpaKaThCsi B TMEPHUOJAHYECKOM
OOHOBJISIEMOM OTYETE 10 0E30MaCHOCTH ¥ B OOHOBJICHUSIX TJIaHA YIIPABJICHUS pUCKaMu (eciiu
MIPUMEHUMO).

868. Ilociie paccMOTpeHHUs OTYETA O XOJE BHIITOJIHEHUS UCCIIEIOBAHNS YIIOJTHOMOYEHHBIM
OpraHoOM T'OCyJIapCTBA-YJI€HA MOXKET OBITH 3aIPOIICHA AOMOIHUTEIbHAS HH(OPMAIIUS.

7. UTOrOBBIH OTYET O BBHIIIOJHEHHH HCCISIOBaHUSI

869. UTOroBblid OTYET O BBIMOJIHCHUN HEMHTEPBEHIIMOHHOTO MOCTPETUCTPALIMOHHOTO
HCcCIIeA0BaHUS 0€30MacHOCTH, HWHUIIMHPOBAHHOIO JIEpP)KaTelIeM PETHUCTPAIIMOHHOTO
YIOCTOBEPEHHUSI B COOTBETCTBUM C 00s3aTEJILCTBOM, HAJIaraéMbIM CO CTOPOHBI
YIIOJTHOMOYEHHOT'O0 OpraHa rocyJapcTBa-ujieHa, JOJKEH ObITh MOJaH B YIOJIHOMOYEHHBIE
OpraHbl TOCYJAapCTB-WIEHOB B KpaTyailliie CPOKM IOCIIE€ €ro 3aBepllieHus, He mo3aHee 12
MECSIIIEB C JJaThl OKOHYAHUS cOOpa TAHHBIX.

870. JInms MoCTperucTpalmoOHHOT0 UCCIeAOBaHUS 0€301acHOCTH, MHUIIMUPOBAHHOTO
JEPKATEIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS, TAKKE CIEAYET MPEAOCTABUTH UTOTOBBIN
oT4eT 00 HMCCIIEIOBAaHUN YIIOJTHOMOYEHHBIM OpraHaM TOCYJIapCTB-UJI€HOB, HA TEPPHUTOPHUSIX
KOTOPBIX 3apETUCTPUPOBAH JICKAPCTBEHHBIN Mpenapar.

871. B cinyuae npekpallleHus BBIMOJIHEHUS UCCIEIOBaHUS MOAa€TCs] UTOTOBBIN OTYET C
yKa3aHUEM MPUYUHBI.

872. WTOTOBBIA OTYET O BBINOJHECHUM HMCCICAOBAHUS MOCTPETUCTPALHMOHHOTO
UCCIe0BaHUs 0€30MacHOCTH JOJIKEH BKJII0UATh B CE0s CIeAYIONIYI0 HH(DOPMAIIHIO:



a) HaMMEHOBaHHE: HaMMEHOBAaHUE, BKJIOUaroIee B celsi o0IeynoTpeOUTEIbHYIO
TEPMUHOJIOTHIO U YKa3bIBAIOIIEE MU3aiiH NCCICAOBAHMS, ATy HTOTOBOTO OTYETa, (DAMIIIHIO
UMsi, OTYeCTBO (TIPU HAJIMYMHM) aBTOpa oT4eTa. B ciyyae ecnm wucciepoBaHue OBLIO
3apPETHUCTPUPOBAHO B PETHCTPE TMOCTPETHCTPAIIMOHHBIX HCCIICIOBAHUN 0€30MacHOCTH
TOCYJapCTB-WICHOB yKa3bIBAETCS PETHUCTPAIMOHHBI HOMEp M CChUJIKA Ha pa3MEIICHHBIC
3aMyCcy Ha BeO-TopTalie YIIOJTHOMOYEHHBIX OPTaHOB TOCY/IapPCTB-YWICHOB;

0) KpaTKoe co/iep>KaHKe B BUJIE PE3IOME, COJEPKAIIIeTO:

b

uH(GOPMAIINIO O 3aT0JIOBKE U MO/I3ar0JI0BKE MCCIIE0OBAHMS C YKa3aHUEM HOMEpPA BEPCUU U
JaThl YTBEPXKACHHUS MPOTOKOJA, a Takke (aMUINU, UMEHHM M OT4YeCTBa (MPU HATUIHNH)
OCHOBHOT'0 aBTOpPA C yKa3aHUEM MECTa ero padoThl;

000CHOBaHHWE BBITIOJTHEHUS UCCIICIOBAHMS,

UCCIIEZIOBATEIbCKUIN BOMIPOC U LEJIH UCCIIEIOBAHMS;

JTU3aiiH UCCIIE0BAHMS;

u3ydaeMas Oy JISIIIHS,

UCCIIelyeMbIe TIEPEMEHHBIE;

WCTOYHUKH TOTYyYCHUS JTAHHBIX;

00BbeM BBHIOOPKH;

aHau3 JaHHbBIX;

KOHTPOJbHBIE TOUKU;

B) JepKaTelib PErMCTPALIMOHHOIO YAOCTOBEPEHHUS: TIOJTHOE HAUMEHOBAHHE JIepKaTeIsI
PETrUCTPALIMOHHOTO YIOCTOBEPEHHS M €r0 MECTO HaX0XACHUs (aapec);

r) UccienoBarenu: GpamMuims, uMs, OTYECTBO (TIPU HAIMYUU), TUTYJIbI, YICHBIE CTETICHH,
MecTa paboThl (ajgpeca) U cBeJeHUs 000 BCEX HMCCIENOBATENSAX, a TaKXKe MEPeYeHb BCEX
BOBJICYEHHBIX B HCCIIEOBAHWE OPTaHU3alMi U MECT BBIMOJHEHUS UccienaoBaHus. JlaHHas
uH(bOpMaIs TPEACTABISETCS KaXKIbIM TOCYJapCTBO-WICHOM, B KOTOPOM MPOBOAMIIOCH
UCCIIEJOBAaHUE U JOJKHA OBITH JOCTYNHA IO 3alpocy YIOJHOMOYEHHBIX OpPraHOB
rOCy/1apCTB-YJICHOB;

1) KOHTPOJIbHBIC TOYKH (JIaThl KOHTPOJIBHBIX TOYEK BHITIOJIHCHUS UCCIICIOBAHUS ):

Hayaso cOopa JaHHBIX (3aruIaHUPOBaHHBIE U (PaKTUUYECKHE);

OKOHYaHME cOOpa JaHHBIX (3alUIaHUPOBAHHBIE U (DAKTUYECKUE) WU JaTa MPEKpaleHus
BBITIOJTHEHUS UCCIIE0BAHMS (€CITU MPUMEHUMO) C YKa3aHUEM MPUYHH;

OTYET O XO/I€ BHITIOJHEHUS UCCIIEIOBAHUS;

IPOMEXKYTOUHBIM OTUET O pe3yJibTaTaxX UCCIEIOBaHUS (€CIU MPUMEHHUMO);

UTOTOBBIN OTYET O pe3yibTaTax UCCIeIOBAHUS;

MHBIC KOHTPOJIBHBIC TOYKH, TPUMEHUMBIEC K UCCIICIOBAHUIO, BKITIOUAs ATy YTBEPKIACHUS
IPOTOKOJa KOMUTETOM MO 3TUKE (€CIU MPUMEHUMO) U JaTy PErucTpalli UCCIIeIOBaHUS B
AIIEKTPOHHOM PETUCTPE UCCIEIOBAHUL;

€) 000CHOBaHME U MPEANOCHUIKH BBITTOJIHEHUS UCCIEOBAHUA: OMTMCAHUE MPOOJIEMBI 11O
0€30MmacHOCTH, KOTOpasi MOCTYKUJIa MTOBOJIOM K TPOBEACHHUIO HCCIEAOBAHNUS, a TAK)KE aHAIN3



BCEX JIOCTYIHBIX OMYOJUKOBAHHBIX M HEOIMyOJIMKOBAHHBIX JAaHHBIX, COJIEPKAIINX OICHKY
COOTBETCTBYIOIIECH MHGOPMAIMH 10 0€30MMaCHOCTH WU yKa3aHUE HEAOCTAIOIINX JaHHBIX 110
0€30macHOCTH, JJIS MOTYYEHUSI KOTOPBIX OBLIO MPOBEICHO HCCIICIOBAHUE;

) IeJIb U 33141 UCCIICAOBAHMS BKITIOYAsl MPEIBAPUTEIBHBIC TUITOTE3bI, B COOTBETCTBUU
C IIPOTOKOJIOM HUCCJIEOBAHHUI;

3) U3MEHEHHS U OOHOBJICHUS: MEPEUCHb JIOOBIX CYIIECTBEHHBIX M3MEHEHHUH U
OOHOBIICHHI TIEPBOHAYAIBHOTO TMPOTOKOJA WCCISAOBAaHUHN TMOCIe Hadama cOopa JaHHBIX,
BKJIIOUast 000CHOBAaHUE KaXKJIOTO U3MEHEHHS HJIM OOHOBIICHUS;

W) METOJIbI HCCIICOBAHMS, B TOM YHUCIIC:
JIN3aifH MCCIICIOBAHMS: KIIOUEBBIC DJIEMEHTHI JU3aiiHa MCCIIEIOBaHUS U 0O0OCHOBAHUE
BBIOPaHHOTO JM3aiiHa;

YCJIOBUS: YCIIOBHS, MECTa U COOTBETCTBYIOIIHME JAaThl MPOBEICHUS HCCIICIOBAHMS,
BKJIIOYAsl MEepUobl Habopa MAlMEeHTOB, MOCJIEAYIOEer0 HaOM0IeHusT U cOopa JTaHHBIX (B
clydae TPOBEICHHS CHUCTEMATHYECKOTO0 0030pa WM METaaHaln3a — XapaKTePHUCTUKH
UCCJIeIOBAHUMN, UCTIOJIb3yeMbIe B KQU€CTBE KPUTEPUEB MPUEMIIEMOCTH, C UX OOOCHOBAHHEM);

MAIMCHTHI: IeJIeBas MOMYJISIIUSA U KPUTEPUU BKIIFOUCHHS TAIMEHTOB B HCCIIEOBAHNE.
JloibkHBl OBITH yKa3aHbl MCTOYHUKM M METOJbI Ha0opa y4YacTHUKOB, BKJIodas (Tiae
MIPUMEHNMO) WX JCTAIBHOE ONMHCAHHE, a TAaK)KE KOJMYECTBO BBIOBIBIIUX M3 MCCIICTOBAHUS
YYaCTHUKOB ¥ TIPUYUHBI BBIOBITHS U3 UCCIICIOBAHNUS,

aHAIM3UpYyEMbIE MTIEPEMEHHBIE: PEe3yJIbTAaThl, BO3JIEHCTBUE JIEKAPCTBEHHOIO MperapaTa Ha
MAIMEHTOB, TPOTHOCTHYECKHE (PaKTOPHI, MTOTCHIIMAIbHBIC UCKAKAIOMIHE (PaKTOPHI U (haKTOPHI
, Momuduupyomue 3hQexT, BKIoYas OnepalioHHbIE ONPENeeHUs U TUarHOCTHYECKUe
KpUTEPHUH, €CITH TPUMEHUMO;

WMCTOYHUKHU JTAaHHBIX M WU3MEPEHHE: IS KaXXJO0TO pacCcMaTpUBAEMOI0 MOKa3aTels
YKa3bIBAIOTCS UCTOYHUKH JTAHHBIX M IMOJAPOOHOE OMHMCAHWE METOJIOB OIICHKH U M3MEPEHUS (
€CJIM IPUMEHUMO), a TAK)KE COMTOCTABUMOCTH METOJIOB OIICHKH (Tipu Hamu4uu Oosee 1 meTona
). Eciu B nccneoBaHUM MCTIOIB30BAJICS CYIIECTBYIOIIMA NCTOYHHK JTAHHBIX (DJICKTPOHHBIE
MEIUIIMHCKUE KapThl), TO HEOOXOAWMO yKa3plBaTh B OTYeTe OOy WH(OpMaIuioo o
BaJIMIHOCTH 3alUCced M KOJIMPOBAHUU JAHHBIX. B cilydae mpoBeaeHUs CUCTEMaTHUYECKOTro
0030pa WM MeTaaHaau3a JOJKHBI OBITh OMUCAHBI BCE UCTOYHUKN WH(GOPMAITUH, CTPATETHS
MOMCKA, METOJIbI JJI1 BhIOOpa MCCIEAOBaHUM, METOIbl U3BJICUEHUS JTAHHBIX U IPOIIECCHI
MTOJTYYCHUS U TIOJITBEPIKICHHSI TAaHHBIX;

OIIMOKHU: OMHCAaHUE MPEANPUHATHIX NEUCTBUU HJIM Mep MO OOpalleHHIo ¢
MOTCHITMAIBHBIMYA UCTOYHUKAMU OINOOK;

00beM BBIOOPKHU: 00BEM BBIOOPKM UM OOOCHOBAHUE JIFOOOTO BBIYMCICHHS pa3zMepa
BBIOOPKHU Y METO/1a JOCTHXKEHHUS TIPEIIO0araeMoro pasmMepa BbIOOpKH;

npeoOpa3oBaHue JaHHBIX: MPEOOPA30BaHUS, BRIUUCICHUS WA ONEpaIliy C JaHHBIMH,
BKJIIOYAss METOJbl 0OpaOOTKM KOJMYECTBEHHBIX JAHHBIX IPHU BBINOJHEHUU aHAIN3a,
000CHOBaHUE BHIOPAHHBIX METOI0B IPYIIITUPOBAHUS JAHHBIX;



CTaTUCTUYECKUE METOJIbI (OMUCAHUE O CIICIYIOIIUM aCIIEKTaMm):

OCHOBHBIC METOJIbI 000O0IICHNUS;

BCE CTAaTUCTUYECKHE METO/Ibl, KOTOPBIC MPUMEHSIIUCH B HCCIICIOBAHUH, BKITIOUAs METOIbI
JUIS. KOHTPOJIST UCKAKEHUU (B OTHOIICHUH METAaaHAJIU30B — METOJbl KOMOWHUPOBAHUS
pE3yNbTaTOB HCCIEAOBaHUN);

J00bIe METO/IbI, UCTIOJB3YEMBbIE ISl U3yUYEeHHsI TIOJATPYIII MAallMEeHTOB U B3aUMOJICHCTBUN
aHATM3UPYEMBIX TICPEMCHHBIX;

MOJIXOJ1 K PEHICHUIO MPOOJIEMBI 110 OTCYTCTBYIOIIUM JaHHBIM;

OIIEHKA YYBCTBUTEIBLHOCTH UCCIICIOBAHMS;

BCE M3MEHEHUS TUTAHA aHAJIM3a JIaHHBIX, TPEAYCMOTPEHHOTO MPOTOKOJIOM HCCIIEIOBAHNUSA,
¢ 000OCHOBAaHHEM HU3MCHCHMIA;

KOHTPOJIb KaueCTBa: MEXaHU3MbI U TIPOIIETYPHI 00ECIICUCHUS Ka4eCTBa U 1EJIOCTHOCTH
JTaHHBIX;

K) pe3yJbTaThl: MpE/ICTaBICHUE Ta0Iull, TPadUKOB U WLIIOCTPALUM 111 OTOOpaKeHUs
MOJIYYeHHBIX JAaHHBIX W MPOBEICHHOTO aHanu3a. JomkHBI OBITH MpPEACTaBICHBI Kak
aJlanTUPOBAHHbBIE, TAK U HEAJAlITUPOBAHHBIC pe3yJibTaThl. OlIEHKA TOYHOCTH JAHHBIX JOJIKHA
OBITH BBINMOJTHEHA KOJUYECTBEHHO C YKa3aHUEM JOBEPHUTEIBHBIX WHTEPBAJIOB. DTOT pa3fe
JOJIKEH BKJIIOUATh B c€0s1 CIeAYIOLIME MOAPA3IETIbI:

YYACTHHUKH: KOJIMYECTBO MAIMEHTOB HA KaXJOM dTalle UCCIe0BaHuUs (HAPUMEp, YHUCIIO
NOTEHI[MATbHO COOTBETCTBYIOIIUX, MPOLIEAIINX MPOLEAYyPY CKPUHUHIA, OLICHEHHBIX Kak
COOTBETCTBYIOIIME KPUTEPUSIM BKJIIOUYEHUSI, BKIIOUYEHHBIX B MCCJIEAOBAHUE, 3aBEPIIAOIINX
nocyieayoliee HaOMIOJeHUEe W TMPOAHAIM3UPOBAHHBIX, & TAaKKE MPUYUHBI BHIOBITUS W3
ucclieioBaHus Ha Jr00oM aTamne). B cimydyae cucrematuyeckoro o63opa WM MeTaaHalu3a
YKa3bIBAETCSl KOJWYECTBO MAIMEHTOB, MPOIIEAIIUX MPOLEaypy CKPUHHMHTA, OIECHEHHBIX Ha
COOTBETCTBME U BKJIIOUEHHBIX B CHUCTEMAaTHUYECKUU 0030p WM MeTaaHalIu3, C yYKa3aHUEM
MIPUYUH BBIOBITHS U3 UCCIICIOBAHUS HA KaXKIOM JTarle;

OmnucaTeNIbHbIC JaHHBIE: XapaKTEPUCTUKH YYACTHUKOB HMCCIIEAOBaHUs, HH(POpMAITUs O
BO3JICHICTBUM JIEKAPCTBEHHOT'O Tpemapara Ha TMAIMeHTOB M TMOTCHIMATBHBIX (aKTopax,
UCKXKAIOIIUX JTAHHBIE, @ TAK)KE KOJIMYECTBO YYACTHUKOB C OTCYTCTBYIOIIMMU JTaHHBIMU JIJIS
KaXJI0OM paccMaTpUBAEMOM aHAIW3UPYEMOM TIepeMeHHOM. B cmydae mnpoBeneHus
CHUCTEMAaTHYEeCKOro 0030pa WJIM METaaHalih3a yKa3bIBAIOTCS NaHHble (00BEM BBIOOPKH,
MJIAHUPYEMOE UCCIIE0BaHUE) UCTIOB30BAHHBIC JIJIs1 UCCIIEIOBAHMUS;

JAHHBIE O PE3yJIbTaTax: KOJIMYECTBO YYACTHUKOB IO KATETOPHUSAM UCXOIS U3 TMOTYyUEHHBIX
OCHOBHBIX P€3yJIbTATOB;

OCHOBHBIE€ PE3yJIbTAThl: PE3yJbTaThl HEAMANTHPOBAHHON OIICHKU (€CIU MPUMEHHMO),
aJanTHUPOBAHHOM OLIEHKHU C YYETOM MCKa)Xarolux (GakTOpOB U UX TOUHOCTH (Hampumep, 95 %
JOBEpUTENBHBIN nHTEpBaN). Ecim mpuMeHnMo, OlleHKa OTHOCUTEILHOTO PUCKA JTOJDKHA OBITH
nepeBeieHa B a0COMIOTHBIN PUCK JIJIs1 3HAYUMOTO TIEPUOJIa BPEMEHHU;



JIpyrye BUAbI aHAIN3a: APYrUe MPOBEICHHbIC aHAIN3bI, HATPUMEP, aHAJIM3bI MOArPYII U
B3aMMO/ICHCTBUS, @ TAK)KE aHAJIU3bl UYBCTBUTEILHOCTH;

HE)KeJaTeNbHbIE SIBIICHUS U HEXEJaTelIbHbIE PEaKlUH: YNpaBlICeHUE NaHHBIMU U
npejcTaBlieHue WHPOPMAIIUU O HEXEJaTEIbHBIX SBJICHUAX M HEXKEIaTeIbHBIX PeaKIusIX B
YIIOJTHOMOYCHHBIE OPTaHbl TOCYIaPCTB-YWICHOB B COOTBETCTBHH C TpeOoBaHusMHU pasnaena VII
HacTosimux [lpaBuin. B oTHomeHuu ompeneneHHbIX AM3aiiHOB MCCIEAOBaHUM, TaKuX Kak "
Cily4dail — KOHTPOJb'" WU PETPOCTIEKTUBHBIE KOTOPTHBIC UCCIICIOBAHMS, BKIIIOYAIOIINX B ce0s
aHaJu3 JaHHBIX AJICKTPOHHBIX MEIUIMHCKUX KapT, CUCTEMAaTUYECKHUE MEpPEeCMOTPHl H
METaaHAIN3bl, HEOOXOJAMMO YKa3aThb HEBO3MOXXHOCTh IPOBEACHUS OILCHKH CTEIEHU
JOCTOBEPHOCTH MPUYUHHO-CIEACTBEHHON CBSI3M HA YPOBHE Ka)KIOr0 HWHAWUBHUIYaJIbHOTO
ciyyas;

1) o0CyXACHUE:

KIIFOUEBBIC PE3YJIbTAThl: PE3YJIbTAThl, UMEIOIIME OTHOLIEHUE K 3a/layaM HCCIIeI0BaHMS,
pe3yNbTaThl paHee MPOBEJAECHHOTO UCCIEOBAHMUSI, KOTOPBIE COTIIACYIOTCS WM IPOTUBOpPEUAT
pe3ynbTaTam, MOJyYeHHBIM B JAHHOM HMCCIICJIOBAaHUY, a TAK)KE UX BIUSHHUE HA COOTHOIIICHUE
"Mmonb3a — pUCK" JEKapCTBEHHOTO Tpemnapara (€Ciau 3TO MPUMEHUMO);

OTpaHWYECHUS: OTPAHUYCHUS UCCIIEIOBAHUS C YUETOM OOCTOSITENILCTB, KOTOPHIE MOTJIU
MOBJIMATH HAa KAYECTBO M 1[EIOCTHOCTh JIAaHHBIX, OTPAHUYECHUS MOJIX04a U METOJIOB, KOTOPbHIE
OBLITM MCTIOJL30BAHBI JJISI MUHIMHU3AIIUU UX BIUSHUS (HAIpUMeEp, 4acTOTa MOJIYYCHHS OTBETA,
OTCYTCTBYIOILIME WJIM HEMOJIHbIE JJAHHBIE, IPUMEHEHHBIE OIEHOYHbIE 3HAUEHUS), UCTOUHUKHU
MOTCHITUATBHBIX OIMMTMOOK M HETOYHOCTEH M BAMIHOCTH siBeHUH. HeoOxonumo obcyxaeHme
C YIOJHOMOYEHHBIM OpraHoM (PKCIEPTHOM OpraHu3aiuei) Kak HampaBJIeHUs, TaK H
MaciTada MOTCHIHAILHBIX OIIHOOK;

UHTEPIpETAlMs: UHTEPIpETalusl pPe3yJbTaTOB HCCIEIOBAaHUM C y4yeTOM 3ajad,
OTpaHUYCHUM, MHOKECTBEHHOCTHU aHaJln3a, pe3yJIbTaTOB MOJ00HBIX UCCIICIOBAHUN U JIP.;

0000111aeMOCTh PE3yJIbTATOB UCCIEAOBAHMS (BHEIIHSIS BATHIHOCTS);

M) CCBUIKH;

H) npyras nHpopmaIus o Cienu(pUIHBIX aCTICKTaX HUCCICIOBaHUS,
HE pacCMaTPUBABIIUXCS PaHee.

844. Pe3roMe UTOrOBOrO OTYETA MCCIIEOBAHUS TOJKHO BKIIIOUATh B c€0s1 0000LIEHHYIO
nH(popMannio 00 HMCIOJIb30BAHHBIX B HCCIEIOBAHMU METOJIaX, a TAKXKE O IMOJTYYECHHBIX
pe3yiibTarax, npeACTaBICHHYIO B CleaytolieM hopmare:

1) HauMeHOBaHUE UCCIIe0BaHMS (B BUJE 3arjaBus ¢ MOJ3aroJioOBKaMu), BKJItOYas JaTy
COCTaBJICHUS pe3toMe, (haMIINIO, UM, OTUYECTBO (IIPU HAJIUYUHK) U CBEICHUS O MEPBOM
aBTOPE U3 aBTOPCKOTO KOJUIEKTHUBA;

2) kioueBble cioBa (He OoJjiee 5 KIIOYEBBIX CJIOB, OTOOpa)KaroUIMX OCHOBHBIE
XapaKTePUCTUKHU UCCIIEIOBAHMUS);

3) o6ocHOBaHUE U TIPEANIOCHIIKH;
4) 11enb ¥ 3aJ1a4U UCCIIEOBAHUS;



5) nu3ailH ucciaeqoBaHus;

6) yclioBUS NMPOBEACHUS UCCIIEIOBAHUS;

7) manueHThl 1 00bEM BBIOOPKH;

8) aHanmM3UpyeMble MEPEeMEHHBIC U UICTOUHUKHU JTAHHBIX;

9) pe3ynbTatsl;

10) obcyxnaenne (BkIroYas (€cliu MPUMEHUMO) OIEHKY BIIUSHUS PE3YJIbTAaTOB

MCCJIEI0BAHMS HA COOTHOUIEHUE "M0Mb3a — pUCK" JIEKaPCTBEHHOT'O Ipenapara);

11) BBIBOS;

12) nep>xaTenb perucTpallMOHHOTO YJIOCTOBEPEHUS;

13) dpamumnmto, uMsi, OTYECTBO (MPU HAJTMYHUH) U CBEJICHUS O TJIABHOM HCCIIeIOBATENE.

7. Omy6imKoBaHye pe3yIbTaTOB HCCICIOBAHUA aBTOPaMH

845. Jlepkarteiib peruCTpallMOHHOTO yIOCTOBEPEHHUS 3apaHEE COTJIACOBBIBAET CTPATETUIO
ONyOJMKOBAHUS HCCICAOBAHUS C TJAaBHBIM HCCIIEJOBAaTEIEM, €CJIU MCCIIeIOBaHUE
MPOBOAUTCS U AHAIM3UPYETCS TMOJHOCTHIO WM YACTUUYHO HCCIEA0BATEIISIMU, HE
SIBJISIOIIMMUCS COTPYJIHUKAMU JIEPKATeIs PEeTUCTPAIIMOHHOTO yJa0CTOBepeHus. Jlepkareinb
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI JIOJKEH OBbITh YIOJHOMOYEH MPOCMATPUBAThH
BKJIIOUEHHBIE B MaTepualbl NpeJHa3HAuYCHHBIC I ONYyOJIMKOBAHUS PE3YJbTaThI,
MOJIy4eHHbIE B XOJI€ MNPOBEACHHS HCCIEIOBAaHUNW W HUX HMHTEPHPETAIUIO, a TaKXKe
MPEJCTaBIATh CBOM KOMMEHTAapHH JO IIe€peJadd MaTepuajoB B IIeyaTh, u30eras
HEOOOCHOBAHHBIX 3aJIepKEK. 3apochl HA BHECEHNE U3MEHEHHUI B MaTepHasbl MOJIeKAIINe
OMmyOJMKOBAHUIO IOJKHBI ObITh HAYYHO OOOCHOBAHHI.

846. IlpencraBnenne omyOIUKOBAaHHBIX PE3yIbTATOB UCCIICIOBAHUS B YIIOJJTHOMOYEHHBIE
OpraHbl TOCYJapCTB-YICHOB

847. B nensx mpeaocTaBiIC€HUs BO3MOXHOCTH YIIOJHOMOYEHHOMY OpraHy 3apaHee
O3HAKOMHTCSA C JIaHHBIMU HCCJEIOBaHUS, MOJJIEKAIUX OMyOJUKOBAHUIO, NIEPKATEIIO
PETUCTPAIMOHHOIO YJOCTOBEPEHHUS CIIeAyeT IepedaTh HMTOrOBBIM BapHaHT CTaThbU B
YIIOJTHOMOYEHHBIE OpraHbl TOCYJapCTB-YJIECHOB, Ha TEPPUTOPUU KOTOPBIX 3apETHUCTPUPOBAH
JIGKapCTBEHHBIN Mpenapar, B TeueHue 14 KaJleHJapHbIX JHEH C J1aThl IpUeMa MaTepuajaoB B
W31aTEIIbCTBE.

8. 3amuTa JaHHBIX

848. Jlepkatenu perucTpallMOHHBIX YJAOCTOBEPEHUM W HCCIENOBATENN JIOJKHBI
coOmro1aTh TpeOOBaHUSI 3aKOHOJATENIBCTBA TOCY/IapCTB-WIECHOB, HA TEPPUTOPUU KOTOPBIX
IIPOBOJIMTCSI MCCIEOBAHUE, MO 3alUTE MEPCOHAIBHBIX JAHHBIX NALUEHTOB. Jlepxarenp
PErUCTPALlMOHHBIX YJIOCTOBEPEHUH NOJKEH oOecheduTh Hajuiexallee oOpalieHue u



XpaHeHue Bceil mHpopMaIi 00 UCCIETOBAHUH TaKUM 00pa3oM, 4TOObI 00ECTIEYUTh TOUHYIO
nepeaady, HWHTEpPNpETaui0 W Bepudukamuto 3Toid wmHopmamuu. I[lpu sToM
KOH(DHUICHIIMATLHOCTh TAHHBIX MEIUIIMHCKUX KapT MAIMEHTOB HE JIOJKHA OBITh HAPYIIICHA.

9. IlpoBeneHne ayquTa i HHCICKTAPOBAHUSA

849. [lepxaTenb perucTpallMOHHOTO yIOCTOBEPEHUS JAOJIKEH 00€CTIEYUTh BHITTOJTHEHUE
CBOMX 00s13aTENLCTB MO (papMaKOHA[30py B OTHOIICHUH BBITIOJTHEHHUS UCCIICIOBAHMS, a TAKKE
o0ecreunTh BO3MOKHOCTh TTPOBEICHUSI ayANTa, HMHCIIEKTUPOBAHUS M BepU(PUKAIINNA JTaHHBIX
o0s13aTenbeTB. JIr0ObIe M3MEHEHUS TaHHBIX JOKHBI JJOKYMEHTAIBHO (PUKCHPOBATHCS YTOOBI
00€CIIeUnTh TPOCICKUBAEMOCTh TaKMX HW3MEHEHHH B JOKyMeHTax. Jlepkaremnb
PETUCTPAIMOHHOTO YJIOCTOBEPEHUS JIOKEH 00CCIIEYUTh XpaHSHHUE B IJICKTPOHHOM (popmare
AQHATMTHYECKUX JTAHHBIX U CTATUCTUYCCKHUX IPOTPAMM, HCIOIB3YEMBIX M1l (hOPMHPOBAHHUSI
JTAHHBIX, BKIIFOUCHHBIX B UTOTOBBIN OTYET MO MCCIICIOBAHUIO, & TAKXKE MX JOCTYIHOCTH IS
ay/MuTa U HTHCIIEKTUPOBAHUSI.

10. Bmasiane Ha cUCTEMY YIIPaBIICHUSA PUCKAMHA

850. Mudopmanyss 0 HEMHTEPBEHLIMOHHOM IOCTPETUCTPALIMOHHOM HCCIIEI0BaHUU
0€30MacHOCTH, BBINOJIHAEMOM B COOTBETCTBUU C 00S3aTE€IbCTBAMH, YCTAHOBJIECHHBIMH
YIOJIHOMOYEHHBIM OPraHOM TI'OCYJIapCTBa-4i€Ha WM B MHULHMATHUBHOM IOPSAKE COIIACHO
MJaHy yOpaBlE€HHUS PUCKaMH, JOJDKHA OBITh BKJIIOYEHA B IJIAH YINPABICHUS PUCKAMH
JeprKaTeisl pErUCTPALMOHHOIO yA0CTOBEPEHMUS.

851. B ciyuae ecnu miaH ynpaBlieHUs pUCKaMU OTCYTCTBYET, TOJKEH ObITh pazpaboTaH
HOBBIM IUIaH, BKJIOYAIOIIUA B ce€0s JaHHBIE MOCTPETHCTPALMOHHOIO HCCIEI0BAHUS
Oe3omacHocTH. Bo Bce COOTBETCTBYIOIIME pa3zesibl U MOAYJHM IIJIaHa YIPABJICHUS PUCKaMU
BHOCATCSI COOTBETCTBYIOLIME M3MEHEHUS C YYETOM MPOBEJICHHS HCCIEIOBAHMS, BKIIIOYAs
crenu(puKanuo 1o 6e30MacHOCTH, IUIaH (papMaKoHaI30pa U IUIaH MUHUMU3AIMU PUCKOB, a
TaKxe 0030p Mep MUHUMU3AIIMH PUCKA.

11. ITponexypa 06a3aTeIbHBIX HOCTPETHCTPAMOHHEIX HCCIEAOBaHUY 0€30IIacHOCTH

852. B rocyaapcTBax-ujieHaX MPOBEACHUE MOCTPErUCTPALMOHHOIO HCCIEeI0BaHUs
0€30MacHOCTH MO’KET Ha3HA4aThCs YIMOJIHOMOYEHHBIM OPTaHOM TOCYyJapCTBa-wieHa MPHU
IIPOBEJICHUY OIEHKH 3asIBJICHUS HAa PETUCTPAIMIO WM Ha TIOCTPETUCTPALIMOHHOM dTarie, eciiv
€CTh OCHOBaHUS (0OOCHOBAaHHOE JKCIEPTHOE MHEHHE OTHOCHUTEIHHO OTCYTCTBUS BaKHBIX
JAHHBIX, XapaKTEepU3YyIOIUX MNpoPuiab OE30MaCHOCTH JIEKAPCTBEHHOTO Mpemnapara,
MOJIY4YE€HHE KOTOPBIX TPEOYET BBHIMOJIHEHUSI aKTUBHBIX METOJIOB U3y4YEeHUsSI O€30MaCHOCTH IO
MIPUYMHE HEBO3MOXKHOCTH HAJICKAIIETO U3YUCHHS WIIM OIIEHKHU PUCKA (PUCKOB) TIPU MTOMOIIH



PYTUHHBIX METO/0B (hapMaKkoOHaA30pa) CAeNaTh MPEANOJI0KEHHE O TOM, YTO MPOBEACHHE
MOCTPETUCTPALIMOHHOTO HMCCIIEIOBAHUS MO 0€30MacHOCTH MOKET OKa3aTh CYUIECTBEHHOE
BJIMSIHAE HA COOTHOIIEHHE I10JIb3a-PUCK JIEKAPCTBEHHOT'O Ipenapara.

853. JlanHoe TpeOOBaHUE YIOJHOMOUYEHHOTO OpraHa JOJDKHO ObITh HaJJIe)KaIuM
o0pa3oM O0OOCHOBAHO JAHHBIMHU OILICHKUA Mpoduias 6e30macHOCTH U 3PEPEKTUBHOCTH,
3a()MKCUPOBAaHO B MHCBMEHHOM BHJE U JOJDKHO BKIIOYATh B ce0s 3aJa4yd U CPOKH
MPOBEACHUS UcCaeA0BaHMs. TpeOOBaHHE MOKET TaKXKe BKJIKOYATh B C€0s1 pEKOMEHJAUU 110
KJIFOUEBBIM XapaKTEPUCTUKAM HCCIIEIOBaHUS (Hampumep, AU3ailH UCClIeJOBaHUs, YCIOBHS,
BO3JICCTBUE JIEKAPCTBEHHOT'O IpernapaTa, UCXObl UCCIIeIOBaHUs, LieJeBast nomyisuus). B
YUCJIO PEKOMEHJYEMBIX METOJOB MOIYT BXOJUTh METOJbl AKTUBHOIO MOHHUTOPHHIA (
HaIpuMepP, MOHUTOPUHT Ha ONPEEICHHBIX KIMHUYECKUX 0a3aX, pelenTypHbI MOHUTOPHUHT,
PEruCTphl), CpaBHUTEJIbHBIE HAOIIOAaTENIbHbIE HEWHTEPBEHLUHOHHBIE HCCIAEAOBAaHUS (
HarnpuMep, KOrOpTHOE MCClIeA0BaHNEe (MOHUTOPHHT), UCCIEA0BaHNE TUIIA CITy4ail-KOHTPOIIb,
UCCIIEJOBAHUE CEPUU CIIYyYaeB M HHBIE), KIMHUYECKUE HCCIEJOBAaHMS, HCCIEAOBAHUS
notpebaeHus, papMaKkodMUIEMUOIOTHIECKUE UCCIIEI0BAHUSI.

854. B teuenne 30 KaJICHIAPHBIX JHEN CO THS NOJYYEHUS MUCbMEHHOTO YBEOMIIEHUS OT
YIOJHOMOYEHHBIX  OpraHoB O  HAa3HA4YeHUHM  MPOBEJAEHHUS  0053aTEIbHOIO
MOCTPETUCTPALIMOHHOTO HMCCIEOBAaHUS OE€30MacCHOCTH Ha IMOCTPErMCTPAlMOHHOM JTare
JepKaTelb PErucTPAllMOHHOTO YJAOCTOBEPEHMS BIIPABE 3alPOCHUTh BO3MOKHOCTh
IPEICTABJICHUS TMCbMEHHBIX KOMMEHTAPUEB OTHOCUTEIILHO YCTAHOBJIEHUSI 00513aTENbCTBA 110
IIPOBEICHHUIO UCCIIEIOBAHUA 110 O€30aCHOCTH JIEKAPCTBEHHOI'O CPEACTBA. Y HIOJHOMOYEHHBIE
OpraHsl TOCYIapCTB-WICHOB ONPEIEISIIOT CPOKU MPEICTABICHUS YKa3aHHBIX KOMMEHTapUEB.
Ha ocHoBaHMM aHanu3a 1aHHBIX MMCbMEHHBIX KOMMEHTApHEB, IPEICTABICHHBIX JepKaTeIeM
PETUCTPALIMOHHOIO YJIOCTOBEPEHUS, YIIOJHOMOYEHHBIM OpraH rocyAapcTBa-4jeHa JI0JKEH
OTO3BaTh WM MOJATBEPIUTH 0053aTeNbCTBO. B ciiyyae moaTBepkaeHHs 00s3aTenbCcTBa B
YCIOBHUS BBIIAYM PETHCTPALMOHHOIO YJIOCTOBEPEHHUS JOKHBI OBITh BHECEHBI
COOTBETCTBYIOIIME H3MEHEHHUS C YyKa3aHHEM O IMPOBEICHUU MOCTPErUCTPALMOHHOIO
UCCJeI0BaHMs 0€30MacCHOCTH B KauecTBe 00s3aTEIbHOTO YCIOBHS peructpauuu. Ilpu
HaJIM4YMM IUIAHA YIIPABICHUS PHUCKAMM JIEpPKATEIEM PErMCTPALMOHHOTO YIOCTOBEPEHHUS
BHOCSITCSA U3MEHEHUS B COOTBETCTBYIOIIME Pa3/IEibl IJIaHA.

12. KoHTpOIs 32 HEMHTEPBEHIIMOHHEIM U IIOCTPErHCTPAHOHHEIMA HCCIIECIOBAHUAMHA
6e3omacHoCTH

Ponb 1 003aHHOCTH JiepKaTels perHCTPAMOHHOrO YIOCTOBEPEHHSA

855. Jlepxxarenb PErucTpalimoOHHOTO YJIOCTOBEPEHHUS HECET OTBETCTBEHHOCTH 3a
oOecrieyeHue COOTBETCTBUS  HCCIEIOBAHUA  KPUTEPUSAM  HEUHTEPBEHIIMOHHOTO
MOCTPErUCTPALIMOHHOTO UCCIIEIOBAHUS O€30MaCHOCTH.



856. Jlepxarenb perucTpaliliOHHOTO YAOCTOBEPEHUSI B OTHOLIEHUH HEMHTEPBEHIITMOHHOTO
MOCTPETUCTPALIMOHHOTO HCCIE0BaHUs O€30MaCHOCTU AOJKEH OOECIEeUUTh BBIOTHEHUE
CBOMX 00s3aTeNnbCTB MO (papMakoHAI30py, a TAaKKEe BO3MOXKHOCTH IMPOBEICHUS ayauTa,
WHCIICKTUPOBAHUSI ¥ BEpUDUKAIIUH.

857. Ilpu yCTaHOBIICHUH ACPKATEII0 PErUCTPAIMOHHOTO YIOCTOBEPEHHUS 00s13aTeNbCTBA
110 MPOBEJEHUI0 HEMHTEPBEHIIMOHHOTO MOCTPETUCTPAIIMOHHOTO UCCIIEOBaHUSI O€30aCHOCTH
JepKaTeeM PErucTpallMOHHOTO YJIOCTOBEPEHUSI JOJDKHA ObITh oOecredeHa pa3padoTka
MIPOTOKOJIA UCCIIEIOBAHUS C TIOCTEAYIOIINM MPEICTABIEHNEM Ha OLIEHKY B YIIOJTHOMOYEHHBIH
Opran rocyjapct-wieHa. JlepkaTeiap perucTpallMOHHOTO YIAOCTOBEPEHUSI HECET
OTBETCTBEHHOCTh 3@ O0O0ECHEYEHHUE COOTBETCTBUSI HMCCIEJOBAHUA KPUTEPUIM
HEUHTEPBEHIIMOHHOTO UCCIICIOBAHMS Ha BCEX ATAIax BHIMTOJHEHUSI.

858. HenHTEepBEHIIMOHHOE MOCTPETUCTPAIITMOHHOE UCCIEA0BaHNE OE30MaCHOCTH MOYKET
OBITh HAYaTO TOJBKO TIOCTE TMOJYYEHHUS TMHUCbMEHHOTO OJO0OpPEHHUS CO CTOPOHBI
YIIOJTHOMOYEHHOI0 OpraHa TOCyJapCTBa-4jieHa, Ha TEPPUTOPUU KOTOPOTO IJIAHUPYETCS
npoBeneHue uccienoBanus. Oqo0peHne yrnoJIHOMOUYEHHOTO OpraHa JOJKHO OCHOBBIBATHCS
Ha MPUHIKIE 00eCTIeUeHHs 0JIaronoyyus U 3alllUThl IPAB YYACTHUKOB UCCIIEIOBAHUS.

859. Ilocne corinacoBaHusi MPOTOKOJA MOCTPETHCTPALIMOHHOTO HCCIIEAOBAHUSA
0€30MacHOCTH JAepKaTeJIeM PErMCTPAlMOHHOIO YJOCTOBEPEHHUS AOKHO OBITH 00ECreYeHo
MPEACTABICHNUE B YIIOJHOMOYEHHBIN OpraH BCeX MOCIEAYIONINX CYIECTBEHHBIX NU3MEHEHUI
B IIPOTOKOJI MUCCIIEOBAHUS O Hayala UX BBEJICHUA.

860. [Tocme 3aBepiieHusT UCCAEAOBAHUS IEPKATEIb PETUCTPALMOHHOTO YIOCTOBEPEHHUS
MPEICTaBIISIET UTOTOBBIMA OTYET 00 MCCIIEIOBAHUHU, BKIIIOYAsl PE3IOME UTOMOBOTO OTYETa IS
onyOJMKOBaHUs, B YIIOJTHOMOUYECHHBIN OpraH rocyJjapcTBa-4ieHa B KpaTdyaiiliie CpoKH, HO HE
no3nHee 365 kaneHmapHbIX nHeW (12 MecsieB) co JHS OKOHUYaHMs cOOpa JaHHBIX, €CIH
YIIOJTHOMOYEHHBIM OPTraHOM TOCyAapCTBa-ujieHa He ObLJIO MPEICTaBICHO MUCHMEHHOE
paspeuieHue Ha MPOJJICHUE CpPOKa MPEACTABICHHUS OTYETa. 3ampoc O BO3MOKHOCTHU
MIPOJVICHHS CpOKa MPEICTaBICHUSI UTOTOBOI'0 OTYETA IO KEH ObITh HAIIPaBIICH JepiKaTeeM
PETUCTPAIIMOHHOIO YJOCTOBEPEHUS B YIIOJHOMOYEHHBIM OpraH TrocyJapcTBa-ujeHa He
no3JHee ueM 3a 3 Mecsla Jo OKOHYaHUs CpoKa 0053aTeTbHOTO PEICTABICHUS OTYETA.

861. [lepxarenb PErucTPallMOHHOTO YIOCTOBEPEHHUS HECET OTBETCTBEHHOCTH 3a
BBITIOJIHEHHUE HAJIekKAIIEH OIICHKU PEe3yIbTaTOB MCCIECAOBAHUS, UX BIMUSHUS Ha YCIOBUS
perucTpauuu M TpeacTaBiieHus (Mpu HEOOXOAMMOCTH B YIOJIHOMOYEHHBIE OpPTraHbI
roCcyJIapCTB-YJIEHOB) 3asIBJICHUS HA BHECEHUSI I3MEHEHUM B YCIOBUS PETUCTPALUU.

VoIHOMOYEHHBIE OpPraHbl TOCYAapCTB-WICHOB

862. ITocne noryyeHust pelieHus: yOJIHOMOUYEHHBIX OPTraHOB O HA3HAYEHUU MTPOBEICHUS
HEUHTEPBEHIIMOHHOTO TOCTPETUCTPAIIMOHHOTO HCCIIEA0BaHUsI 0€30MacHOCTU JAepiKaTelb
PETHCTPAIMOHHOTO yIOCTOBEPEHHUSI pa3padaThIBAET MIPOTOKOJ MCCIICOBAHUS U MPEACTABIISET
€ro Ha pAacCMOTPEHHUE B YIIOJHOMOYEHHBIM OpraH rocyjaapcrBa-ujieHa. B Teuenue 60



KQJICHIapHBIX JAHEH CO JHS NPEACTAaBICHUS NPOEKTa MPOTOKOJIA YIOJHOMOYEHHBIH OpraH
rocyJapcTBa-ujieHa COCTaBIsET OTBET, COAEPKALIUHN CIEeYIOLTYI0 HH(OPMAIIHIO:
YTBEPKJIEHUE ITPOEKTa MPOTOKOJIA UCCIIEI0BAHNS;
PEKOMEHJallMU IO BHECEHUIO M3MEHEHUI B TIPOTOKOJI UCCIEAOBAHMS;

OTKa3a B COIJIaCOBAaHWU IMPOTOKOJA HCCIENOBAaHUSA WIM YBEIOMJIEHUE JEpKaTells
PETUCTPALIMOHHOTO YJOCTOBEPEHUS O TOM, YTO MCCJIEAOBAHUE SIBJISIETCS KIMHHYECKHM,
NOJMaJaIIMM 1o TpeOboBaHus akToB opraHoB Coro3a W 3aKOHOJATEIbCTBO
rocyapcTBa-uieHa B 00JaCTH IPOBEICHUS] KIIMHUUECKUX HCCIIEI0BaHUM.

863. OTKa3 B COIJIaCOBaHMHU JOJDKEH BKIIOYATh MOAPOOHOE OOOCHOBAHWE MPUYUH
HECOOTBETCTBHS B JIIOOOM U3 CIEAYIOLIUX CIy4aeB:

€CJIM €CTh OCHOBAaHMS MoJaraTh, 4TO MPOBEJEHHE HMCCIEAOBAaHMS CIOCOOCTBYET
MapKETUHIOBOMY ITPOJIBHKEHHUIO JIEKAPCTBEHHOIO Ipenapara;

€CJIM TUIAH UCCIIEIOBAHUS HE MO3BOJISIET BBINIOJIHUTH 33/1a4U UCCICIOBAHUS.

864. lccnenoBanue MOKET OBITh HAYATO TOJBKO MOCIE MHUCbMEHHOIO YTBEPXKICHUS
IPOTOKOJIa YIIOJIHOMOYEHHBIM OPTaHOM rOCyAapCTBa-4JICHA.

865. Ilocne Hayana uccienoBaHus JHOObIE CYIIECTBEHHbIE U3MEHEHHUS B MPOTOKOJ
MOJAal0TCS B YIOJHOMOYEHHBI OpraH TrocyJapcTBa-ujeHa [0 WX BBEICHUA.
YNOJIHOMOYEHHBIA OpraH rocyJapcTBa-ujieHa B TedueHue 60 KajneHAapHBIX THEH CO IHA
NIPEJCTABICHUS MU3MEHEHWW B IUJIaH MCCIEAOBAHUs JOJDKEH BBIINOJHUTH OLEHKY 3THX
MU3MEHEHHUU 1 COOOIIUTh JEPKATETI0 PErUCTPALIMOHHOTO YIOCTOBEPEHUS 00 UX YTBEPKICHUU
WJIM OTKJIOHEHHMH. B cilydyae OTKIOHEHHS BHOCUMBIX CYLIECTBEHHBIX U3MEHEHHI B MPOTOKOJI
NMCbMEHHOE 3aKJIFOUEHUE YITOJTHOMOUYEHHOTO OpraHa rocyJapcTBa-4jeHa JI0JKHO BKIKOYATh
yKa3aHUE CPOKa MOBTOPHOIO MPEACTABICHHS N3MEHEHU B MPOTOKOJ UCCIIETOBAHUS.

866. YMOITHOMOYEHHBIMUA OpPTraHaMHu TOCYAapCTB-4ICHOB oOecreynuBaeTcsi 0OOMEH
MH(pOpMalUU MO pe3ysibTaTaM BBHINOJHEHUS OUEHKH MPOTOKOJIOB MOCTPErUCTPALMOHHOTO
uccieaoBaHuss 0€30MacCHOCTH B OTHOIICHMM JIEKAPCTBEHHBIX IMPENapaToB, KOTOPHIE
3apEruCTPUPOBAHBI HA TEPPUTOPHUSIX IPYTUX TOCYIAPCTB-UJICHOB.

867. Ilocne 3aBepICHUsT UCCIIEIOBAHUS IEPKATEND PETUCTPALMOHHOTO YAOCTOBEPEHUS
NpEeACTaBIsIET B YIOJHOMOYEHHBIM OpraH rocyJapcTBa-ujieHa HUTOTOBBIM oOT4eT 00
UCCIEIOBaHUM, BKJIIOYAs pE3OME HCClenoBaHus Mg onyOnukoBaHus. Ha ocHoBaHuu
pPE3YyIbTATOB PACCMOTPEHHMS OTUYETA U OLIEHKH BO3MOKHOTO BIUSIHUS TIOJIYYEHHBIX JTAHHBIX HA
COOTHOULIEHHE 'MOJb3a — PHUCK' JIEKAPCTBEHHOTO IIpernapara YNOJHOMOYEHHBIA OpraH
rocy/1apCcTBa-uwieHa JOJIKEH OINpeNeIUuTh HE0OXOAUMOCTh IPECTaBICHNUS PEKOMEHAALNMN 10
BHECEHUIO M3MEHEHHUI B CTaTyC pPErucTpaluu JIEKapCTBEHHOrO Mpenapara, U3MEHEHHUH B
YCIJIOBUSL €r0 NPUMEHEHUsI, HeOOXOIMMOCTh MPUMEHEHUSI UHBIX HAIJIEKAIIUX MEp C LEIbI0
oOecrieueHus MPUMEHEHUsl JIEKAPCTBEHHOI'O Mpernapara MpU TMPEBBIILICHUH TMOJb3bl Haj
PUCKOM. YKa3aHHbIE MEpbI 0 00ECIEUEHUIO NPUMEHEHUS JIEKAPCTBEHHOTO Ipenapara mnpu



MOJIOKUTEITLHOM COOTHOIIIEHHE "T0JIb3a — PUCK" JOJDKHBI OBITH MPUHATHI TOCIIE OIEHKH
MPOMEXKYTOYHOTO OTYETa B CIy4yae BBISBJICHUS HOBBIX Ba)XXKHBIX JTAHHBIX O 0€30MaCHOCTH
JIEKapCTBEHHOI'O CPEJICTBA HA 3TAIE MPOMEKYTOYHOU OLIEHKU JAHHBIX.

XI. UapopmupoBanme 0 6€301aCHOCTH
1. 3agaun uapopMHIpoBaHNT 0 6E30IACHOCTH

868. NudopmupoBanue 0 0€30MacCHOCTH CIIOCOOCTBYET YKPEIUICHUIO JTOBEPUS HACEICHUS
K PETYJIATOPHOI cucTeMe, a Tak)Ke HapaBIeHO Ha:
a) MpeJICTaBICHUE CBOEBPEMEHHOM, HAyYHO 000CHOBaHHOM MH(OpPMAIU O 0€301TaCHOM U
3¢ (HEKTUBHOM UCTIOJIb30BaHUH JICKAPCTBEHHBIX TPEIIApaTOB;
0) comelicTBME ONTUMH3AIMU MEAUIUHCKOW MPAKTUKH (B TOM YHCIE MPAKTUKU
caMoJICUCHUS1) TTPH HEOOXOUMOCTH;
B) M3MCHEHHUE TOAXOJIOB, CIOKHUBIIEHCS TMPAKTUKH W XapaKTepa HCIOJIb30BAHUS
JICKapCTBEHHBIX MTPETapaToB;
T') IOAJICPKKY JACSITCIIBHOCTH, CBI3aHHOW ¢ MUHUMH3AITUEH PUCKOB;
1) COICCTBHE MPUHATHIO OOOCHOBAHHBIX PEIICHUN O PAIMOHAILHOM HCIIOIH30BAHUHU
JIEKapCTBEHHBIX MPENapaToB.

ITpuamuE nEGOpMIpPOBaHNA 0 6€30MaCHOCTH

869. Cnenyet npUMEHSTh CIEAyIONIE MPUHIIUIBI UHHOPMHUPOBAHUS O OE30MACHOCTHU:
HEOOXOUMOCTh BKIIFOUEHHUSI B MH(POPMAITUIO O O€30MaCHOCTU aKTyaJbHBIX, YETKHUX,
JOCTOBEPHBIX M KOPPEKTHBIX CBEACHUM IS HMX IMepeaadyd IICJICBOW ayJIUTOPHH B
YCTAaHOBJICHHBIE CPOKH B IIEJISIX 00ECIEUEHUS BO3MOXXHOCTH MPUHSATHS COOTBETCTBYOIINX
MEp;

HEOOXOUMOCTh ajantanui HHOpMAMU O OE30MaCHOCTH C HCIOJIb30BAHUEM
COOTBETCTBYIOIIHUX SI3BIKOBBIX CPEJICTB M C YYETOM DPAa3IUYHBIX YPOBHEH 00pa3oBaHUS U
MOTPEOHOCTH B TIOJTYYCHUH WH(POPMAITUN y Pa3IMYHBIX IIEICBBIX ayTUTOPHH (IS TAIlIEHTOB
Y CIIEIMAJIMCTOB CUCTEMBI 3JPaBOOXPAHEHHUS ) TIPU YCIOBUU COXPAHEHUS TOYHOCTU U CMBICTIA
nepeaaBaeMoi HHPpoOpMaluy;

nHpopMupoBaHUEe O 0E30MaCHOCTH JOJDKHO SBIATHCA YACTHIO JESITEIBHOCTU TIO
(bapmMakoHa30py U MPOILECca YIPABICHUIO PUCKOM, U SBJISIETCS YaCThIO MPOIIECCa OLIEHKU U
MepaM MUHUMU3AINH PUCKA;

HEOOXOAUMOCTh OOecredYeHus] Haaliexaned KOOpAMHAIMU JIESITeNIbHOCTH H
B3aMMOJICUCTBUS MEXTy CTOPOHAMHU, YYACTBYIONTUMH B CO3/IJaHUU U 0OMeHe nHpopmarmei o
6e30macHOCTH (YIMOJHOMOYEHHBIE OpTaHbl, UHbIE TOCYJIaPCTBEHHBIC OPTaHbl U JepKaTelu
PETHCTPAIMOHHBIX yIOCTOBEPECHHH );

HEO0OXOTMMOCTh TIPEACTABICHHSI HHPOPMAIIMH O PUCKAX C YIETOM OOIIEH OIEHKH MOJIb3bI
JICKapCTBEHHOTO Tpemnapara, BKJII0Yas JOCTYIHBIE U aKTyaJbHbIC CBEJICHUS O CEPbE3HOCTH



HEKeJIaTeIbHbIX Peaklni, CTETIEHN TSKECTH, YacTOTEe HEXKeNaTeJIbHBIX peakiuii, (hakTopax
pUCKa UX pa3BUTHs, BPEMEHHM Hauajia, OOpaTUMOCTU HEXKENaTeNbHBIX PEAKUUd U, eciu
BO3MOYKHO, IIPEIIO0JIaracMOM IEPUOJIE BOCCTAHOBJICHUS;

nHpopMUpOBaHHE O OE30MaCHOCTH JIOJKHO CIOCOOCTBOBATh pPa3pelICHUI0
HEOTPEIEICHHOCTeH B JaHHBIX MO 0€30MacHOCTH. DTO OCOOCHHO aKTyaJbHO B CIydae
NOSIBJICHUST HOBOM WH(OpManuu TpHU BBHINOJIHEHUHM YIOJHOMOYEHHBIMU OpTraHaMU
rocyAapCTB-4JI€HOB MPOLEAYp OLUEHKH JTaHHBIX MO Oe3onacHocTH. [lonb3a nHbOpMHUpOBaHUS
Ha JJaHHOM 3Tare JI0JKHA ObITh COOTHECEHa C PUCKOM BO3HHUKHOBEHMS OLIMOKU, KOTOpPAs
MOXET BO3HUKHYTh B Clly4yae, €CJIM MMEBILIHECS HEONpPEeIeSICHHbIE aCMEeKThl Npoduis He
CMOTJIU OBITh HAJJICKAITUM 00pa30M Pa3bsICHEHBI,

HEO0OXOIMMOCTh YUUTHIBATh KOHKYPHUPYIOIINE PUCKH (HAIIPUMED, PUCK OTKa3a OT JICUCHHUS
) (Ipu HAJIUYUH);

HEOOXOJAMMOCTb HCIIOJB30BaHUsI Haumboyiee OOOCHOBAHHBIX KOJWYECTBEHHBIX
MoKa3aTesiei Mpu ONMHUCAHUM U CPAaBHEHUH PUCKOB (HAapUMED, MOKA3aTENH OTHOCUTEIIbHBIX
PHUCKOB U a0COJIFOTHBIX PUCKOB). JlJ1 CpaBHEHUSI pUCKOB I'PYIIIbI MAIIMEHTOB JOJIKHBI OBITH
CXOJIHBI IO CBOMM XapaKTepUCTUKaM. Takke MOryT ObITh UCIIOIb30BaHbI U IPYTUE CIIOCOOBI
npeacTaBieHuss uHGopManuu (rpaduueckoe MPEACTaBICHUE OIEHKH PHUCKOB U (WJIH)
COOTHOIIIEHHUS "T0JIb3a — PUCK");

HE0OX0AMMOCTh MPOBECHUS MPEIBAPUTEIbHBIX KOHCYJIbTAUUNA C MEIUIIMHCKUMHU
pabOTHUKaAMU WJIM TAlMEHTaMU IMPU TOATOTOBKE HH(popMmanuu o Oe30macHocTH (mpu
MOJIrOTOBKE MH(GOPMAITUH 110 CIOKHBIM MpobdiIeMam 1Mo 6€30MacHOCTH);

uHpopMupoBaHre O OE30MACHOCTU JIOJKHO BKJIIOYATH B Ce0sl MpeICTaBICHUE
nocyenyroumeid nHpopMaluu (HanpuMmep, MpeanosiaraéMblX U3MEHEHU B PEKOMEHIALMIX,
paspernieHue mpoodsieMbl o 0€30MacHOCTH) (TMTPU HEOOXOIUMOCTH);
BBINIOJIHEHHE OLUEHKH 3(P(HEKTUBHOCTH MHDOPMUPOBAHUS O O€30MaCHOCTH (IIPU HATUYHH
BO3MO>XHOCTH);

COOTBETCTBHE MHPOpPMALIMKU O OE30MaCHOCTU TPEOOBAHUAM O 3AIUTE MEPCOHATBHBIX

JaHHBIX.

2. IleneBrie ayquTOpAH

870. OCHOBHOH LIEJIEBOM ayAUTOPHUEH, HA KOTOPYIO HAmpaBiI€HO MH(OPMUPOBAHUE O
0€30MaCHOCTH, OCYIIECTBIISIEMOE YIOJIHOMOYEHHBIMU OpraHaMM U JiepXKaTeasiMU
PETUCTPALIMOHHBIX YAOCTOBEPEHUM, SBIISIOTCS CHEUUATUCTBI CUCTEMBI 3/IpaBOOXPAHEHUs, a
TaK)K€ NAlUEHTHl U JIMLA, OCYIIECTBIISIONNE YXO0/, KOTOPhIE UCIOJIb3YIOT JIEKAPCTBEHHBIE
npenapaThl (BBIIUCHIBAIOT, HA3HAYAIOT, OTIMYCKAIOT, YYacCTBYIOT B 00OpOTE, BBOAST WJIU
MIPUHUMAIOT).

871. KiroueByro poJib B OCHOBHOM LIEJIEBOM ayJUTOPUU UTPAIOT CIIELIUATUCTBI CUCTEMBI
3npaBooxpaHeHus. D¢¢dekTuBHOE HHOOPMHUPOBaHHE O O€30MACHOCTH JIEKAPCTBEHHBIX
IpenapaToB MO3BOJSET UM IPOBOAUTH (papMaKOTEpanuio ¢ y4eTOM HauboJiee aKTyallbHbIX



CBEJICHUI O O€30MacHOCTH U BHIPAOOTAaHHBIX PEKOMEHAAIMU, a TaKXKe MPEACTaBIAThH
MOHATHBIE M TIOJIC3HBIC CBEJCHUS TMalMEHTaM, CIOCOOCTBYS OOECIEUeHHUI0 0€30MaCHOCTH
MAlUEHTOB M TMOBBIIMIEHUIO HUX JOBEPUS K PETryIsATOPHOU CHCTEME U CHUCTEME
3/IpaBOOXPAHEHUS.

872. TlammenTsl, moTpeOUTEN W TMpodecCuoHaIbHbIe 00bEIMHCHUS CIICIIHAIICTOB
CUCTEMBbl 3/IpAaBOOXPAHEHUsS] MOTYT UTPaTh BAXKHYIO pPOJb B PACHpPOCTPAHEHWU BaKHOU
nH(opMaiu o 0€30MaCHOCTH BHYTPU COOTBETCTBYIOIICH 1I€JIE€BOM ay IUTOPHUHU.

873. CpencrBa MaccoBoil MHGOPMAIIMU TaK)Ke SBJISIOTCS 1IEJICBON ayIUTOPHEH IS
nH@opmaruu o 6e3onacHocTi. CroCOOHOCTh CPEACTB MAacCOBOM MH(OpMAIIUU OXBATHIBATH
MalKMEeHTOB, CIEIUAIMCTOB CUCTEMBI 3/IPABOOXPAHEHUS U LIUPOKUE CIIOM HACETICHUS SIBISETCS
BOXHBIM (DAaKTOPOM PaACIpPOCTPAHEHUS HOBOW M BaXXKHOW MH(OpMAIMU O JEeKapCTBEHHBIX
npenaparax. PacrpocTpanenne ykazaHHON WHGOpMAIMU 10 0€30MMacHOCTH Yepe3 CPelCcTBa
MaccoBOM MH(pOpPMAIIMU OKa3bIBAET BIUSHUE Ha (QopMUpOBaHHE OOIECTBEHHOTO MHEHMUS,
MOATOMY Ba)XKHO, YTOOBI CpPEICTBa MAacCOBOW HMH(pOpPMALMU MHOJydald HHPOPMALHIO IO
0€30IMacHOCTH HEMOCPEJCTBEHHO OT YMOJHOMOYEHHBIX OpPraHOB B JIOMOJHEHUE K TOM,
KOTOPYIO OHHM TOJY4YaroT M3 JPYTUX HMCTOYHUKOB (Hampumep, OT JAepikaTenei
PETUCTPALMOHHBIX YIOCTOBEPEHUN).

3. Conepxxaane uaEGopManme 0 6€30IMacCHOCTH

874. ndopmarius o 6€30IMaCHOCTH JI0OKHA OBITh 00BEKTHBHOMN U
HE JI0JDKHA BBOJUTH B 3201y XKJICHUE.

875. IlpyHrmas BO BHUMAHHWE NPUHLHUINBI, U3JI0KEHHBIE B IYHKTE 857 HACTOSIIUX
[TpaBwi, napopmarus o 6€301MacCHOCTH, JOJIKHA COJEPKATh:

1) HOBBIE BaKHBIE CBEJEHUS O JIFOOOM 3apEruCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare,
KOTOPBIE OKa3bIBAIOT BIMSHUE HA COOTHOLIEHUE "TOJIb3a — pUCK' JIEKapCTBEHHOTO IMpernapara
MIPU JTIFOOBIX YCIOBUSAX TPUMEHEHHUS;

2) NpUYUHBI HHUITUUPOBAHUS TIPOLIEYPhI HHGOPMUPOBAHUS O 0€30MACHOCTH B IIOHATHOM
JUTS TIeJIeBOM ayauTopun Gopme;

3) HeoOX0oaUMBIE PEKOMCHIAIIMH JIJIs CIICI[HAIUCTOB CHCTEMBI 3JIpaBOOXPAHCHUS U
MalUEeHTOB, CBSI3aHHBIE C MTPOOJIeMOi 0 6€30MaCHOCTU, B OTHOIIIEHUH KOTOPOH BBIMOJIHSICTCS
MH()OPMUPOBAHME;

4) yka3zaHHe Ha COTJIAIICHUE MEXIY JAepiKaTeeM PEeruCTPallMOHHOTO YIOCTOBEPEHUS U
YIOJHOMOYEHHBIM OPraHOM TOCyJapCTBa-ujieHa O TMpPeACTaBIeHUM HHGOpMAIUU O
6e30macHOCTH (€CIM MPUMEHHUMO );

5) cBeieHUs O MPEIJIOKEHHBIX U3MEHEHUSIX B MH(OPMAIIMK O JIEKAPCTBEHHOM Ipernapare
(mampumMep, B OOIIeH XapaKTepHCTHUKE JEKaApCTBEHHOTO Iperapara WM HHCTPYKIHH I10
MEJTUIIUHCKOMY TTPUMEHEHHUIO);

6) TONOJIHUTENbHAS HH(POpMAITHS 110 IPUMEHCHHIO JICKapCTBEHHOTO IIperapaTa N HHEIS
JTaHHBIE, KOTOPhIE HEOOXOIUMBI /ISl JOBEACHUS COOOIICHUS 10 1IEJICBOU ayIUTOPHH;



7) 6ubnmmorpaduuecKkuii CIMMCOK WM CCBHUIKH HAa MCTOYHHMKH, COAEpKalue Oolee
MOAPOOHYI0 MHPOPMAIIHIO O KOHKPETHOM acleKTe 0€30MacCHOCTH, YKa3aHHOM B MH(GOPMAIIHH
0 0€30IMacHOCTH;

8) HamoOMUHAaHUE O HEOOXOJAMMOCTH COOOIIATh O IMOJI03PEBAEMBIX HEXKEIATEIbHBIX
peaKIusAx B YMOJHOMOYEHHBIM OpraH TOoCyJapCTBa-wieHa 4Yepe3 CHCTEMY CIOHTAaHHOTO
PENIOPTUPOBAHUS TOCYAapCTBA-YJICHA.

876. Undopmaiiusi 0 6€301MacHOCTH HE JOJKHA BBOJUTH B 3201y KJECHUE U JIOJKHA ObITh
npejcTaBiieHa 00beKTUBHO. MH(popMaIus o 6€30MmacHOCTH He JJOJDKHA COJICPKATh dJIEMEHTHI
pPEeKJIaMHOTO XapakTepa W WHBIC MaTepHaibl, HAMpaBJICHHBIC Ha MPOJBUKCHHUE
JIEKapCTBEHHOTO Tperapara.

4. Cnoco6sl nEGpOpMAPOBaHKA O 6€30ITaCHOCTH

877. Ilpu BIMOJHEHUH HHOOPMHUPOBAHUS O OS30IMACHOCTH HEOOXOIUMO HCITOIb30BaTh
BECh CIIEKTP Pa3HOOOPA3HBIX CPEJICTB Mepeaaun UHGOpMaIuH JUIs €€ JOBEACHUS JI0 IEIeBbIX
ayquTOpUM M YAOBIECTBOPEHMS HX pacTymux norpedHoctei. Paznuunbie cpencTBa
KOMMYHHUKAIIMM W KaHaJlbl Ilepenadyr WHQOpMaium, KOTOphIE CJeayeT HCIOJIb30BaTh,
yKa3aHbl B IyHKTax 866 — 896 Hacrosmumx [IpaBuin.

Henocpencmennoe oﬁpam'emle K CIeqHaAIICTaM CHCTEMBI 3IPDABOOXPAHCHHUA

878. Ilog HenmocpeACTBEHHBIM OOpaIlleHHEM K CIIEUATNCTAM CUCTEMbI 3IpaBOOXPAaHEHUS
B Hactosamux I[IpaBuiiax moHMMaeTcsi MPENCTaBICHHUE AEpKaTEIIMHU PErUCTPaAlMOHHBIX
YIOCTOBEPECHUNW WJIM YMOJHOMOYEHHBIMH OpraHaMH TOCYJapCTB-YICHOB BaXKHOU
uH(pOopMaIuu 0 6€30MACHOCTH HEMTOCPEACTBEHHO CIEIIHATUCTAMH CUCTEMBI 3/IpaBOOXPaHEHUS
C IIeJbI0 COOOIIEHUS O HEOOXOJIUMOCTH COBEPIICHUS OINpPEICICHHBIX JCHCTBUN WIH
M3MEHEHHUS UX MPAKTUKU B OTHOUICHUU MPUMEHEHUS JEKApCTBEHHOTO Mpernapara B
COOTBETCTBHH C HOBBIMU JIAHHBIMU O 0€30MaCHOCTH.

879. HenocpenctBenHoe oOpallleHne K CIeHUaaIucTaM CUCTEMbI 3IpaBOOXPAHEHUS HE
SBJISIETCS OTBETOM Ha BOMPOCHI CIIEUAIUCTOB CUCTEMBI 3IpaBOOXPAHECHMUSI.

880. PazpaboTka MH(POPMAIIMOHHOTO MaTepuala Jjisi HeOCPEICTBEHHOrO OOpalleHus
OCYIIIECTBIISIETCSI HA OCHOBE COTPYIHMYECTBA MEXKIY JEpHKATEIEeM PErucTPallOHHOTO
yIOCTOBEPEHUS U YIIOJTHOMOYEHHBIM OPTraHOM T'OCYy/1apCTBa-4JIeHa.

881. JlepkaTenb pEerucTparimOHHOTO yIOCTOBEPEHHUsS OJDKEH MOIYYUTHh OJ00peHUe
COOTBETCTBYIOIIEIO YIMOJHOMOUYEHHOTO OpraHa rocyJlapcTBa-ujeHa B YacTH COJIepKaHUs
nHbOpMalMK IS HEMOCPEACTBEHHOTO OOpallleHUs K CHeUaIucTaM CHUCTEMBI
3/IpaBOOXpaHEHUs U TUIaHa UHPOPMUPOBAHUSI.

882. IIpouenypa cornacoBaHusi MEXK/1y YIIOJHOMOYEHHBIM OPTaHOM TOCyAapCTBa-wieHa U
Jep)KaTeieM PErucTPallMOHHOTO YIOCTOBEPEHHS MOJDKHA OBITh 3aBeplieHa 10 Hadvala



pacupocTpaHeHHUs] Jep>KaTejieM perucTpalloOHHOTO YAOCTOBEPEHUS HMH(POPMALMOHHBIX
MaTepHaioB.

883. Omobpenre ynoJHOMOUYEHHOTO OpraHa rocyapcTBa-uieHa J0KHO OBITh MOTY4YEHO
B OTHOILIEHUH COJepKaHUsl MH(OpMalUMU U TJIaHa WHOOPMUPOBAHUS, BKIIOYAs LIEIEBYIO
ayIUTOPHIO, TpaduKa pacrpocTpaHeHUs HH(OPMALIUU U CTIOCOOOB €€ pacpOCTPaHEHHUS.

884. YIoJIHOMOUYEHHBIN OpraH rocy/1apcTBa-4JieHa JOJKEH MPEIOCTaBUTh HE MEHeEE 2

pabouux JAHEW Jep)KaTeN PErucTPAlMOHHOIO YJOCTOBEPEHHs ISl HamnpaBJICHHS
KOMMEHTapUEB HAa 3aMEUaHUs YNOJHOMOYEHHOTO OpraHa rocyAapcTBa-dJieHa B YacTH
coziep kaHusl THGOPMALIMK WK T1aHa HHPOPMUPOBAHUSL.

885. B ciydae HeOOXOAMMOCTH MO YCMOTPEHHUIO YINOJHOMOYEHHOrO OpraHa
rocyJapcTBa-ujeHa JJisi JaHHOW Mpoleaypbl MOKET OBbITh YCTAHOBIEH HHOM CPOK, YeM
yKa3aHHbIW B MyHKTE 872 HacTosAwmux [IpaBuii, ncxoast U3 CpOUHOCTH BO3HUKIIEH CUTYAIUU.

886. IIpn HanMM4YMKM HECKOJIBKUX AEPKATENIEW pErMCTPAllMOHHBIX YIOCTOBEPEHHI HA OTHO
U TO K€ JEUCTBYIOIIEE BEIIECTBO, /I KOTOPOTro HEOOXOIUMO MPEAOCTaBUTh UH(GOPMAIIUIO
JUISL HETOCPENICTBEHHOTO OOpallleHusi K CIeIUaIucTaM CHUCTEMbl 3paBOOXpaHEHUs,
COOOIIIEHHE JTOJKHO HOCUTh €JIMHBII COIIACOBAHHBIN XapaKTep.

887. Ilpu moaroroBke MHGOpMaLMHU [Js HENOCPEACTBEHHOTO OOpaIleHUs K
CHELHMAINCTAM CHUCTEMbl 3/IPABOOXPAHEHHUs CIENyeT NpPeAyCMOTPETh IpPUBJICYEHUE B
COOTBETCTBYIOILIMX CIIy4asiX COTPYIHUKOB MPO(PMIBHBIX OpraHU3aluil 31paBOOXpaHEHUS WIH
IpeACTaBUTENIe Hay4YHbIX OOIECTB, YTOOBI TapaHTUPOBATh, YTO MpEACTaBIseMas UM
uHpopMalus OyJeT MoJIe3HON U aJlanTUPOBAHHOM IS LIEJICBOW ayIUTOPHUH.

888. PacnpocTpaHeHre HEMOCPEICTBEHHOTO OOpalleHus K CIEIHaINCTaM CUCTEMBbI
3paBOOXPAHEHHUS] JIOJDKHO COINPOBOXKIATHCA HCHOJIb30BAHUEM  JOMOJHHUTEIbHBIX
WHCTPYMEHTOB U KaHAJIOB PacHpOCTpaHEHUs] HHPOPMAIIHH.

889. HenocpencrBeHHOe 0OpallleHHEe K CIEHHAINCTaM CHUCTEMbI 3/IpaBOOXPaHEHUS
JOJDKHO OBITH BKIJIFOUEHO B TIJIAH YIPAaBJICHUS PUCKAMU B KaueCTBE JOMOTHUTEIHHBIX MEp
MUHHUMM3AIUU PUCKOB.

890. Nudopmarus 11 HEIMOCPEACTBECHHOTO OOpAIIeHUS K CICIHAINCTAM CHCTEMBI
3/IpaBOOXPAHEHUs JOJHKHA PACIPOCTPAHATHCS MPU HEOOXOUMOCTH MPUHATHUS HEOTIOMKHBIX
Mep WM U3MEHEHUS CYLIECTBYIOUIEH MPAKTUKU B OTHOIIEHUH JIEKAPCTBEHHOTO Mpernapara B
CIEAYIOIINX CIIyYasx:

MPUOCTAHOBKA WJIM aHHYJIUPOBAHKHE YAOCTOBEPEHHUS O FOCYJaPCTBEHHOM pErucTpaluu,
00yCJIOBIIEHHBIE H3MEHEHUAMH PO 6€30MaACHOCTH JIEKAPCTBEHHOTO Mpernapara;
BHECEHUE U3MEHEHUH B PEKOMEHIAIUAX 10 IPUMEHEHUIO JIEKAPCTBEHHOIO Mpernapara 1no
MpUYMHE OTPAaHUYEHUS] TMOKA3aHWl K MPUMEHEHUIO, HOBOTO NPOTHUBONOKA3aHUS WIIU
U3MEHEHHS B PEKOMEH]IyEMBIX J103aX, 00YCIOBJIEHHbIE U3MEHEHUEM MTpoduiist 6€30MacHOCTH
JIEKapCTBEHHOT'O IIpenapara;



OTpaHWYEHUS JOCTYITHOCTH JIEKAPCTBEHHOTO TMperapaTta Ha (papMareBTUYECKOM PhIHKE
WJIM TIpEKpalieHrue MPOU3BOJICTBA JIEKAPCTBEHHOTO TIpernapara, 9YTo MOYKET HeOJaronpusTHO
CKa3aThCs HA CUCTEME OKa3aHUs METUITMHCKON TTOMOIIIH.

891. Curyanum, TpH KOTOPHIX JIOJDKHA pPaccMaTpUBATLCI HEOOXOIUMOCTH
HEIMOCPEICTBEHHOT'O 00paIeHus K CIICIIHATNCTAM CUCTEMBI 31PaBOOXPAHCHUS

NOSIBJICHUE B PEKOMEHAAIUSAX MO0 MPUMEHEHHIO JIEKapCTBEHHOTO IpernapaTa HOBBIX
MPEOCTEPEIKEHUN TN OCOOBIX YKa3aHUIA;

HOBBIC JJAHHBIE O BBISIBIICHUM PaHEE HEM3BECTHOTO PUCKA, & TAKKE U3MEHEHUS YaCTOTHI
WJIM CTETICHH TSDKECTH U3BECTHOTO PUCKA,

nosiBJieHne 00OCHOBAHHBIX JIAHHBIX O OoJiee HU3KOM 3(PHEKTUBHOCTHU JICKAPCTBEHHOTO
npernapara,

HOBBIE PEKOMEHJAINH TI0 MPEAOTBPAIICHUIO PA3BUTHSI HEXKENATEIbHBIX PEAKINi, WIN
KyIIUPOBAHUIO HEXeENaTeIbHBIX peakuui JHubo 3I0ynoTpeOieHus JIeKapCTBEHHBIM
MpernapaToM, a TAKXKe 0 CHIKEHUIO PUCKA OMMOOK MPUMEHEHHUS JIEKAPCTBEHHOTO TIpenapara
5

uH(popManmsi 0 pe3yiabTaTax MOCTOSHHON OIEHKH Ba)KHBIX MOTCHIIMAIBHBIX PHUCKOB,
JIOCTYITHBIE TaHHBIE TI0 KOTOPBIM Ha ONPECIICHHBI MOMEHT SIBJISIFOTCSI HEJIOCTATOUHBIMU JJISI
MPUHATHS PETYJIATOPHBIX Mep (B 3TOM CiIydae HEMOCPEACTBEHHOE OOpaIleHHE TOJDKHO
COJICMCTBOBATH TIIATEILHOMY MOHUTOPUHTY TPOOJIEMBI O 0€30MaCHOCTH B KIMHUYECKOU
NpaKkTUKe, TMPEJCTaBICHUIO COOOIIEHUH O HEeXeIaTeAbHbIX pPEeaKIusIX, a TakkKe
HH()OPMUPOBATH O MEPAX MUHUMH3AIUU TTOTCHIIMAIEHOTO PUCKA).

892. VYNOJHOMOUYEHHBI OpraH rocyJapcTBa-d4ieHa BIPaBE PacCIpOCTPAHUTH
HHPOPMAIIMIO JJI HEMOCPEACTBEHHOTO OOpalieHusT K CHemMuajucTaM CHCTEMBI
3IPaBOOXPAHEHUS WIIHM 3alpPOCUTHh JIepKAaTelsl PErUCTPAlMOHHOTO YIAOCTOBEPEHHS
MOATOTOBHUTH, COTJIACOBATh M PACIPOCTPAHUTH WH(POPMAIMIO JJISI HEIMOCPEICTBEHHOTO
oOparieHus K CrenralIucTaM CUCTEMBI 3[PaBOOXPAHEHUS B CIIydae, €CJIM yIOIHOMOYCHHBIN
OpraH rocyJapcTBa-ujieHa CYMTAeT 3TO HEOOXOAMMBIM /s AabHEUIIEro 0e30MmacHoro u
3¢ (HEKTUBHOTO UCIIOJIB30BAHUS JICKAPCTBEHHOTO Tperapara.

893. YmoJHOMOYEHHbIE OpraHbl TOCYJapCTB-UYJIEHOB BIIpaBe OIMYyOJIMKOBATh
OKOHYATEJIbHBIM BapHMaHT WH(POPMAIMOHHOTO MaTepuajga IS HEMmOCPEICTBEHHOTO
oOpaleHusi K CIeIHaIuCcTaM CHCTEMBbI 3paBOOXpPAHECHUS. YIIOTHOMOUYEHHBIE OpraHbI
roCyJIapCTB-YJIEHOB MOTYT TaK)K€ BBIMYCKATh JOMOJHUTEIBHOE COOOIIEHUE O O€30MacHOCTH (
Mpyd HEOOXOJAMMOCTH) U PACIPOCTPAHATH HHPOPMALHIO CPEd COOTBETCTBYIOIIUX
OpraHM3aIfil U CIEeNHUAINCTOB CUCTEMBI 3[paBOOXPAHECHUA. JJOOTHUTENBHOE COOOIICHHE O
0€30MacHOCTH UHUIIMUPYETCS, KaK B TPABWIIO, B CIydae HEOOXOIUMOCTH TIPUHSATHUSI CPOUHBIX
MEp UM U3MEHEHHMS ACTIEKTOB MEAUIIMHCKON MPAKTUKHU W BKIIIOYAET B c€0sl peKOMEHAAINU
YIIOJTHOMOYEHHOTO OpraHa W Mepbhl MHUHHUMHU3AIMUA PUCKA ISl CHEIUAINCTOB CUCTEMBI
3paBOOXpaHeHusl. B ciydae NMpUHATUS pElIeHUS O HEOOXOJIMMOCTH TOTOJHUTEIBHOTO
nHpopMHUpoBaHUS O O€30MAaCHOCTH, YIOJHOMOYEHHBIC OpTraHbl TOCYIapCTB-WICHOB



VUYUTBHIBAIOT MUHTEPECHl CUCTEMBI 3/[paBoOXpaHeHus W HaceneHus. C 1menbio obecredeHus
MaKCUMaJIbHOTO PAaCIPOCTPAHCHUS JIOMOJTHUTEIBHBIX COOOIICHUH YIIOJHOMOYCHHBIMU
OpraHaMH TOCYJapCTB-4YJIEHOB JOJDKHBI BbIOMpaThesi Haubonee dPOEKTUBHBIE W
OpPMCHTHPOBAHHBIC Ha IICJICBYIO ayJAUTOPHUI0 KaHanbl WHGOpMHpoBaHUS. B ciyuae
HEOOXOMMOCTH TMporpamMma WH()OPMUPOBAHHS MOXKET BKIIOYATh B C€0s TMPHUBIICUCHHE
HaY4YHBIX U MPOo(ecCHOHANBHBIX 00bEIMHEHUH, OPTaHU3AIMIA TTAIIHEHTOB, MECTHBIX OPTaHOB
YIPABJICHHS CHCTEMON 3IpaBOOXPaHEHUSI.

Hudopmanus ams nuil, He ABJIIOMMXCS CIIEIUAMCTAMA CHCTEMEI 3paBOOXPaHeHAA

895. MH(popMallMOHHBIA MaTepHall, HAMCAHHBIA JIOCTYIHBIM SI3BIKOM (HampuMmep, B
¢dbopMaTe BOMPOCOB U OTBETOB), IOMOTAET JINLIAM, HE SIBJSIOUIMMCS CIEMATUCTAMH CUCTEMBI
3paBOOXpaHeHus (MalMeHTaM M HACEJICHWIO), (Jajgee — HeCMeIuaanucThl) pa3o0paTbcs B
HAYYHBIX BOMPOCAX U PETYISITOPHBIX Mepax, Kacarouuxcs mpodyieM mo 6€30macHOCTH.

896. Marepuanbl Ha JOCTYIHOM $3bIKE, MOATOTABIMBAEMbIC JEpiKaTeIEM
PErUCTPALIMOHHOTO yJAOCTOBEPEHHUS JAOJKHBI COAEPKAaTh PEKOMEHJAUUMU U UH(OPMALHUIO
YIOJHOMOYEHHBIX OPraHOB rOCYJIapCTB-WICHOB M0 MUHUMU3AIMN PUCKOB JJIs AIUEHTOB U
CIELMATUCTOB CHCTEMBI 3pPAaBOOXPAHEHUS B OTHOIIEHHWH MpPOOJIEM, CBI3aHHBIX C
0€30IaCHOCTBIO, a TaKXK€ JIOJDKHBI CONPOBOXKIATHCA COOTBETCTBYIOIIEH CIPaBOYHON
uHpopmanuen.

897. YHonHOMOUYEHHBIE OpraHbl TOCYIapCTB-YJIECHOB pa3MeniaoT WH(popManum ams
HECIMEINATUCTOB Ha MEIMUIIMHCKUX HWHTEPHET-NOpTajgaXx ToCyJapCTB-WIEHOB W MOTYT
JOMOJHUTEIBHO PAaCIPOCTPAHATh €€ CPEeIH MalMeHTOB M OPraHM3aluid 31paBOOXPAHEHUS
au00 HCHONB3YIOT HWHBIE CIOCOOBI M KaHallbl MH()OPMHUpPOBaHUS, OOECledYrBarONIne
TpeOyeMbIil ypOBEHb pPACHpPOCTPAaHEHUS U JOCTyNa IE€JIEeBON ayJUTOPUM K BaKHOU
uH(popMaIu 0 6€30MaCHOCTH.

898. Cnenyer NpUBIEKATh NMAIMEHTOB U CHEHUAIUCTOB CUCTEMBI 3PAaBOOXPAHEHHUS K
YYaCTHIO B MIPOLIECCE MOATOTOBKH JOKYMEHTOB Ha JIOCTYITHOM JJIsl HACEJIECHUS SI3BIKE C LIEIIBIO
MOBBIIIEHUS TOCTYITHOCTH UH(GOPMALIIH.

Hudopmarus B npecce

899. K wundopmanuu, pasMerniaeMold B MPECCE, OTHOCITCS MPECC-PEIU3bl U
npecc-KoH(pEepeHnH, TpeJHA3HAYCHHBIE 1JIs )KYPHAIUCTOB.

YNOJTHOMOUYEHHBIE OpPraHbl rOCYJapCTB-YWIEHOB MOTYT HANpPaBIATh MPECC-PEIU3BI
HETIOCPEACTBEHHO JKYpHaJlMUCTaM B JIOMOJHEHUE K HUX pa3MEIICHHI0O Ha cailTax
YIIOJTHOMOYEHHBIX OPTraHOB T'OCYJIapCTB-WJICHOB, YTO MO3BOJIUT >KYPHAIMCTAM HANPSIMYIO
MOJIYYUTh UH(OPMALIKIO, TPOIIEAIIYIO OLIEHKY YIIOJIJHOMOUYEHHOT0 opraHa. BzanmoneictBue
CO CpeJICTBaMU MacCOBOM MH(MOPMAITNH SBISETCS BAKHBIM CIIOCOOOM OxBaTta 0oJiee MUpPOKOn
ayJAUTOPHUH, a TAK)KE CIIOCOOCTBYET YKPEIUICHHUIO JTOBEPHS K PETYJISITOPHON CUCTEME.



900. lepkaTenu perucTpalioOHHbIX yI0CTOBEPEHUM MOTYT MOATOTOBUTD U OIyOJIMKOBATh
MIpeCC-pesn3 ¢ MPEACTABICHUEM CBOEH MO3UIMU O MPobeMe, CBSI3aHHOM ¢ 0€30MacHOCThIO,
C YKa3aHHUEM PETYIISTOPHBIX Mep, MPUHUMAEMbBIX YIIOJTHOMOYEHHBIM OPTaHOM.

901. ITockonbKy mpecc-penn3bl (KpoMe KYPHATUCTOB) MOTYT ObITh IPOYUTAHBI IPYTUMU
YUTATEeNAMH (HalpuMep, CHEeHHAINCTaAMH CHCTEMbl 3/paBOOXpaHEHUS, MAlUEHTAaMU U
JIPYTUMU HECTHEIUATUCTaMH), B HUX HEO0OXOIUMO JenaTh CChUIKY Ha MH(QOPMAIIMOHHBIC
MaTepuaibl, IMEIOIINE OTHOIIEHNE K JaHHOW mpobieme mo OezonacHocTd. B ciywasx eciu
MJIAHUPYETCA HEMOCPEICTBEHHOE O0pallleHre K CIEeHATMCTaM CUCTEMBI 3JIpaBOOXPaHEHUS,
cieayer obecrneuyuTh HHHOPMUPOBAHNE CTICIUATMCTOB CUCTEMBI 3APaBOOXPAHEHUS, TUOO 110
OIMyOJIMKOBAHUS MPECC-PENn3a, TUO0 OJHOBPEMEHHO C MyOJIMKAIIUEH WM paclipoCTpaHEHUEM
npecc-penn3a, YToObl TPEAOCTaBUTh BO3MOXXHOCTh MEIUIIMHCKUM  CIICIHAIHCTaM
MOJIFOTOBUTHCS K OTBETAM Ha BOIIPOCHI MAIIUEHTOB.

902. B cnyuae ecnu npobiema no 6€301macHOCTH MPEACTaBIsSET MOBBIIIEHHBIN HHTEpEC
1L CPEACTB MaccoBoM HHGoOpMaIuu JMOO B cilydae HEOOXOJAUMOCTH JOBEACHUS 10
HACEJICHHUS] MHOTOIUIAHOBOW U CJIOKHOW MH(POPMAIIUU 110 BAXKHOMY JJI 3J0POBbS HACEICHUS
BOIIPOCY, YHMOJHOMOYEHHBIMH OpraHaMHU TOCYJapCTB-4JEHOB B KauecTBe 3(PPEKTUBHOTO
MeToaa MHPOPMHUPOBAHUS OOIIECTBEHHOCTH MOXKET OBITh PAaCCMOTPEH BOMPOC MPOBEIACHUS
npecc-KOH(PEPEHIUHU € KYPHATUCTAMHU.

Beb6-caiiT

903. Beb-caiit npeacraisieT coO0M BayKHbBIN MHCTPYMEHT MH(POPMUPOBaHUS HAcETeHUS (
BKJIIOYAsl MAIlMEHTOB M CHELUUAJIMCTOB CUCTEMBI 3/IPABOOXPAHEHUS). YIIOJIHOMOYECHHbBIE
OpraHbl FOCYJapCTB-YJIECHOB, a TAKXKE JIeP>KaTEIN PETUCTPALIMOHHBIX YJOCTOBEPEHNUN JOKHBI
rapaHTUpOBaTh, YTO BaXHasg HHPopMamus 1O OE30MacHOCTH, pa3MelIeHHas Ha
KOHTPOJUPYEMBIX UMM BeO-caliTax, OyJeT JIErKOJOCTYITHOM M MOHSTHOM MOJIb30BATEIISM.
Nudpopmauus Ha cailTax AOJDKHA IOCTOSHHO OOHOBIISATHCS, a Jio0as ycTapeBlas
uHdopmaIus J0mKHa ObITh OTMEUEHA COOTBETCTBYIOIIMM 00pa30oM WM yaajieHa.

Hpyrue cpencTsa HHTEPHET-KOMMYHHMKAIHHI

904. Nudopmarus mo 6€30MacHOCTH MOXKET TaKKe pacpoCTpaHsAThCa B cetu HTepHeT
MOCPEACTBOM JpyTrux BeO-mprmioxkenuil. [lpu wucmosnbp3oBanuu 0OoJiee  HOBBIX,
BBICOKOCKOPOCTHBIX KAaHAJIOB CBS3U CIEAyET NMPHUHATH HEOOXOAUMBIE MEphI, YTOOBI HE
JOIYCTUTh HapyIICHUS TOYHOCTH IepefaBaeMoil mHpopManuu. B KOMMyHUKAIIMOHHOK
MpaKTUKE CJICAYeT YYUTHIBAaTh TOSBISIIOMIMECS HOBBIC CPEJACTBA KOMMYHHUKAIUU,
MCIIOJIb3yEeMbI€ Pa3TUYHBIMU 1IEJIEBBIMHU Ay TUTOPUSIMH.

HudopManmroHHEIe MHCHMA U OI0JUIETCHH



905. NudopmarimonHbie TMcbMa U OIOJJIETEHU MPEIHA3HAUYCHBI JJISi PETYJISIPHOTO
MPEACTaBICHUS HOBOW MH(OPMAIIMU O JICKAPCTBEHHBIX IpernapaTax U WX OE30MacHOCTH U
s dextuBHOCTH. C MOMOIIBIO ATUX MEXaHHU3MOB WH()POPMHUPOBAHUS YIIOTHOMOUYCHHBIC
OpraHbl TOCYJApPCTB-WICHOB MOTYT OXBaTHUTh OOJBIIYI0 ayJIUTOPHIO, HCIOJIb3YS
BEO-TIPIIIOKECHHUS U IPYTHE JOCTYITHBIE CPECTRA.

B3anmoneiicTBHe MEXIy YIOIHOMOYCHHBIMH OPraHaMH rOCyAapCTB-WICHOB

906. IIpn npuHATHM OJHUM W3 YIOJIHOMOYEHHBIX OPTraHOB IOCYyAAapCTB-YJIEHOB MEp
PETYJISATOPHOTO XapaKTepa B OTHOIICHHM OIpPEAENIEHHON MpoOieMbl 1Mo 0e30IacHOCTH Y
APYTUX YIIOTHOMOYEHHBIX OPTaHOB TOCYapPCTB-WICHOB MOXKET BOSHUKHYTh HEOOXOIUMOCTh
IpeICTaBICHUs OTBETa Ha 3ampochl WM obmeHa uMHpopManuen. Creayer HCIoNb30BaTh
MEXPETYIATOpHbIE HWH(DOPMAIIMOHHBIE MaTepHallbl, TOJATOTOBIECHHBIC YIOJIHOMOYECHHBIM
OpPraHoOM TrOCyJapCTBa-4JIeHa, B IIOMOIIb CBOMM KOJIJIETaM JJIsi OTBETOB Ha BHEIIIHUE 3aIIPOCHI
i oOMeHa uHpopMalue Mo KOHKPETHOH mpobiieMe 1Mo 6€30MacHOCTH.

OTBeTH Ha 3aIIPOCH HACEICHUS

907. YoTHOMOYEHHBIE OpPTraHbl FOCY1apCTB-YWICHOB U AECP/KATEIN PETMCTPALMOHHBIX
YIAOCTOBEPEHUN JOJDKHBI pacmoyiaraTh JIEMCTBYIOIIMMHU CHCTEMAaMU pEarupoBaHMUs HaA
3aIpOChl HAaceJeHUus O JIEKapCTBEHHBIX Ipenapatax. OTBETHl JOJIKHBI COAEPXKaTh
nH(}OpMaIMIO, HAXOAILIYIOCS B OTKPBITOM JIOCTYIIE, U BKJIIOUATh B CE0sl COOTBETCTBYIOLINE
PEKOMEHIAlUU Ul [AUMEHTOB M CIELNUAJIUCTOB CHUCTEMBbI 3IpaBOOXPAaHECHWS,
MIPEJICTABICHHBIE YIOJIHOMOYEHHBIMU OpPTraHaMH TOCYJApCTB-4JE€HOB. Eciam Bompocsl
KacalTCAd KOHCYJIbTAaUMM 10 HWHAMBUAYAIbHOMY JICYEHUIO, ITALUEHTY CJIEAyeT
PEKOMEHI0BaTh OOPATUTHCS K CHELUATIUCTAM CUCTEMBI 3/IpaBOOXPAaHEHUSI.

Hpyrue cpencTsa nepegaun mHGopMaIm

908. [ToMmumo crmoco60B HHPOPMHUPOBAHUS, YKa3aHHBIX B MMyHKTaX 866 — 894 HacTOSIIMX
[IpaBun cyuecTBYOT Apyrue HHCTPYMEHTHI U KaHAJbl Tepeaadyu MHPOpMaluu o
O0ezomacHoCcTH (HampuMep, NyOJIUMKAaMKM B HAYYHBIX JKypHajlaXx H KypHalax
po(ecCUOHATBHBIX OpPraHU3aLIHi).

909. HekoTopble HHCTPYMEHTHI U CIOCOOBI HHGHOPMHUPOBAHKSI MOTYT HCTIOJIB30BAThCS B
o0JlacTu ynpapjieHUs: puckaMu. MeponpusiTUsi 0 MUHUMH3AIUA PUCKOB YacTO BKJIFOYAIOT B
ce0s1 crienuanbHble TPOrpaMMbl HHGOPMHUPOBAHUS O pUCKaX. IHCTPYMEHTHI, NCTIOIb3YyEeMbIe
B 3TUX MporpaMmax (Harmpumep, MaMsITKU IS TAlMEeHTOB, 00pa30BaTeIbHbIe MaTEpPHUAIIbl WA
PYKOBOJICTBA 1O 0€30MaCHOCTH JUIsl CIIELIMAIUCTOB CUCTEMBI 3/IpAaBOOXPAHEHHUS ), YKA3aHbI B
pazaene XII Hacrosimux [pasu.

5. 3ddexTHBHOCTE HEGOPMHPOBAHUA O 6€30MACHOCTH



910. UudopmupoBanmre 0 6€30MaCHOCTH cUUTaeTCs YOPEKTUBHBIM, €CIIU TEPeIaBaeMOe
COOOIIeHNE MPUHUMAETCS U TOHUMAETCS 11eJIEBOM ayIUTOPUEH Tak, KaK 3TO ObUIO 33 yMaHo,
U 1IeTieBast Ay IUTOPHS pearupyeT Ha WHPOpPMAIIO TPUHATHEM COOTBETCTBYIOMUX Mep. Jliis
orleHKH 3 PeKTUBHOCTH HHPOPMUPOBAHUE JOJKHBI MPUMEHSTHCS COOTBETCTBYIOIIHE
MEXaHU3MBbl, OCHOBAHHBIC Ha YETKUX MapamMeTpax (mokaszatensx). [lokazaTenn MOTyT OBITH
OCHOBaHbl Ha H3MEPEHHUM PAa3JIMYHBIX PE3yJIbTaTOB, BKIIOYAsl, HANpHUMEpP, IOBEICHUE,
B3aMMOOTHOIIICHUS, 3HAHMS, a TaK)KE WHBIE MapaMeTpbl WU (PaKTOPBI, XapaKTEePHU3YIOIINE
3¢ HEeKTUBHOCTH MeponpUsITHII TT0 HHPOPpMHUPOBaHUIO. Ha 0OCHOBaHMM BBITIOJHEHHOHN OIICHKU
3¢ (HEeKTUBHOCTH JOKHBI OBITh CIETAaHbI BBIBOJBI, OTIPEACICHBI IPUOPUTETH B OTHOIICHUN
JTaTbHEUINEH JeATeNbHOCTH MO0 WH()OPMHUPOBAHUIO, a TaK)Ke BBINOJHEHA aJanTalus
WHCTPYMEHTOB M MPAKTHKU WHGOPMUPOBAHHS B COOTBETCTBUHU C MOTPEOHOCTAMHU IIETIEBOM
aynutopun (mpu HeobxoammocTu). [ns ycTaHOBIEHUS COOTBETCTBHS HH(OpManmuu o
6e3omacHocTU TpeOOBaHUAM NyHKTa 857 HacTosmux [IpaBui cieayer ucnoiab30BaTh MOAXO,
OCHOBAHHBIM Ha MCCIIEJOBAaHUM II€JIeBON ayauTopur. [Ipyn mpuMEeHEeHHH AaHHOTO MOAXO0/a
MOTYT OBITh COIOCTABIICHBI Pa3IMYHBIE PE3yJIbTAThl OICHKH IIEJIEBOM ayJIUTOPUHU, B TOM
qrclie TIOBEICHUE, B3aUMOOTHOIICHHS ¥ 3HAHMU.

911. depxaTenu perucTpalluOHHBIX YIOCTOBEPEHU HECYT OTBETCTBEHHOCTH 3@ OLIEHKY
3(PEKTUBHOCTH HEMOCPEACTBEHHOTO HMH(GOPMUPOBAHUSA CHELUUAIUCTOB CHUCTEMBI
3lpaBoOXpaHeHUss O Tmpobiemax Oe3zomacHoCcTH. JlepkaTenu perucTparuoHHbIX
yIOCTOBEPEHUHN JOHKHBI HHOOPMUPOBATH YIIOJTHOMOYEHHBIE OPTraHbl TOCYAapCTB-YIEHOB O
KOJIMYECTBE CHEIHAIIMCTOB CUCTEMBI 3/[PaBOOXPAaHEHUS, KOTOPBIE MOIYYHIN HH(OPMALIUIO B
dbopmMe HENOCpPEeICTBEHHOIo OOpallleHHus] K CIEIUaIiucTaM CHUCTEMbI 3JpaBOOXpPAHEHUS,
MOJTyYEHHBIX pe3ysbTaTax OIeHKH 3((HEKTUBHOCTH HEMOCPEICTBEHHOTO NHPOPMUPOBAHUS, a
TaK)Xe BBISIBIICHHBIX TPYIHOCTAX (Hampumep, mpoOjeMax €O CIUCKOM ToJiydaTesell wiu
CpOKaMH M MeXaHU3MaMH pacrpocTtpaHeHusi). COOTBETCTBYIONINE KOPPEKTHPOBOYHBIE U
MpeaynpeuTeIbHbIE MEPhl JIOJKHBI OBITh MPHUHATHI BO BCEX CIIydasX BBISBICHUS
He0CTaTOYHOU (D (PEKTUBHOCTH HEMOCPEACTBEHHOTO OOpAIICHUS K CIICIIHATMCTaM CHCTEMBI
3IpaBOOXPaHEHUS.

6. TpeGoBaHMA K cCHCTEME KauecTBa HH)OPMHUPOBaHHS O 6€30IaCHOCTH

912. B coorBeTcTBUM ¢ TpeOOBAHUSMH K CHCTEME KadecTBa MH()POPMHPOBAHUSA O
0e30MacHOCTH, HM3JIOKEHHBIMU B pasjeine 2 HacTtosumx IlpaBui, TpeOyeTcs Hamudume
poIeayp, 00ECEUNBAOIIUX COOTBETCTBUE MHPOPMHUPOBAHUS O OE30MACHOCTH IPUHIIUIIAM,
ompeIesIeHHBIM ITyHKTOM 857 Hactosumx [IpaBui. JlomkHO OBITH 0OECIIeUeHO BBITIOTHEHNE U
JIOKYMEHTUPOBaHNE KOHTPOJIbHBIX MPOIEAYP B OTHOIIECHUHU TNepenaBaeMoil HHGOpPMALUKU O
0€30macHOCTH, IPEICTABIIAIONICH CO00M 0OBEKT KOHTPOJIS Ka4eCTRa.

7. BzaumozeticTBre B 061acTi HEGOPMAPOBaHHA O 6€30IIaCHOCTH Ha TePPUTOPHIX
TOCyJapCTB-WICHOB



B3aumopeiicTBHe YIOTHOMOYEHHRIX OPTaHOB I'OCYIapCTB-WIEHOB B 0071acTH HHPOPMUPOBAHHS O
6e301acHOCTH JIEKAPCTBEHHBIX IPEIIAPaTOB

913. B pamkax uH(pOPMAIIMOHHOIO B3aWMOJICHCTBHUS YIOJTHOMOYEHHBIX OPTraHOB
roCy/apCTB-UJICHOB YIOJHOMOYEHHBIMU OpraHaMH BBIMIOJHSACTCS PETYJSPHBI OOMEH
uH(pOopMaIe B OTHOIIIEHUH TUTAHUPYEMOU K pa3MEIICHUI0 HHHOPMAITIH O OE€30ITaCHOCTH.

HemnocpencreeHHOE 00pameHne K CIeHaIUCTaM CHCTEMEI 3PaBOOXPAHEHHS IT0 BOIIPOCaM
0€30MaCHOCTH JIEKAPCTBEHHBIX MPENApaToB, 3apPETHCTPHPOBAHHBIX Ha TEPPHUTOPHIX
rOCyJapCTB-WIEHOB

914. B cnyyae ecnu JIEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH Ha TEPPUTOPUU OAHOTO
UM HECKOJBKUX TOCYyJapCTB-WIEHOB, YMNOJHOMOYEHHBIE OpPraHbl TOCYJapCTB-YJIEHOB
OOMEHMBAIOTCSI CBEJEHUAMH B YacTH OJOOPEHHOTO COJAEp)KaHUS HHPOpMALMM IS
HEIMOCPEACTBEHHOI'O0 OOpAIlleHHs] K CIIELHAINCTaM CUCTEMBI 3J[PAaBOOXPAHEHHS U IUIAHOM
MHPOPMHUPOBAHUS CIELHAINCTOB CHCTEMBI 3/pAaBOOXPAHEHUs, MPOIIEAIINX MPOLEAYPY
corjacoBaHus. /(s oOMeHa OKOHYATENbHBIM BapUaHTOM MH()OPMALMOHHOTO Marepuasa u
IUTAHOM Tiepeadyu HH(OpPMAaLUK YIOJTHOMOYEHHbIE OPTraHbl TOCYapCTB-WIEHOB HCIONIb3YIOT
JOCTYIIHBIE CUCTEMbI UH(OPMAIITMOHHOTO B3aUMOIEUCTBUS.

TpeboBaHWA K JepKaTeIaIM PETACTPAlMOHHEIX YIOCTOBEPEHUH

915. JlepxaTtenb perucTpamoOHHOTO YJIOCTOBEpeHUs 00s3aH HMH(OOPMHPOBATH
YIOJITHOMOYEHHBIE OpPraHbl, HA TEPPUTOPUIX KOTOPBIX 3aPETUCTPUPOBAH JEKAPCTBEHHBIN
npenapar, 0 CBOEM HaMEPEeHUH cJieaTh MyOJIuYHOe COOOIIeHUE, MIIM UHPOPMUPOBAHUE, WA
pasmenieHne MH(OpMaIMu, OTHOCAIIEHCSs K HHPopMauuu 1o (HapMakKOHAA30py HIH
npobjemMaM, CBS3aHHBIM C 0€30MacHOCTBIO, a TaKXKe IO MpoOjieMaM, CBS3aHHBIM C
NPUMEHEHHEM COOTBETCTBYIOLIETO JIEKapCTBEHHOro mpemnapara. I[lpencraBienue
uH(pOpMaALMK YMOJIHOMOYEHHBIM OpraHaM ¢ IeJbl0 MHOOPMUPOBAHUS U MOJYyUYEHHUS
COTJIaCOBaHUS JOJDKHO OBITh CHENaHO C YCIOBHMEM 3alpeTa Ha €€ ONyOJIMKOBaHUE 0
UCTEUEHUsI CpOKa He MeHee ueM 3a 24 yaca N0 ee OmyONMKOBaHUSA. YBEIOMIICHUE
YIOJHOMOYEHHBIX OPTaHOB OJIHOBPEMEHHO C MPEICTAaBICHUEM HH(POpPMaLMKM HACEICHUIO
BO3MOYKHO TOJIBKO B UCKIIFOUUTEIBHBIX CIIy4asiX NpU HAJIUYUH OCHOBAHUM.

916. K ocHoBaHusM, ykKa3zaHHbIM B myHkTe 902 nHactosimux IIpaBui, oTHOCSTCS
000CHOBaHHAas yrpo3a >KM3HU, 3J0POBbIO HJIA OJIArONOJy4YHIO HACEIICHHUS.

917. Jlepateylb perucTpallMOHHOTO YJIOCTOBEPEHUS HECET OTBETCTBEHHOCTH 32
00OBEKTUBHOCTh M TOYHOCTH MPEACTABISIEMON HacelleHHio MHpopManuu. B ciyyae ecinu
JepKaTellb PETUCTPALIMIOHHOTO YIOCTOBEPEHHS MOIyYaeT HHPOPMAIUIO O TOM, UYTO TPEThs
CTOpPOHAa HaMEpEeBAaeTCAd PacHpoOCTpPaHUTh HH(GOpPMAILUIO, KOTOpash MOXET MOBIUATH Ha



COOTHOIIIEHUE '"TMOJb3bl — pUCKA' JEKapCTBEHHOTO Mpemnapara, 3aperucTpUpPOBAHHOTO Ha
TEPPUTOPUSIX TOCYAAPCTB-WICHOB, JIEpkKaTeIb PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS JOJKEH
COOOMIUTH 00 3TOM B COOTBETCTBYIOIIHNE YIIOJTHOMOYCHHBIC OPTaHbl TOCYIaPCTB-WICHOB.

B3auMopelicTBHE C TPETFHMH CTOPOHAMH

918. TperbuM cTOpOHAM (HAYYHBIM KypHajiaM, HAyYHBIM OOIIECTBAM, OpraHU3AIUSIM
NAIMEHTOB U JIp.) clielyeT HHPOPMHUPOBATH YIIOJIHOMOUYEHHBIE OPTaHbl FOCYJapPCTB-UJICHOB O
MOSABJISAIONIEHCS HOBOM HMH(OpManuu Mo Oe30MacHOCTH JIEKApCTBEHHBIX MpenapaTos,
3aperucTpupoBaHHBIX B pamkax Coro3a. B ciyuae ecium muianupyeTcs: myOauKaius JaHHOM
uHdpopmanuu, HEOOXOAUMO O3HAKOMUTh C HEH YINOJHOMOYEHHBIE OpTaHbI
roCyJapCTB-YICHOB JI0 €€ IMyOJIMKAIUH.

Br160p s35IKa B BEIIOJHECHAE IIEPEBOJ]a IPH MOATOTOBKE HEMOCPEACTBEHHOTO O0paeHus K
CHEIMAIICTaM CHCTEMEI 37[paBOOXPaHCHAT

919. Baxnas undopmanus o 6€30MaCHOCTH, pacIpoOCTpaHsieMas ¢ MPUMEHEHUEM
Pa3IMYHBIX COCOO0B MH(POPMUPOBAHUS, JAOJKHA OBITH JOBEJEHA JO IIEJIEBOM ayIUTOPUU
CBOEBPEMEHHO M Ha OQUIIMAIBHOM S3BIKE TOCYJapCTBa-4JIeHa, Ha TEPPUTOPUU KOTOPOTO
3apEeTUCTPUPOBAH COOTBETCTBYIOIIUX JICKAPCTBEHHBIN Mpernapar.

920. Ilpu moaroToBKE M 0/100peHNH WHPOpMaUK 0 0€30MaCHOCTH, TTPEAHA3HAYECHHON
JUIS pacTpOCTPAHECHUS, YIOJTHOMOYEHHBIMH OpTraHaMU TOCYJapCTB-UJIEHOB HUCIOJIb3YyeTCs
PYCCKUU WIIM IPYTOM TOCYIAPCTBEHHBIN S3BbIK FOCYAapPCTBA-YJICHA.

921. Nudopmanusi HEMOCPEACTBEHHOIO OOpaIleHHs] K CHEIUAIUCTaM CHUCTEMBI
3IpaBOOXPAHEHUS, pa3padaThIBACTCsA JEP>KATEIEM PETUCTPALMOHHOTO YJAOCTOBEPEHHUS U
NPEACTABISETCS HA COIVIACOBAHUE B YIIOJHOMOYEHHBIM OpraH Ha PYCCKOM WJIM JIPyroM
rOCyJapCTBEHHOM  fI3bIKE TrocyJapcTBa-wieHa. JlomycKaeTcs paclnpOCTpaHEHHUE
HCKJIIOYUTEIIBHO COTJIACOBAHHOW YIOJHOMOYEHHBIM OpPraHOM TOCYJIapCTBa-4JIeHa
MH(pOpMAIIUU HEMOCPEICTBEHHOT'O0 OOpAIllEHHs K CTIEIUaTUCTaM CUCTEMbI 3/[paBOOXPAHECHUS
Ha PYCCKOM WJIM MTHOM O(UIIMATIEHOM SI3BbIKE TOCYJapCTBA-UJICHA.

XII. Mepsl MUHIMH3AIAH PACKA
1. O6mme momoxeHus

922. Mepbl MUHUMU3AIMU PUCKA MPECTABISAIOT COOOW NIeWCTBUS, HANIPABICHHbIE Ha
MPEIOTBPALICHUE PA3BUTHUS HEXKEIATEIbHBIX PEAKIM, CHUKCHUE YaCTOThl PAa3BUTHUS WU
CTENEHU TSHKECTH HEXEJIATEIbHBIX peaKkIui, a TaKkKe MHUHHUMHU3AIUI0 HEOJarompHUsITHRIX
MOCJIEACTBAN BO3JCUCTBUS HA TMAIMEHTAa MPU PA3BUTHUHU HEXKEIATEIbHOW pEaKIMh Ha
JIEKapCTBEHHBINU Mpenapar.



923. Mepbl MUHHUMU3AIMU PUCKA, BKIOUYEHHbBIEC B TAHHBIN pa3zes, pacCMaTpUBAOTCS B
COOTBETCTBHUH C TPEOOBAHUSAMH K CUCTEME MUHUMU3AIMU PUCKA, YCTAHOBJIECHHBIMU pa3ieiioM
VI Hactosimux [Ipasui.

924. Mepbl MUHUMHU3AIIUHA PUCKA MOTYT BKJIIOUATh B C€0s1 pyTUHHBIE MEPhl MUHUMM3AIIUH
pUCKa WU JOMOJHUTENIbHBIE MEPhl MUHUMHU3ALUKN PUCKAa. PyTHHHBIE MEepbl MUHUMU3AIIUU
pucka, ykazaHHble B pasaene VI Hactosuux I[lpaBui, pacmnpocTpaHsioTcss Ha Bce
JIeKapCTBEHHBIE MTpEnapaThl.

925. bonbmUHCTBO TPoOJIeM, CBA3AHHBIX C OE30MACHOCTHIO, MOTYT HaJJICkKAIUM
o0pa3oM ympaBiATbCA C MOPUMEHEHUEM PYTUHHBIX Mep MHUHUMHU3AIMU PHUCKA,
JOTIOJIHUTENIbHBIE MEPBI YIIPABICHUS] PUCKAMHU MOTYT MPUMEHSTHCS B OTHOIIIEHUU HEKOTOPBIX
PHUCKOB, JIJIsI KOTOPBIX PYTUHHBIC MEPhl MUHUMHU3AIIUA PUCKA MOTYT OBITh HEJOCTAaTOUYHBIMU
JUIsl o0ecrieueHusl HaIJIekKaIEro yIpaBJIeHUs! PUCKAMU U (WJIM) YIy4YIICeHUS COOTHOILLICHUS "
M0JIb3a — PUCK" JIEKApCTBEHHOIO Mpernapara.

926. [laHHbIN pa3aen COAEPNKUT PYKOBOACTBO MO MPUMEHEHHIO JIOMIOJIHUTEIBHBIX MEP
MUHUMM3AIMA PHUCKA, BBHIOOPY HHCTPYMEHTOB MHUHHMHU3AIMU pUCKA U OICHKE
spdexTuBHOCTH YyKa3zaHHbIX Mep. [Ipu ompeneneHHbBIX OOCTOSTENbCTBAX OIEHKA
7 (PEKTUBHOCTH MOXKET MOTPEOOBATHCA B OTHOILIEHWU PYTUHHBIX MEp, HANpaBJICHHBIX Ha
MUHHUMHM3AIUIO PUCKA, CBSI3aHHOTO ¢ TpobiemMamMu 1o 0€30MacHOCTH (HampuMep, €clii 001ast
XapaKkTepUCTUKA JIEKAPCTBEHHOTO Mpernapara COAEPKUT PEKOMEHJAIUU M0 MUHUMH3AINU
PHUCKa, BBIIOJIHEHUE KOTOPBIX HE MPEIYCMOTPEHO PYTUHHBIMU CTaHAApPTAMH MEIUIIMHCKON
MPaKTUKH). B yKa3aHHBIX CITydasX peKOMEHIAINH 110 BBHIITOJIHCHHUIO OTICHKU d(PPEKTUBHOCTH
MEp MUHUMH3ALUNA PUCKA OTHOCSTCS TAKXKE U K PyTUHHBIM MEPOIPUSITHSIM.

927. Mepbl MUHUMU3AIIUN PUCKA OMPEACIISIIOTCS HA OCHOBAHUU MPOOJIEM, CBA3AHHBIX C
0€30macHOCThIO, IPEACTABICHHBIX B crienddukanuu mno 6ezonacHoct. Kaxmas npobiema,
CBsI3aHHasi ¢ 0€30MacHOCThIO, PACCMATPUBAETCS B MHIUBUIYAIHHOM TMOPSIKE, MPU BBIOOpE
HanOoJee 1eaecoo0pa3Hol MeEpbl MUHUMM3AIUN PUCKA HEOOXOANMMO YIUTHIBATH CEPhE3HOCTh
MOTEHIINATBHBIX HEXEJAaTEeIbHBIX PEaKINil, CTeNeHb UX TSHKECTH, MPEAOTBPATUMOCTb WU
KIIMHUYECKUE NEeUCTBUS, HEOOXOAUMBbIE JJIsI CHU)KEHUS PUCKA, MOKA3aHUS K MPUMEHEHUIO
JIEKapCTBEHHOTO MpernapaTa, IyTh U Coco0 BBEACHUS JEKapCTBEHHOTO Mpernapara, 1eJIeBbie
MOMYJSAMU U TUMN YUYPEKICHUIN 3paBOOXpPAHEHUS, T/I€ MPUMEHSETCS JIEKapCTBEHHBIN
npernapar.

928. Jlns ynpasieHus mpo0aeMoi 1o 6€30MacHOCTH JAOMYyCKaeTcsl IpUMEHEeHue 0oiee
yeM 1 Mepbl MUHUMHM3AlMM pPHCKA, IpU 3TOM | Mepa MHUHHUMHU3ALUU PUCKA MOMKET
PacIpOCTPaHATHCS Ha HECKOJIBKO MPOOJieM Mo 0€30MacHOCTH.

929. Jlepxkatenab PEeruCTPAIMOHHOIO YJAOCTOBEPEHHUS HECET OTBETCTBEHHOCTbH 3a
oOecrieyeHre HaJIeKAIIEero KOHTPOJIS BBIMOJHEHUS MEP MUHUMM3ALUU PUCKA, KOTOPHIE
BKJIIOUEHBI B COTJIACOBAHHBIN YIIOJITHOMOUYEHHBIMU OpraHaMU IJIaH YIPaBICHUSI pUCKAMU WIIH
0003HaYEHHBIE B KAYECTBE 00s3aTEIIbHBIX YCIOBUI PETUCTPALIUH.



930. Yoa1HOMOYEHHBIE OpPraHbl HECYT OTBETCTBEHHOCTh 32 KOHTPOJIb PE3yJIbTAaTOB
BBEJICHUSA U peaiN3allii Mep MUHUMU3AIUN PUCKA, KOTOPhIC BKJIFOUYEHBI B IJIaH YIPABJICHUS
pUCKaMH UM 0003HAYEHBI B KAYECTBE 00s3aTEIIbHBIX YCIOBUI PETUCTPAIIHH.

931. Mepbl MUHUMU3AIUM PUCKA HAIpaBJICHbl HA ONTHUMHU3AIUIO OE30MAaCHOTO U
3 PEKTUBHOTO HCTOJIH30BAHUS JICKAPCTBEHHOTO IMpermapara Ha MPOTSIKEHHH BCETO
KU3HEHHOTO IukIia. CooTHOIIEHHE "MoJb3a — PUCK" JIEKAPCTBEHHOTO Ipernapara MOXKeT
OBITh YJIYUYIIIEHO MyTEM CHUKEHUSI PUCKA U CTENIEHU TSHKECTHU MOCIEICTBUI HEXKENaTeIbHBIX
peakiyii, a TakKe MyTeM ONTHUMHU3AIMK T0JIb3bI TTOCPECTBOM II€JIEBOr0 moadopa u (Win)
HCKJIIOYEHUS] TMAIMeHTOB JMOO TMOCPEJACTBOM TIIATEILHOTO MOHUTOpPUHTA JieueHus (
cnerupuyeckasl cxema npruemMa, 1abopaTopHbIii MOHUTOPHUHT, MOCIEAyIOIIee HaOII0CHUE 32
MalyeHTaMu 1 T. 1.). Mepbl MUHUMU3AIUN PUCKA JOJDKHBI SIBJIISITECS PYKOBOJCTBOM IS
ONTUMAJIBHOTO HCIOJIB30BaHUS JIEKAPCTBEHHOTO Mpernapara B MEAUIIMHCKOW TPAKTHUKE B
HEJSIX TapaHTUH PEIOCTaBICHUSI ONTUMAIBHOTO JIEKAPCTBEHHOTO IIpernapara noAXoAsIeMy
MalKUEeHTy B ONTUMAJIBHOUN J03€ U C ONTUMAIBHBIM PEKUMOM MPUMEHEHUS CIEHUATUCTOM,
UMEIOIINM HaJIeXKAI[y0 MOATOTOBKY JUIsl TI0O Ha3HAYEHUs JIEKAPCTBEHHOTO Ipemapara H
BEJCHUS MAllMEHTa, a TaKXe C NPEJOCTABICHHEM JOCTOBEPHOM HWH(pOpPMAIMU U TIPU
HaJJIeKalleM KOHTPOJIE.

932. BoABIIUHCTBO MPOOJIEM, CBA3aHHBIX C O€30MACHOCTHIO MOT'YT HaJIJIeXKaIUM 00pazoM
YIPABIATHCSA C TIOMOIIBIO PYTUHHBIX MEp MUHUMU3AIIMU pUCKa. B ompeneneHHbIX cirydasx
JUTSL OTAEJIBHBIX BaXHBIX PUCKOB PYTUHHbBIE MEPhl MUHUMM3AIIUN PUCKA MOTYT OBITh OLEHEHBI
KaKk HEJOCTAaTOYHbIC M JJIsi OOeCHeUYeHUs] HAJICKAIIETO YNpPaBICHHUS PUCKOM TpeOyeTcs
BBEJICHUE JOTIOJTHUTEIbHBIX MEP MUHUMM3AIIUU PUCKA.

933. IIpu onpeaeneHNU HEOOXOIUMOCTH BBEJICHHS JOTMOJHUTEIBHBIX MEP MUHUMU3AIUN
pUCKa YUYUTHIBAIOTCA MPUOPUTETHI OE30MACHOCTH B OTHOIICHHH YacCTOTHI, CEPhE3HOCTH
HEeXeJaTeIbHbIX PEaKIUi, CTENEHN UX TKECTH, BO3JICUCTBUS HA CUCTEMY 3/IpaBOOXPaHEHUS
U OpeJoTBPAaTUMOCTU puUcKa. [lamee BBIMOIHIETCS OLEHKAa BO3MOMXHOCTH JOCTHKEHUS
MMOCTABJICHHOM 1€ M0 MUHHUMHU3AIUM PUCKA TPU HMCIOJB30BAHUM PYTHUHHBIX Mep U (B
Clly4dae MpeAoJIOKEHHUs] HEOCTATOYHOCTU JAAHHBIX MEp), ONpPENeseTcs] JONOJIHUTEIbHbIE
Mepbl MHMHUMM3AIMU PUCKOB, KOTOpbIe B HAaWOOJIbIIEH CTENEHH COOTBETCTBYIOT
MOCTaBJICHHBIM 1eJIsIM. JlOMOHUTENIbHBIE MEPHl MUHUMU3AIUNA PUCKA JTOJKHBI IPUMEHSITHCS
B OTHOIIEHWU HamOoJiee BXKHBIX W MPEIOTBpAIIaeMbIX PUCKOB, IIPH 3TOM Harpy3ka Ha Bce
Y4acCTBYIOIINE CTOPOHBI, CBSI3aHHAS C BBIMIOJIHEHUEM YKAa3aHHBIX MEp JIOJKHA OINpaB/bIBaTh
0’KHJIAEMYIO TTOJIb3Y JUISl TAlUEHTOB.

934. CymiecTByeT psia pa3HOOOpPAa3HBIX METOJOB, HUCIOJb3YEMBbIX B KaueCTBE
JOTIOTHUTENIbHBIX Mep MuHuUMH3anuu pucka. Cdepa perynupoBaHus oOpaimieHus
JIEKAPCTBEHHBIX MPENapaTOB HAXOJUTCS B CTAIUU HEMPEPHIBHOTO Pa3BUTHS, U UMEIOIIHECS
METOJIbI OyAYT JOIMOIHSATHCS HOBBIMH, B TOM YHCJIE OPUEHTUPOBAHHBIMU Ha 00Jiee MIUPOKOE
UCII0JIb30BaHUE MH(GOPMAIIMOHHBIX TEXHOJIOTHA.



935. YcnemniHoe BBIMOTHEHUE JOTOJHUTEIBHBIX MEpP MUHUMU3AIUU PUCKA TPeOyeT
y4acTusi BCEX 3aMHTEPECOBAHHBIX CTOPOH, B TOM YHCIE JepKaTeield perucTpaluoHHbIX
YAOCTOBEPEHH, MaIMEHTOB M CIEIHAINCTOB CHUCTEMBbI 37apaBooxpaHeHus. Heobxommmo
OLICHMBATh peaju3alyio JAaHHbIX MEp B CUCTEME 3J[paBOOXpaHEHHUs M obecrieyeHus
JOCTH>KEHUS MOCTABJIICHHBIX IIEJIEH, a TAK)K€ ONpPENESICHUs COOTHOLIEHUS COPa3MEpPHOCTH
OPUHUMAEMBIX MEP COOTHONIEHHWIO 'MOJb3a — PHUCK' JEKApCTBEHHOTO IIpemnapara u
MPUKIAJbIBAEMBIX YCUIUN, HEOOXOJUMBIX CO CTOPOHBI CHEUHATUCTOB CHUCTEMBI
31paBOOXPAHEHHUS U MAIMEHTOB JUIsl BHIMOJHEHUS TAKUX MEpP. BaxKHBIM yCIOBUEM BBEACHUS
JOTIOJIHUTENIBHBIX MEp MUHUMU3AIMN PUCKA, BKIIFOYAsl OIEHKY UX 3(P(HEKTUBHOCTH, SIBISETCS
UCKJIIOYEHHE YPEe3MEPHOro U HEOOOCHOBAHHOTO OOPEMEHEHUS! CUCTEMBI 3/IpaBOOXpPAaHEHUS,
JeprKaTeseil perucTpallMOHHbBIX YAOCTOBEPEHUS, YIIOJTHOMOYEHHBIX OPraHOB U MAIlUeHTOB.

936. JlonosHUTENIbHBIE MEPHI MUHUMHU3ALIUHA PUCKA JTOJKHBI UMETh YETKO OMPECICHHYIO
11e]b, COOTBETCTBYIOUIYIO OOIIEH 1eIM MUHUMH3ALHUKM CHEUU(PUUECKUX PUCKOB U (KJIN)
ONTUMM3AIUU COOTHOIIEHUS "mosib3a — puck". KoHkpeTHbIe 11e1u U 3a0J1arOBpeMEHHO
ONPENECICHHBIE MApPAMETPHl OLIEHKU JOCTHKEHHSI 3THX LEJEe ¢ KIHYEBBIMU 3TanaMu
BBITIOJIHEHUSI JIOJIKHBI CTaTh PYKOBOJCTBOM IMIpU pa3pabOTKe IOMOJHUTEIBHBIX MeEp
MUHUMM3AIUU PUCKA U OLIEHKE TOCTHUKEHUS 11EJIEBOTO YPOBHS 3(P(HEKTUBHOCTH.

937. HomxeH ObITh oOecriedeH HaJIeXal[uii MOHUTOPUHT BBIMIOJHEHUS U OIIEHKA
3¢ (PEKTUBHOCTH JTOTIOJHUTEIBHBIX MEP MHUHUMHU3AIMU PUCKA TI0 3apaHee OINpeeasieMbIM
napamMeTpaM Ha dTare BHEAPEHUS dTUX MEP, B IPOLIECCE U IO OKOHYAHUIO WX BBITTOJIHEHUS.

938. C nenpro obecrieueHUs: JOCTHXKEHUS JKEIAEMBIX PE3yJbTaTOB IO OXpaHe
OOIIECTBEHHOT'O 3/I0POBbs (310POBBSI HACEJICHUSI) TIPU BHIOOPE MHCTPYMEHTOB MJIM METOIOB
MHUHUMM3AIUN PUCKA W CTPATETHH BHEAPEHUS MEP MUHHUMHU3ALUM PUCKA YUYUTHIBACTCS
XapaKTepUCTUKa MPOOJIEeMBI, CBA3aHHON ¢ O€30MaCHOCTHIO, C TOYKU 3PEHUS:

1) cooTHomIeHUs "M0JIb3a — PUCK" JIECKAPCTBEHHOTO IIpenapara;

2) TepaneBTUYECKOW 3HAUMMOCTH JIEKAPCTBEHHOTO TMpenapara;
3) ueneBoil MOMmyJIsIIY;
4) He0OXOANMBIX KIMHUYECKHUX JEUCTBUIN, HAITPABIECHHBIX HA MUHUMU3AILIMIO PUCKA.

938. PerynspHoe BBIOJTHEHUE MTPOMEXYTOUHON OLIEHKU d(PPEKTUBHOCTH pealiu3yeMbIX
Mep MUHHMM3aLMU PUCKA JOJKHO OBITh HANPABIEHO HAa CBOEBPEMEHHOE BBISABIEHUE UX
HEJOCTATOYHOM 3(P(HEKTUBHOCTH M BHEJIPEHHE COOTBETCTBYIOIIMX KOPPEKTUPYIOUIUX
MEpONPUSATUIA U BHECEHHE U3MEHEHUH B MJIaH MEPOTPUITUI IO MEPaAaM MUHUMU3AIUU PUCKA.
JlanHoe HampaBlIeHHE SBJISETCS pa3BUBAIONICHCS 00JacThI0 MEIMIIMHCKUX HayK, HE
MMEIOILEN OOIIETPUHATBIX CTaHIAPTOB U MOJIX00B, B CBS3U C YEM JIOITYCTUMO HUCIIOIb30BATh
COOTBETCTBYIOIIME TMOAXOAbl M KOJUYECTBEHHBIE METOJIbl, IPUMEHSIEMbIE B
(bapMako’UIEMHUOJIOTHH U IPYTUX pa3liesiaX HayKu (HampuMep, B COIIMOJIOTUM WM HayKax
00 M3y4eHUH MOBEJICHUS), a TAKXKE KaueCTBEHHBIE METO/IbI UCCIIeIOBAHUI.

939. BBeaeHue JONOJHUTEIBHBIX MEP MUHUMU3ALMU PUCKOB CIEIYET pACCMAaTPUBATh KaK
nporpaMmy, B paMKax KOTOpOM pa3pabaThIiBalOTCS KOHKPETHBIE METOJABl U IUIAH HUX



peanu3anuM, a TakKe CTpaTerus OueHKH. [lmaH Mo MHHUMM3AIMU PUCKA SBISETCS
COCTaBJISIIOIICH YacThIO TUIaHA YNpaBieHUs: puckamu. [1naH mo MUHUMU3AIUU PUCKa JOJIKEH
BKJIIOYATh B CeOsI CIICTYIOIIHE pa3CIIbl:

1) oGocHOBaHUE: 00OCHOBAHUE TPE/JIOKEHHBIX JOMOJHUTEIBHBIX MEP MUHUMU3AIUU
pHUCKa B cIydyae HEOOXOIUMOCTH UX BBEJCHUS;

2) 3a1auu: yKa3aHuEe KOHKPETHBIX LIeJIed U IeTallbHOE OMKMCAHUe TOro, KaK MpeajaraeMas
JOTIOJIHUTENbHASsT MEpa MUHMMU3AIMU PUCKA OyJET HalpaBjieHa Ha PEUICHUE KOHKPETHOU
MpOOJIEMBI, CBSI3aHHON ¢ O€30MaCHOCTHIO I KKI0M U3 MPEUIOKEHHBIX JOMOTHUTEIBHBIX
MEp;

3) omucaHue: OMMCaHWE BHIOPAHHBIX JOMOJHUTEIBHBIX MEpP MUHHMHU3AIUU PHUCKA,
BKJIIOYasi ONMHUCAaHUE HWHCTPYMEHTOB WJIM METOJIOB, KOTOphIE OYAYT HCIOJB30BaHBI, U
KIJIFOYEBBIX 3JIEMEHTOB COJIEPKAHUS;

4) nnaH BBIMOJHEHHS: MOAPOOHOE OMUCAHUE MPEJIONKEHUN IO BBIMOJIHEHUIO
JOTIOJIHUTEIBHBIX MEP MUHUMM3AIMU PUCKA (HaMpUMEpP, XapaKTEPUCTUKA BMEIIATEILCTB,
JeTajgbHass MHPOpMAIUs O LEJNeBOM ayJuTOpHH, IUJIaH MPOBEICHUS 00pa30BaTEIbHBIX
nporpaMMm U (WJIM) pacHpOCTpPaHEHHUs OO0pa30BaTEIbHBIX HHCTPYMEHTOB, MEXaHU3M
KOOpJIMHAIMK MEp C APYTUMHU JepKaTeIsIMU PETUCTPAUUOHHBIX YAOCTOBEPEHUH, IPHU
HEOOXOIUMOCTH);

5) miaH OIEHKH: MOAPOOHBIN IJIaH ¢ YKa3aHMEM KIIOUEBBIX ATAIOB MO MPOBEICHHUIO
OlleHKH 3(P()EKTUBHOCTH JOMOJHUTENIBHBIX MEp MHHUMHU3AIMU PUCKA C TOYKU 3PEHUS
(O PEKTUBHOCTH BBITIOJIHCHUS 3aIUIAaHUPOBAHHOTO TIPOIlECcCa U OMpPEAEICHUS OOIUX
nokasaresiel BIUSHUS Ha UCXO/IbI (HAlpUMEp, CHUXKEHUE PUCKA).

2. JTonoHUTEIBHEIE MEPH] MUHUMH3AIAH PHCKA

940. [JononHUTENbHBIE MEPl MUHUMH3AIMU PHUCKA BBOASTCS B ClIydyae €CJIU OHH
OIICHUBAIOTCSl KaK yCJI0BUsI 0€30MmacHoro u 3(pPEeKTUBHOTO MPUMEHEHHUS JIEKAPCTBEHHOTO
npenapata. [Ipeanaraempie JOMOJHUTENbHBIE MEPHl MUHUMH3AIMH PUCKA JOJDKHBI OBITH
HaydHo OOOCHOBaHHBIMHU, a TaKXX€ JOJDKHBI pa3padaThIBaTbCd U MPEACTABIATHCS
CHEIUAICTAMH C COOTBETCTBYIOIICH KBamU(UKAITUEH.

941. JlonoJHUTENBbHBIE MEPBl MUHUMHU3ALUUN PUCKA MOTYT UMETh Pa3JIMYHBIE LIENH,
JM3aiH, 1EIEBYI0 ayJAUTOPUIO U CIOKHOCTh. JTU MEPbl MOTYT HUCHOJIb30BAThCS C LEIbIO
obecrieueHHs] HaJJIeXKalle mpoleaypbl BbIOOpa MAIMEHTOB, [JIs KOTOPBIX IOJb3a
MPUMEHEHHUS JICKAPCTBEHHOIO MpernapaTa MpPeBbIIAeT PUCK, U UCKIIOYEHHS MalMeHTOB,
KOTOPBIM MTPUMEHEHHNE JIEKapCTBEHHOTO Mpenapara mMpoTUBOMOKA3aHO, C IEIbI0 00eCTICUCHHUS
MIPU TIPOBEJICHUM TEpaUuy HaJJIekKAIEr0 MOHUTOPHUHTA, CBA3AHHOTO C KOHTPOJIEM Ba)KHBIX
PHUCKOB U (WJIM) HAJJISKAIIUM YIIPABICHUEM HEKENaTeIbHOW peaKIuel B Cllyyae €€ pa3BUTHUS

942. JIonoJHATETHHO MOTYT OBITh pa3paboTaHbl cielupUIeCKre MEphl MUHUMHU3AITIN
pUCKa B OTHOILICHUM pHUCKA OIIMOKM TNpUMEHEHHS M (WiIu) B LENIsIX obOecreueHus



HAJUIEKAIEr0 Ha3HAYEHUs JIEKapCTBEHHOIO IperapaTa B Clydasx, €CIM JOCTUKEHUE ITOU
LEJU TOJBKO MOCPEACTBOM MpEACTaBIeHUS MH(OpPMALMU O JIEKAPCTBEHHOM Ipernapare B
MHCTPYKIIMM N0 MEAMIMHCKOMY NPUMEHEHUIO WIM HUH(POPMAlUU HAa 3TUKETKE SBISIETCS
NPAKTUYECKH HEOCYLIECTBUMBIM.

943. Ecnn caenan 3anpoc Ha IPUMEHEHUE JONOJHUTEIBHBIX MEP MUHUMU3ALUN PUCKA,
00OCHOBAaHME ISl HETO JOJKHO OBITh TOKYMEHTHPOBAHO, a TAKXKE JTOJKHO OBITh CIEJIAHO
yKa3aHUuE€ KOHKPETHBIX MPO0JIeM, CBA3aHHBIX C 0€30MaCHOCThIO, U MPEJCTABICHO JAETAIbHOE
IJIAHUPOBAHKE 3TAIIOB BBIMIOJHEHUS MEP MUHUMU3ALMY PUCKOB U UX OLICHKHU.

944. JlonosHUTEIbHBIE MEPHI MUHUMHU3AIIMN PUCKOB MOTYT BKJIIOUATh B ce0s CIEAYIOIIHE
HaIlpaBJICHUS:

1) oOpazoBarenbHbIe MPOTPAMMBI;

2) nporpaMmbl KOHTPOJIUPYEMOTO JOCTYTIA;

3) npyrue Mepbl MUHUMHU3ALUK PUCKA.

3. O6pa3oBarenpHas MporpaMMa

945. VHCTpyMEHTBHI WM METOJbI, KOTOpPbI€ MOTYT OBITh HCIIOJb30BaHbI B
o0pa3oBaTeabHOM MporpaMMe, OCHOBaHbI Ha LIEJIEBOM UH(MOPMUPOBAHUU C MPEICTABICHUEM
uH(poOpMalny, coJepKaleiicss B 001el XapaKTepUCTUKE JIEKAapCTBEHHOrO Ipernapara Win
MHCTPYKIUU [0 MEAUIMHCKOMY ITpuMeHeHuI0. JIt000i1 00pa3oBaTenbHbIil MaTepUall T0JKEH
OBITh OPUEHTUPOBAH HA TOCTUKEHUE KOHKPETHBIX IeJIe MUHIMHU3AIUU PUCKA.

946. llenpbto oOpa3oBaTEILHON MPOrpaMMbl SIBJISICTCS ONTUMU3AIMUS TPUMEHEHHUS
JIEKapCTBEHHOTI'O Mpenapara nNocpeACTBOM MO3UTUBHOIO BIMSHUS Ha IEUCTBUS CIIELUATUCTOB
CUCTEMBbI 3[IpaBOOXPAHEHUS W TMAIMEHTOB B IEJSIX MHUHUMHU3AIMU pucka. Pazpaborka
00pa30oBaTeIbHbIX MATEPUAJIOB J0HKHA OCHOBBIBATHCS HA MPEIIOIOKEHUH, YTO CYIIECTBYET
BBIMIOJIHUMAs C IPAKTUYECKON TOUKHU 3pEHUS U JIEUCTBEHHAs] PEKOMEH a1k, KOTOpasi MOXKET
OBITh OCBOEHA II€JIEBOM ayJAUTOpUEH M NMPUMEHEHWE NAaHHOW MEpbl SIBISIETCS BAXKHBIM U
3HAYMMBIM MEPOINPHUSITUEM O MUHUMH3ALMUU PUCKA U (W) ONTUMU3AIMU COOTHOLIEHUS "
MoJIb3a — PUCK'.

947. Vicnonp3yeMble B KOHTEKCTE 00pa30BaTEIbHOW MPOTPaMMbl 00pa30BaTEIbHbBIC
UHCTPYMEHTHI MOTYT UMETh HECKOJIbKO Pa3JIMYHBIX LEJIEBBIX ayJAUTOPUM, a TaKXKE MOTYT
OBITh HampaBlieHbl OoJsiee yeM Ha | mpoOiiemMy, CBSI3aHHYIO ¢ O€30MacHOCTHIO, U MOTYT
nepenaBaThCsl C UCTOIB30BAHIUEM COBPEMEHHBIX MH(POPMAIIMOHHBIX U KOMMYHHUKAIITMOHHBIX
TexHoJioruil (cetu MHTEpHET), CpeACTB MaccoBOi MH(pOPMAIUH, TOCPEACTBOM TPUMEHEHUS
KOMOWHAIIMM UHCTPYMEHTOB (Ha OyMa)KHOM HOCHUTEJIE, ayJIh0-, BUACO-KOH(PEPEHIICBSZH) U
nyTeM NepcoHalbHOe oOydeHus. Cieayer mpeaycMoTpeTh MpeACTaBiICHUE MaTEepUaioB B
paznu4HBIX hopMaTax Jjig 00eCTieueHnsl TOCTyTa K 3TUM MaTeprajaM, B TOM YUCJE B CiIydae
HEUCIPABHOCTH CPEJICTBA MH(POPMUPOBAHUS WM HEBO3MOXHOCTHU JIOCTYIA K ceTH MHTepHeT.
Crnenyer obecneunTs aAanTallo UCIIOIb3YEMOTO 00pa30BaTEIbHOIO HHCTPYMEHTA U BBIOOD
cpencTBa MaccoBOM MHGOpPMAIIMK K MOTPEOHOCTAM 1IEJIEBOM ayuTOpun (Hampumep, BIOOP



A3bIKa, BUJA H300paXKEHUH, AUarpaMM WIH JPYroro rpaduyeckoro COMPOBOKICHUS
oOpazoBaTeabHOr0 HHCTpyMeHTa). C 1eNbl0 ONTUMM3AIUU PE3yJIbTATOB BBHITIOJHECHUS
00pa3oBaTeNbHBIX MPOrpaMM CJIEAYEeT O0O0ECIeUYUTh MPEABAPUTEIBHOEC TECTUPOBAHUE
UCITIOJIb3YEeMbIX 00pa30BaTEIbHBIX HHCTPYMEHTOB Ha IEJIEBOM ayAUTOPUH.

948. Conepxanue m00bIX 00pa30BaTEIbHBIX MAaTEPHUATIOB JOJKHO OBITH MOJHOCTHIO
COTJIaCOBaHO C OJIOOPEHHOW YIOJHOMOYEHHBIMM oOpraHamMu uHboOpMalume Ha
JIEKapCTBEHHBIM mpenapaT (oOmias XapakTepUCTHUKA JIEKapCTBEHHOIO Ipemnapara Wiu
WHCTPYKIUS IO MEIUIMHCKOMY NpuMeHeHuto). OOpa3zoBaTenbHbie MaTEpUaIbl MOTYT
CIY>KUTh JIOTOJHEHHEM K OJ0OpEHHON YIOJHOMOYEHHBIMH OpraHaMu WH(opmaruen Ha
JIeKapCTBEHHbIN mpenapar. OOpa3oBaTenbHbIE MATEPHAIIBI HE JOJKHBI COJAEPIKATH DJIEMEHTHI
pexyambl (MpsIMbIEe WM 3aByajJupOBaHHBIC (HAIpUMeEp, JOTOTHUII, XapaKTEPHBIN IIBETOBOM
JN3aifH MPOAYKTa, CTUMYJIUPYIONINE U300paKEHHMs)), HO JOHKHBI BKIIOYATh WH(DOPMAIIHIO
110 PHCKaM, CBSI3aHHBIM C IPUMEHEHUEM JIEKAPCTBEHHOIO IIpernapara, U yIupaBiIeHUE pUcKaMu
, TPEOYIOIUMHU TOTIOTHUTEIBHBIX MEP X MUHUMU3AIUH.

949. OGpazoBarenbHas MporpaMMa J0JKHA ObITh MOJHOCTHIO OTJIEJIEHA OT PEKIaMHOM
KaMIIaHUM TI0 JIGKapCTBEHHOMY mpenapaty. He gomyckaercst UCIOIb30BaHUE B PEKIaMHBIX
[eNAX KOHTAKTHOW WH(OpManuu Bpayeld M MAIMEeHTOB, IMOJY4YEeHHOW B pe3yJbTaTe
MIPOXOXKIEHUS 00pPa30BaTEIbHBIX TPOTPAMM.

950. O6pa3oBarenbHbIC UHCTPYMEHTHI, yKa3aHHbIE B MyHKTax 937 — 942 HacTosmmx
[IpaBui, MOXHO HCIOJIB30BaTh MHIAWBHUAYAJIBHO WJIM B KOMIUIEKCE MpU pa3paboTKe
o0pa30oBaTeIbHBIX MTPOTPAMM B TEJSIX JOTOTHUTEIPHOW MUHUMH3AIUN PUCKA.

4. O6pa3oBaTeNbHBIC HHCTPYMEHTHI

951. O0OpazoBarenbHble THCTPYMEHTHI JOKHBI UMETh OIIPEIECIEHHYIO HAIIPaBJIEHHOCTh U
BKJIIOYATh B Ce€0sl ONpEAENIEHHE PHCKAa MCXOJS M3 MMEIOUIUXCS PUCKOB M KOHKPETHBIX
NEUCTBUM, KOTOpbIE JOJXKHBI OBITh NPEANPUHATHl CHELUATUCTAMU CHCTEMBI
3JIpaBOOXpaHEHUs U (WIN) TAllMEeHTaMU B LEJIAIX MUHUMM3AIMHN TAKUX PUCKOB.

952. CBenenust B 00pa3oBaTeNbHbIX HHCTPYMEHTAX JOJIKHBI COAEPkKaTh HH(OpMaIIIo 00
OTIpEJEICHHBIX JEUCTBUSIX, MMEIOIIUX OTHOIIEHHE K cHerupuyYecKuM MpoldjemMaM o
0€30MacCHOCTH B OTHOLIEHUM MUHUMH3ALMU PUCKA, U HE JTOJIKHBI COAEpkKaTh HH(OPMALUIO,
KOTOpasi He UMEET OTHOILIECHUS K MpodiiemMe no O0e3onacHoCTU. CBefieHUs B 00pa30BaTeIbHbIX
MaTepuasax JO0JKHBI COJAEP)KaTh CChUIKY Ha OOIIYH0 XapaKTEpUCTUKY JIEKAPCTBEHHOTO
npenapara Wil MHCTPYKIHIO IO METULIUHCKOMY TPUMEHEHHUIO.

953. OOpa3zoBaTeibHble UHCTPYMEHTHI, TMpeIHA3HAYEHHbIC [JI1 OoOecrnedyeHus
6e3onacHOCTH U 3(P(HEKTUBHOCTH MPUMEHEHHUSI JIEKAapCTBEHHOI'O Ipernapara u HaaJexallero
yIpaBiIeHUs BXXKHBIMU PUCKaMU, MOTYT MIPelyCMaTpUBaTh:

1) nmopsanok Ha3HayeHUs JIEKAPCTBEHHOTO Ipernapara, BKJIKOYas BHIOOp MalMeHTa,
KOHTPOJIb U MOHUTOPHHT, C UEIbI0 MUHUMH3ALUU PUCKOB;
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2) PyKOBOJICTBO IO YNPABJIEHUIO PUCKAMH, YKa3aHHBIMU B MOJIYHKTE "a" HacTOSIIEro
MyHKTa, (s CHENHAIMCTOB CHCTEMBI 3/PaBOOXpPAHEHUs, MAlMEHTOB WM JIUII,
OCYILIECTBIISIIOIIUX YXO/JI 32 HUMU);

3) PyKOBOJCTBO MO MPEACTABJICHUIO MH(DOPMAIIMU O BBISBJICHHBIX HEXEIATEIbHBIX
peaKIusIX, IPEICTABIISIONINX 0COOBIM HHTEPEC I XapaKTEPUCTHKU PHUCKA.

OO0pazoBaTebHBIE HHCTPYMEHTH HJIM METOB], IPAMEHSEMEIE IS CIECIHAIMCTOB CHCTEMEI
30paBOOXpaHEHHA

954. Ilenpto mpuMeHeHUs: 00pa30BaTEIBHOIO HHCTPYMEHTA JIs CTIELUAINCTOB CUCTEMBI
3/IpaBOOXPAHEHUs SIBIISETCA MPEACTABICHHE NMEIOIIMX OTHOUIEHUE K PUCKY PEKOMEHIAIui
[0 MPUMEHEHUIO, U (WJIM) MPOTUBOINOKA3aHUM, U (MJIM) MPEJOCTEPEKEHHM, CBSI3aHHBIX C
NpUMEHEHUEM JIEKapCTBEHHOTO IMpenapara, a Takke cO crhneudUuecKuMu pUCKaMU,
TPEOYIOIMUMH MPUMEHEHUS TOTIOTHUTETHHBIX MEP MUHUMHU3AIUHA PUCKA, BKITFOYAS:

1) BBIOOp MAIIMEHTOB;

2) METOUKY JICYCHHUS, PEKUM JO3UPOBAHHUSI, KOHTPOJIb U MOHUTOPHHT;

3) cnemnuanbHbIe AIMUHUCTPATUBHBIC TPOIEAYPHl WM OTMYCK JEKApPCTBEHHOTO
npenapara;

4) neranpHas HHGOPMAIIHS, KOTOPYIO HEOOXOIMMO TIPE/ICTABUTh MMAIIUCHTAM.

955. Bribop dopmarta 00pa3oBaTEIbHOTO MHCTPYMEHTA WJIM METOJa 3aBUCHUT OT
npencrasiasieMoil nHpopmaiuu. Ecam Heo0X0auMO COBEPIIUTh OMPEIEICHHOE KOIMYECTBO
JNEUCTBUN Tiepe]] BBIMUCKON pelenTta WHAMBUIAYATbHOMY NAlUEHTY, TO MOAXOIAIIUM
(dbopMaToM MOXKET ObITh KOHTPOJIBHBIN JUCT. POpMaT B BUAE OpPOLIIOPEI MOXKET OBITH OOJIEe
NOAXOJSIIMM i1 OCO3HAHUS CHEIUAIMCTAMU KOHKPETHBIX PHUCKOB C IIEIbI0O PAHHETO
BBISBJICHUS W YIPaBJICHHS HEXKEIATEIbHBIMA PEAKIUIMHU, TPH 3TOM IIAKaThl MOTYT
colepX aTh TPUMEHHUMBIE TEpaNeBTUUECKUE PYKOBOJACTBA WU CXEMBI IpHUeMa
JIEKapCTBEHHOT0 Tpenapara. Beibop ¢popmara oOpazoBaTeabHbIX HHCTPYMEHTOB 3aBUCHUT OT
HaIpaBJIeHHOCTH, 00beMa HH(OPMAITUH, TICJICBOM ayAUTOPUHU U HHBIX (PaKTOPOB.

OO0pasoBaTenbHbIE HHCTPYMEHTHI HIH METOBI, IPUMEHSEMEIE I MAIHCHTOB H JIMII,
OCYHIECTBIIIONIMX yYXOX 33 HUMH

955. O6p330BaT€J'IBHI)I€ HHCTPYMCHTBI WU MCTOIbI, IIPUMCHACMBIC JIA ITAIIUCHTOB U JIUIT
, JOJDKHBI OBITH HaCJICHBI HA YJIYUYHICHHUC ITIOHUMAHHA ITPU3HAKOB U CUMIITOMOB, Ha CTaJlUH
PaHHCTO BBIABICHNA HCKCIIATCIBbHBIX peaKuHﬁ, TpGGYIOH_[I/IX IMPpUHATHA JOIIOJIHHUTCIBHBIX MCP
MHUHUMU3AIOUN PHUCKA, a TAaKXC OITHMH3AIUU I[&J'IBHGfIHIGFO BCIACHHUA ITallMCHTA. HpI/I
HCO6XOI{I/IMOCTI/I, 06p330BaTeJ'IBHBII\/'I HHCTPYMCHT HWJIHN MCTOJ MOXKCT HCIIOJIB30BATbHCA JIA
MpCaACTaBJIICHUA I/IH(bOpMaHI/II/I N HAIIOMHHAHUA IMAOUCHTY O BAXKHBIX ,Z[CﬁCTBPI}IX (BC,ZICHI/IC
3amnuceu mo JA03UPOBAHUIO JICKAPCTBCHHBIX IIPCIIAPATOB WJIN JUATHOCTUYCCKUM IIPOLCAYypaM,
KOTOPLIC OOJIKHBI OBITH 3apCTUCTPUPOBAHBI UJIN BBIITOJIHCHBI ITAIIMCHTOM C ITOCJICAYIOIIUM



00CYX/IEHHEM CO CHEIHUAINCTaMU CHCTEMBl 3/IpaBOOXpPAHEHHS B LEIAX oOecredeHus
coOMIOIeHUs JIIOOBIX JTamnoB, HEOOXOIMMBIX IS 3()PPEKTUBHOTO MPUMEHEHUS
JIEKapCTBEHHOTO Mpernapara u Jip.).

ITamaTka a1 manueHTa

956. llenblo TaHHOTO MHCTPYMEHTA SABJSETCS TapaHTUsl TOro, 4To MHMOpMaIus O
TEKYIEM JICYCHUH TMAalMeHTa U CBA3aHHBIX C JICUEHUEM pUCKaX (HampuMmep, MOTEHIUATbHbIC
B3aUMOJICHCTBUSL C JIPYTUMHU JIEKAPCTBEHHBIMU TMpenapaTaMu) BCErja HMEETCs B
paclopsi’KEHUHU TMAalMEeHTa W JOCTyIIHa CHEUHAJUCTy CHCTEMbI 3IpaBOOXpPAHEHUS.
Nudopmanuss A0KHA COAEpKAaTh HEOOXOTUMBIM MHUHUMYM I TEpeadd KIHYEBBIX
WHCTPYKIIUH 0 MUHUMHU3AIMN PUCKA U HEOOXOUMBIC JEHCTBUS, OOJIETYAIOMIUX COCTOSTHUE
MalyreHTa Mpu JIObIX 00CTOSITEILCTBAX, B TOM YHCIE AKCTPEHHBIX. OHON U3 KITHOUYEBBIX
XapaKTePUCTUK JAHHOTO WHCTPYMEHTA JOJKHA OBITh MOPTATHUBHOCTH MJisi 0OECTICUCHUS
y100CTBa €ro NpUMEHEHUSI.

5. IIporpaMmmMa KOHTPOIHPYEMOr'0 AOCTyHA

957. IlporpaMMa KOHTPOJIUPYEMOTO IOCTYTIa COCTOUT U3 TIEPEUHS MEp, HAPaBIICHHBIX HA
KOHTPOJIb JOCTyIa K JIEKApCTBEHHOMY IIpenapaTry 3a MOpejeiiaMu YpOBHS KOHTPOJIS,
rapaHTUPOBAHHOIO PYTHHHBIMU MEPaMU MHUHHUMH3AIMU PUCKA, TO €CTh PETYJIATOPHBIM
CTaTyCcOM JIeKapCTBEHHOTro npenapara. KoHTponupyemsblil A0CTyN ClIeAyeT paccMaTpuBaTh B
KaueCcTBE MEPbl MUHUMH3AIMU PUCKA B OTHOIIEHUWU CEPHbE3HOT0 pHUCKA (HampuMmep, PUCK
Pa3BUTHSL HEXKEIATEIbHBIX PEAKIHH, CO3JAI0MUX YTpo3y >KM3HHM) JJIsI JEKapCTBEHHOTO
rpernapara ¢ J0Ka3aHHOW MOJb30#l (Hampumep, JeKapCTBEHHBIE Mpernapatbl ISl JCYEHUS
KUZHEYTPOXKAIOLEd MaTOJOTUU, AJISI KOTOPOM OTCYTCTBYIOT allbT€PHATHUBHBIE METOMbI
JeUEeHUs IS 1EJIEBOM MOMyJIsAlUMUA WIM MNOATPYIIbl 1EJIEBON MNOMYJSIIUU BBUILY
HeR((DEKTUBHOCTU aIbTEPHATUBHBIX METOOB JICUECHHS), KOTOPYIO HEINb3sl IOCTUTHYTH 0€3
MIPUMEHEHUS JOTIOJHUTEIbHBIX MEP MUHUMU3AINKI PUCKOB.

958. MeponpusTusi, KOTOPBIE TOJKHBI OBITH BHITIOJHEHBI 10 Ha3HAYEHUA U (WJIH) OTIIyCKa
JIEKapCTBEHHOr0 Mpemnapara W (WJIM) KMCIOJL30BaHUS B IpPOTrpamMMe KOHTPOJUPYEMOTO
JOCTYTa, BBIOJHSAIOTCS MHIUBUAYAIBHO WIM B KOMIUIEKCE C IpyruMu Meponpustusimu. K
TaKUM MEPOIPUATUSIM OTHOCAT B TOM YHCIIE:

1) cneunduveckrue METOAbl KOHTPOJS W (Wiau) oOcieqOBaHUS MallMEHTa IS
NOATBEPKIACHUS COOTBETCTBUS IMAIMEHTa OMPENCIICHHBIM KIMHUYECKUM KPUTEPUSIM
Ha3HAYEHUA JIEKapCTBEHHOT'O IIpenapara;

2) TOKYMEHTAJIbHOE MOJTBEPKACHUE BPauyOM, BBITTUCABIIIUM JICKAPCTBEHHBIN Mpemnapar,
(dbapmaneBTUUECKUM pPaOOTHUKOM, OTIIYCTHBIIUM JIEKAPCTBEHHBIM mpemapaTr, u (Wiun)
MalMeHTOM TOJYyYeHUsS W TOHUMaHUs WHOOpMamuu coneprkamieid oObsICHEHHE pHCKa
COMPSIKEHHOTO ¢ TPUMEHEHUEM JIEKApCTBEHHOTO Tperapara



3) WCHOJB30BaHME TOYHBIX HPOLEAYP NO CHCTEMATHYECKOMY MOCIEAYIOIIEMY
HaOJIIOACHUIO 32 MALIMEHTOM MMOCPEICTBOM PErMCTpAllMU HH(POPMALIMK O HEM B CIIELUATbHOU
cucteme cobopa TaHHBIX (B PETHCTPE MAIMEHTOB) U JIP.;

4) ormyck (peanu3aiuio) JIeKapCTBEHHBIX MPENapaToB TOIbKO YEpe3 anTeKu, UMEIOLIUe
CIiellMabHOE pa3pelieHre (JIUIEH3UI0) Ha OTIYCK (peanu3aluio) TaKuX JEKapCTBEHHBIX
IpernapaToB.

959. B omnpeneneHHbIX cily4asx B Ka4ECTBE MHCTPYMEHTA KOHTPOJIMPYEMOTO JOCTyNa
MIPOBOJISITCSL CHEIUATIbHBIE METOJbI OOCJIEIOBAHUS WJIM KOHTPOJIb COCTOSIHUS TalueHTta (
HarpuMep, KOHTPOJIb COCTOSIHUS MalMeHTa, JadopaTOpHbIE MOKAa3aTeln WM UHbIE BUIBI
uccnegoanusa (OKI u ap.) mo nedenus u (Miam) B mporecce JeUeHUs, aHaTu3bl (PYHKIIUN
MIEYEHU, PEryJIApHbIE aHAJINU3bl KPOBU, TECT Ha OEPEMEHHOCTb (KOTOPBIA MOKET SIBIATHCS
KOMIIOHEHTOM IIPOrpaMMBbl IPEAOTBPAIICHUsI OEPEMEHHOCTH)). Y Ka3aHHbIE MEPHI BBOASTCS B
JeHcTBHE B IIeNsIX oOecrnedyeHus: KOHTPOJsL B COOTBETCTBUHU C OOIIEH XapaKTepUCTUKOU
JIEKApCTBEHHOIr' 0 Mpernapara, €y 3TO ABJISIETCS KPUTHUYECKUM (PAKTOPOM C TOUYKH 3PEHHUS
COOTHOIIIEHUS "M0JIb3a — PUCK' JIEKAPCTBEHHOTO TIpernapara.

6. Jlpyrre Mepsl MUHMMH3AIMHA PHCKA
KonTpommpyemas cucTeMa JUCTpHOBIONAH JIEKapCTBEHHBIX IIPENapaToB

960. KonTposnupyemasi cucteMa TUCTPUOBIOIIMA OTHOCUTCS K BUJIaM Mep, HaITpaBIECHHbBIX
Ha o0ecredeHne OTCICKUBAHUS BCEX OTAMOB TPAHCIOPTHUPOBAHUS JIEKAPCTBEHHOTO
npenapara 10 MecTa Ha3HauyeHus M (WIM) OTIIyCKa JISKAPCTBEHHOI'O IMperapara anTeKaMu.
3aka3pl MU OTTPY3KM JIEKApCTBEHHOrO IMpernapara OJHUM WJIM HECKOJbKUMH
UACHTU(UIIMPOBAHHBIMUA JTUCTPUOBIOTEpAMU O0JIETYAIOT OTCIICKUBAHUE JIEKAPCTBEHHOTO
npenapata. Hampumep, naHHble Mepbl MOTYT OBITh PacCMOTPEHBI B OTHOUICHUU TEX
JIEKapCTBEHHBIX MPENApaToOB, KOTOPbIE KOHTPOJIUPYIOTCS B KaXKJIOM TI'OCYJIapCTBE-YJICHE B
COOTBETCTBHUU CO CBOMM 3aKOHOJATEIbCTBOM, B IHENSAX MPEAOTBpAIICHUS] HEMPABUIHLHOTO
yIOTPEOJICHHS U 37I0yNOTPEOJICH S IEKApCTBEHHBIMHU MTPENapaTaMmu.

ITporpamMma o mpeAOTBpaIIEHIIO GEpEMEHHOCTH

961. Ilporpamma MmO TNpemOTBpAIIEHHIO OEPEMEHHOCTH MPEACTABISET COOOH
COBOKYITHOCTbh M€p, HAMpPaBJICHHbBIX HA MUHUMH3AIMIO PUCKA BO3JICUCTBUS JIEKAPCTBEHHOTO
mpemnapaTta ¢ W3BECTHBIM WJIM MOTCHIIMAIBLHBIM TEPATOTCHHBIM BO3JECHCTBHEM Ha ILIOMI B
nepuoj, 6epeMeHHoCTH. [laHHas nmporpaMmMa JI0JbKHa 00ecrieyrBaTh BHEIPEHUE Y TTAIMEHTOB
KEHCKOTO TI0JIa TAaKOTO MEXaHU3Ma KOHTPOJISI, KOTOPHIH IMO3BOJISIET TapaHTHUPOBATh, YTO
JIEKapCTBEHHBIN MperapaT He OyJeT Ha3HA4YeH B MepUuoj] 0EpeMEHHOCTH U OEPEMEHHOCTh He
HACTYIUT Ha MPOTSHKCHUH Kypca JICUCHHS W (WJK) ONPEJCIICHHOTO0 TMPOMEKYTKa BPEMEHHU
mocie TpekpaiieHust tepanuu. [IporpamMmMa mo mpeaoTBpalIeHUuI0 OEPEeMEHHOCTH TaKKe
MOKET OBITh OPUEHTHPOBAHA HA TMAIMEHTOB MYI)KCKOTO T0JIa B Clydae, €ClIi MPUMCHCHUE



JIEKapCTBEHHOTO TpernapaTa OMOJIOTUYECKUM OTIIOM MOXET UMETh HETaTUBHBIE TTOCIIEICTBUS
JUTSl UICX0J1a OEPEMEHHOCTH.

962. IIporpamma 110 IpeIOTBPALICHHIO OEPEMEHHOCTH BKJIIOYAeT B CeOS MPUMEHEHHUE
o0pa3oBaTebHBIX HHCTPYMEHTOB U COOTBETCTBYIOIINX MHCTPYMEHTOB KOHTPOJIS JOCTYIIA K
JeKapCTBEHHOMY mpemnapaty. [lpu MmiaHupoBaHWM TPOTrpaMMbl MO TPEAOTBPAIICHUIO
OepeMEeHHOCTH HEOOXOJMMO paccMaTpUBaTh CIACAYIOIIME AJIEMEHTHI (Kak WHAMBUIYaIbHO,
TaK U B COBOKYITHOCTH):

1) oOpa3oBaTenbHblE MHCTPYMEHTHI, HAIMPABICHHBIE HA CHEIUAIHUCTOB CHCTEMBbI
3IpaBOOXPAHCHMsS U TMAIMCHTOB, B MEJIIX WHPOPMHUPOBAHUS B OTHONICHUH TEPATOTCHHOTO
pUCKa W COBEPIICHUS HEOOXOIUMBIX JEHCTBUU i MHUHUMH3AIMU JAHHOTO pHUCKa (
PYKOBOJICTBO MO MCIOJIb30BaHUIO O0jiee YeM OJHOI0 METO/1a KOHTPALCTIIIMU U PYKOBOJCTBO
10 IPUMEHEHHIO PA3TUYHBIX BUIOB KOHTPAIICNTUBHBIX CPEACTB, HHMOPMAITUS TS TarlieHTa
B OTHOILIEHUH JUTUTEIILHOCTU NIEPHO/JIa, B TEYEHUE KOTOPOTO cieayeT n3berath 0EpeMEeHHOCTH
MocCJe MpeKpalieHus JeYeHus U JIp.);

2) KOHTPOJIUPYEMBIN TOCTYII Ha HTale Ha3HAYCHHS JIEKapCTBEHHOIO Mperapara uin ero
OTIycKa C oOOecreueHHeM BBIMOJHEHUS TecTa Ha OEpeMEHHOCTh U KOHTPOJEM
OTPHUIIATENIBHBIX PE3YJIbTATOB MEIUIIMHCKUM U (apMaleBTUYECKUM PAOOTHUKOM Tepe
Ha3HAYCHHEM WJIM OTITYCKOM JIEKApCTBEHHOTO Mpemnapara;

3) orpaHrYeHNE MAKCUMaJIbLHOIO CpoKa JercTBus penenta (30 kajaeHaapHbIX JHEN);

4) KOHCYJIbTUPOBAHUE B Cllydyae He3alIaHUPOBAHHOW OEPEeMEHHOCTH U OIIEHKA MCX0J1a
CIly4ailHO OepeMEHHOCTH.

963. Caenyer Takke pacCMOTPETH 11eT1eCO00Pa3HOCTh Pa3pabOTKU U BHEAPEHUS PETUCTPa
OepeMEeHHBIX ISl PETUCTPAIMH JaHHBIX 1O BCEM MalMeHTaM, KOTOpbIe 3a0epeMEeHENH B
MpOIIECCe JICUCHUSI WM B COOTBETCTBYIOIIMM TMEPUOJ] BPEMEHH C MOMEHTA OKOHYAHHS
JedeHus (HampuMmep, B TedeHue 3 MmecsieB). Vcmonp3oBaHWE WHCTPYMEHTa CHCTEMHOTO
coopa wHbOpMAIMU MO CIydasM H HCX0JaM OEpPEMEHHOCTH CIocoOCTByeT cOopy
uHpopmanuu 00 3(DPEKTUBHOCTH BBHIMOIHAEMON NIPOrpaMMmbl MO MPEAOTBPAIICHUIO
O0epeMeHHOCTH W cOOpy HHGOpPMAIMU MO XapaKTEePUCTHKE pUCKA, B OCOOCHHOCTH Ha
HAayaJbHOM NOCTPErUCTPAIMOHHOM JTane (TO ecTh Ha TOM OJTame, KOorja HMEITCs
CYILIECTBEHHBIE OTPAaHUYCHHSI TUOO OTCYTCTBHE JAHHBIX IO HCX0J1aM OEpEMEHHOCTH).

HenocpencTeeHHOE 00pameHre K CIIEUAIMCTAM CHCTEMEI 31PaBOOXPAHEHHS

964. HenocpencrBeHHoe oOpalieHue K CIENHaIicTaM CUCTEMBI 3paBOOXpPaHEHMUS,
yKazaHHOe€ B NyHKTe 866 Hactosuux IIpaBui, BBITONHSAETCS B LENAX MHHUMH3ALHU
ONpEJENECHHbIX PHUCKOB U (MJM) CHUXEHHUS TSHKECTH HEXENaTelbHbIX peaKluid
JIEKapCTBEHHOIO Ipernapara, yka3aHHbIx B paszgene X1 nacrosmux [Ipasuo.

1. BHenpeHue Mep MUHHMW3AUN PHCKOB



965. JlonogHUTEIbHBIC MEPHl MUHUMHU3AIIMHA PHCKA MOTYT BKJIIOYATh B c€0s MPUMEHEHUE
| unaM HECKONBbKO Mep, KOTOPBIE AOJXKHBI BHEAPATHCA M BBINOJHATHCA B paMKax
ONpEACIICHHON IeqeBOoM ayautopun. Hamexamiee BHUMaHHE JOJKHO YAEHSITHCA Kak
BPEMEHHBIM paMKaM U PETYJIAPHOCTH pealu3alid MEp MUHUMH3ALUUM PUCKA, TaK H
MpoLEeaypaM, HaMpPaBICHHBIM Ha JOCTHXKEHUE IEJIe B paMKax LEJIEeBOW aAyJAUTOPHUM.
Hanpumep, ogHOKpaTHOE pacnpocTpaHeHHe 00pa3oBaTeIbHBIX HHCTPYMEHTOB MOXKET OBITh
HEJIOCTAaTOUHBIM ISl OOecreueHuss MHOOPMHUPOBAHUS BCEX MEIUIIMHCKUX PaOOTHUKOB,
MTOTEHIINAIBHO BBIMMCHIBAIOIINX JICKAPCTBEHHBIN Mpenapar, U (Wian) moTpeduTenei, B TOM
YUCJIE HOBBIX MEIUIIMHCKUX paOOTHUKOB W moTpedOuteneil. MokeT BO3HHUKHYTh
HEOOXOIMMOCTh B JOTOJHUTEILHOM PACIPOCTPAHCHUHU OOpa30BaTEIbHBIX MHCTPYMEHTOB
WJIA METOJIOB MPOTrpamMM IO pealin3alii Mep MUHUMU3aluu pucka. Hagnexaiiee BHUMaHue
JIOJKHO yAENAThbes o0meMy GopmaTy 00pa3oBaTeIbHBIX HHCTPYMEHTOB WJIU MPOTPAMM IS
obOecrieYeHusT YeTKOTO OTJIUYUS OT HOCSIIMX PEKIaMHBIN xapakTep maTepuainoB. [TockonbKy
Mepbl MUHUMU3AIMK PUCKA HAMPABJIEHbI HA Pa3IMYHbBIC 1IEIH, HEKOTOPBIE MEpHI (HarpuMmep,
NaMsTKHA, MPOTPAaMMbl KOHTPOJUPYEMOI'O JOCTyIa M MPOTpaMMbl MO MHPEIOTBPAIICHUIO
OEpeMEHHOCTH ), JOJKHBI B OOJIBIIMHCTBE CIYyYaeB COMPOBOXKAATH JalbHENIIee MPUMEHEHNE
JICKapCTBEHHOTO IpernapaTta, B TO BpeMs Kak Jpyrue (HampuMmep, HEMOCPEICTBEHHOE
MHGOPMUPOBAHUE CICIIUATIUCTOB CHUCTEMBbI 3JpPaBOOXpaHEHUs] M 0Opa3zoBaTelbHBIE
MaTepHaabl) MOTYT HE NOTpeOOBaThCA Ha IMOCISAYIONIUX JTamax MPUMEHCHUS
JeKapcTBEeHHOTo npenapara. O6G0CHOBAHHOCTh BbIOOpA KaXKA0W MEPhl MUHUMM3ALIUK PUCKA U
HEOOXOIUMOCTh €€ peaju3alii Ha TMOCICAYIONMHNX dTarax MPUMEHEHHS JICKapCTBEHHOTO
npemnapara nojjiexaT paCCMOTPEHUIO, OLIEHKE U OTPA)KCHUIO B IUIAHE YIIPABICHUS PUCKAMH
HAa JTane NOoJauyuM Ha PErucTpaluio JEKapCTBEHHOro mnpemnapara. IIpencraBienue
o0pa3oBaTelbHBIX MAaTEPUAIOB [JIS COTrJacOBaHUS B YIIOJHOMOYCHHBIH oOpraH
rocyapCcTBa-wieHa JOJDKHO OCYHIECTBISTHCSA OTACIBHO OT PACIPOCTPAHEHUS PEKIAMHOTO
Marepuaja, IIpyu TOM B COITPOBOAUTEIILHOM ITMCHME JOJKHO OBITh 0003HAYCHO, SBIISIIOTCS JIH
MaTepualibl PEeKJIIAMHBIMU WK 00pa3oBatesibHBIMU. OOpa3oBaTeIbHbIE MAaTepUAIIbI CIETYET
pacnpoCTPaHATh OTACIBHO OT PEKJIAMHBIX MATEPUAJTIOB C YKA3aHUEM, YTO OHU HE SIBIISIIOTCS
peKIIaMHBIMU. MexaHu3Mbl 00eCIIeUeHHs KauecTBa JOJIKHBI TapaHTUPOBATh, YTO UMEIOLITHECS
CHUCTEMBI PacCIpPOCTPAHEHUS COOTBETCTBYIOT LIEIM NPUMEHEHHSI MEPbl MUHUMH3AIIUU PUCKA,
SIBJISIFOTCS. KOHTPOJIUPYEMBIMH M TIOABEPralOTCA ayIUTY.

8. Onenka 3¢ peKTHBHOCTH MEP MHHUMH3AI[HH PHCKA

963. Onenka 3 (PEeKTUBHOCTH ME€p MUHUMHU3AIIUKM PHCKA SABISICTCS HEOOXOIUMOM s
ycTaHOBJICHHS 3()(PEKTUBHOCTH MPUMEHEHHS MEp MUHHUMH3AIUHA PUCKA, BBISBICHUS IPHYNUH
HEed(P(HEKTUBHOCTH, a TaKKe HEOOXOIUMOCTH BBIIIOJHECHHUS KOPPEKTHPYIOIIUX IESHCTBUM.
Onenka 3(hEKTUBHOCTH MEP BBITIOJIHICTCS B OTHOIIEHUN KaXK0W MEPBI U IS POTPaMMBbI
MHHHMU3AIUN PUCKOB B IICJIIOM.



964. Bpemst orieHKH 3(PGEKTUBHOCTH MEp MUHUMU3AIUN PUCKA JTIOJHKHO OBITh THIATEIBLHO
CIUTAaHMPOBAHO B paMKax IJIJaHA YIPABJICHUS pUCKaMU 710 Hayaja BIMOJHEHUS MEp C YYETOM
BpEMEHHU, HEOOXOAMMOIo JJisi Hayaja BBIMOJHEHUS MEp MUHUMM3AIUU PUCKA, 00HEMOB
UCIIOJIb30BaHUS JIEKAPCTBEHHOT'O MpernapaTa CUCTEMOU 3JJpaBOOXPAHEHHS U UHBIX (PaKTOPOB,
OKa3bIBAIOIINX BIMSHUE HA CPOKHU BBIMOTHEHUS 3aIJTAHUPOBAHHBIX MEPOTPHUSATHH.

965. Cnenyer CruiaHUpOBaTh MPOBEJICHHUE MEPUOANUECKOr0 0030pa 3G (HEKTUBHOCTH
OJTHOTO WJIM HECKOJBKUX WHCTPYMEHTOB HJIA MPOTPAMMbl MUHUMU3AINHA PUCKOB B IIEJIOM.
[IpumeHstoTCs clieyronue KOHTPOIbHBIE TOYKU OIIEHKU 3()(PEKTUBHOCTH, UMEIOIIHE 0CO00e
3Ha4YeHHE MPH OIEHKE BHITIOTHEHNS YKa3aHHOUN MPOTpaMMBbl:

1) mocne Hayasa BBIMOJIHEHUS IPOrPaMMbl MUHUMH3AIIUU PUCKOB (HAalIpUMEp, B TEUECHUE
12 — 18 mecs1eB) B Leisix odecredeHns: BO3MOKHOCTH BHECEHHUSI U3MEHEHUI B ITporpammy
MUHUMH3ALMU PUCKA, B CIydae HEOOXOIUMOCTH;

2) Ha »Tale BBIMOJHEHUS OLEHKHU MOATBEPKICHUS PETUCTPAUU JIEKAPCTBEHHOTO
npenapara.

966. Onenka 3pPeKTUBHOCTH MEP MUHUMHU3AIMU PUCKA HA BCEX ATarnax BBIOJTHEHUS
BKJIIOYaeT B ce0sl TakKe YCTAaHOBJIEHHE HEOOXOIMMOCTH JalbHEWILEro MpPUMEHEHUS
JOTOJIHUTEIBHON Mepbl MUHUMHU3ALIUU PHUCKA.

967. Ouenka 3¢(PeKTUBHOCTH MEP MUHHMMHU3AIMU PUCKA JOJHKHA PacCMaTpHUBATh
pa3NyYHbIe aCMEeKThl BBHIMOJIHIAEMON Mepbl MUHUMHU3AIMK PUCKA: MpoIecc (TO €CTh CTENEHb
BBITIOJIHEHUS 3aIUIAHUPOBAHHOM MTPOrpaMMbl), €€ BO3/IECTBHE Ha OCBEIOMIIEHHOCTD 11€JIEBOM
ayIUTOPUU W3MEHEHUS B TOBEJCHUU OSTOM IEJIEBON ayAUTOPUHU, a TaKXkKe pe3ynbTaT (
HACKOJIbKO OBUIM JTOCTUTHYTHI 1€MW MHUHUMHU3auu pucka). [Ipu paspaboTke crpaTeruu
OLICHKH ONPEJENSIOTCS aCleKThI MPOLIECCa BHIIOJIHEHHS TUIAHA MUHUMHU3allluKd PUCKOB (fajiee
— MPOLECC) U JOCTUTHYTHIX PE3YyJbTAaTOB, KOTOPHIE MOTYT OBbITh IPABWIBHO W3MEPEHBI BO
n30exaHue TMONYYCeHHS HETOYHBIX WIIM BBOJAIIMX B 3a0dyXJIEeHHE MaHHBIX JHOO
YpEe3MEPHOT0 OOPEMEHEHUS CUCTEMBI 3/IpaBOOXPAHEHUS WIH JIPYTHUX CTOPOH, BOBJICUCHHBIX B
MPOLIeCC BBHIMOTHEHUSI MEPbl MUHUMH3AIUU pUCKa. BpeMs OIEHKH KakKI0TO KOMIIOHEHTa
3¢ ()EKTUBHOCTH BBITIONHIEMON aKTUBHOW MEpbI, a TAaK)KE€ YCTaHOBIEHHUS MPaBHIbHBIX
nokaszareyieil, Ha OCHOBAaHMHM KOTOPBIX OlLIeHUBaeTcs 3P(PEKTUBHOCTh HHCTPYMEHTA
MHHUMHU3ALUUU PUCKA, JOJKHO OBITh TIIATEIBHO PACCMOTPEHO JeprKaTeaeM
PErUCTPAIIMOHHOTO YJIOCTOBEPEHUsT M CIUIAHUPOBAHO JIO Hadayla BBIMOJTHEHUS Mep
MUHUMH3AIUU PUCKA.

968. [lns onenku 3¢ (PEKTUBHOCTH MEp MUHUMHU3AIMN PUCKaA CIEAyeT UCIOJIb30BaTh 2
IPYIIBI IOKA3aTEIEH:

1) mokazarenu npouecca;

2) mokasaTesu pe3yibTarta.

3) Ioka3aTenu nporecca HEOOXOAUMBI JIJIsl YCTAHOBJICHHUSI MTOJOKUTEIBHON TUHAMUKA
BBITIOJIHEHMSI BCEX ITANlOB MEpP MUHUMMU3AIMU pUCKa. [laHHas rpynna aomkHa o0ecrneduThb
OLICHKY CTENEHH BBIIOJIHEHUS 3alJIAHUPOBAHHOM MPOrpPaMMbl U JIOCTHKEHUE TPeOyeMOro



BIIMSHUS HA NOBEICHHUE WM JEHCTBUS LeieBod ayauTopuu. [lokazareinn BBINOJHEHHUS
MPOTPaMMbl JIOJDKHBI OBITH OIpPEIETIEHbl 3apaHee M OTCIEKHBATHCS HA MPOTIKEHUU
BBIITOJIHEHUS NporpaMmel. [losrydeHHbIE TaHHBIE W ONBIT MOTYT OBITH MCIOJIB30BAHBI IS
ONTUMH3ALNU KOPPEKTUPYIOUIUX JACHCTBUU B cllydyae UX HeoOxoaumocTu. OrieHka
BBIIIOJTHEHUSL IIPOLlecCa TAKXKE MOXKET YJIYUIIWTh IMOHMMaHUE MPOLECCOB U MPUYMHHBIX
MEXAHU3MOB, B CHIIy KOTOPBIX JONOJHUTEIbHBIE MEPHI MUHUMH3ALUU PUCKA [TO3BOJIUIN WINA
HE NO3BOJIWIIA JJOOUTHCA KETAEMOr0 KOHTPOJIS CIELU(PUIECKUX PUCKOB.

968. [lokazaTenu pe3ysbrara 00ECIeUnBAIOT OOIIYIO OLIEHKY CTENEHU KOHTPOJIS PUCKA,
JOCTUTHYTOTO MOCPEACTBOM BHEIPEHUsI MEP MUHMMM3aUuu pucka. Hanpumep, eciu nenbro
INPUHATHS ONEPATUBHOW MEPBI SIBISETCS CHUKEHHME YacTOThI M (WJIM) CTENEHH TSKECTU
HEXEeJaTeIbHON peaKlUHd, KOHEUHbIH KpUTEpPUU OIIEHKH pe3yJibTara OyAeT MpUBS3aH K
JTAHHOU LEJIH.

969. Ilpu 000CHOBAaHHON HEBO3MOYKHOCTH BBINOJHEHMS OLEHKH IOKa3aTesen
pe3ynbTaToOB (HanpuUuMep, HEOOOCHOBAHHO OOJIBIIOE KOJIMYECTBO MALUEHTOB, MOABEPKEHHBIX
PHUCKY, OUYEHb PEAKUE HEXeJaTeIbHbIE SIBICHUS), TOIMYCKAETCS MPU OLEHKE 3PPEKTUBHOCTH
Mep MUHUMU3ALMKU pUCKa OCHOBBIBATHCS HA MHTEPIIPETAIIMH MOKa3aTeel mpouecca, KoTopas
HOCHT JIOCTOBEPHBIN XapakTep.

970. Ilo pe3yinbTaTamM MNpPOBEAECHUS MPOUEAYPbl OUEHKH 3(PPEKTUBHOCTU MEP
MUHHMH3aLMA pUCKA JIETAETCS BBIBOJ O BO3MOYKHOCTU JAJIBHEHMIIETO BBIIOJHEHHUS MEPHI
MUHUMU3AIUU puUcKa 0e3 M3MeHeHu 11ubo 0 HeoOXoauMocTH ee u3MeHeHus. OleHka
3¢ (PEeKTUBHOCTH Mep MHUHUMH3ALHMH PUCKA MOXKET CBUICTEIHCTBOBAaTH O TOM, YTO
JESITeIbHOCTh 110 MUHUMU3ALMK PUCKA SIBJISETCS HEIOCTATOYHOM M JOJDKHA OBITh YCHIIEHA (
MOCPEACTBOM BHECEHHUSI U3MEHEHUU B MPEJOCTEPEKEHUS WM PEKOMEHJAlUMH B 00mIiel
XapaKTEPUCTHUKE JIEKAPCTBEHHOI'O NPEenapaTa U MHCTPYKLUHU IO MEIUIIMHCKOMY ITPUMEHEHHUIO
, YAYUYILIEHHUS YETKOCTHM PEKOMEHJAIMH MO0 MHUHUMH3AUMM pUCKA U (MJIM) C TOMOIIBIO
MOAKIIOYEHUS JTONIOJIHUTEIBHBIX HHCTPYMEHTOB 110 MUHUMU3ALMKN PUCKA WIH YJIy4YIIECHHUS
CYIIECTBYIOIIMX U JIp.). IHBIM pe3yJbTaToOM MpOLEAYpPhl OLIEHKH MOXKET CTaTh BBISIBICHUE
HECOOTBETCTBUSI MEP MUHUMU3ALMUU pUcKa JHO0 (pakTa OTCYTCTBUS B MPOLEAYpPE OLEHKH
TpeOyeMOll HaINpaBI€HHOCTH, B CBSI3M C YEM MOXKET OBITh YMEHbILIEH 00beM paldoT 1o
IIpOrpaMMe WM PACCMOTPEHO €€ YIpOIleHHE (YMEHBIIEHHE YKCIIa UHCTPYMEHTOB, WIIU
METOJI0B MHMHUMM3ALUN PHUCKA, WJIM PEryJISIPHOCTH BBINOJHEHUS OTIEIBHBIX MeEp
MUHHUMM3ALUNA pUCKa JIMOO UCKIIOUEHHE YaCTHU PeaTu3yeMbIX MEPONPUSATUHN, JUIsI KOTOPBIX
IIPOJIEMOHCTPUPOBAHO, YTO OHU HE BHOCAT 3HAYMMBII BKJIaJ B MUHUMHU3ALMIO PUCKA).

971. B nonosHeHue K oueHke 3(h(PEeKTUBHOCTH MEp MUHUMU3AIMKU PUCKA B YIIPABICHUU
npoOjieMaMy, CBS3aHHBIMM C O€30IaCHOCTHIO, TAK)KE Ba)XXHO OILIEHUTh, MOXET JH
JOTIOJTHUTENIbHAST MEpa MMHUMH3ALUA PUCKA MMETh HENpEIHaMEpEHHbIE (HETraTHUBHBIC)
MOCTIEACTBHS JIJIs1 pacCMaTpUBAeMOM POOIEMBI 310POBbs HACETICHHSI Ha OMMKANIINIA TepHO/T
u B nepcrnektuBe. [IpuMepsl HenpenHaMepeHHBIX IOCIEACTBUIl BKIIOUYAlOT B cels
HEOOOCHOBAHHYIO MEPErpy3Ky CHCTEMBbI 3PABOOXPAHEHHUs, MPUOCTAHOBKY IPUMEHEHHUS



JICKApCTBCHHOI'O IIpCIiapaTa IIAaMCHTaAMH, B TOM YHCIIC B ClIy4dasaX IIOJOXHTCIBHOI'O
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cooTHOIICHHs ""'ToJb3a — pUCK"" [T TaHHBIX MMAIlHCHTOB.
972. VccnenoBanus mo oneHke 3 (HEKTUBHOCTH MEp yIPaBICHUS PUCKAMH SIBISIOTCS
MOCTPETUCTPAIIMOHHBIMA HCCJICOBAaHUSAMU TI0 Oe3omacHocTH. Takum oOpazom, mpH
MIPOBEJCHUU HCCIICIOBAHUS C TICJIBIO OICHKHU MOKa3aTesied TOBEACHUS WM OE30MacHOCTH
JIOJDKHO OBITh 00€CreYeHO BBITIOJTHEHHE TpeOOBaHUN K TOCTPETHCTPAIMOHHBIM
UCCIIeIOBAaHUSIM 0€30MacHOCTH, ompeaensieMblx B pasaene X Hacrosmmx [IpaBun. Jlannoe
PYKOBOJICTBO HE TMPUMEHSETCA K M3MEPEHHIO MPOCTHIX MOKa3aTesei mpoliecca (Hampumep,
pacrpocTpaHeHre WH(POPMAIMOHHBIX HWHCTPYMEHTOB, COJEpXKAIUX MEpPhl MUHUMH3AINH
pHUCKa B 1I€JIEBON MOMYJSAIMK). B COOTBETCTBYIOMUX CIydasx MOTYT OBITh MCTOJIb30BAHBI

MCTOAOJOTHYCCKHUEC CTAaHAAPThI OLICHKH I/ICCJ'IGI[OB&HI/IfI B q)apMaKOBHI/II[GMI/IOJIOFI/II/I.
Onenka noxasaresneii mpomnecca

973. Ilokazarenu mpoliecca OCHOBBIBAIOTCA HA IMapaMeTpax OLUEHKH 00beMa BBITIOJIHEHUS
M3HAYaJbHOW MporpamMMbl U (WJIM) U3MEHEHUU B mpolecc ee BbimoiaHeHus. [lokazarenu
mpoliecca JIOJKHBI JOMOJHATh, @ HE 3aMellaTh OLEHKY JIOCTHUKEHUS HAaMEUCHHBIX IIeJei
MOCPEJCTBOM peaju3allud Mep MHUHUMM3alUMM puUCKa (MOoKas3aTenu pe3yinbTara). B
3aBHCHUMOCTU OT XapaKTepa aKTUBHBIX MEp pa3jMyYHbIe MOKa3aTelIH Mpolecca MOTyT ObITh
OTNpEENeHbl 1)1 OUEHKH UX 3P(HEKTUBHOCTH.

JocTikeHne He/IeBOH MOy IAHH

974. Ecnu Mepbl MUHUMM3AIIMKM PUCKA 3aKIIOYAOTCA B MPEIOCTaBICHUE HH(POPMAIUU U
PYKOBOJICTB JJIsl CTIEIIUATUCTOB CUCTEMBI 3[JpaBOOXPaHEHHUS U (MJIM) HAIMEHTOB MOCPEICTBOM
OpeoCTaBICHUsI 00pa3oBaTENbHBIX HHCTPYMEHTOB, MCIOJB3YIOTCS MEPhl OLICHKU
pacripocTpaHeHus UHGOpMAaIUKU JJIsl TOTyueHUsI 0a30BbIX JAHHBIX 10 BBIOTHEHHUIO. J[aHHBIE
MOKa3aTeNH JTOHKHBI ObITh OPUEHTHPOBAHBI HA OIEHKY IMPEJOCTABICHUS HCIOIB3YEMOTO
WHCTPYMEHTA /ISl 1I€JICBON MOMYJISIIUUA U OIEHKY (PAaKTHYECKOro MOJy4YEHHUsS] MaTepuaioB
LIEJICBOM TTOITYJISLIUEN.

OneHka KIMHUISCKUX 3HAHUI

975. B uensx OLIEHKHM OCBEJOMJICHHOCTH LI€JIE€BOW MOMYJISIUUM U yPOBHS 3HAHUM,
MOJIy4YEHHBIX TMOCPEICTBOM NPUMEHEHHUS 00pa30BaTENbHBIX HHCTPYMEHTOB U (MJH) C
HCIIOJIb30BAaHUEM JPYTHX METOJOB MpPeaoCTaBleHUsI HHPOPMALUU, TPUMEHSIOTCS HAyYHbIE
METO/Ibl AaHAIUTUYECKUX OIMPOCOB.

976. AHanuTHYECKHI OIPOC OOBIYHO BKIIFOUAET B €051 OCHOBHBIE CTaHIaPTHBIE BOIIPOCHI,
OTBETHl Ha KOTOpBIE JOMYCKAeTCs MPEACTaBNIAThH MO TeledoHy, B JTUYHOM Oecene uiu
OTIPABIIATH MO MOYTE (NIEKTPOHHOU noure). [IpoBeeHNe aHATUTUYECKUX OMPOCOB CIEAYET
OCYLIECTBIISITh PETYJISPHO.



977. llonxon, yka3zaHHbIN B myHKkTe 968 HacTosimumii [IpaBui, MokeT ObITh aanTHPOBAH
JUIsl KOHTPOJISL OTHOLIEHUSI K NpeAsiaraéMbiM MepaM M CTENEeHU HHPOPMHUPOBAHHOCTU
pEenpe3eHTaTUBHBIX TPYII LENEBOM ayIUTOPUH CHEUAINCTOB CUCTEMBI 3PaBOOXPAHEHUS U
(M) mManMEeHTOB M OCYHIECTBISATHCS C  HMCIMOJIB30BAHUEM COOTBETCTBYIOIIMX
IICUXOMETPUYECKUX MHCTPYMEHTOB. /{1151 BEIOJHEHNS OLIEHKH BBIIICYKA3aHHBIX IMOKA3aTeNeH
CJIeIyeT OINpPEICIUTh aJIeKBATHBIN 00beM BBIOOPKH, BKIFOUEHUE B KOTOPYIO BBITIOJHSIETCS C
UCIIOJIb30BAaHUEM IPUHLMUIIOB paHaoMu3aiuu. Mcrnoap30BaHMEe WHULMATUBHBIX TPYII WA
TPYNI MOAAECPKKU MAIIMEHTOB /I MPOBEJCHUS aHATTMTUYECKOTO OMPOCca 3HAHUHN HE CIIEyeT
MPUMEHSATH BBUY HEOOBEKTUBHOTO MPUHIIUIIA CAMOOTOOPA.

978. HeoOxoamMo yAenuTh BHUMAaHUE IIEJISIM aHAIMTHYECKOTO OMpoca, AU3aiiHy
ucciaeaoBaHusl, 00bEMY M PENpPEe3eHTATUBHOCTH BBIOOPKH, ONEPALMOHHBIM OIpPEACIICHUSIM
3aBUCHUMBIX U HE3aBUCHUMBIX NMEPEMEHHBIX, a TAK)KE CTATUCTUUYECKOMY aHalIu3y. TiarenbHoe
BHUMaHHE JIOJDKHO OBITh TakXke YyJeJeHO BbIOOpYy Haubosiee COOTBETCTBYIOIINX
MHCTPYMEHTOB 110 COOPY JaHHBIX (aHKETHI, OMPOCHUKH U JIp.).

OneHka KIIMHAIECKUX NSMCTBHHA

979. B nensix mpoBeaeHust olieHKH 3G (HEKTUBHOCTU 00pa30BATEIbHBIX JTOMOJIHUTEIBHBIX
Mep U (WiIKM) UHYOPMALIMOHHOTO 00ECTIEUeHUs CIEeyeT ONPEASIUTh HE TOJIBKO KIIMHUYECKHE
3HaHUSA, HO M OCHOBAaHHbIE HAa HHUX KIMHUYECKHE JEeUCTBUS (Hampumep, Ha3HAuYCHUE
JIEKapCTBEHHOTI'O IIpenapara).

980. HccnenoBanusi Mo NPUMEHEHHIO JEKApCTBEHHOTO IMpenapara ¢ MOMOIIbIO
BTOPUYHOIO HCIIOJIb30BAHUS JAHHBIX, YKA3aHHBIX B AJIEKTPOHHBIX MEIHMIIMHCKHX KapTax
CJIEAYEeT pacCMaTpUBaTh KaK LIEHHBIM HHCTPYMEHT JJIS IPOBEACHUS KOJTUYECTBEHHOM OLIEHKU
KJIMHUYECKUX JCHCTBHI B cilydae 0O€CHedeHHUs] HaJJIekKAIIero KOJIWYEeCTBa yYaCTHUKOB,
1IEJIEBOM ayUTOpUU U 06a3bl TAHHBIX.

981. AHanu3 IMCTOB HA3HAYEHHUS JIEKAPCTBEHHBIX ITPENAPATOB, C YUETOM JTAHHBIX APYTUX
NalUeHTOB (KJIMHUYECKUE, JeMorpaduyecKkrue JAaHHbIE U Ap.) MOXKET 00ECIEeUUTh OLEHKY
Ha3HAuY€HUs JIEKapCTBEHHBIX IIPENapaToB, BKIKOYas COBMECTHOE Ha3HauyeHHE 2
B3aMMOJICHCTBYIOIINX JIEKAPCTBEHHBIX MPENapaToB, COOTBETCTBUE PEKOMEHIALMSIM IO
71a60paTOPHOMY MOHUTOPUHTY, a TAK)KE BHIOOP U KOHTPOJIb COCTOSIHUSA MAlUEHTA.

982. IlpumeHsisi CTaTUCTUYECKUE METOAbI (aHATU3 NUHAMHYECKUX PSIIOB, aHAIU3bI
BBDKMBAE€MOCTH, JIOTHCTHYECKasi perpeccus U Jp.) Mg KOTOPTHl TOTpeduTteneit
JIEKapCTBEHHBIX MPENapaToOB, MOKHO CJENATh OLEHKY Pa3JIMYHBIX aCIIEKTOB HA3HAYEHUS WUIIU
IIPUMEHEHMS JIEKAPCTBEHHBIX IIPENApaToB, YTO MOXET MO3BOJUTH BBIIOJIHUTH IPOTHO3
MUHHMMU3AIUU PUCKA, BBIXOASIIMN 32 PaMKU HCKJIIOYUTENbHO ONHMCAHUS MOJYyYEHHBIX
nokazatenbeTB. Ocoboe BHUMaHUE JOKHO OBITh y/EJIEHO MPOBENCHUI0 U WHTEPHpETaluu
pEe3yJIbTAaTOB MCCIENOBAHUN MO OIIEHKE MCIOJIb30BaHMS JIEKAPCTBEHHBIX MpENapaTtoB B
rocyJapCTBax-4jeHax, BKIIOYas PEruCTPAllMOHHBIA CTATyC JIEKAPCTBEHHOI'O IpernapaTta u
NOPSJOK €r0 Ha3HAYEHUs U OTIYCKa, MOCKOJbKY NOPSAOK Ha3HAYEHUs JIEKAPCTBEHHOTO



rpernapaTta MOXKeT OTpakaTh HE TOJIbLKO HH(GOPMAIHIO O JICKAPCTBECHHOM IIpernapare U J0yio
Mepy MHUHUMHU3ALMKN PHUCKA, HO TaKXK€ PYKOBOJCTBA IOCYAapCTB-UJIEHOB MO HA3HAYCHUIO
JICKapCTBEHHOI'0 TMperapara, acleKThl, CBsS3aHHBIE C CHUCTEMOHN 3JpaBOOXpaHEHUS,
NPUMEHEHUEM JICKApCTBEHHOI'O0 Tperapara Ha MPaKTUKE U OTPAHUYCHUSIMU BO3MEIICHUS
3aTpar Ha JiedeHHe. Takoe pa3HOOOpa3ue CHCTEM MPEIOCTaBIICHHS MEIUIIMHCKUX YCIYT B
rocy/IapCcTBax-4wieHaxX W 3a MX IpejeiaaMyu MOXKET SBJISATHCS OCHOBaHWUEM IS MPOBEACHUS
UCCIIEIOBAHUSI C OJITMHAKOBBIMU LIENISIMU B HECKOJIbKUX CTpaHax.

983. HccnenoBaHus moBeJCHHS, OCHOBAHHBIC Ha JaHHBIX, COOpPaHHBIX B XOJE
QHAJIUTUYECKUX OMPOCOB, JOJDKHBI YUUTHIBATHCS TMPHU OLICHKE KIMHUYECKUX JEUCTBUU B
Clydae OTCYTCTBHS MPEAbIAYIINX JaHHbIX.

OneHka nokasarenei pe3yinsTaTa

984. IlokazaTensiMi yCHEIIHOCTH BBIMOJIHEHUS NPOTrPaMMbl MUHUMU3ALUM PUCKA
SBJISIFOTCSL PE3YJIbTAThI MOBBIIICHHS] O€30MaCHOCTH MPUMEHEHHUS JIEKApCTBEHHOTO mpernapata (
4acToTa U (WJIM) CTENEHb TSKECTH HEXKeNaTEIbHBIX PEakiuid B CBSI3M C BO3JEHCTBUEM
JIEKapCTBEHHOTO Tpernapara Ha MalMeHTa BHE PaMOK MHTEPBEHIIMOHHOTO UCCIEOBaHMS).

985. Ouenka, OCHOBaHHAas Ha JNAHHBIX ITOKA3aTEJIEN YCIEIIHOCTH BBIITOJHEHUS
nporpaMmbl 1O MHHUMH3AllMM PHUCKOB, JOJDKHA BKJIOYATh B ceOs CpaBHEHHE
AIUJIEMHUOJIOTHYECKUX MEpP YaCTOTHOCTH pe3yJsibTaTa, TaKhe Kak MOKa3aTesib YaCTOThl WJIU
KYMYJISITUBHOM YaCTOTHI HEXKENATEIbHOW PEAKIINY, ITIOJYYEHHBIN B PE3YJIbTATE UCCIICIOBAHUN
0€e30MacHOCTH Ha MOCTPErHuCTpallMOHHOM dTamne. Cleayer paccMOTPEeTh HCIOJIb30BAHHE
COOTBETCTBYIOIIUX PE3YJIHTATOB MOBHLIIMICHUS 0€30MaCHOCTA MPUMEHEHUS JICKAPCTBEHHOTO
npenapara (Hampumep, cypporarHas KOHEYHasi TO4YKa HCCIEeJOoBaHUs (HAmpuMmep,
HaJJIexKanui OMoMapKep, B KaueCTBE 3aMEHbl KJIMHUYECKOW KOHEUHOW TOUYKH)), €CIIU TaKOn
MOJXO0/ CIOCOOCTBYET BBIMOJHEHUIO OLEHKH J()PPEKTUBHOCTU peaTu3yeMbIX Mep
MUHUMU3AIUU PUCKA.

986. B cooTBeTCTBUU C JIOOBIM TMOJIXOJ0M HAay4YHbIC W MPU3HAHHBIC MPUHIIHIIBI
AMUJIEMHUOJIOTHYECKOTO HMCCIEAOBAHMS BCET/Ia JOJKHBI ObITh PYKOBOJCTBOM [IJIsi OLICHKH
HCIIOJIb3YEMOr0 MOKa3aTeNsl KOHEYHOTO Pe3yJsbTara.

987. Cnenyer y4yuThiBaTh CPAaBHEHUE YacCTOTHI 10 U TOCJE BBIIIOJHEHUS MEP
MUHUMU3AIUU pyucka. B ciaydae HEBO3MOXXHOCTH MPOBECHUSI OIIEHKHU U pacyeTa Ji0 U Moclie
BBITIOJIHEHUSI Mep (Hampumep, Mepbl MUHUMU3AIMU pUCKa ObUIM BBEICHBI B JICEWCTBUE B
MOMEHT TMOJIYYEHUs] PETrUCTPALMOHHOTO YAOCTOBEPEHMS) IMOKa3aTelb YacTOThl HCXO/a,
MOJYyYEHHBIN Ha 3Tale MOCJE€ BBINOJIHEHUS MEP, COOTHOCHUTCS C 3apaHee OIpeeICHHbIM
pedepeHTHBIM 3HAUYCHUEM, MOJYYEHHBIM W3 HAyYHBIX HCTOYHHUKOB, PETPOCIEKTHUBHBIX
JAQHHBIX MEIHMITMHCKUX KapT MaIlMeHTOB, OXHIAAEMOW YacTOThl B OOMmIeld MOmyssiiuu (
HaOJI0JaeMblii aHAJIM3 B CPABHEHUU C MpPEAIOiaraeMbIM U Jp.), U JIOJKEH yYHUTHIBATh



BO3MOXHBIA 3P(HEKT CTUMYJIHUPOBAHUS PEMOPTUPOBAHUS, W3MEHEHHUS TOPSAKA OKa3aHUs
MEIUIIMHCKOM MTOMOIIY MalMeHTaM U (WIn) MEPONPUITUI TT0 MUHUMHU3AIUK pucka. Beidop
TPYIIBI CPABHEHUS IOJDKEH OBITH HAJJISKAIIUM 00pa3oM 00OCHOBAH.

988. Metonbl oneHKH 3(P(HEKTUBHOCTU MEp MUHMMHU3AIUU PHUCKA JOJTKHBI OBITh
CONOCTaBUMBI C MUHHUMHU3UPYEMbIMU puckaMu. [IpumeHeHne mokaszaresiss CIOHTAaHHOIrO (
YHCJIO COOOIIEHUM O TI0/I03PEBAEMBIX HEKENIATeNbHBIX PEAKIIUIX 32 YCTAHOBJICHHBIN MEPUOJ
BPEMEHU) JOMYyCKaeTCsl MpH OlleHKe Y(P(HEKTUBHOCTU PYTUHHBIX MEP MUHUMH3AIMU PUCKA.
CrnoHTaHHOE PEnopTUPOBAHME, CIEAYET PacCMaTpPUBaTh C OCTOPOKHOCTBHIO MPH OIEHKE
4acTOThl HEXEJATEJIbHBIX PEaKIUi B IEJIEBOM MOMYJISIIUM 32 HCKIIOUEHUEM OCOOBIX
00CTOSITENHCTB (HAIpUMEp, YACTOTAa HEXKENATEIbHOTO SABJCHUS TPU NPUMEHEHUU
JIEKapCTBEHHOTO Mpenapara pejakas, 0asucHas 4acToTa B 00IICH MOMYJISIIIUK He3HAYUTEIbHAS
U CYIIECTBYET BbIpa)KE€HHAs B3aUMOCBSI3b MEXY JICUEHUEM U HEXKENATeIbHON peakiuen).

989. Ilpu Takux OOCTOSATENbCTBAX, KOrJa MpsIMOE ONpeesieHue CTENEeHU PHCKa B
paccMaTpuBaeMOM TpyINe SBASETCS MPAKTUYECKH HEOCYIIECTBUMBIM, CIIOHTAHHBIC
COOOIIEeHUsT MOTrJIM Obl TO3BOJUTH CHeJaTh MPEANOI0XKEHUE OTHOCUTEIHHO
MPUOM3UTEIILHOTO 3HAUYCHUS YaCTOThl HEXKEIaTeIbHON Peakiiuy B TPYIINE MpU YCIOBUU, YTO
HEKOTOpbIe 00OCHOBaHHBIEC JAHHBIC MOTYT OBITh MOJYYEHBI JJIS OIICHKU TOKAa3aTelsi YPOBHS
pPENOPTUPOBAHUS B KOHTEKCTE MPUMEHEHHUS JICKAPCTBEHHOIO Mpenapara.

990. XapaktepHble MOTPEITHOCTH, KOTOPhIE BIUSIIOT HA YPOBEHb PEIOPTUPOBAHUS B
OTHOLIEHUU TMPEIOIaraeMblX HEXeNaTeIbHbIX PEaKlMii, MOTYT MPUBECTU K pe3yJbTaTaM,
BBOJSIIIUM B 3a0myxjaeHue. Hampumep, BBeneHue NporpaMMbl MUHUMU3ALUM PHUCKA,
CBS3aHHOT'O C MpoOJieMOl 0e30MacHOCTH, BBISIBJICHHON Ha 3Tame MOCTPETUCTPALIMOHHOTO
MOHHUTOPUHTA JIEKApCTBEHHOrO MpernapaTra, MOXET CIOCOOCTBOBATh MOBBIMICHUIO
WH(QOPMHUPOBAHHOCTH B OTHOIICHHH OIPEIEICHHBIX HEXKEJIAaTeNbHBIX pPEakKinii, 4TO B
KOHEUHOM CUETe MOXET MPUBECTH K MOBBIIICHUIO YPOBHS COOOIICHUSI.

991. Ilpu Takux OOCTOSITETHCTBAX aHAIW3 CIIOHTAHHOTO PEMOPTHUPOBAHUS MOXKET
MIPUBECTU K OMMOOYHOMY 3aKJIIOUEHHUIO, UTO BMENIATEIbCTBO OKa3aloCh HEI(PPEKTUBHBIM.
CHMKEHHbIEC MOKAa3aTeIW OTYETHOCTHU 3a OINpPEJICICHHBI BPEMEHHON MPOMEKYTOK MOTYT
Tak)Ke€ MPUBECTU K OIMMOOYHOMY 3aKJIIOYEHHMIO, 4YTO BMEIIATEIbCTBO OKa3ajoCh
3 PEeKTUBHBIM.

9. Koopmuaamus

992. B cnyuae HanmuuMs Ha pbIHKE Oojiee OJHOIO JIEKAPCTBEHHOrO Mpenapara ¢
OJIMHAKOBBIM JIEUCTBYIOIUM BEUIECTBOM NPHUMEHSETCS €AUHBbII NOAXOJ B OTHOUIEHUU
JOTIOJIHUTENIbHBIX MEp MHUHHMMH3AIUU PHUCKA, MNPEITyCMOTPEHHBIX YIOIHOMOYEHHBIMU
opraHamM rocynapcTB-wieHOB. Korna BO3HHMKaeT HEOOXOJUMOCTh B KOOPIUHUPYIOLIUX
NEUCTBUSX [JIs TPYNNbl JEKApCTBEHHBIX MpPENnapaTroB JIOJKEH OBITh BbIpabOTaH
COrJIAaCOBAHHBIN MOJX0J CO CTOPOHBI YIIOJHOMOYEHHOI'O OpraHa rocyjaapcrBa-wieHa. [Ipu
TaKMX OOCTOSATEIbCTBAX MPEIBAPUTEIBHOE IJIAHUPOBAHHUE JIOJKHO OOECHEYUThb, YTOOBI



3(1)(1)6KTI/IBHOCTI) MCPp MHHHMH3AINHNKU PHUCKaAa OHOCHUBAJIACH MHJIAd KaXIOro OTACIBHOI'O
JICKAapPCTBCHHOI'O ITpCIiapara, a TaKKE JJIA JICKAPCTBCHHLIX IPEIIapaTOB B COBOKYITHOCTH.

10. CucreMsl kagecTBa MEp MUHHMH3AIMY PUCKA

993. He cMOTps Ha TO, YTO B IpoOIlecce pa3padOTKHU U OCYIIECTBICHUS MEp MUHUMU3AIUN
pUCKa 3a/IeiICTBOBAHbl MHOTHE JKCHEPThI, OTBETCTBEHHOCTh 3a Kauye€CTBO, TOYHOCTh U
HAy4YHYIO II€JIOCTHOCTh TaKUX MEp BO3JIAraeTcs Ha JAep)KaTeis PEerucTparmoHHOTO
yJIOCTOBEpPEHUSI W YINOJHOMOYEHHOE JIMIO 1o (apMakoHAA30py JAepKaTens
PETUCTPALMOHHOTO YAOCTOBEPEHHUSI.

994. Jlepxkatenb PEruCTPALMOHHOIO YAOCTOBEPEHUSI HECET OTBETCTBEHHOCTH 3a
OOHOBJICHHE TUTaHA YIPABICHUS PHCKAMHU B Clydae MOSIBJICHUS HOBOW WH(oOpMarmwu,
COOTBETCTBHE MH(OpMAIIMK B MaTepraiax Mo MepaM MUHUMU3AIMU pUCKa U HHGOPMAIIUU B
o01el XapaKTepUCTHKE JICKAPCTBEHHOTO Mpernapara U €ro MHCTPYKIIUU M0 MEIUIIMHCKOMY
NPUMEHEHHUIO, a TaKXKe JOJDKEH MPUMEHSTh MPUHIUIIBI KauecTBa, yKazaHHble B pazzaeine 11
Hactosmux [IpaBun. OTclexxnBaeMble BEPCUU TJIAHA YIPABICHUSI PUCKAMU JOJKHBI OBITh
nepefaHbl Ui PacCMOTPEHUsS] U TMPOBEICHHUS OIEHKH YIOJTHOMOYEHHBIMU OpraHaMu
rocyJ1apcTB-4JeHOB. JlaHHbIE JOKYMEHTHI, IIJIaH YIPaBJICHUS] pUCKaMH U BKJIFOYEHHBIE B MJIaH
CHUCTEMBI yIpaBJICHUS PHUCKOM, a TaKXKe JIOObIe JTOKYMEHTBI, COJEpKallue Mepbl
MUHHMU3AIUU PUCKA, MOTYT MOJIBEPraThCs ayIUTY WU UHCIICKTUPOBAHUIO.

995. Jlepxatenb pEerucTPAIMOHHOTO YIOCTOBEPEHUS JOJKEH 00eCIeYUTh, YTOOBI
MEXaHH3Mbl OTYETHOCTU MO pe3yJibTaTaM MPOBEICHUS HCCICIOBAHUN WM aHAJIU30B IO
orieHke A(PPEeKTUBHOCTH MEp MUHHUMH3AINHN PUCKA TOATBEPKIAUINCH JTOKYMEHTAILHO.
JlaHHbIe TOKYMEHTBI MOTYT MOJIBEPraThCs ayAUTY WIM UHCTIEKTUPOBAHHUIO.

11. OTBeTCTBEHHOCTH YIOJHOMOYEHHEIX OPraHOB I'OCYIapCTB-WICHOB

996. YnosHOMOUYEHHBIE OpPraHbl rOCYAapCTB-WICHOB HECYT OTBETCTBEHHOCTH 3a
OCYUIECTBJIEHHUE JOMOJHUTEIbHBIX MEP MUHUMHU3AIUN PUCKA, MPUMEHSIEMBIX KaK YCIOBHUE 110
O0ezomacHoMy # 3(G(EKTUBHOMY HCIOJb30BAHUIO JIEKAPCTBEHHOTO Ipernapara.
JlonoJHUTENbHBIE MEpbl MUHHUMH3AIMM PHUCKA, YCTAHOBJIEHHBIC ISl JIEKAPCTBEHHBIX
MpenapaToB MNpU PErUCTPAllMd MO ACUECHTPAIU30BAHHON MpOLEAype WIM MpoLeaype
B3aMMHOTO MPU3HAHUS BKIIOYAIOTCS B IUJIaH YIPaBJICHUS PUCKAMU U SBISIOTCS YCIOBUEM
peructpanuu. BBejeHHE IOMOJHUTENBHBIX MEp MHHHUMHU3AIMM pUCKAa Ha YpPOBHE
rocyJapcTBa-ujieHa MOKET OCYIIECTBISATHCA C YUETOM 3aKOHOIaTeIhCTBA FOCYIapCTB-UJICHOB
1 0COOEHHOCTEHN CUCTEMBI 3IpaBOOXPAHEHUS], HAIPUMEP MEPbI B OTHOILIEHUH OIPEAEIIEHHBIX
PUCKOB JIOMYCKAEeTCs pPEaJn30BbIBaTh C MCIOJIb30BAHUEM HHBIX IMOJXOJ0B C YYETOM
BO3MOYKHOCTEM CHCTEM 3paBOOXPAHEHHUS HAa YPOBHE rOCYAapCTB-UJIEHOB.

997. B oTHOIIEHNN MEp MUHUMHU3AIUN PUCKA, KOTOPhIE ObUIM BBEJACHBI MTOCIIE BBIIAYH
PETUCTPALIMOHHOTO yAOCTOBEPEHUS], YIIOJTHOMOUYEHHBIE OpraHbl TOCY1apCTB-YJICHOB JTOJKHbI



obecrneynuTh HX ONEpPaTUBHOE PACCMOTPEHUWE U COTJIaCOBaHUE C JepiKaTeleM
PETHCTPAIIMOHHOTO YI0OCTOBEPEHUSI.

998. Yo1HOMOYEHHBIE OPTaHbl TOCYAAPCTB-YICHOB MPU HEOOXOAMMOCTH MOTYT OKa3aTh
COJICUCTBUE B YHU(DUKAIIUN BHEIPSAEMBIX JIEPIKATCIIMH PETUCTPAIMOHHBIX YIOCTOBEPCHHIM
Mep MHWHUMH3AIlUd PUCKA JJIS BOCIPOU3BEICHHBIX JICKAPCTBEHHBIX IMpPEMapaToB H
OMOaHAIOTOB C OJWHAKOBBIM JEHCTBYIOIIMM BEIIECTBOM. B ciyuae HEOOXOIMMOCTH
BBCJICHUS JIOTIOJHHUTEIBHBIX MEP MHUHUMH3AIMUU PUCKA JUISI BOCHPOU3BEICHHBIX
JIEKapCTBEHHBIX TMpENapaToB U OMOaHAIOrOB, 00YCIOBICHHBIX MPOOIeMaMu, CBI3aHHBIMU C
0€30MaCHOCTHIO JICHCTBYIOMIETO BEIICCTBA, MEPhl MUHUMHU3AIIMN PUCKA, MPUMCHSIEMBIE K
BOCIIPOM3BEJACHHBIM JICKAPCTBEHHBIM MpernapaTtaM U OuoaHajaoram, CJleayeT MPHUBECTU B
COOTBETCTBHE C MEpaMH MHHUMH3AIMU PHCKAa I8 PEPEepEeHTHOTO JICKapCTBEHHOTO
npenapara. [Ipu onpeneneHHbIX 00CTOSATENHCTBAX B OTHOIIICHUH THOPUIHBIX JIEKAPCTBEHHBIX
IpernapaToB MOTYT MTOHAIOOUTHCS TOTIOTHUTEIbHBIC MEPhl MUHIUMH3AINH PUCKA, KPOME MEP
MUHUMHM3AIUN PUCKA, BBOJUMBIX I pehepEHTHOTO JICKaPCTBEHHOTO TIpernapara (Harpumep,
OoOyCIIOBJICHHBIE pa3IUYUSIMUA B COCTaBe, CIOCOOC HAa3HAYCHHS WJIH MpodlieMamMu
HECOBMECTUMOCTH). YTIOJJTHOMOUYCHHBIM OPTaHOM TOCYAapCTBa-4jeHa MOXKET OBITh OKa3aHO
COJICMICTBHE B BBHIOOpE KIIOYEBHIX HHCTPYMEHTOB MEpP MHUHHUMH3AIMH PHUCKA, KOTOpPHIC
JOJDKHBI OBITh BHEJIPEHBI JIEP)KATEISIMH PETUCTPAIMOHHBIX yAOCTOBEPECHHH, W JOJDKHBI
00ecCIeunTh TOCTYN K PEKOMEHAAINSAM IMOCPEACTBOM pa3MeIeHUs Ha BeO-TopTale ¢ IeIbi0
oOecreyeHus: TapMOHU3UPOBAHHOTO MPUMEHEHHsI MEp MUHUMHU3AIMH PUCKAa HA YPOBHE
rOCy1apCTB-YJICHOB.

999. YnonHOMOYEeHHBIE OpraHbl TOCYAapCTB-UJICHOB JIOJKHBI 00ECEYUTh MPUMEHEHHE
T000T0 MHCTPYMEHTA WJIM METOJa 10 MHHUMHU3AIUU PUCKA. YTIOJHOMOYCHHBIC OpPTaHBI
rOCyJapCTB-YICHOB JIOJDKHBI COTJIACOBATh C 3asBUTEIIEM WIIH JIepyKaTelieM PErucTpalmOHHOTO
yAOCTOBEpeHHS (DOpMAT M CpPECTBAa MHCTPYMEHTOB WJIM METOJOB MHHUMU3AIIUU PHUCKAa,
BKJIFOYAs MEYaTHBIE MAaTepUalbl, UHTEPHET-TIAT(HOPMBI U MHBIC ayIMO- U BUJIEOCPENICTBA, a
Takke TpaduK BBHITOJHCHHS ONEPATHBHBIX MEP TEPE] BBIXOJIO0M JICKApCTBEHHOTO TIpemnapara
Ha PHIHOK WJIM B APYroe BpeMs (B ciiydae HEOOXOIUMOCTH).

1000. YiomHOMOYEHHBIH OpraH TOCyIapCTBa-uwiICHA MPUHUMAET PEIICHUE B OTHOIICHUH
BBIOOpA COOTBETCTBYIOIIMX OOpa30BaTEIbHBIX MATEPHAIOB W WHBIX WHCTPYMEHTOB WJIU
METOJI0OB 10 MHUHHMHU3ANHMK pHCKA, IPH OTOM PEKOMEHIYETCS COTJIaCOBaHUE
YIIOJTHOMOYECHHBIMU OpPTraHaMU TOCYIapCTB-WICHOB KIIFOUEBBIX AJIEMEHTOB TJIAHA YIIPABICHUS
puckamu. BeinosiHeHre MEepOnpusSTUN MO OlleHKe d(P(HEKTUBHOCTU JOMOTHUTEIBHBIX MEp
MUHHAMH3AIUN PUCKA MOXKET TTOTPEOOBATHCS HA TEPPUTOPHUH OJTHOTO M3 TOCYIapCTB-YWICHOB B
CBSI3U C OCOOEHHOCTSIMU YCIIOBUU OKa3aHHs MEIUIIMHCKON MOMOIIHM B TOCYJapCTBE-YJICHE
VI HEBO3MOKHOCTH TIPUMEHEHHUS Pe3yIbTaTOB UCCICIOBAHHM MO OIeHKE d()(PEeKTUBHOCTH,
MIPOBEICHHBIX B IPYTOM TOCYAaPCTBE-WICHE WIIA TPEThEH CTpaHe, B OTHOIICHUU MPOTPAMMEI,
BKJIIOYAOIIEH B ce0s Mepbl MUHUMHU3AIMKA PUCKA MPOBOJUMON HA TEPPUTOPHH JTaHHOTO
rocyJapcTBa-ajieHa. YTOJHOMOUYEHHBIE OPTaHbl TOCYIapCTB-WICHOB OCYIIECTBISIOT



KOHTPOJIb PE3yJbTaTOB BBEJACHUS MEp MHUHUMHM3ALMKM pHCKAa Ha TEPPUTOPHUHU HTOTO
rocyJiapcTBa-ujcHa.

1001. B cnydae ecnaum mamsaTKa Jjsd THalMEeHTa BKJIOYEHA BO BTOPUUHYIO (
NOTPEOUTENILCKYIO) YIAKOBKY, OHA CUYMTAETCS YacThio OdHUIMaIbHOW HHOpManuu o
JEKapCTBEHHOM TMpenapare M TMOMJICKHUT COTJIACOBAHUIO YIOJHOMOYEHHBIM OPraHOM
rocyJIapcTBa-ujcHa.

12. OTBeTCTBEHHOCTH JiepiKaTeliel pEruCTPAIHOHHBIX YIOCTOBEPEHUM

1002. Jlep:kaTenu perucTpallMOHHBIX YAOCTOBEPEHUU HECYT OTBETCTBEHHOCTH 3a
BBINIOJIHEHHE YCIOBHM PErUCTPALIMY JIEKAPCTBEHHBIX IPENapaToB, B TOM YKCIIE, BHIIOJHEHHUE
BCEX YCJIOBUM WJIM OTPAHUYEHUIN B OTHOIIEHHM O€30IIaCHOIO MCIOJIb30BAaHUS Ipernapara Ha
OIIPEJICIICHHOW TEPPUTOPHUH.

1003. Jlep>kaTenb perucTpaliMOHHOrO YJOCTOBEPEHUS JOIKEH OMPENAEIUTh LENH
OPENI0KEHHBIX JOMOJHUTEIbHBIX MEp MHHUMM3ALUMU PUCKA M TNOKA3aTENM OLIEHKU HUX
s pexTuBHOCTU. [lepKaTento PEerucTpaMoOHHOTO YJOCTOBEPEHHMS CIIEAYET BBIIOJIHUTH
OPEABAPUTENBHYIO KOOPAWMHALMIO IJIAHOB MUHUMHU3ALUHUM PHUCKOB C YHOJHOMOYEHHBIMU
OpraHaMy TOCyJapCTB-WIEHOB B KpaTyallllue CPOKH B cllydae MpearnoiaraeMoun
HEO0OXOIMMOCTH aJanTallid MEep MUHMMH3ALUU pUCKA K PA3JIMYHBIM YCIOBUSM CHCTEM
3IpaBOOXpaHEHHUs, JACHCTBYIOIIMM B TocyJapcTBax-wieHaX. JIroOble AOMOJHUTENbHbIE
OlepaTUBHbIE MEpPbl MUHUMH3ALUN PUCKA JOJDKHBI ObITh pa3paboTaHbl B COOTBETCTBUU C
OoOLIMMU MPUHIUIIAMH, YKa3aHHBIMH B TyHKTax 918 — 951 nacrosmux [IpaBun, u oTpaxkeHsl
B POTrpaMMe 10 MUHUMH3AIMU PUCKA B COOTBETCTBUU € pazaenom VI Hactosmux [Ipasu.

1004. Mepbl, 0100peHHBIE YIOJIHOMOYEHHBIM OPraHOM TOCyJapCTBa-4ieHa B IJIAHE 10
MHUHUMU3AUUN PUCKA, JIOJDKHBI OBITh BBIIOJHEHBI JE€pKATEIEM PErucTPaliOHHOTO
yAocTOBepeHMs. Jlepkareslb pPErHCTPAllMOHHOIO YJIOCTOBEPEHHUs JOJIKEH IPEICTaBIIAThH
MH(OPMAIUIO O BBIIOJHEHUN JOMOJHUTENbHBIX MEP MUHUMU3ALMK PUCKA MO COTJIACOBAHUIO
C YNOJHOMOYEHHBIMU OpraHaMy TOCyAapCTB-WIEHOB, a TakXxe HH(OOPMUPOBATH
YIOJHOMOUYEHHBIE OPraHbl T'OCYJAapCTB-UJIEHOB O JIIOOBIX H3MEHEHMSX, BO3HUKAIOIIHMX
TPYAHOCTEH WM BOINPOCAaX, BO3HUKAIOIIMX IPU BBINOJHEHUU JOIOJHHUTEIBHBIX MEP
MUHUMM3AIUU pucka. JItoOble W3MEHEHUs B OTHOUIEHUU BBIMOJIHSAEMbBIX HHCTPYMEHTOB WJIU
METOJ0B ME€p MHUHUMH3ALHUHM PUCKA JOJDKHBI OBITh COrJACOBAHBI C YIOJHOMOYEHHBIMU
OpraHaMH rocyaapCTB-4JICHOB.

1005. Ilpn BBeneHUM B NIEMCTBUE MHCTPYMEHTOB WJIM METOJOB C NMPUMEHEHHEM
MH(OPMALIMOHHBIX TEXHOJOTUH Jep)KaTelb PETUCTPALMOHHOTO YJIOCTOBEPEHHUS OJIKEH
NPUMEHATh TPeOOBaHMs, XapaKTEpHbIE JJIs KaXKJIOro rocyAapcTBa-uyjeHa, C Y4YeTOM
NOTEHIUAJIBHBIX MPOOJEeM, CBSA3aHHBIX C JOCTYMHOCTHIO MEpP MHUHHMMH3ALMH PHUCKA,
PacIo3HaBa€MOCTbIO0, OTBETCTBEHHOCTBIO JAEPKATEINSI PETUCTPALIMOHHOIO YIOCTOBEPEHHUS 3a
BHEJJPEHHUE JAHHBIX MepP, KOH(PUICHIIMATFHOCTHIO U 3aIIUTON JAHHBIX.



1006. B oTHOLIEHNMU BOCHPOMU3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB JEPHKATEIb
PErUCTPAIIMOHHOTO YJIOCTOBEPEHUSI JOJDKEH pa3padoTaTh MEphl MUHUMM3AIMU PUCKA B
COOTBETCTBUHU C 00BEMOM, HAIPABICHHOCTHIO, COJEp)KaHUEM U (HOPMATOM WHCTPYMEHTOB
WM METOJIOB, IPUMEHSIEMBIX JIJIsl peepeHTHOI0 JeKapcTBeHHOro npenapara. CocraBiieHUE
rpadka W TUTAHUPOBAHHE OIMEPATHUBHBIX MEP JOJDKHBI OBITh HAJIEKAIHM 00pa3zom
CKOOPJAMHUPOBAHBI B LEIIX MUHUMH3ALUKY HATPY3KU HA CUCTEMBI 3JpaBOOXPAHEHUS.

1007. Ouenka 3(p(eKTUBHOCTH MEp MUHUMH3ALUHUM pPHCKA B OTHOLICHUU
BOCIIPOU3BEACHHBIX JIEKAPCTBEHHBIX IMPENapaToB OCYUIECTBISETCS AepiKaTeIeM
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI B COTPYJHUUYECTBE C YIMOJTHOMOYEHHBIMH OpraHamu
rocyaapcTB-awieHoB. [Ipym HEOOXOAUMOCTH TMPOBEJACHUS HWCCIEAOBAHUNA B IEJSIX
MHUHUMU3AIUKA Harpy3Kd Ha CHUCTEMBI 3/IpaBOOXpPaHEHHS TPeOyeTCs MPOBECTH COBMECTHBIC
uccienopanuii. Hampumep, eciv Ha3HAu€HO BBIMOJHEHUE MPOCIEKTUBHOIO KOTOPTHOIO
UCCIICIOBAHMS, BKJIIOYEHHE B HETO JOJDKHO OCYIIECTBIATHCS HE3aBUCUMO OT Ha3HAYCHHS
JIEKapCTBEHHOI'0 IMpernapara ¢ OMNPEJCICHHBIM TOPrOBbIM HAWMEHOBAHUEM WU OT
OMPEIECIICHHOTO POU3BOUTENS JIEKAPCTBEHHOIO Mpenapara. B 3Tux ciaydasx perucrpanus
JAHHBIX OIPEJICICHHOTO JICKAPCTBEHHOI'O Tpernapara SBIsSETCs BaXXKHOW B IENSAX OBICTPOM
UJCHTU(GUKAIIMIT HOBOTO PUCKA, TPUCYIIET0 KOHKPETHOMY JIEKApCTBEHHOMY Tpernapary.

1008. Jlepxatenb perucTpallMOHHOTO YJIOCTOBEPEHHS JOJKEH KOHTPOJHUPOBATH
pe3yJIbTaThl MEP MUHUMU3AIMU PUCKA, KOTOPBIE BKIIOYEHBI B IUIAH YNPABJICHUS PUCKAMMU.
OO6ure mpuHIUIBI OLeHKH 3G (PEKTUBHOCTH yKa3aHbl B NMyHKTax 953 — 983 HacTosmux
IIpaBwuir.

1009. [epxateiib pErucTpallMOHHOTO YJIOCTOBEPEHUS JOJKEH IMPEACTaBUTh OTUET B
OTHOIIICHUU OIEHKH A(PPEKTUBHOCTU JOMOJIHUTEIBHBIX MEP MUHUMU3AINHU PUCKA, UMEIOIINX
OTHOIIIEHHE K OILIEHKE COOTHOIIEHUS "Moib3a — PUCK" B MEPHOIUYECKOM OOHOBIISIEMOM
oTyeTe 1o 0€30MaCHOCTH.

1010. [depxaTenb perucTPallMOHHOIO YJIOCTOBEPEHHS JOJDKEH O0O0ECIEUYUTHh
CBOCBPEMEHHYIO CBSI3b C YIOJHOMOYEHHBIMH OpraHaMH TOCYJIapCTB-WICHOB JIJIsI
BBIMIOJIHEHUSI COOTBETCTBYIOLIEH PEryIATOPHOM OUECHKU M JECUCTBUM B COOTBETCTBUH C
pazaenioMm V Hacrosammx [Ipasuir.

13. CnenmanmcTs CHCTEMEI 3paBOOXPAHECHNS B NAIMEHTEI

1011. B3aumoneiicTBUE CIEUUATNCTOB CHCTEMbI 3[PAaBOOXPAHEHUS U IAIUEHTOB
ABJISICTCSl KpailHE Ba)XKHBIM (PAKTOPOM, HEOOXOAMMBIM ISl YCHEIIHOTO BBITOJHECHHS
o0pa3oBaTeNbHbIX NPOrpaMM M (WJIM) MPOTPaMM KOHTPOJIMPYEMOIO JOCTyNa B LENSIX
ONTUMU3AIMU COOTHOLIEHUs "moibs3a — puck". HeoOxonumo yaensite ocoboe BHUMaHUE
JT1000M JOTOTHUTENbHON Mepe MUHUMHU3ALUU PHUCKA, KOTOpas MOXET ObITh BBEIEHA AJiA
oOecrieueHust 6e30nacHOro 1 3(PPEKTUBHOTO UCTIOIH30BAHUS JIEKAPCTBEHHBIX MPENapaToB.



14. Brmsiave 3¢ ¢ekTHBHOCTH Mep MEHMMM3AIUHA PHCKA Ha IUIaH YIpaBJIeHUsS PHCKAMHU A
IepHOAMIeCKUii OOHOBIIAEMBIH 0TIET O 6€30IaCHOCTH

1012. OGHOBIEHUS NEPHOINYECKOTO OOHOBIIIEMOr0 OTYETA 110 0€30MaCHOCTH U IUIaHa
yOpaBlICHUsT PUCKaMU JOJDKHBI BKJIIOYATh B Ce0Sl CyMMAapHYIO OIICHKY pe3yJibTaTa
MPUMEHEHUS JOTOJHUTEIbHBIX MEP MUHUMH3AIMU PUCKA, BBEACHHBIX JJIsI YMEHbBIICHUS
BAXKHBIX PHCKOB, CBSI3aHHBIX C NPUMEHEHHEM JIEKAPCTBEHHOTO Mpenapara. B miane
YIOpPaBJICHUS] pUCKaMU HEOOXOAMMO OTPa3UTh BIMSHUE XOJa JACSITEIbHOCTU U €€ Pe3yIbTaToB
Ha TJIAHUPOBAHUE MEp MUHUMU3AIUU pHUcKa U (W) GapmakoHaa3opa. B mepuoanueckom
OOHOBJISIEMOM OTYETE TI0 0€30MACHOCTH JIOJDKHA HEOOXOAUMO ITPOBECTH OIEHKY BO3/ICUCTBUS
BBEJICHHBIX Mep Ha mpodumib O0e30macHOCTH U (MJIM) COOTHOIIEHHWE '"MoJb3a — PUCK"
JIeKapCTBEHHOTO Mpenapara. Heodxoaumo 0co00 OTMETUTD JJaHHBIE MOJTYUYEHHBIE B IPOIECCe
OTYETHOTO MEPHUOJIa UM C MOMEHTA OCYIIECTBIICHUS HEAAaBHUX MEpP MUHUMU3AIUU PUCKA.

1013. Pe3ynbTaThl onieHKH 3((HEKTUBHOCTH MEP MUHUMM3ALUUA PUCKA BO BCEX CIydasix
MoJIeXKaT BKIIOYEHHUIO B TUIaH YNpaBJeHUs puckaMu. B pamkax mpoBeaeHUs] KPUTUUECKOM
OIICHKU JIep)KaTeNb PETUCTPAIMOHHOTO YJOCTOBEPEHHS OJDKEH CHAeNaTh HAONIOJCHUS B
OTHOIIEHUU (PAKTOPOB, CIOCOOCTBYIOIIUX JOCTHMIKCHUIO LEJIU WM TPUBOIAIINX K
HEJIOCTATOYHOCTH WU HEIPGHEKTUBHOCTH MEp MUHUMHU3AIMU pucKa. Takol KPUTHYECKUN
aHaJIM3 MOXKET BKIIIOYATh B C€0sl CCHUIKY Ha OMBIT 3a MpejeliaMHi roCyIapCTB-YICHOB (Mpu
HaJINYMH).

1014. Ouenka 3(pheKTUBHOCTH MEp MUHUMH3AIMN PUCKA JTOJDKHA OTPaKaTh CTEIICHb UX
3¢ ()EKTUBHOCTH B OTHOLIEHUH MUHUMHU3ALUU 1eseBoro pucka. Omnenka 3(h(peKTuBHOCTH Mep
MUHHAMM3AIMU PUCKA BBITIOJTHSACTCS N1 KOMOMHAIIMK TIOKa3aTesel mpoiiecca 1 mokasarenen
pe3ynbTara B COOTBETCTBUU € MyHKTaMu 953 — 983 nactosmux [IpaBuin. Cnenyer cuenarb
pa3rpaHUyYEHUE MEXJIYy MEpaMH MUHUMHU3AIMd PUCKA, BBEJCHHBIMU B MOMEHT BbLIa4yu
PETUCTPALIMOHHOTO yJAOCTOBEPEHHUS, U TEMU MEpaMH, KOTOpbIe ObUIM BBEICHBI MO3HEE HA
MOCTPETUCTPALITMOHHOM JTare.

1015. Ouenka 3pPpekTUBHOCTH MEp MUHUMU3ALMK PUCKA JOJKHA OBITh IIPE/ICTAaBIICHA C
YYETOM CJEAYIOINUX PEKOMEHIalHA:

1) orieHKa JOMKHA COMEPKATH CIEAYIOIINE MyHKTHI:

2) KpaTKO€ OMUCAHUE BBEJICHHBIX MEP MUHUMU3AIINKI PUCKA;

3) omnpenesieHUE UX 1eJeH;

4) onucaHue BEIOPAaHHOTO TIpoIlecca U MoKa3aTeel pe3ybTara;

5) omeHKa MOJDKHA BKJIIOYATh B ce0s aHAlM3 XapaKTepa HEXKENaTEeNbHBIX PEaKIIHi,
BKJIIOYAsl CTETIEHb UX CEPhE3HOCTU U MPEA0TBPATUMOCTH 3TUX peakuuid. [Ipu Heobxoaumoctu
, CIEIyeT TakKXXEe YYUTHIBaTh JIOTUCTUYECKUE (DAKTOPHI, KOTOPhIE MOTYT MHOBIUSTH Ha
KJIMHUYECKOE BBHIMOJHEHUE MEP MUHUMU3ALIUU PUCKA;

6) OlleHKa JOJIKHA BKJIIOYATh B C€0sl aHANM3 BHIMOJIHEHUS MEp MUHUMU3ALMKM PUCKA B
PYTUHHOM KIIMHUYECKOW MPAKTUKE, BKIIFOYAsi BCE OTKIOHEHUS OT NMEPBOHAYAIBLHOIO IIAHA.



Takasg oOI€HKa MOXET COJAEpKaTh pPE3YyJbTAaThl HCCIEIOBAHUI HCHOJIB30BaHUS
JIEKapCTBEHHOT'O Tpenapara;

7) moka3aTenu pe3yiabTaTa JOJIKHBI SBISATHCS KIFOUEBBIMH KOHEYHBIMH TOYKaMH IPHU
OLICHKE CTETEeHM JOCTUKEHUS MOCTABICHHBIX 33/1a4 B XOJ€ BBIIIOJHEHUS] MEP MUHUMU3AIUU
puCKa.

1016. [IpennoxeHus 0 BHECEHUN U3MEHEHHUH B IJIaH C LEJIbI0 COBEPLICHCTBOBAHUS MEP
YVIpPaBJICHUsT PUCKAMH JIOJDKHBI OBITh NPEACTABICHBI B COOTBETCTBYIOLIEM pasfese
NEePUOJUYECKOTO OOHOBIISIEMOIO OTYETa MO Oe3omacHOCTH. [lnaH MUHMUMHU3alUKU PUCKOB
cieayeT OOHOBISITH C Y4YE€TOM MocTynaromed uHpopmauun o0 3(PPEKTUBHOCTH Mep
MUHHAMH3ALUU PUCKA.

1017. TleppoanmyHOCT, OOHOBJIEHHUS IJIaHA YIPABICHUS PUCKAMHU JOJKHA OBITh
MPONOPLUHUOHAIBHON pUCKaM, CBSI3aHHBIM C MPUMEHEHHEM JIEKApCTBEHHOI'O Mpernapara.
OOHOBIIEHHE IUIAaHA YIPABJICHMUS] PUCKAMM JOJKHO BKJIIOYATh OOHOBJIEHHE IPOrPaMMBbl
porpaMmMy MHUHMMH3aLUU pUCKa (IpH HEOOXOAUMOCTH).

1018. Ilpu BHECeHNU U3MEHEHUH B ONpeie/IeHHbIE pa3elibl IJIaHa YIIPaBICHUs pUCKaMU
UX HE0OXOJAMMO yKa3aTh B COMPOBOAUTEIILHOM MUCbME MPHU MPEACTABICHUH JOKYMEHTALIUH.
Ecin mo pesynpraraM BBINOJTHEHUS MEp MUHHUMM3allUM pUCKa TpeOyeTcs BHECEHUE
M3MEHEHUN B OOIIYI0 XapaKTepUCTHUKY JIEKApCTBEHHOTO Ipemnapara, HE0OXOJUMO BHECTH
U3MEHEeHHs] B MH(OpMAIMIO O JIEKapCTBEHHOM IMpenapare. [lo pe3yiabraTaM MOATOTOBKHU
NEPUOANYECKOI0 OOHOBJISIEMOr0 OTYETa MO 0€30IIaCHOCTU TAaK)KE MOKET OBITh OIpejesieHa
HEO0X0MMOCTh OOHOBIJICHUS HH(GOPMAIIUH O JEKapCTBEHHOM Ipenapare.

15. TIpo3pagHOCTH BBEICHHA MEP MUHAMM3AIMHA PACKA

1019. YnonHoMoOueHHBIE OpraHbl O00ECIEUYMBAIOT MPO3PAYHOCTh M JOCTYMHOCTH
nHpOpMaAllMM O BBEJCHHBIX MEpax MHUHHUMHU3ALUMHM pPHUCKAa TyTEM pa3MElIeHUs Ha
MHTEpPHET-NOpTaNIax: ACHCTBYIOWIEH pedakuuHu OOIIell XapaKTEepUCTHKU JIEKapCTBEHHOIrO
npenapara, pe3lOME IUIaHa YIPaBIEHUS PHCKAMU C YKAa3aHUEM BBEJECHHBIX Mep
MUHHAMM3AIUU PUCKA.

1020. YionHOMOYEHHBIMH OpraHaMH Ha UHTEPHET-MOPTAJIE JICKAPCTBEHHBIX MPENapaToB
rocy/1apCTB-4JICHOB JOJDKEH OBITh NPEJOCTaBIE€H CBOOOJHBIA JOCTYN K CIEIyIoleH
uH(popMaIuu:

1) ob1ias xapakTepUCTHKA JIEKAPCTBEHHOTO MpenapaTa U MHCTPYKIHS 10 METUIIMHCKOMY
MIPUMEHEHUIO (JTUCTOK-BKJIAIBIIII);

2) yCTaHOBJIEHHBIE YCIIOBUSI PETUCTPALMOHHOTO YIOCTOBEPEHUS, BKIKOYAs CPOKHU
BBITIOJIHEHHUS YCIIOBHIA;

3) pe3ioMe IUIaHa yNpaBieHUS PUCKaMU, BKJOYas IUIaH MO (GapMaKoHAA30py U
MEPOIPUATHUS 10 MUHUMHU3ALNY PUCKA;

4) cBefeHUs O JIOMOJIHUTENBHBIX MEPAX MUHUMH3ALUN PUCKA, HEOOXOUMBIX B KAUYECTBE
yCIOBUSI OJOOpEHUs pErucTpalu JICKapCTBEHHOTO Tpernapara (Hampumep, eciu



WHPOPMHUPOBAHHUE O PHUCKAX OCYIIECTBIsIETCS B (opMe TNEYaTHBIX MaTepHuajoB,
MIPEIOCTABIISACTCS KOIHUS, WM MPEAOCTABIIICTCS ICKTPOHHBIN JTOCTYH K 00pa30BaTEIIbHOMY
MaTtepuaity, mamsTKe JJIS TalMeHTa, KOHTPOJIbHBIM CIUCKAM WU JPYTUM HHCTPYMEHTaM (
€CJIM BO3MOJKHO)).

XTII. JomosHUTEIHHELI MOHUTOPUHT B paMKax Ha UIe)Kamieil mpakTHKy (papMakoHAA30pa
1. O6mme nomoxeHus

1021. ®apmakoHaa30p SABISETCS HEOOXOAMMOUN (PYyHKIMENH CUCTEMBI 3[paBOOXPAHEHUS U
HampaBjeH Ha OBICTPOE BBHIABICHHE U pEarupoBaHWE Ha TMOTCHIIMAIbHBIE YTPO3BI
0€30MacHOCTH, CBA3aHHBIE C UCIIOIB30BAHUEM JIEKAPCTBEHHOT'O ITpenapara.

1022. PerucTtpauusi JIEKapCTBEHHOI'O IMpemnapara OCYUIECTBISAETCS HAa OCHOBAHUMU
MOJIOKUTEJIBHOTO HA MOMEHT PETUCTPallii COOTHOLICHUS "T0JIb3a — PUCK' JIEKAPCTBEHHOTO
npemnapara Jyisi ONpENeNICHHBIN 1[eeBOM TpyNmbl MNAllMEHTOB B Ipeaenax OJ00pEeHHBIX
NOKa3aHUW U PEKOMEHAAIMI IO IPUMEHEHHUIO.

1023. OnHako HE BCEe PUCKH MOTYT OBbITh BBIABIEHBI K MOMEHTY ME€pBOHAYaIbHOMN
perucTpany, HEKOTOPBIE PUCKU BBIABISIOTCA Ha MOCTPETMCTPALMOHHOM JTame IMpH
IUPOKOM TPUMEHEHUM JIEKAPCTBEHHOTO MpernapaTa Ha MPOTSKEHUU BCETO >KU3HEHHOTO
[MKJIa JICKAPCTBEHHOIO Mpenapara.

1024. Jlns obecniedeHUs] BO3MOXKHOCTH OCYILECTBICHUS KOHTPOJISI 0€30MaCHOCTHU
JIEKapCTBEHHBIX MIPENapaToB B CTENEHU MPONOPIIMOHAIIBHON YPOBHIO PUCKA, CBA3AHHOIO C UX
OPUMEHEHHUEM, 1eNeco00pa3HbIM ABIseTCS (OPMUPOBAHUE TMEPEUHs JIEKapCTBEHHBIX
npenaparoB, TpeOyIOIMX pacIIMPEHHOro cbopa MaHHBIX MO OE30MacHOCTH MOCHE X
pEerucTpanmu, 4To O3HA4aeT NMPUMEHEHHE KOHLENIWU JIONOJHUTEIBHOTO MOHHTOPHUHTA B
OTHOIIIEHUH HEKOTOPBIX JIEKAPCTBEHHBIX MPEMApPaTOB.

1025. Y0JIHOMOYEHHBIMU OpTaHaMU TOCYIapCTB-YJIEHOB CO3/1A€TCsl, aKTyaJIU3UPyETCs U
nyOnukyeTrcss Ha OQUIMAIBHBIX CTpaHUIlaX B ceTH MHTEpHET eAuHBIM CHOUCOK
JIEKapCTBEHHBIX IpenapaToB, MOMJIEKAIIUX TOMOIHUTEIIBHOMY MOHUTOPHUHIY (nanee —
CIIMCOK) Ha TEPPUTOPHUSIX TOCYyAApCTB-WiICHOB. Takue JeKapCTBEHHbIE MpernapaTsl B 001en
XapaKTEePUCTUKE JIEKAPCTBEHHOT'O MpenapaTra U HHCTPYKIUHU 110 METUIIMTHCKOMY MPUMEHEHUIO
0003HAYaIOTCs TMEPEBEPHYTHIM YEPHBIM PAaBHOOEIPEHHBIM TPEYTOJIBHUKOM ((), KOTOPBIN
COMPOBOKIAeTCs cienyronieit nadopmanueil: "J[aHHbIN TeKapCTBEHHBIN penapaT MOAJIEeKUT
JOTIOJTHUTEIBHOMY MOHUTOPUHTY. DTO TIO3BOJIUT OBICTPO BBISIBUTH HOBYIO HH(OPMAIIHIO 110
0e3onmacHOCTH. MBI oOpalaeMcs K CreluagIucTaM CUCTEMbI 3/IpaBOOXPAHEHHUS C MPOCHOOI
cO00IIAaTh O JFOOBIX MO03PEBACMBIX HEXKEIATEeIbHBIX PEaKIUsX." .

2. OcHOBaHHA I BKIIOYCHHA JICKAPCTBEHHEIX IIPEMapaToB B CIMCOK JISKAPCTBEHHBIX NPeapaToB
, TIOJIEXKAMMX JIOIOJHATEIFHOMY MOHHTOPHHTY



1026. Peructpanus Bcex JEKApCTBEHHBIX MPENApPaTOB OCYIIECTBIISAETCS HA OCHOBAHUU
MPU3HAHUS COOTHOUIIEHMS "MOJIb3a — PUCK" TOJOKUTEIBHBIM C YYETOM MMEIOIINXCS Ha
MOMEHT PErUCTpallii CBEACHUN (IaHHBIX KIMHUYECKUX MCCIIEJOBAHUN, KOTOpbIE
OPOBOJMIIUCH MpU pa3pabOTKe JIeKapCTBEHHOro mnpenapara). OIHAKO HeXenaTelbHbIe
peaKkIu, KOTOPbIE BO3ZHUKAIOT PEAKO JUOO Pa3BUBAIOTCS MPU JJIUTEIHLHOM MPUMEHEHUHU,
MOTYT CTaTh OYEBUJHBIMHU TOJBKO TOCJIE€ MPUMEHEHHUs JIEKApCTBEHHOTrO Ipernapara Oosee
IIMPOKUM KpPyroM TNalMeHTOB W (WiW) Tocie JiauTenbHoro mnpuema. Kpome Toro,
MPEMMYLIECTBA U PUCKH, CBSI3aHHBIE C IPUMEHEHUEM JIEKAPCTBEHHOIO MpEnapara, BO3MOXKHO,
OLICHUBAJIUCh B YCIIOBHSX, OTJIMYAIOLIUXCA OT YCJIOBUH OOIIEH KIMHUYECKOW MPAKTUKH,
HalpuMep, KIMHUYECKHE UCCIEJOBAaHHS MOTYT HE MPOBOAUTHCS B OTHOIIECHUHU
OTPEJICTICHHBIX TUIOB MAIIMEHTOB, UMEIOIINX MHOKECTBEHHBIE COMTyTCTBYIOIINE 3a00JI€BaHUS
WM MPUHUMAIONIUE COMYTCTBYIOIIME JICKAPCTBEHHBIE Mpenaparhl. Takum 00pa3zoM, mociie
BBIXOJla JIEKAPCTBEHHOIO IIpemnapaTra Ha pPBIHOK €ro HCIOJb30BaHUE PAa3IMYHBIMU
MOMYJISIHMUOHHBIMU ~ TpynnaMu TpeOyeT MOCTOSSHHOTO MOHUTOpuHra. Jlepxkarenu
PETUCTPALIMOHHOTO YAOCTOBEPEHUS U YIOJHOMOYEHHBIE OpPraHbl OCYIIECTBISIOT
MMOCTOSIHHBIT MOHUTOPHUHI JIEKAPCTBEHHBIX MPENApaTOB MJIS MOJYYEHUS MOSIBISIONICHCS
uHpopmaIum o 6€30MacCHOCTH, a TAaK)KE BBITIONHSAIOT OIEHKY €€ BJIMSHUS Ha COOTHOIIEHUE "
I0JIb3a — PUCK"' JIEKAPCTBEHHOTO Mpemnapara. OJTHaKO HEKOTOPBIE JIEKAPCTBEHHBIE ITPENAPATHI
TpeOyIOT BBINIOJHEHUS OoJiee MHTEHCHUBHOTO cOOpa MaHHBIX O O€30MacCHOCTH TOCIE
IPOXOXKIAEHUSI TOCYNAPCTBEHHOW PETHCTPALMU C LEJBbK ONEPATUBHOIO BBISBICHUS HOBBIX
3HAYUMBIX NpOOJIEM, CBSA3AaHHBIX C 0OE€30MaCHOCTBbIO, W HEMEMNJIEHHOTO IPHUMEHEHHS
Hajexamux Mep. KoHuenuust IOMOJHUTENBHOTO MOHUTOPUHIA NPUMEHSETCA IS
MOBBIIECHHS 3()(PEKTUBHOCTH MOHUTOPUHTA O€30MAaCHOCTH ONPENEIICHHBIX JIEKAPCTBEHHBIX
MpenapaToB U CTUMYJIHUPOBAHUS MPEACTABICHUS CIIOHTAHHBIX COOOIICHUI O BBISIBICHHBIX
HEXENATENbHbIX PEaKIHsIX.

1027. CtaTyc qOMOJHUTEIHHOTO MOHUTOPUHIA MOXET NIPUCBAUBATHCS JIEKAPCTBEHHOMY
npenapary BO BpeMsl BbIIaud yIOCTOBEPEHHS O FOCYJapCTBEHHOM perucTpaluy Wik Ha Oosee
MO3JHUX 3TAIAX KU3HEHHOIO LIMKJIA JIEKAPCTBEHHOTO MperapaTa MpH BbISIBJIEHUH B MIPOLIECCE
NOCTPETUCTPAIMOHHOTO MOHUTOPHHIAa HOBOM MpPOOJIEMBbl, CBA3aHHON ¢ Oe3omacHoCThiO. B
YaCTHOCTH, CTATyC JOMOJHUTEIHLHOTO MOHUTOPUHTA BaXKEH MPHU BbIJIau€ PErUCTPAIMOHHBIX
YAOCTOBEPEHUI Ha JIEKAPCTBEHHBIE MTPENApaThl, COJIEPHKAIIUE HOBOE JEHCTBYIOIIEE BEIIECTBO
, I BCEX JIEKAPCTBEHHBIX NpPEnapaToB OHUOJOTHYECKOIO0 MPOUCXOXKIEHUS, KOTOpPbIE
SBJISIFOTCSI IPUOPUTETAMHU JIJISl OCYIIECTBIEHUS (papMaKoHaa30pa. Y TOJIHOMOYEHHBIC OPTaHbl
MOTYT Takke NoTpeOoBaTh BBEJIEHUE CTAaTyca IONOJHUTEILHOTO MOHUTOPUHTA B OTHOIIIEHUH
JEKapCTBEHHOT'0 TIpernapara MOpu OIPEIEIICHHBIX OO0OCTOSTENbCTBAX, HaMpUMep, MO
pe3yiibTataM TPOBEAECHUSA TMOCTPETMCTPALIMOHHOIO HCCeA0BaHUS O€30MacHOCTH WU
OTpaHUYEHUI B OTHOIIEHUH 0€30MacHOro U 3()(PEKTUBHOTO HCIIOIH30BAHUS JIEKAPCTBEHHOTO
npenapara.



3. OOMeH JaHHBEIMH M IIPO3PAYHOCTH IIPH AOIOHUTEIFHOM MOHHTOPHHT'E

1028. Cratyc AOMOJHUTEIBHOTO MOHUTOPUHTA JOJKEH JOBOJUTHCSA 10 CBEACHUS
CTHEIMATUCTOB CUCTEMBI 3[paBOOXPAaHEHUS U MAIIMEHTOB TaKUM 00pa3oM, YTOOBI 00ECTIEYUTh
MOBBIIIEHUE YNCIIa COOOLEHUI O IPEANOIaraéMbIX HEKENAaTEeIbHbIX PEAKIUAX, HE CO3/1aBas
IPU 3TOM YPE3MEPHBIX OMACEHUN. DTO MOXKHO AOCTUTHYThb, HAlpUMEp, MOJYEPKHUBAs
HEOOXOMMOCTb JIyUIlel XapaKTepUCTUKU Npoduiisi 6€301aCHOCTH HOBOTO JIEKAPCTBEHHOIO
IIpernapara MmyTeM BBISIBJICHHUS JTOMOJHUTEIBHBIX PUCKOB, HO COOTHOCS ATH ITOTEHIHAIBbHBIE
PUCKM C JOKAa3aHHBIMU IIPEUMYIIECTBAMU W TEpaleBTHYECKOW I0Jb30H JAaHHOTO
JeKapcTBEHHOro mnpenapara. OOIIeTOCTYNHBIA CIHCOK JIEKAPCTBEHHBIX MpenapaToB cO
CTaTyCOM JOMOJHUTEIBHOI'O MOHUTOPUHIA JOJDKEH IOCTOSHHO OOHOBIATHCA
YIOJIHOMOYEHHBIM OpPraHOM TOCyJapcTBa-ujieHa B cdepe oOpauieHus JeKapCTBEHHBIX
cpeactB. KpoMe TOro, cienuaaucTbl CUCTEMBI 3APABOOXPAHEHHMS U ITALIMEHTHI TOJKHBI UMETh
BO3MOKHOCTh JIETKO PACIIO3HAaBaThb 3THU JIEKAPCTBEHHBIE CPEJICTBA II0 UX MAapKHUPOBKE.
[lyOnukanus cCHucka JIEKapCTBEHHBIX CPEACTB C NOSCHUTEIbHOW HH(OpManuein o
HEO0OXOJAMMOCTH JIOMOJIHUTEIBHOIO MOHHUTOPUHIA JOJIKHA MOOYXKJIaTh CHEIUAINCTOB
CUCTEMBI 3JpaBOOXPAHEHHUS U MMALIUEHTOB COOOLIATh O BCEX MOA03PEBAEMBIX HEXKENATEIbHBIX
peaKkusX, BO3ZHUKAIOIIHUX B XOJ€ NPUMEHEHHS JIEKapCTBEHHBIX IPENAPATOB, KOTOPHIE
MOJIEKAT TOMOJIHUTEITBHOMY MOHUTOPHHTY .

4. KpuTepny BKIIOYEHHUS JIEKAPCTBEHHOTO IpenapaTa B CIIUCOK JOIIOJHUTETHOTO MOHHTOPHHTA
OO0s3aTenbHEIC KPATEPHH BKIIIOYCHUSA

1029. B cnucok n€KapCTBEHHBIX NPENApaToB, IMOJJIEKAMMX JIOMOJIHUTEIBHOMY
MOHMUTOPHUHTY, BKJIFOUAIOTCS CJIEYIOLIUE KaTErOpUH JIEKaPCTBEHHBIX IIPENApPaTOB:

1) nexapcTBEHHbIE MpenapaThbl, PETUCTPUPYEMbIE HA TEPPUTOPHUAX T'OCYAAPCTB-UJIEHOB,
COZIEpIKAIEe HOBOE JEHCTBYIOLIEE BEIIECTBO, KOTOPOE A0 BCTYIUICHUS B CHIIy HACTOSALIUX
IIpaBun He OBLIO 3apErMCTPUPOBAHO HU B OJHOM M3 TOCYAApCTB-UJIEHOB B COCTaBE
KaKoro-ian0o JIeKapCTBEHHOTO MpenapaTa;

2) JexkapCTBEHHbIE TIpenapaTbl OUOJIOTUYECKOTO MPOUCXOXKACHHS, PETUCTPUPYEMbIE Ha
TEPPUTOPHUU IOCYAAPCTBA-WICHA MOCIIE BCTYIUICHHS B CUITy HacTosimux [Ipasu;

3) JneKapCTBEHHBIE Ipenaparbl, Ha KOTOPBIE YIOJHOMOYEHHBIM OPraHOM
rocyapCcTBa-1wieHa ObUIO 3aTPEOOBAHO BBIIIOJHEHUE OCTPETUCTPALMOHHOTO UCCIIEOBAHMS
0€30MacHOCTH Ha MOMEHT BBIJJaUM yJIOCTOBEPEHHUS O TOCYJIapCTBEHHOM PETUCTpALMM WIH
IIOCJIE BBIAAYH YAOCTOBEPEHUS O TOCYAAPCTBEHHON PErUCTPALUU.

Jonomavrensabie (paKkyIbTaTHBHEIE) KPATEPHH BKIIOYCHAS

1030. ITo 3ampocy ymoJaHOMOYEHHOTO OpraHa rocyJapcTBa-dJ€Ha JICKapCTBEHHBIE
npenapaTbl MOTYT BKJIIOYAaThCA B CIHCOK JIEKAPCTBEHHBIX MpPENapaToB, MOMJICKAIIUX



JIOTIOJTHUTEIbHOMY MOHHTOPHUHTY, HA OCHOBAHUU CJIEIYIONIUX TOTIOJHUTEIBHBIX KPUTEPHUEB
BKJTFOUCHMS:

PEKOMEHIAlUK TI0 TPUMEHEHUIO JIEKapCTBEHHOTO TIperapara coaepkaT CylIeCTBEHHBIC
OTpaHUYCHUs, HEOOXOoAWMBbIEC JJs oOecmeueHus ero Oe3omacHOro W 3G(PEKTUBHOTO
MPUMEHEHUS;

YIOJIHOMOYEHHBIM OPTaHOM T'OCY/IapCTBA-4YJICHA OTNPEJIEICHO UCIOIb30BAHIE UHBIX MEp
1o 00ecreyeHnto 0€30NacCHOCTH JIEKAPCTBEHHOIO MpernapaTa B CUCTEME YIPABIECHUS PUCKAMHU
5

YIOJHOMOYEHHBIM OpPraHOM TOCYJapCTBa-4JIeHa YCTAaHOBJIEHO 0053aTEeNbCTBO IS
JepKaTenss PErucTPalMOHHOTO YJIOCTOBEPEHUS TMPOBECTH MOCTPETUCTPAIIMOHHOE
uccnenoBanue 3PpGHeKTUBHOCTH.

1031. Pemenue 1o BKJIIOYEHHUIO JIEKAPCTBEHHOTO MpEINapara B CMHUCOK JIEKAPCTBEHHBIX
npenaparoB, MOICKAIUX TOMOJTHUTEILHOMY MOHUTOPHUHTY JOJKHO TaKXe YUYUTHIBATh
BOIIPOC O IEJecO00pa3HOCTH NPUCBOCHUS [JAHHOTO CTaTyca C Y4YEeTOM IpPOBEICHUS
JOTIONTHUTENBHBIX MEpPONPHUATUN 1O (hapMakoOHAA30pPY, YKA3aHHBIX B IUIAHE YMPABICHUS
PUCKaMH.

5. Kpurepnu omnpeziesieHHs Cpoka JONOIHUTEILHOTO MOHHTOPHHTA IIPH BKIIIOYEHHH B CIIMCOK
JIEKapCTBEHHBIX MPENapaToB, MOAICKAIIAX NOMOIHUTEIbHOMY MOHUTOPHHTY

OGs3aTeNbHBIE KPATEPHH KOPPEKTHPOBKH

1032. JInsa nekapCTBEHHBIX MpEnapaToB, COACPKAINX HOBBIC JICHCTBYIOIINE BEIIECTBA, a
TaKXe JJI1 BCEX JIEKAPCTBEHHBIX MPENapaToB OMOIOTHYECKOTO MPOUCXOKICHUS HauyalbHbIN
MepUO] UX BKIIFOUCHHUS B CITMCOK JICKAPCTBEHHBIX MPEINapaToB, MOMICKAMMNX MOHUTOPHUHTY,
COCTaBJISIET 5 JIET C IaThl PETUCTPALIMU HA TEPPUTOPUHU TOCYIapCTBA-UJICHA.

JonoiHuTEIbHbIE KPUTEPUH KOPPEKTHPOBKH

1033. [ns ;mexkapCTBEHHBIX IpPENapaToB, BKIKYEHHBIX CIHCOK HAa OCHOBaHUHU
YCTaHOBJICHHSI OTIPE/ICIICHHBIX YCIOBHM (MPOBEIEHNE MOCTPETUCTPAIMOHHBIX NCCIIETOBAHUIMA
0e3zomacHOCTH, A(PhEeKTUBHOCTH, TPEeOOBAaHUN K CHUCTEME YIPaBJICHUS PHUCKAMH), CPOK
BKJTFOUCHUS B CIIUCOK JICKAPCTBEHHBIX MPENapaToB, MOMJIEKAITNX MOHUTOPUHTY, CBS3aH C
BBITIOJIHEHHEM COOTBETCTBYIOIIUX YCIOBUH U 00A3aTENbCTB, BO3JOKEHHBIX Ha JIEpKATENs
PETUCTPAIIMOHHOTO YJIOCTOBEPCHUS, W OMNPENACHACTCS YIOJTHOMOYCHHBIM OPTaHOM
roCyJapCTB-4JICHOB B COOTBETCTBUHU C TEMIIAMH BBITIOJHEHUS U MOJTYyYa€MbIMU PE3YJIbTaTaMU

1034. Ha npoTsiKeHUU AKU3HEHHOTO LHMKJIA JIEKAPCTBEHHOIO MpenapaTra BO3MOKHO €ro
HEOJIHOKPATHOE BKJIIOYEHHE B CIIHUCOK JICKAPCTBEHHBIX IMpPENapaToB, IMOJJIEKAIIUX
JOTIOJIHUTEIBHOMY MOHUTOPHUHTY.



6. O6s13aHHOCTH YIOOJIHOMOYECHHBIX OPIraHOB I'oCyaapCTB-1JICHOB

1035. YOTHOMOYEHHBIM OpraHaM rocyIapCTB-4JIEHOB CIEAYET:

a) ”HGOPMHUPOBATH YIIOJTHOMOYEHHBIE OPTaHbl IPYTUX TOCYJapCTB-YICHOB O MPUHSATOM
pEIIEHMH 10 BKJIIOUEHHIO PETUCTPUPYEMBIX (3aperuCTPUPOBAHHBIX) JIEKAPCTBEHHBIX
MpenapaToB B CIUCOK JIEKAPCTBEHHBIX IPENApaTOB, MOMJIEKAIUX JONOJHHUTEIBHOMY
MOHUTOPUHTY, 00€CIEUYUTD MPEACTABICHUE SJIEKTPOHHOM CCHUIKM HA CalT YIIOJTHOMOUYEHHOTO
opraHa rocyJapcTBa-4JIeHa, IJJe OTKPBIT OOIIMI AOCTYyN K MH(OpPMAUMU O JEKAPCTBEHHOM
Ipenapare U pe3roMe IUIaHa YIPABICHHS PUCKAMY;

0) omyOnuKoBaTh Ha cailTax B ceTh MHTEepHET CIHUCOK JIEKapCTBEHHBIX IpenapaTos,
3apETUCTPUPOBAHHBIX HAa TEPPUTOPHUAX TOCYNAPCTB-YJIEHOB, KOTOPBIE MOMJIEKAT
JOTOJHUTEILHOMY MOHUTOPHUHTY. B crnucke yka3bIBaeTcsl AJIEKTPOHHAs CChUIKA Ha CaMT
YIOJIHOMOYEHHOI'O OpraHa rocyfapcra-ujieHa B ceTu HTepHET, rje OTKPhIT 00U A0CTYI
K MH(GOpMAaIMK O JIEKapCTBEHHOM Ipenapare 1 pe3roMe IJlaHa yIpaBJICHUsI PUCKaMU;

B) MHQOPMUPOBATH YIOJHOMOYEHHBIE OpraHbl JPYrUX TOCYJapCTB-YIEHOB O
3apETUCTPUPOBAHHBIX B COOTBETCTBMM C 3aKOHOAATEIBCTBOM TOCYAapCTBa-4JIeHA
JIEKapCTBEHHBIX Mpenaparax, BKIIYEHHBIX B CIHCOK JIEKaPCTBEHHBIX IIpEnaparos,
MOJIEXKAIIMX JOOTHUTEIIBHOMY MOHUTOPUHTY;

I') YYUTBIBATh CHMCOK MOJJIEKAIIMX JOMOJHUTEIbHOMY MOHUTOPUHTY J€KapCTBEHHBIX
IpenaparoB MpU ONPEACIICHUH TEPUOJTUYHOCTH U OCOOCHHOCTEN NPOBEIECHHUS MPOLIEAYP 10
O0OHapyKEHHUIO CUTHAJIOB;

1) THPOPMHUPOBATH JEPKATENS PETUCTPALMOHHOIO YIOCTOBEPEHHUSI O IPUHATUN PELLICHUS
[0 BKJIIOYEHHMIO B CIHMCOK JIEKAPCTBEHHBIX MPENapaToB, MOJJIEKAIUX JOMOIHUTEIBHOMY
MOHUTOPHUHTY;

€) IpUHUMAaTh BCE HaJJIeKalllMe Mephl JJIs TOTO, YTOOBI CIEUHAIUCTBl CUCTEMBI
3IpaBOOXPAHEHUs] U MAIMEHThl COOOIIaNu O JIIOOBIX IMOJ03PEBAEMBIX HEXeIaTeIbHbIX
peaklMsIX, BBI3BAaHHBIX B pE3yJIbTaTe NPUMEHEHUS JIEKAPCTBEHHOTO ITpenapara, BKIYEHHOTO
B CIIUCOK JIEKAPCTBEHHBIX MPENapaToB, MOAJIEKAIIMX JOMOTHUTEIIBHOMY MOHUTOPUHTY;

) BBIIOJIHATH €XEMECSIYHOE OOHOBJIEHHE CIMCKA JIEKAPCTBEHHBIX MpPENapaToB,
HOJUIEKAIIMX JTONOJHUTEIBHOMY MOHUTOPUHTY.

7. O6s3aHHOCTH AepKaTesiel PErUCTPAIMOHHBIX YA0CTOBEPEHMIA

1036. JlepxaTenb perucTpaliiOHHOTO yI0CTOBEPECHHS 00sI3aH:

MPEyCMOTPETh BKIIOUEHUE B OONIYI0 XapaKTEPUCTUKY JICKAPCTBEHHOIO Mpernapara u
MHCTPYKIHUIO MO MEIUIIMHCKOMY MPUMEHEHUIO, BKIIOUYEHHBIX B CIHCOK JIEKAPCTBEHHBIX
npenapaToB MOJJIEKAIIUX JOMOJHUTEILHOMY MOHUTOPHUHTY, CHUMBOJ UYEpPHOTO
pPaBHOOEIPEHHOTO0 TPEYroJibHUKA (), C COMPOBOAMTEIHHON HH(pOpMaNMEel o craTyce
JOTIOTHUTEIBHOTO MOHUTOPUHTA;



1) BKIIOYUTH MH(POPMALIMIO O CTATyCe JOMOJIHUTEIbHOIO MOHUTOPUHIA B MaTepHall,
KOTOPBIA OyAeT pacrnpoCTpaHAThCS CpPeau CHELUUATMCTOB CHUCTEMBI 3/IPABOOXPAHEHUS U
NAIMEHTOB, a TaKXe CIIOCOOCTBOBATh PEMOPTUPOBAHUIO HEXKEIATENbHBIX PEAKIUil, KaK 3TO
COIJIACOBAHO C YIIOJIHOMOUYEHHBIMUA OpraHaMH FOCYAapCTB-UJIEHOB;

2) mpeacTaBUTh YMOJHOMOYEHHBIM OpraHaM rOoCyJapCTB-4ICHOB HMH(OPMAIHUIO O
BBITOJIHEHUHN YCIIOBHM, ONPE/IEIEHHBIX UMH;

3) nmpeAcTaBUTh U3MEHEHHMS B OOILYI0 XapaKTEpUCTUKY JIEKAPCTBEHHOI'O IpernapaTta u
MHCTPYKIHIO IO MEJULHUHCKOMY NPUMEHEHUIO IO BKIIOYECHHUIO WM YIAJICHUIO CHUMBOJIA
YEpHOI'0 TPEYroJIbHUKA (), U COMPOBOJIUTEIBHON HHPOPMALIUU O CTATyCE JOMOIHUTEIBHOTO
MOHUTOPUHIA B MOpPAJKE, YCTAaHOBIECHHOM lIpaBuiiaMu perucTpanuu M 3KCHEpPTU3bl U
TpeGoBaHUAMH K MHCTPYKIMH 110 METUIIUHCKOMY TPUMEHEHHIO JIEKAPCTBEHHBIX MTPENapaToB
U 00IIel XapaKTepUCTUKE JEKAPCTBEHHBIX MpENapaTroB I MEIUIIMHCKOTO MPUMEHEHHS,

yTBepxkaeHHbIMU PemmenueM Copeta EBpasuiickoil S)KOHOMHUYECKOW KOMHUCCHU OT 3 HOSIOpPs
2016 1. Ne 88.

8. Hcmonms30BaHre CHMBOJIa YEPHOTO TPEYTOIbHUKA (q)

1037. [ng nekapCTBEHHBIX MPENapaToB, BKIKYEHHBIX B CHUCOK JIEKAPCTBEHHBIX
[penaparoB, MOJUICKALIUX JOMOJIHUTEIbHOMY MOHHUTOPUHIY, O0IIas XapaKTepUCTHUKa
JEKapCTBEHHOr'0 IMpernapara M HHCTPYKIHUS MO MEIULIMHCKOMY MNPUMEHEHUIO JTOJKHBI
coJiepkKaTh 0003HaUYEHUE CUMBOJIA IIEPEBEPHYTOT0 YEPHOT'O PABHOOEIPEHHOT'O TPEYTOJIbHUKA
(q), KOoTOpBIH compoBOXJaeTcs cieayromnei uHpopmanuei: "JlaHHBIA JEKapCTBEHHBIN
npenapar MOJUIEKHUT JOMOJHUTEIbHOMY MOHHUTOPUHIY. DTO IO3BOJIMT OBICTPO BBISIBUTH
HOBYI0 MH(poOpManuio mo Oe3onmacHocTH. Mbl oOpaiaemMcsi K CHeIUaIucTaM CUCTEMbI
3ApaBOOXpaHEHUs] ¢ MPOChOON coOo0mAaTh O JIOOBIX MMOJI03PEBAEMBIX HEXKEIATECIbHBIX
peakiusax".

1038. Ilocme BKIIOYEHHUS JIEKAPCTBEHHOTO IIpenapara B CIHCOK JEKAaPCTBEHHBIX
[IPENapaToB, MOIEKAIINX JONOJHUTEIBHOMY MOHUTOPHUHIY WM YyAAJIEHUS U3 HETO,
JepKaTeab PEruCTPAllMOHHOTO YJIOCTOBEpEHHUs 00si3aH BHECTH COOTBETCTBYIOIIUE
U3MEHEHHUs! B OOIIyI0 XapaKTepUCTHUKY JIEKAPCTBEHHOrO Mpernapara U HHCTPYKLHUIO IO
MEIULIUHCKOMY IIPUMEHEHHUIO.

1039. Ecnu pemieHuMe O BKIIOYEHUM JIEKAPCTBEHHOTO IIperapara B CIIMCOK
JIEKapCTBEHHBIX MPENApaToB, MOIJIEKANIUX JONOJHUTEIIbBHOMY MOHUTOPHUHTY WIIH YIaJIEHUH
U3 HEro NPUHUMAETCS B XOJI€ BBINOJHEHMS MPOLEAYPhl, YCTAHOBICHHOW aKTaMH OpPraHOB
Coro3a unu 3aKOHOAATENBCTBOM T'OCYJAPCTB-WICHOB (IPOLENYPBhl PErMCTpPAlUH WU
nepeperucTpauuy, BHECEHUsS M3MEHEHUW B OOIIYI0 XapaKTEpPHUCTUKY JIEKapCTBEHHOTO
mpenapata 4 Jip.), TO HEOOXOAMMO BHECTH H3MEHEHHUS B OOIIYI0 XapaKTEPUCTUKY
JIEKapCTBEHHOTO TMpernapaTa U UHCTPYKIUIO 110 MEIUIIMHCKOMY MMPUMEHEHHUIO /10 3aBEPILICHHUS
IIPOLIETYPBHI, C LIEJBIO BKIIOUYEHUS WU UCKIIOYEHUS U3 HEE CUMBOJIA YEPHOT'O TPEYTOJIbHUKA C
yKa3aHHeM MOSICHUTEIbHON NH(GOpMALIIH.



1040. Ecnu pemieHuMe O BKJIIOYEHUH JIEKAPCTBEHHOTO Iperapara B CIIMCOK
JIEKapCTBEHHBIX MPENapaToB, MOJJIEKAIUIUX JOMOJHUTEIbHOMY MOHMTOPUHIY WU 00
YAQICHUH U3 HEro MPUHUMAETCS HE3aBHUCHMO OT IPOBENCHMS MPOLEAYPbI, YCTAaHOBIEHHON
aktamu opraHoB Coro3a, WM 3aKOHOJATEILCTBOM TIOCYAapCTB-WJICHOB, TO J€pXkKaTelb
PErUCTPALlMOHHOTO yAOCTOBEpEeHUs O00sf3aH B YCTAHOBJIEHHOM IMOPSJIKE BHECTHU
COOTBETCTBYIOIIME M3MEHEHHS B OONIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO Iperapara u
MHCTPYKIMIO [0 MEAULIUHCKOMY IPUMEHEHHIO. "
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