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O BHECEHHM H3MCHEHMH B MpHKa3 MUHUCTpa 3ApaBOOXPAHECHAA M COMUAILHOIO
pasButus Pecrry6immxu Kasaxcran ot 29 mas 2015 roga Ne 421 "O6 yTBepaeHHH
ITpaBun nmpoBeneHns papMakoHa30pa IEKAPCTBEHHBIX CPEACTB U MOHUTOPHHTA
noOO9HEIX JIefiCTBHI JIEKapCTBEHHBIX CPEACTB, W3/IEIINii MEUITMHCKOTO HA3HAYCHAS H
MEIUIMHCKON TEXHUKH"

YrparuBmmii caTy

[Ipuka3z Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 27 mast 2019 roga Ne
KP JICM-88. 3apeructpupoBan B MunucrepctBe roctuiiuu Pecyonuku Kazaxcran 28
Mmas 2019 roma Ne 18738. YTpatun cuny npukazom MUHHCTpa 31paBOOXpPaHEHUS
Pecny6mmuku Kazaxcran ot 23 nexabps 2020 romga Ne KP JICM-320/2020.

CHocka. YTpaTun cuiny npukazoMm Munuctpa 3apasooxpanenus PK ot 23.12.2020
No KP JICM-320/2020 (BBOaUTCS B ASHWCTBHE MO UCTEUYCHHUHU ACCATH KaJICHIAPHBIX
JTHEH TI0CJIe HS €0 MepBOro O(PUIIMaIbHOTO OMyOJIMKOBAHHMS).

B cootBercTBuU ¢ myHkToM 3 ctathu 85 Konekca PecnyOnuku Kazaxcran ot 18
ceutsiops 2009 roma "O 370poBbE HapoJa U CHCTEME 3JpaBOOXpaHEHUS"
[TPMKA3BIBAIO:

1. Baectn B nmpukaz MuHHCTpa 3paBOOXPAHEHUs] U COLMAJIBHOIO Pa3BUTHUSA
Pecny6nuku Kazaxcran ot 29 mas 2015 roma Ne 421 "OO6 yrBepxkaenuu I[IpaBun
npoBeJeHusT (papMaKoHaI30pa JEKAaPCTBEHHBIX CPEJCTB U MOHHUTOPUHIAa MOOOYHBIX
NEUCTBUM JIEKAPCTBEHHBIX CPEJCTB, H3JCIUNA MEAULNHCKOTO HA3HAYEHUS U
MEIULMHCKOM TEeXHHUKU" (3aperucTpupoBaHHbIi B PeecTpe rocymaapcTBEHHOM
pEerucTpaiiu HOPMAaTUBHBIX MPaBOBbIX akToB moj Ne 11485, omybnukoBanubii 10
utoniga 2015 roma B MHQOpMAIIMOHHO-NPABOBOM cucteme "Opainer") cieayronme
U3MEHEHMSL:

3aroJIOBOK M3JIOKHUTH B CIEIYIOLIEH pelaKInu:

"O6 ytBepxaeHuu [IpaBun mpoBeneHus gapmMakoHaA30pa U MOHUTOPHHTA
6e30macHOCTH, KauecTBa U 3(Q(PEKTUBHOCTU MEAUITMHCKUX U3IETHI";

NYHKT | M3I0XKUTH B CIEAYIOLIEH pelaKIUu:

"1. YrBepaute IlpaBuna nposeneHus ¢apmakoHaa30pa U MOHUTOPHUHTA
0e30macHOCTH, KauecTBa U 3(P(PEKTUBHOCTU MEAUIIMHCKUX U3AETUI";

[IpaBuiia npoBeneHus GpapMakoHaI30pa JEKAPCTBEHHBIX CPEJICTB U MOHUTOPUHTA
n0OOYHBIX AEUCTBUH JIEKAPCTBEHHBIX CPEACTB, U3AEIUN MEIUIIMHCKOTO HA3HAYEHUS U
MEIULIHUHCKON TEXHUKH H3J0KHTh B HOBOM pENAKUMU COTJIACHO NPUIOKEHHUIO K
HACTOSILIEMY ITPUKA3Y.



2. KoMuTeTy KOHTpOJIs KauecTBa U 6€30IacCHOCTH TOBAPOB U yCIyr MUHHCTEPCTBA
3npaBooxpaneHus: PecnyOnukn KazaxcTaH B YyCTaHOBJIIEHHOM 3aKOHOAATEIbCTBOM
Pecny6uku Kazaxcran mopsiike o0ecnedunTh:

1) rocyaapCTBEHHYIO PErMCTpalyio HACTOSIIEro Mpukaza B MuHUCTEpCTBE
roctuinn Pecnyonuku Kazaxcras;

2) B TEUEHHUE JCCATH KAJICHAAPHBIX AHEH CO HSA TOCYyAapCTBEHHOM perucrpanuu
HACTOSIIIEro MpUKa3a HapaBJIEHUE €ro KOMUU B OYMa)KHOM M 3JIEKTPOHHOM BHJIE Ha
Ka3aXCKOM M PYyCCKOM si3blkax B PecnyOinnkaHckoe rocy1apcTBEHHOE PEANPUITHE Ha
npaBe XO35MCTBEHHOIO BeleHUs "PecnyOnuKkaHCKuil LeHTp MpaBoBoM MHpopmaiuu"
MunucrepcTBa toctuniuu Pecy6onuku Kazaxcran mist opumnmanibHOro omyOaIuKoBaHUS
U BKJIOYEHHS B DTAJOHHBIM KOHTPOJbHBIH OaHK HOPMATHBHBIX MPaBOBBIX aKTOB
PecnyOnuku Kazaxcran;

3) pa3melieHrde HACTOSIIETO MpUKaza Ha MHTEpHET-pecypce MuHucrepcTna
3npaBooxpaHenus Pecnyonuku Kazaxcran nocie ero opunuanbHOro onyOJuKoBaHuUS,

4) B TeueHUe NeciITU pabouyux IHEW IMOcie TOCYIapCTBEHHOW PEerucTpanuu
HACTOAILEr0 IMpHUKa3a MpejcTaBieHue B JlemapTaMeHT HOPUIMYECKON CIIyKObI
MunucrtepcTBa 3apaBooxpaHeHus: Pecnyonuku Kazaxcran cBepeHuii 00 UCIIOTHEHUN
MEPOIPUATUI, TPETYCMOTPEHHBIX MOAMYHKTaMu 1), 2) 1 3) HACTOSIIEro MyHKTA.

3. KoHTpousb 32 HCIIOTHEHUEM HACTOSIIET0 IPUKa3a BO3JIOKUTh HA KypUPYIOLIETO
BHUlIe-MUHHUCTpa 37paBooxpanenus PecnyOnuku Kazaxcran.

4. Hacrosmmi npuka3 BBOAUTCS B IEUCTBHUE IIOCIE JIHSA €ro IEPBOTO
0(HUIIHAIBHOTO OITyOJIMKOBAHUSI.

Mnunuctpa 3apaBooXpaHeHHs
Pecnybinku Kazaxcran
[Ipunoxxenue
K IIpuKa3zy Munucrpa
3/IpaBOOXPAaHEHUS
Pecnyonmkn Kazaxcran
ot 27 mas 2019 roga Ne KP ICM-88
YTBepxkaeH
puka3oM MuHHUCTpa
3IPaBOOXPAHEHUS U
COLIMANBHOTO Pa3BUTHSA
Pecnyonuku Kazaxcran
oT 29 mas 2015 ronma Ne 421

IIpaBwna npoBenerns papMakoOHAI30pa 1 MOHUTOpHHTa 0€30aCHOCTH,
KadecTBa U 3P PeKTHBHOCTH METUIUHCKUX M3HEIHi

I'maBa 1. O0mue monoxeHus

1. Hacrossmue IlpaBuna mpoBenenus papmakoHag30pa ¥ MOHHUTOPHHTA
0e301acHOCTH, KayecTBa U 3(PHEKTUBHOCTU MEAUITMHCKUX n3enui (nanee — [IpaBua)



OTIPEIEISAIOT TOPSIIOK MPoBeaeHus (papMakoHaa30pa U MOHUTOPUHTA OE€30MacHOCTH,
KayecTBa U SPDOEKTUBHOCTH MEIULMHCKUX HU3JEIUM, 3aperucCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran.

2. ®apmMakoHa130p OCYIIECTBIISETCS B COOTBETCTBUH C TpeboBanusmu CtaHaapTa
HaJUIeKAIIe TPakTUKU (papMakoHAI30pa, YTBEPKIACHHOTO MPUKA3oM MuHHUCTpa
3/IpaBOOXpaHEHUs U COlMalibHOTO pa3Butus Pecryonuku Kazaxcran ot 27 mas 2015
roga Ne 392 "OO yTBepIE€HHM HAWIESKAMMX (apMalLEBTUUYECKUX HPaKkTHK" (
3aperucTpupoBaH B Peectpe rocy1apcTBEHHON PErHCTPALIMM HOPMATUBHBIX TPABOBBIX
aktoB nos1 Ne 11506) (nanee — Ctangapr).

3. lns uenedt Hactosmux I[IpaBuil mpuMEHSIOTCS CIEAYIOUIME TEPMHUHBI U
OTIPEICTICHMUS:

1) oTcyTcTBYIOMmAas HHPOPMAIKS — HEAOCTATOK CBEJICHUH 110 0€30MMacHOCTH UITH 00
OCOOCHHOCTSIX MPUMEHEHMS JIEKapCTBEHHOTO IpemnapaTta y ONpeAeeHHBIX TpYIIII
NAlUEHTOB, KOTOPHIE MOTYT SBJISATHCA KIMHUYECKH 3HAYUMbBIMU,

2) MOTEeHIMAIBHBIN PUCK — HEXKeNaTelbHOE ToClIeNCTBUE (papMakoTepanuu, B
OTHOIIIEHUH KOTOPOTO UMEIOTCSI OCHOBAHMS ISl TIOJI0O3PEHUIN HA HAJTMYME B3aUMOCBSI3U
C JIGKapCTBEHHBIM IpErapaToM, OJHAKO JaHHAs B3aUMOCBS3b HaJJICKAIIUM 00pa3oM
He ObLiIa MOJTBEPIKICHA;

3) BaIuIUpPOBAHHBIN CUTHAT — CUTHAJ, JJI1 KOTOPOrO B MPOIECCE BHIMOJIHEHUS
BAJIMIAIMYA U OLIEHKHU IMOJATBEPKAAIOMINX JAHHBIX YCTAaHOBJIEHO, YTO HMEIOIIASICS
JOKYMEHTAlUsI JOCTATOYHA JJI1 MPEANOJIOKEHUSI HAIU4YUsi HOBOM MOTEHIMAIbHOU
PUYMHHO-CJIEICTBEHHOW CBSA3U WJIM HOBOTO ACIEKTAa U3BECTHOW B3aUMOCBSI3U MEKIY
OpUEMOM  TMOJ03PEBAEMOr0 JIEKapCTBEHHOTO IMpernapara U  pa3BUTHEM
HEOJIAronpusiTHOTO TMOCJEACTBUSA U, CJIEJ0BATENbHO, OMpe/aelieHa HEOOXOIUMOCTh
OCYIIECTBIICHUS KOMIUIEKCA JAIbHENIINX IEHCTBUM 110 OLIEHKE CUTHANA;

4) curnan — nH(popmaIys, TOCTYIAIIAs OT OJHOTO U HECKOJIBKUX MCTOYHUKOB,
KOTOpas IpejrnoyaracT HaJIM4Yhe HOBOW MOTEHIIMAIbHOW MPUYUHHO-CIIEICTBEHHON
CBSI3W WJIM HOBOTO AacleKTa HM3BECTHOW B3aMMOCBA3M MEXKAY BO3JIEHCTBUEM
JIEKapCTBEHHOI'O TMpEnapara W HEXKEJIATEIbHbIM SIBICHUEM WIM COBOKYIHOCTBIO
B3aMMOCBSI3aHHBIX HEXEJIATENbHBIX SIBICHUM, OllCHMBaeMasi KakK JOCTaTO4yHas st
TaTbHEUINX AEHCTBHUM MO BepuUKAIIMA CUTHAJIA;

5) rocyaapcTBeHHBI opraH B cepe oOpalleHus JEKapCTBEHHBIX CPEICTB U
MEIUIIMHCKUX W3JEIUA — BEJOMCTBO YIOJTHOMOYEHHOTO oOpraHa B o00JiacTu
3ApaBOOXpPAHEHUS, OCYIIECTBISIONIEEe peryJupoBaHue B cdepe oOpaiieHus
JIEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JIETUN;

6) rocymapcTBEHHas JKCIepTHas opraHuzanus B cdepe oOpamieHus
JEKApCTBEHHBIX CPEACTB M MEIHUIIMHCKUX W3ICIUH — PpecrnyOJuKaHCKOe
rOCyIapCTBEHHOE TMPEANPUATAE HAa IMpPaBE€ XO3SAUCTBEHHOTO BEICHUS,
OCYIIECTBJISIIONIEE MPOU3BOJACTBEHHO-XO3SIMCTBEHHYIO JEATEIBHOCTh B 00JaCTH



3IpaBOOXpaHeHus 1o obecrnedyeHuto 0e30macHOCTU, dPGEKTUBHOCTH U KadyecTBa
JIEKapCTBEHHBIX CPEJICTB (J1ajiee — IKCIEepTHAs OpraHu3aIus);

7) puCKH, CBSI3aHHBIE C IPUMEHEHHUEM JIEKapCTBEHHOTO TIperapara — JJF000M PUCK,
CBSI3aHHBIN C Ka4eCTBOM, OE€30MacHOCThbIO WM 3(PPEKTUBHOCTHIO JIEKAPCTBEHHOTO
npernapara mo OTHOIICHHWIO K 3I0POBBIO MAIIMEHTOB WJIM HACEICHUS WU JTI000M PHCK,
BEJIYLIUI K HE)KEJIaTEIbHOMY BO3/ICHCTBUIO HA OKPYKAIOLIYIO CPELY;

8) cepbe3HOE YXYALIEHUE COCTOSIHUS 3I0POBbsI — OACHOE JJIsl KU3HU 3a00JI€BaHNE
, CTOMKOE MOopakeHne (PYHKIIMU OpraHu3Ma I HEOOPATUMOE MOBPEKICHUE CTPOCHUS
Tena, COCTOSIHUE, TpeOyIollee MEIUIIUMHCKOTO WIIM XUPYPTUYECKOTO BMEIIATENIbCTBA C
eI TPEAOTBPAICHHS OMACHOTO IS JKM3HH 3a00JI€BaHUS, WIU CTOMKOTO
nopakeHus: PyHKIIMU OpraHu3Ma, Wid HEOOPATUMOTO MOBPEXKICHUS CTPOCHUS TeJa,
COCTOSIHHME, TpeOyIollee TOCMUTAIU3alUd WM 3HAYUTEIbHOTO YBEIWYEHHUS] CPOKa
npeObIBaHUS B CTAllMOHAPE YK€ TOCIUTAIM3UPOBAHHOTO MAMEHTa, (PYHKIIMOHATBHOE
HapyLIEHUE Y IJ10/1a, €ro ru0esb, BPOKAECHHAS aHOMAJIHUS UJIM POJOBasi TPAaBMa);

9) cepbe3Hast yrpos3a 37J0pOBbI0 — Jt00asi HEUCIIPABHOCTh U (WJIM) yXYIIICHUE
XapakTepUCTUK, WIM HapylleHue (GyHKIIMOHUPOBAHUS MEIUIIMHCKOTO U3JEIUs, WIH
HEJIOCTAaTOYHOCTh JUOO0 HEKOPPEKTHOCTh COMPOBOAUTENbHON wuHbOpManuu (
JOKYMEHTAIM1) Ha MEIUIIMHCKOE U3/IeNne, U MOOOYHOE JEeHCTBUE, HE YKAa3aHHOE B
UHCTPYKIIMH 1O NPUMEHEHUIO, KOTOpbIE MPUBEIU WU MOTYT MPUBOJUTH K
HEMUHYEMOMY PHUCKY CMEpPTH, OMACHOMY JUIsl KU3HHU 3a00JIeBaHUIO0, HEOOpATUMOMY
opaXeHN0 (YHKIIMHA OpraHNu3Ma, HEOOPATHMOMY TTOBPEXIACHUIO CTPOCHUS TeJa WU
COCTOSIHUIO, TPEOYIOIIEMY MEIUIIMHCKOTO WM XHPYPTHUECKOTO BMEIIATENbCTBA C
LEJIbI0 TMPEAOTBPALICHUS HEOOPATUMOTro MOpa)KeHUs (PYHKIUHU OpraHu3Ma WIIH
HEOOpaTHUMOTO TOBPEKACHUS CTPOCHUS Tela, U KOTOpPbIe TPEOYIOT HEOTIIOKHBIX
MEIUIUHCKUX JICHCTBUM;

10) ymoiHOMOYEHHBIN OpraH B 00JacTH 3ApaBOOXpaHeHus (janee —
YIOJHOMOYEHHBIH OpraH) — [EHTPajbHBIA HCHOJHUTEIbHBIH  OpTaH,
OCYIIECTBISIOLINI PyKOBOJICTBO M MEKOTPACIIEBYIO KOOPIUHAIIMIO B 00IaCTH OXPaHbI
3I0POBBS TpaXkJaH, MEAUIIMHCKOW M (apMaleBTUUECKON HAyKH, MEIUIMHCKOTO U
(dbapMaleBTUYECKOr0 00pa30BaHusl, CAHUTAPHO-3MUIEMHOIOTHUYECKOTO OJIaronoIyyust
HaceJIeHHs1, OOpaIIeHHs JIEKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX U3IEINI, KOHTPOJIS
3a Ka4e€CTBOM MEJUIIMHCKUX YCIYT;

11) cepbe3Has HexenarelbHas peakUus — HEXeEJaTelibHasg peakuus, KoTopas
IPUBOJIUT K CMEPTH, MPEJCTABISACT YIrpo3y s >KU3HH, TPEOYeT ToCHuTalInu3alluu
naimMeHTa WJIH €€ NPOJJICHUS, MPUBOJUT K CTOWKOW U000 BBIpaKEHHOUN
HETPYJIOCTIOCOOHOCTH WJIM MHBAIMIHOCTH, K BPOXKIACHHBIM aHOMAIHUSAM HIIM TOPOKAM
pa3ButHs, TpeOyeT MEAUIMHCKOTO BMEIIATEIbCTBA JIJIsi MPEAOTBPAICHUS Pa3BUTHUS
NEPEUYNCICHHBIX COCTOSIHUM, a Takke Jro0as HemnpeIHaMepeHHas IoJ03peBaeMast
nepenaya yepes JeKapCTBEHHbBIN penapaT HH(EKIIMOHHOTO areHTa;



12) Hecepbe3Has HexenaTeabHas peaKlns — HeXKenaTelbHas peakius, KoTopasi He
OTBEYAET KPUTEPHUAM CEPHEZHON HEKEIATEILHON PEAKLINY;

13) HexxenarenbHOE COOBITHE — JTI000E HEXKENaTeTbHOE MEIUITMHCKOE COOBITHE,
HEMpOorHo3upyemoe 3aboJjieBaHHe JIMOO TMOBPEXKACHUE WIM HEXeJaTelbHbIe
KIIMHUYECKUE TTPU3HAKY (BKITIOYas Tab0paTOpHBIC MTOKA3aTeNH, OTIIMYHBIE OT HOPMBI) Y
M0JIb30BATEJICH UM TPETHUX JIUII, CBA3aHHBIX C IPUMEHEHUEM MEIUIIMHCKOTO U3/1eus
;

14) HexenarenbHas peakius — HEMpeIHAMEpEeHHas, HeOIaronpusiTHasT peaKius
OpraHu3Ma, CBsI3aHHasl C IPUMEHEHUEM JICKAPCTBEHHOTO (MCCIIEyeMOro) rpenapara u
npearnoarapias Hajludyhe BO3MOXHOM B3aMMOCBS3U C MPUMEHEHHEM JAHHOTO
JIEKapCTBEHHOTO (MCCIeyeMOoro) mpenapara;

15) xapTa-coobmieHne 0 HeXKeNaTeIbHBIX PEaKIuiaxX — HHPpopMaIus, epeaaBacMas
B COOTBETCTBUU C YCTAHOBJICHHBIMU (POpMON U conepkaHueM, 00 OJHOW WM
HECKOJIBKHX I0JI03PEBAEMbIX HEKETIATENbHBIX PEAKIUAX HA JIEKAPCTBEHHBIN ITpenapar;

16) HenpenBUIICHHAS HEXKeNaTelIbHAas peaKklus — HeXeJaTelbHas peakius,
XapakTep, CTENEHb TAKECTU WIIM MCXOJl KOTOPOW HE COOTBETCTBYET MH(OpMalMH,
coJiepKaleicst B IeHCTBYIOMIEH 00IIel XapaKTepUCTUKE JICKapCTBEHHOTO IIpernapara,
UHCTPYKUUU [0 MEIUIMUHCKOMY NPUMEHEHUIO JIEKApCTBEHHOTO Ipemnapara Jubo B
Opo1itope ucciaeaoBaTes s He3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOIO MIperapaTa;

17) nedaTenbHOCTh MO MUHUMU3AIMU pUCKa (MEPBI 0 MUHUMU3AIMU PUCKA) —
KOMIUIEKC MEPONPUATHH, HAMpaBICHHBIX HA MNPEAOTBPALICHHE WU YMEHBIICHUE
BEPOSITHOCTH BO3HUKHOBEHUSI HEXENATEIIbHOW PEaKIIMK, CBI3aHHOW C BO3ACHCTBUEM
JIEKapCTBEHHOT'O Tpenapara, JIM00 Ha YMEHbIICHUE CTENEHU TSAKECTU HEKEIaTeIbHOU
pEeaKIuu B ClIy4ae €€ pa3BUTHS;

18) mepuoguyeckuit 0OHOBISIEMBI OTYET IO 0€30MACHOCTH — OTYET JIepKaTEeIIs
PErUCTPALIMOHHOTO yJIOCTOBEPEHHU JIEKAPCTBEHHOI'O Ipernapara 3a OINpeeTIeHHBIN
NEPHUOJI BPEMEHHU B TEUEHHE MOCTPETUCTPALMOHHOTO MEPUO/Ia IPEIOCTABISAEMbIN s
OIICHKH COOTHONIEHUS "MOoJIb3a-pUCK" IEKapCTBEHHOIO Mpenapara;

19) mocTperucTpalmoHHOE HCCleJ0BaHNE OE30MacCHOCTH — HCCIe0BaHueE,
UMEIOIIEe OTHOLIEHHE K 3apEeruCTPUPOBAHHOMY JIEKapCTBEHHOMY IIpernapary,
IIPOBEICHHOE C ILIEJIbI0 OMPEIENCHUs, XapaKTePUCTUKU HIIU KOJIMYECTBEHHOW OIEHKU
yIpo3bl 0€30MaCHOCTH, MOATBEPKACHUS Npo@uiisi 0€30MaCHOCTH JIEKAPCTBEHHOTO
npenapara Wi oleHKH 3QGEeKTUBHOCTH MEp IO YIIPABICHUIO PUCKAMU;

20) npobiema no 6€30NaCHOCTH — BaXHBIM WIECHTUDUIIMPYEMBIN PUCK, BAXKHBIN
MOTEHIIMAIbHBIN PUCK WM BaXKHASI OTCYTCTBYIOIIast HHGOpMAIIHs;

21) npoduns 06€30MaCHOCTH — COBOKYIHOCTH IMOKa3zaTelded MpUMEHEHHS
JIEKapCTBEHHOI'O CPEACTBA, MO3BOJISIIOUIUE ONPEEIUTh COOTHOIIEHHE "TI0JIb3a-pUCK"
JIEKapCTBEHHOTO CPEJICTBA;



22) nebnaronpusTHOE COObITUE (MHIIUACHT) — JIF0Oasi HEUCIPABHOCTh U (WJIN)
yXYyJIUIEHUE XapaKTepUCTUK WIM HapyleHue (PYHKIMOHUPOBAHUS MEAUIIMHCKOTO
U3JIeNns, WM HEeJAOCTaTOYHOCTh JHOO HEKOPPEKTHOCTh COMPOBOAMTEIHHOM
uHpopManuu (JOKyMEHTAlMK) HA MEIUMLIUHCKOE U3JIeJue, TOOOYHbIe NEUCTBUS WU
HEXKeJaTelbHas peaklus, HE yKa3aHHbIE B HMHCTPYKUHUHM [0 NPUMEHEHUIO HIIH
PYKOBOJICTBE MO 3KCIUTyaTallMy, KOTOPbIE MPAMO WM KOCBEHHO NMPUBEIN WU MOTJIA
OPUBECTH K CMEPTU WIHU CEPhE3HOMY YXYAUIEHHIO COCTOSIHHS 3/10pPOBBA
M0JIb30BATENICH UM TPETHUX JIUIL;

23) KOppeKTupylolee AecTBUE N0 0€30MACHOCTH MEIUIIMHCKOrO M3AENHs —
NEeUCTBUE, MNPEANPUHATOE IPOU3BOJIUTEIIEM MEIMIUHCKUX HU3AECIUN C LENbIO
CHIDKEHHUSI PUCKAa CMEpPTH WM CEPhE3HOTO YXYAIIEHUS COCTOSHUS 3I0pPOBbS
[0JIB30BATEJIEN UM TPETHUX JIHL], CBI3AHHOE C IPUMEHEHUEM MEJULMHCKOIO U3/1eIus,
U BKJIIOYAIOT B Ce0sl: BO3BPAT MEAUIIMHCKOTO U3AENIUS POU3BOAUTEIIO0 MEAUIIMHCKUX
U3JIEIUI WIK €r0 YIOJHOMOUYEHHOMY MPEICTaBUTEINI0; MOIU(PHUKALNIO MEAUIIMHCKOTO
u3nenus (MOJIEpHU3AIUI0 B COOTBETCTBUU C MPOU3BEICHHBIMH ITPOU3BOIUTEIEM
MEIUUUHCKUX M3JeTUA U3MEHEHUSIMU B KOHCTPYKUHUH MEIULMHCKOTO HW3AENHS,
M3MEHEHUE MHCTPYKIUI 10 MPUMEHEHHI0, OOHOBJIECHHE MTPOrPAMMHOI0 OOeCIeueHus
MEJUIMHCKOTO W3/IeNNA); 3aMEHY MEAUIMHCKOrO U3JIEeNHUs; U3bATHE MEIUIUMHCKOTO
U3JeNUs U3 O0paIleHuUs; YHUUTOKEHHE MEAUIIMHCKOTO U3/eNns; UHHOPMUPOBAHHE O
NEUCTBUSX MOJb30BaTENIE MEAULIUHCKUX HW3AEIUN B CIydae, €CIM MEAULHUHCKOE
U3JIEINE U3BATO U3 OOpAICHMs], HO UMEETCSl BEPOSITHOCTh €0 UCIIOIb30BaHNUS;

24) yBeloMJI€HHUE 1O 0€30MaCHOCTH MEIUIMHCKOTO HM3JeNus — COOOIIEHHE,
HaIpaBJICHHOE MPOU3BOJUTENEM MEIULMHCKUX U3JEIUN WIH €ro YIOJHOMOYEHHBIM
OpeAcTaBUTENIEeM CyObeKTaM OOpalleHuss MEIULUHCKOTO H3JAeNHs B CBA3U C
KOPPEKTUPYIOLIUM JEHCTBUEM IO 0€30MACHOCTH MEAUIMHCKOTO U3/IEHS;

25) mpou3BOIUTENbh MEIUIIMHCKOTO U3JeNus — CyOBeKT B cepe oOparmeHus
JIEKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3JEJINI, OTBETCTBEHHBIN 32 pa3paboOTKy U
U3TOTOBJIEHUE MEIUIMHCKOIO0 W3JENusl, JEJNAlMHUil €ero JOCTyOHBIM JJIs
UCIIOJIb30BAaHUSl OT CBOEr0 MMEHHM HE3aBUCHMO OT TOTO, pa3paboTaHo u (WiM)
U3FOTOBJIEHO 3TUM JIMLOM WJIHM OT €ro UMEHH JPYTUM JIMLIOM (JIMIaMu), U HECYIIUI
OTBETCTBEHHOCTH 32 €ro 0€30MacHOCTbh, KaueCTBO U 3((HEKTUBHOCTH;

26) ynOJIHOMOYEHHBIH MPECTABUTENb MPOU3BOJUTENS — IOPUANYECKOE WU
¢u3uyeckoe JHIO, 3aPErUCTPUPOBAHHOE B KA4eCTBE HMHIAUBHAYAJIBHOTO
npeanpuHuMarens, sABisfwmonieecs pesuaeHtom  Pecny6nukm  Kaszaxcraw,
YIOJTHOMOYEHHBIE JIOBEPEHHOCTHIO IMPOU3BOJIUTENS] MEAULMHCKOIO HW3AENIHS
IPEACTABIATh €r0 MHTEPECHl MO BOIMPOCAM OOpallleHUs] MEIULUHCKOTO M3JEIus Ha
tepputopun PecnyOmmku Kazaxctan B COOTBETCTBHM € JICHCTBYIOIIUM
3akoHOoJaTeNbCTBOM PecnyOnuku Kazaxctan B 0071acTH 3/JpaBOOXpaHEHHUS;



27) monp30BaTeNb — MAIlUEHT, MEAUIIUHCKUIN CIEIHANINCT WU Jto0oe Ipyroe
duznyeckoe U0, NPUMEHSIONMNE MEIULUHUHCKOE H3JeJue M0 Ha3HAYEHHIO,
ONPEJEICHHOMY IPOU3BOIUTEIEM MEAUIIMHCKUX U3EIIHI;

28) cooTHoIIEeHHE "MOb3a-PUCK" — OIEHKA MOJOXKHUTEIbHBIX TEPANEeBTUYECKUX
3¢ (HEeKTOB JIEKApCTBEHHOTO MperapaTa Mo OTHOIICHUIO K PUCKaM, CBS3aHHBIM C €0
npuMeHeHHeM (TIOHSTHE PUCKAa BKIIIOYAET 000N PHUCK, CBSA3aHHBIN C KayeCTBOM,
0€301acHOCTbIO MM 3(PPEKTUBHOCTHIO JIEKAPCTBEHHOIO Mpenapara o OTHOIIEHHUIO K
3JI0POBbBIO MAIMEHTA WJIM HACETICHN);

29) uaeHTUUUMPOBAaHHBIM PUCK — HEXKENATENBbHOE MOCIEACTBUE (hapMaKoTepanun
, B OTHOUIEHMM KOTOPOTO IIOJYYEHO aJI€KBAaTHOE J0Ka3aTeJIbCTBO HaJIUYUS
B3aMMOCBSI3H C MTO03PEBAEMbIM JIEKAPCTBEHHBIM IIPENapaToM;

30) mpUYMHHO-CIEACTBEHHAS! CBA3b — B3aMMOCBSI3b MEXJY KIMHHUYECKUMHU
NPOSIBJIICHUSIMU JII000H HeXenaTeIbHON peakiMi B TOM YHCIIe MOCIe UMMYHHU3AINHT U
OPUMEHEHUEM JIEKApCTBEHHOI'O CpEACTBA, BAaKUUHBI, OIpeneaseMas 1o
OOILIENPUHATHIM KpUTEepUAM (KpuTepuu BceMupHoO opranuzanuu 3paBoOXpaHEeHHUS,
mkana Hapanxxu, OMHapHbBINA METON);

31) nnan ynpaBieHUsi puckaMu — MOJPOOHOE ONMUCAHUE CUCTEMBI yIPaBICHUS
pUCKaMu;

32) nepxaTeiab perucTpalioOHHOTO YIOCTOBEPEHHUS — IOPUANYECKOE JTUII0, HA UMS
KOTOPOTO BBIIAHO PETUCTPALMOHHOE YAOCTOBEPEHUE Ha JIEKAPCTBEHHBIN MTpenapar;

33) KoppekTUpyromee IecTBrEe — NeUCTBUE, TPEANPUHATOE MTPOU3BOAUTEIEM
MEIHUIMHCKUX U3JEIUi C 1elIbl0 YCTpaHEHHS MPUYUHBI OOHAPY>XEHHOTO
HECOOTBETCTBUS WJIM HEXKENATEIIbHOTO COOBITHS;

34) hapmakoHaa30p — BUJ ACATEIHHOCTH, HANPABICHHBIN Ha BHISBIICHUE, aHATU3,
OLIEHKY M MpPEeJOTBpAllEHHUE HEXKEeJATEIbHbIX MOCIEACTBUA MNPUMEHEHUS
JIEKApCTBEHHBIX MPEMAPATOB;

35) uHCHeKIusl CUCTEeMbl (papMaKOHaA30pa — MpoLeaypa MNPOBEPKU CUCTEMBI
dapmakoHan3opa AepiKaTess PEerucTPalliOHHOTO YJIOCTOBEPEHHUS HAa COOTBETCTBHE
TpeOOBaHUSIM HaJJIeXKalllel MPakTUKU papmakoHaazopa Pecyonuku Kazaxcran;

36) mactep-daiin cucteMsl (papmakoHaa30pa — NOAPOOHOE OMUCAHUE CUCTEMBI
dbapmakoHaa30pa, MPUMEHAEMON JIepKaTeIeM PEruCTPAIIMOHHOTO YJIOCTOBEPEHUS B
OTHOLIEHUM JIaHHBIX 00 OJHOM WJIM HECKOJbKUX 3apEeruCTPUPOBAHHBIX
JIEKApCTBEHHBIX Mpenaparax.

I'naBa 2. Ilopsmok mpoBeneHus papMaKOHAI30pa

IMTaparpa¢ 1. BriaBiieHue, aHAIM3 U OIEHKA COOOMECHHH 0 HeXelaTeIbHBIX
TIOCJICACTBHAX TIPHMEHEHHA JICKaPCTBCHHOTO TIpenapaTa



4. IlpoBenenue papmakoHaa30pa 00ECIEUNBACTCS YIIOJIHOMOYEHHBIM OPTaHOM B
00JIacTH 3ApaBOOXPAHEHUS M HAMNPABIECHO HA BBISBJICHUE, aHAJIU3, OLEHKY U
NpPEIOTBPAIICHUE HEXKEIATEIbHBIX MOCIEACTBUNA MPUMEHEHUSI JIEKApCTBEHHBIX
penapaTos.

5. CBeaeHust 0 HeXeNaTeIbHBIX MOCIEACTBUSAX MPUMEHEHUS JIE€KapCTBEHHOTO
npernapara, B TOM YHUCJIE BAKIUH MPEIOCTABISIOTCS CyObeKTaMu 3ApaBOOXPAHEHMUS,
cyObekTamu B chepe oOpanieHus JeKapCTBEHHBIX CPEACTB U MEAULIMHCKUX U3/ENNi, a
TaKXe JIepKATeIMU PETUCTPALIMOHHBIX YIOCTOBEPEHUMN JIEKAPCTBEHHBIX CPEICTB B
Busie KapThi-cooOIIeHNsT 0 HEXeNaTeIbHbIX PeaklMsIX JEKapCTBEHHOro mpemnapara (
nanee — KapTa-cooOmieHune) mo (GopMe coriacHO MPWIOKEHHIO | K HACTOAIIUM
[IpaBunam.

Kaptbi-coobmenus coaepkat 00s13aTeIbHbIN MUHUMATBHBIA 00beM HH(HOPMAIIHH,
TpeOyeMBbIil 11 YCTAaHOBJICHUS OLEHKH NPUYMHHO-CICICTBEHHOW CBSI3U MEXIY
IPUMEHEHUEM JIEKAPCTBEHHOTO MperapaTa U pa3BUTUEM HEXKEIATEIbHbBIX PEAKLIUM.

6. KapTbi-cooO1ieHnss nepefarTcs 4epe3 HHTEPHET-pecypc IKCHEpPTHOU
OpraHu3alliy B PEKUME OHJIAIH (anee — mopTai), OCPEeICTBOM (pakca, FIeKTPOHHON
MOYTHI WM MPEIOCTABIAIOTCS HAPOUYHO B SKCHEPTHYIO OpraHU3aIUI0 Ha OyMaKHOM
HOCHTEIIE.

7. Jlist monydeHus AOCTyNa Ha MOpTall B LEJSIX MEepeladyd KapT-COOOUIEHH B
AKCHEPTHYIO OPTraHU3alUI0:

1) cyOBeKThl 3apaBOOXpPAHEHUS MPEACTABISIIOT NEPEYEHb MEIUIIMHCKUX
OpraHHU3alMii C YKa3aHUEM JaHHbBIX OTBETCTBEHHOIO JHIla 33 MOHUTOPHUHT
HEXKeJIaTeIbHBIX PeaklUid JEKapCTBEHHOT O ITpenapara;

2) TeppuUTOpHUANIbHBIE JeMapTaMEHThl rOCYyJAapCTBEHHOTO opraHa B cdepe
oOpallleHHs] JEKapCTBEHHBIX CPEJACTB M MEIMIIMHCKUX H3AEIUA TPeACTaBIAIOT
nepeveHsb (papMareBTUUECKUX OpPTaHM3alldidl ¢ yKa3aHUEM JaHHBIX OTBETCTBEHHOTO
JMIa 32 MOHUTOPUHT HEKENATENbHBIX PEaKIUi JIEKapCTBEHHOTO Mpernapara;

3) Aepkareiyd PErMCTPALMOHHOIO YJIOCTOBEPEHUS JEKAPCTBEHHOI'O CPEACTBA
NPEICTABIIAIOT JaHHBIE YIIOJHOMOUYEHHOIO0 M KOHTAKTHOTO JIHIa 1Mo (papMakoHaa30py
Ha TeppuTopun PecnyOonuku Ka3zaxcras.

8. Cpoku mpeaocTaBieHUs] KapThI-COOOIIEHUs B ClyyasX BBISIBICHHS Ha
teppuropun Peciyonuku Kazaxcras:

1) cepre3HO#l HexelaTelIbHOW peakluu — B TeueHue 48 4acoB C MOMEHTa
HACTYIUIEHHSI ciay4yas (JUIs MEIUUMHCKUX YUYPEeXICHUW U OpraHu3alnui
3IpaBOOXPAHEHUSI) U B TE€UYEHUE |5 KaJleHIApHBIX JHEH C MOMEHTa MOJYy4YEHUS
uHopManmu (s nepxkareneit PY);

2) HeXeJaTelbHON peakiuu — B TeueHue 15 KajaeHJIapHbIX AHEW ¢ MOMEHTa
HACTYIUIEHUS CITy4asi;



3) cepbe3HON HENpeABUIICHHON HexenarenbHOoU peakuuu (nanee — CHHP) Ha
VCCIIEAYEMBI JIEKAPCTBEHHBIM IMpENapar, BBISBICHHOM B XOJ€ KIMHUYECKHUX
UCCJICIOBAHUI — B TCUCHHE 7 KAJICHIAPHBIX THEH OT AAaThl MOTyYeHUsT HHPOpPMAILIUU O
BeisiBsiecHuu CHHP, B ciydae, eciii oHM TIpUBENIM K CMEPTH WIIH TIPEACTABIISIIIN YIPO3Y
JUTSI 5KW3HU U B CPOK 70 15 KanmeHaapHbIX JHEH OT AaThl MONy4YeHUs: nHPOpMaIuu Js
octanbHbiXx CHHP.

B ciyuae ecnu cpoku npenocTaBieHus KapThl-COOOUIEHUSI ¢ MOMEHTA MOJy4YEHHUS
uH(pOpMaMu MPUXOASTCS HA BBIXOJHOW WM TPA3AHUYHBIN JTHU, HHGOpPMALIUS
MPEAOCTABISAETCS B MEPBBIN MOCIe HETO paboUyuil JCHb.

9. B cnyuae CHHP Ha nekapcTBEeHHBIN Mpemnapar, Npou3oIlIeAniei 3a npeaenamu
PecnyOnuku Kazaxcran u mpuBefmieil k cMepTu OOJIBHOTO U (WIJIM) yIpo3€ KU3HU
NalKUEHTa, IePKATEIb PErUCTPAIMOHHOTO YAOCTOBEPEHUS B TEUCHHE 15 KaJleHIapHbBIX
JTHEH co JHS NOJIy4eHHs] HGOPMAaIIMK HAMIPABIISIET B OKCIIEPTHYIO opranu3anuio OTder
0 cllydasiX Cepbe3HON HENpeABUICHHON HEXKEIAaTebHOW PEaKIHMH JIEKaPCTBEHHOIO
CpelCcTBa, BBISIBIECHHOM BHE TeppuTopun Pecrybnuku Kazaxcran mo ¢gopme coriacHo
NPUWIOKEHHIO 2 K HacToamuM [IpaBuiam.

10. DkcnepTHas OpraHu3alus MPOBOIUT OO0paOOTKYy, aHAIU3 U OIEHKY
MOJIYYEHHBIX KapT-COOOIIEHUN.

11. ITpu 06paboTKe MOMyYECHHBIX KapT-COOOICHUN O HEXeIaTSIbHBIX PEaKITUsX,
BBISIBIICHHBIX Ha Tepputopuu PecnyOnuku Kazaxcran, skcrepTHas opraHu3anus
OCYLIECTBJISIET:

1) Banmuanuio KapThl-COOOIICHHS (HATMYUE MUHUMAJILHOTO 00beMa 00s13aTeIbHOM
uH(popMaImm);

2) Bepuukaiuo nHPoOpMaIMy B KapTe-COOOIICHUH;

3) BbIsIBICHUE AyOIUPYIOUIUX KapT-COOOIICHHUI;

4) perucTpaiuio KapThl-COOOIIEHUS B JIEKTPOHHOU 0a3e JaHHBIX DKCIEPTHOMN
OpraHu3alluu;

5) perucTpanuio HexenaTeaIbHON peakiuu JIEKapCTBEHHOTO MpernapaTa B IpoLecce
IIPOBEAECHUS KIMHUYECKOTO HCCIIETOBAHUS;

6) HampaBieHUE CyOBEKTaM 3/IpaBOOXpaHEHUs U (W) cyObeKkTam B cdepe
oOparieHus T1eKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX M3JCIINM, a TAKXKE JepKATEISIM
pPETUCTPALlMOHHBIX  YJOCTOBEPEHUH JIEKApCTBEHHBIX CPEACTB 3ampoca o
IPEJOCTABICHUU JOMOJHUTEILHON HWHQPOpMAIMK, BKIIOYAIONIECH TMEPBUYHYIO
MEJIULIHUHCKYIO JOKYMEHTALMIO, KapTy SIUJIEMHOJOTHYECKOTO paccieloBaHusl, a
TaKk>xe 00pa3iibl MOJ03PEBAEMOT0 JIEKAPCTBEHHOTO CPEACTBA.

12. AHanu3 1 OlLIEHKa KapT-COOOIIEHUI MTPOBOAATCSA SKCIEPTHONU OpraHu3anue u
npeayCMaTPUBAIOT YCTAHOBICHUE MPUYUHHO-CIICICTBEHHOM CBSI3M B COOTBETCTBHHU C



knaccudukamnuein BcemupHoit opranuzanuu 3npaBooxpaneHust (maigee — BO3) mo
BpEMEHU (WJIM MECTY) MEXAY MPUMEHEHUEM JIEKAPCTBEHHOIO Mpenapara U pa3BUTHEM
HEXeJIaTeIbHON peakli U BKIIFOYAET:

1) aHanu3 JaHHBIX KapThI-COOOLIEHUS;

2) aHaJIN3 JONOJHUTENIbHBIX JAHHBIX, MOJYYEHHBIX OT MEIUIIMHCKON OpraHu3alliu,
MEJUIMHCKOTO WK (apMaleBTUYECKOro pa0OTHUKA U MIPEACTABICHHBIX JEpKaTeIeM
PETUCTPAIMOHHOTO yA0CTOBEpeHUSs (MH(OpMALIMsI O MPUYUHHO-CIEACTBEHHON CBSI3H);

3) OLIEHKY PEe3yJIbTATOB JOMOIHUTEIHHOM IKCIIEPTU3BI KaUeCTBA U O€30MaCHOCTH
00pa31oB JEKAPCTBEHHOT'O CPEACTBA B COOTBETCTBUU C OPSAIKOM, MTPEAYCMOTPEHHBIM
nyHktoMm 2 cratbu 84 Kopekca Pecnybnmukm Kazaxcran "O 310poBbe Hapoja u
cucreme 3apaBooxpanenus” (nanee — Koaekc).

13. B ciyyae mOCTYIUICHUSI KapThI-COOOIICHUS O CEPhEe3HON HEXKEIaTeIhbHOM
pEeaKIMK AKCIEepTHAs OpraHU3allis HaMpaBJsIeT COOTBETCTBYIONIYIO MH(OpMAIUIO B
rOCYy/IapCTBEHHBIM OpraH B TeueHHe 48 4acoB ¢ MOMEHTa 00pabOTKM M BadUAallUU
KapThI-COOOIIEHUSI.

B cnaywae mepeBoja HEXKENAaTeNbHOM PEAKUHMU W3 KAaTETOPUU CEPBE3HOU
HEXKEJIaTeIbHOM PEaKIUU B HECEPHhE3HYI0 HEXENATEIbHYI PEaKIUI0 JKCIEpTHas
OpraHu3alnus HampaBiseT COOTBETCTBYIOU[YI0 HMH(MOPMALMIO B TOCYJAapCTBEHHBIN
OpraH B TeUEHHE 15 KalleHIapHBIX THEH.

B ciyuae ecnu cpoku npenocTaBieHus KapThl-COOOIIEHUSI ¢ MOMEHTA MOJTyYeHHUsI
uH(pOpMau MPUXOAATCS HA BBIXOJHOW WM TPa3AHUYHBIN THU, WHHOpMAIHSI
IIPEIOCTABIISETCS B MIEPBBIM MOCIIE HETO padoyuHii IEHb.

14. DxcnepTHas oprannsanys B TeueHue 60 KaJeHIapHbIX THEW NPOBOJIUT OLIEHKY
MPUYMHHO-CJIEICTBEHHOM CBSI3M M HAIIPABIISIET B TOCYNAPCTBEHHBIN OpraH JKCIEPTHOE
3aKJIFOYEHHUE TI0 OIIEHKE IMPUYUHHO-CIEIACTBEHHOM CBS3UM MEXKAY HEXKEIATEIbHON
peakiued M TPUMEHEHHEM JIEKapCTBEHHOTO CpeiacTBa IO (opMe COTrjlacHO
IPUIOKEHMIO 3 K HacTtoAmuM [IpaBunam.

15. DkcnepTHast opraHu3anus €XXEMECIYHO HaMPaBIseT TOCYJAPCTBEHHOMY OpraHy
OTYeT 0 MOCTYMUBIIUX KapTaxX-COOOLIEHUAX MO (OopMe COTIACHO MPUIOKEHUIO 4 K
HactosiuM [IpaBuiiam.

16. Tlo odunmnansHOMY 3arpocy AepKaTeliss PeruCTPAllMOHHOTO yI0CTOBEPEHUS
AKCHEpPTHAsg OpraHu3alMs MPEJOCTABISIET HMHPOPMAIUI0O O BCEX MNOCTYHUBIIUX
KapTax-cOoOOIIEHUsIX Ha JICKapCTBEHHBIA TpemnapaTr 3a yKa3aHHbIA B MHUCbMEHHOM
3ampoce MepUo.

17. Jlng BBISBIICGHHS] CUTHAJIA, CBS3aHHOTO C OE30MAaCHOCTHIO JICKAPCTBEHHOTO
CpelICcTBa, OJKCIIEpTHAas OpraHU3alus COTPYAHUYAET C MEXKIYHAPOIHBIMU
OpraHMU3aLHsIMU U Ha ITOCTOSSHHON OCHOBE OCYIIECTBIISET CUCTEMATUUECKOE U3YUYCHHE
JTAHHBIX HAYYHO-MEIUIIMHCKON JHUTEepaTyphl (3apyOeHbIX MU MECTHBIX H3JIaHHI),
CalTOB PETyJIATOPHBIX OPTaHOB Apyrux crpan, BO3.



18. BrisiBIIeHHE U OIIEHKA CUTHAJa MPeyCMaTPUBAET U3YUECHHE BCEW MMEIOIIECs
uHpopmanuu (hpapmMakoIOruuecKor, MEIUIIMHCKOW, 3MUIEMUOJIOTHYECKON) 10
COOTBETCTBYIOILIEMY CUTHAILY.

O0630p uH(OpMaLUK BKIIOYAET JAOCTYIHbIE HAYYHbIE U KJIMHUYECKHUE JaHHBIE,
BKJIFOYAsl JaHHbIE PErUCTPALMOHHOIO JOChE JIEKAPCTBEHHOI'O Ipernapara, CTaTbu B
MEAMIMHCKON JINTEPATYpE, CIIOHTAaHHBIE COOOLIEHUS U UHPOPMALUIO OT JepKaTenen
PErHCTPAllMOHHBIX YIOCTOBEPEHHI U PETYISATOPHBIX OPraHOB APYIruX cTpaH. B ciyyae
NOJly4eHHUs] MH(OpPMAIMU W3 HECKOJbKMX HCTOYHUKOB, YUUTBHIBAETCS YPOBEHb HUX
JI0Ka3aTE€IbHOCTH.

19. Curnan cumTaeTcs BalUIUPOBAHHBIM, €CJIHM MPOIlecC BepuduKauu Bcen
uMeromeicss uHGOpManuMu CBUAETENbCTBYET O MPEANOJIOKUTEIBHO HOBOU
OPUYMHHO-CIEACTBEHHON CBSI3M WJIM HOBOM AacIleKTE€ HM3BECTHOM B3aMMOCBS3H,
CJIEIOBATEIIBHO, SIBJISIETCSI OOOCHOBAHUEM JlalbHEMILIEH OLIEHKH.

20. ITo pe3ynpraTaM OLIEHKM CUTHAJIa DKCIIEPTHAs OpPraHW3alHsl HAIpPABISAET B
rOCYyJIapCTBEHHBIII OpraH M JAEp)KaTeIl0 PErucTPallMOHHOTO yAOCTOBEPEHUS
COOTBETCTBYIOLIYIO HH(POPMANHUIO, BKIIOYAIOLIYI0O MEpPbl PEKOMEHIATEIbHOTO
XapakTepa:

1) o mprocTaHOBKE IEUCTBHS PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara 0 3aBEPIICHHS] OLUEHKH CHUTHajla MPU HAIWYUW MOTEHIMAIbHOM yTrpO3bl
3JI0POBBIO YEJIOBEKA U (UJIM) OOLIECTBEHHOMY 3paBOOXPAHEHUIO;

2) 0 MpOBEIEHUH JOTOTHUTEILHOTO U3YUCHUS, IPUHATUU U/WIH pa3paboTKe Mep
0 MHMHUMHU3ALUUM PUCKOB, €CIM MEXAHU3Mbl Pa3BUTUA IOA03PEBAEMOM
HEXEJATEeIbHOW pPEakIMy YKa3blBalOT HAa BO3MOXKHOCTb MPEAyNPEeXACHUS WIU
CHW)KEHHUE CTETNIEHU TSHDKECTH HEXKENATeIbHON PEaKLnu;

3) 0 IpOBEIEHUH OCTPETUCTPAIMOHHOTO UCCIEAOBaHUS 0€30MACHOCTHU C LEbIO
U3yYEHHUs MOTEHIMAIBLHOrO BoIpoca (mpobyieMbl) 1Mo 0€30MacHOCTH JIEKapCTBEHHOTO
npenapara;

4) 0 BHECEHHMH NOTOJHUTEIbHOW HH(pOpManuu Mo 0e30MacCHOCTH B OOIIYIO
XapaKTEPUCTUKY Y MHCTPYKIUIO 110 MEAUIIMHCKOMY ITPUMEHEHUIO (JIMCTOK-BKJIA/IbILII)
JIEKapCTBEHHOT'O CPE/ICTBA.

21. B ciyyae HE0OOXOAUMOCTHU MPOBEJIEHMS JOMOIHUTEIBHBIX IEHCTBUN
JepKaTelIeM PErucTpalMOHHOrO YJIOCTOBEPEHUS, MPEAYCMOTPEHHBIX MyHKTOM 20
Hactossmux [IpaBui, dKcmepTHass oOpraHu3anMs HaNpaBisSIET JIEpKATENIO
PEruCTPALIMOHHOTO YJIOCTOBEPEHUSI YBEAOMJIEHHWE B MPOU3BOJBHOU ¢opme ¢
YKa3aHUEM CPOKa BBIITOJIHEHHS] PEKOMEHI0BaHHBIX JE€HCTBUM.

22. B ciiyyae OTCYTCTBMS pUCKa JUIS MAIIMEHTOB, DKCIIEPTHAsl OpPraHU3alus B
NUCHMEHHON MPOU3BOJIBHON (GopMe HHGOPMHUPYET TOCYNapCTBEHHBIH Opran 00
OTCYTCTBMM HEOOXOUMOCTHU MOCIEAYIOLIEH OLEHKN WIN JaJIbHEHIINX AEHCTBUM.



ITaparpad 2. IlpexoTBpameHie HeXKeNaTeIbHBIX TOCICACTBHHM IPUMEHEHUA
JICKapCTBCHHBIX MPENIapaToB

23. JIns mpenoTBpalleHUs] HEXeJaTeNbHBbIX MOCIEACTBUI MPUMEHEHUS

JIEKapCTBEHHBIX MIPENapaToOB:

1) cyOBeKTHI 3[paBOOXpaHEHUs] OPraHU3yIOT PaboTy MyTeM:

Ha3HAYEHHS B MEJUIIMHCKUX OPraHU3ALMAX OTBETCTBEHHBIX JUI 32 MOHUTOPHHT
HEXeJaTeNbHbIX MOCIEACTBUI NPUMEHEHHUS JIEKAPCTBEHHBIX TPENapaToB;

pa3pabOTKK CTaHAAPTHBIX padOUYUX MPOUETYpP IO MOHUTOPHUHTY, PETUCTPALIMH B
MEAMIMHCKOW JTOKyMEHTAllMM U CBOEBPEMEHHOMY INpPEAOCTaBICHUIO MH(OPMALMU O
HEKeJIaTEeIbHBIX MOCJIEICTBUSIX TPUMEHEHUS JIEKAPCTBEHHBIX MTPENapaToB;

BEJICHUSI CTAaTUCTHUYECKOW OTYETHOCTHM B MEAULMHCKOW OpraHHU3alMu IO
BBISIBIICHHBIM CIIy4asiM HEXKEJIAaTeNIbHbIX MOCIEACTBUNA MPUMEHEHUS JEKaPCTBEHHbBIX
npenaparos;

MPEIOCTABIEHNS OTUETA O HEXKEJIATEIbHBIX IOCIEACTBUAX NPUMEHECHUS
JIEKapCTBEHHBIX MIPENApaTOB B YIIOJHOMOYEHHBINA OpraH B 00JaCTH 3paBOOXPAHEHHUS.

2) neprkateny perucTPalMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara,
HaxoJs1Ierocs B oopauieHuu Ha tepputopun Pecniyonuku Kazaxcran odecrneunBaroT:
HaJIMYMe YIOJIHOMOUYEHHOTO JIMIA MO0 (papMaKOHaI30py U KOHTAKTHOI'O JIULA TIO
dapmakoHaazopy Ha Tepputopun Pecriyonuku Kazaxcran;
CO37aHHe U TMOJJACpKAaHUE B aKTyaJIbHOM COCTOSIHUU MacTep-(aiijia CHCTeMbI
dapmakoHaa30pa;

BeJeHHE 0a3bl JAHHBIX O BBIABICHHBIX HEKEJIATEIbHBIX IOCIEACTBUAX

IpUMEHEHUS JIEKapCTBEHHOT O MpernapaTa Ha Tepputopuun Pecriyonuku Kazaxcran;
€XKEroJJHOE MPEAOCTABICHUE B SKCIEPTHYIO OPraHU3aLMI0 CBEICHHUI O JIFOOBIX
3amperax WiIW OTPAHUYEHUSX B MPUMEHEHHUM, NMPUHATBHIX B JPYrUX CTpaHax, B
OTHOILIEHUHU 3apeructpupoBaHHoro B PecnyOimke Kazaxcran sexapcTBEHHOTO
CPEACTBA, a TAKXKE JIAaHHBIX JJIsI IPOBEACHUS OIIEHKU COOTHOLIEHHUS '"T0Ib3a-pucK";
yBeJIOMJIEHHE (B MMCbMEHHOM MPOU3BOJIBHOMN (hOpME) rOCYJapCTBEHHOTO OpraHa C
yKa3aHUEM IPUYHMH O IUIAHUPYEMOM IPEKPAILEHUH MMPOU3BOJCTBA WM OOpalleHUs
JIEKapCTBEHHOr0 cpeicTBa Ha pbiHKe PecnyOnuku Kazaxcran He MeHee yeM 3a JBa
Mecsla JI0 IpeKpalleH s TpOU3BOACTBA WM OOpallleHHsl JIEKaPCTBEHHOTO CPEACTBA U
(WJIM) 0 TOM, UTO JIEKAPCTBEHHBIN Mpenapar He IPOU3BOAUIICS B TEUEHHUE TP ¥ X JIET.

24. T'ocynapCTBEHHBIM OpraH B LENSAX MNPEAOTBPAILLICHUS HEXEIATEIbHBIX
NOCJICCTBUN TPUMEHEHUS JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIET:

1) uapopmupoBaHre MEAUIIMHCKUX U (hapMaleBTUYECKUX PAOOTHUKOB, HACEJIECHUS
o (hapmakoHaA30pe, a TakKe BHEJIPEHHE MEp MO0 MUHUMU3ALMNU PUCKA, CBA3aHHBIX C
0€30MacHOCTbIO JIEKAPCTBEHHBIX CPEJICTB;

2) UHCIIEKITUHU CUCTEM (hapMaKoHaA30pa.



25. UadopmupoBaHue MEIUIIMHCKUX U (papMalleBTUUECKUX PaOOTHHUKOB,
HaceseHus 0 (papMaKoHaA30pe OCYLIECTBIISIETCS IyTEM PETYJISIPHOTO OMyOJINKOBaHUS
Ha O(HIMAIBHOM pecypce TOCyIapCTBEHHOTO opraHa WJIM B CpPEACTBaX MacCOBOM
uH(pOpMaIMKU CBEACHUH MO 6€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB.

JI1st MUHUMU3ALMK PUCKOB, CBSI3AHHBIX C 0€30MAaCHOCTBIO JIEKAPCTBEHHBIX CPEJICTB
, TOCYJITapCTBEHHBIN OpraH NPUHUMAET MEPHI B MOPSJIKE, PEAYCMOTPEHHOM ITyHKTOM
60 Hacrosmux [IpaBui.

26. Uncnekuus cucteMsl papMaKOHaA30pa OCYILECTBIISIETCS B OTHOIIEHUHU LIETION
cucteMbl (hapmakoHang3opa M (MIU) MO OTAEIBbHOMY JIEKAPCTBEHHOMY CPEACTBY U
BKJIFOYAET:

1) moaTBepKAeHUE HAIMYUS Y JEpiKaTesl PErucTpaliOHHOTO YAOCTOBEPEHUS
nepcoHaja, MpoIleayp, CUCTEM, a TakKe MOMEIIEHHUs, CPEJICTB U 000pyHOBaHMS,
HEOOXOAMMOTrO JUIsl BBIIOJHEHHMS CBOUX OO0S3aTeNbCTB IO (apMaKkoHaI30py B
COOTBETCTBHHM C TPEOOBaHUSAMU 3aKOHOJaTenbcTBa PecniyOnuku Kazaxcran;

2) BbISBJIEHUE U OIICHKY HECOOTBETCTBMM, MPEACTABIISIIOIINX OMACHOCTh AJIf
310pOBbs HACEJICHHUS.

WNucnekuus cucteMsl (papMakoHag30pa MPOBOJUTCS B OTHOIICHUM JeprKaTeinei
PErUCTPALIMOHHOTO YJAOCTOBEPEHUS WM HHBIX OpraHu3aluii, MNPUBICYEHHBIX
JiepKaTelIeM PEerUCTPalMOHHBIX yAOCTOBEPEHUN 71l BBIMIOJHEHUSI 0053aTeIbCTB M0
(apmakoHaa30py.

27. NHcnekuus cucTeMbl (apMaKoHaA30pa MPOBOIUTCS PaOOTHUKAMHU
rOCyJlapCTBEHHOI'0 OpraHa W OJKCIEpPTHOM OpraHu3alnud, KOTOPbIE MMEIOT
COOTBETCTBYIOUIMH OMBIT U MOATOTOBKY JIJISl OLEHKH PAa3JIMYHBIX ACHEKTOB CHCTEMBbI
(dapmakoHaa30pa B COOTBETCTBUE C TpeboBaHMsIMU CTaHAapTa U BXOAST B PEECTP
(apMalleBTUYECKUX HHCIEKTOPOB, (POPMHUPYEMOM B MOPSAJIKE, MPEAYyCMOTPEHHOM
noAnyHKToM 63-1) mynkra 1 craten 7 Konekca.

['ocynapcTBeHHBI OpraH HampaBisieT JEPKATEII0 PETHUCTPALIMOHHOTO
YIOCTOBEPEHMS JIEKAPCTBEHHOI'O CPECTBA MMCbMEHHOE YBEIOMIIEHHE O MPEICTOSIIEH
MHCIEKIUU CUCTEMBI (hapmMakoHa30pa 3a 30 KaJeHAapHbIX JHEH 10 mpeanoiaracMon
JaThl IPOBEACHUS MHCIIEKLIUH.

28. NHcnekuust cucteMbl (apMaKoHaA30pa OCYLIECTBISAETCS B CilyyasX,
IPEAYCMOTPEHHBIX B pasnene 4 Cranmapra, a TakKe B CIIydasx:

1) He mpenocTaBIEHNs B YCTAaHOBIEHHBIE CPOKH JIEPKATENIEM PETUCTPAMOHHOTO
YAOCTOBEPEHUSI JTOKYMEHTOB, HEOOXOAUMBIX JUIsl MPOBEACHUS OLEHKA TPOPuUis
6e3onacHoctu nekapctBeHHBIX cpenctB (IIVP, I[TOOB), a Takke oTkaza mepxaTens
PETUCTPALIMOHHOTO YAOCTOBEPEHUS OT IPEIOCTABIEHUS 3alpalliuBaeMoil HHpopmanuu

b



2) U3BMEHEHHUsI COOTHOILIEHHS "TI0JIb3a-pUCK" JIEKAPCTBEHHOTO IMperapara, a Takxke
HECBOCBPEMEHHOTO MH(POPMHUpPOBaHUS 00 M3MEHEHUHM COOTHOIIEHUS 'MOjb3a-puck"”
JIEKapCTBEHHOTO Ipernapara;

3) HEBBITMIOJHEHHUS ACPKATEIIEM PETUCTPAIMOHHOIO YO0CTOBEPEHUS 0053aTEIILCTB B
paMKax IJlaHa IO YIPABICHUIO PUCKAMHU, a TaKXe HECBOCBPEMEHHOI'0 WU
HEHAJJIC)KAUIETO BBINOJHEHUS MPOLEAYPHl BBISBIEHHUS pUCKA WIH MEp MO
MUHHUMU3AIIT PUCKA;

4) HECOOTBETCTBUS MEXAY MPEICTABISEMON JEpPKATEIEM PETUCTPALMOHHOIO
yAoCTOBepeHUss uHMopManued U uHPOpMaALMEH, TMOJYYEHHOM HKCIEpPTHOU
OpraHu3alUel OT PETYIATOPHBIX OPTAHOB CTPAH OJMIKHETO U JAIBHETO 3apyO0exKbs;

5) HamUuMs COMHUTEIBLHOW HMH(pOpPMAIUU B MPEICTABICHHBIX AEpiKaTelIeM
PETHCTPAIIMOHHOTO YIOCTOBEPEHUS TOKYMEHTAX, HEOOXOAUMBIX IS OIEHKH PO
0e30MacHOCTH JIEKapCTBEHHOT'O IIpenapara.

29. Pe3ynbpTaThl MHCIOEKIMH CHUCTEMBbI (papMakoHaI30pa AepiKaTens
PErUCTPAIMOHHOTO yJaoCcTOoBepeHus: oopmisitoTcss B Bujae OTyeta o pesylibTrarax
OLIEHKH JEATEIbHOCTU CIYXObl (hapMakoHaA30pa JepiKaTesell perucTparioHHOro
yAOCTOBEPEHUS JICKAPCTBEHHBIX CPEJCTB MO (OpME COTIACHO MPHIOKEHHIO 5 K
HactosuM [IpaBunam.

30. B pamkax ¢apmakoHaa30pa dKCIEPTHAS OPraHU3AIMS OCYIIECTBIISET OIICHKY
COOTHOILIEHUSI TOJb3a-PUCK JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIUX OECCPOUHYIO
pEerucTpanuio (J1aaee — oleHKa COOTHOIIEHUS ""T0JIb3a-pUCcK").

31. OueHka COOTHOIIEHHS "MOJIb3a-pUCK" MPOBOJUTCS Ha OCHOBAaHUM CBEJICHUH,
NpEACTaBISEMbIX JACPKaTelIeM PErUCTPALMOHHOIO YIOCTOBEPEHUS B BUJIE:

1) mepuoauyecKkux 0OOHOBISIEMBIX 0TUETOB 10 Oe3omacHocTH (nanee — [IOOB);

2) miaHa yrnpaniienus puckami (nanee — [TYP);

3) JaHHBIX TOCTPETUCTPAIIMOHHBIX UCCIIETOBAHUI 0€30M1aCHOCTH;

4) mactep-daiina cucremsl (hapMaKkoHaI30pa.

32. IIOOBb cocraBnsieTcst AepKaTeleM PErHCTPAllMOHHOTO yAOCTOBEPEHUS U
COAEPKUT MCUEPIBIBAIOIINA M KPUTUYECKUN aHAJIN3 COOTHOUIEHHUS 'TOJIb3a-puUcK"
JIEKapCTBEHHOr0 Mpernapara C Y4eTOM BCEX HOBBIX JIaHHBIX MO 0€30MacHOCTU U
BJIUSIHUS OTUX JaHHBIX Ha MPouis 6e30nacHOoCTH U 3PPEKTUBHOCTH JIEKAPCTBEHHOTO
npenaparta, HayuMHash OT JaThl MEXKIYHApOJHOM pErucTpaluul JIeKapCTBEHHOTO
npemnapara.

IIpu moaroroBke IIOODB nepxatenb pErucTPaliMOHHOTO YJIOCTOBEPEHUS
o0ecreunBaeT:

1) mOCTOBEpHOCTh, CBOEBPEMEHHOCTh cOOpa M mepenaur UHGOpMaLUU B
AKCIIEPTHYIO OPraHU3ALHIO;

2) mpencTaBlIeHUE B OTYETE JAHHBIX O BBISIBICHHBIX HEKENATEIbHBIX PEAKIUAX C
aHaJM30M MPUYUHHO-CIIEJCTBEHHOU CBSI3H;



3) npenocTaBiIeHUE TOMOTHUTEIBLHBIX TAHHBIX 00 00BeMe MPOaXK MIH KOJTUICCTBE
HAa3HAYEHUN COOTBETCTBYIOILIETO JEKAPCTBEHHOTO CPEJCTBA, BKJIOYAS OILIEHKY
HACEJICHUS, IMOIBEPTaBIICTOCS JEUCTBUIO JIEKAPCTBEHHOTO CPEACTBA;

4) BKJIIOYEHHE BCEX JaHHBIX O OE30MacCHOCTH JIEKAPCTBEHHOTO CPEJNICTBA,
MOJTYYEHHBIX 32 OTYETHBIN IEPUOL.

33. ITOOb npenocTaBisieTcss B SKCIEPTHYIO OPraHU3aIMIO B 3JIEKTPOHHOM BUJE C
BO3MOKHOCTBIO TEKCTOBOT'O IMOMCKA HA PYCCKOM S3BIKE WJIM AHTJUMCKOM S3BIKE C
MIEPEBOJIOM Ha PYCCKUM SI3BIK CIEAYIOMIMX PA3/ICI0B: KPATKOTO U3JI0KEHHUSI OCHOBHOTO
COJIep>KaHMsl, THTETPUPOBAHHOTO aHAJIM3a COOTHOIIEHUS MOJIb3a-PUCK IO 0JI00PEHHBIM
nokazanusMm u 3akmrodeHus. Ctpykrypa [IOOB cocraBnsercs mo ¢opme corimacHo
NpuIokeHUuto 6 k HacTosmuM [ IpaBunam.

[To 3ampocy 3KCHEpPTHOM OpraHU3alMuU JEpPKATEIb PETUCTPALMOHHOTO
yI0CTOBEpeHUs B TeueHue 30 KaJeHAApHBIX JHEW MPEJOCTABIISIET IEPEBO HA PYCCKUM
A3bIK Apyrux pasaenos [10Ob.

34. DxcneprTHass opraHu3alus ONpeAecsisieT W pa3MellaeT Ha CBOEM
UHTEPHET-PECYPCE MEPEUYEHb JCHCTBYIOUIMX BENIECTB JIEKAPCTBEHHBIX CPEJCTB, B
OTHOIIEHUU KOTOphIX mipeaocTaBienue [I0Ob tpebyer criennanbHOM NEPUOIUIHOCTH.

35. Jliis neKapCTBEHHBIX MPENapaToB, MEXIYHAPOJAHOE HEMATEHTOBAHHOE
HAMMEHOBAHHWE WJIM TPYNIMUPOBOYHOE HAMMEHOBAHUE KOTOPHIX HE BKJIKOYEHO B
yYKa3aHHBIN MIepeUeHb, NepUoanIHOCTh peacTabienus [I00b cocraBnserT:

1) xaxapie 6 MecAleB OT MEXKIYHAPOJHOM JAThl PETUCTPALUA HA TMPOTSIKECHUU
MIEPBBIX 2 JIET;

2) eXeroJHoO Ha MPOTSHKEHUH MOCIEAYOMHUX 2 JIET;

3) nanee — Kaxasle 3 Toja.

Cpok nomaun ITOOB cocrtaBiser He Oonee 90 kanmeHAapHBIX AHEW C AAThI
OKOHYaHUsI cOOpa TaHHBIX.

[TOOB noanexurt noaavye He3aMEIJIUTENBHO, B CPOK 110 60 KaJleHAapHBIX AHEHU, OT
JAThI MTOJTYyYEHU MUCbMEHHOTO 3apoca IKCIEPTHOM OPraHU3aLNH.

36. Ilepuoamunocts npenocrasieHust [IOOb MeHsieTcs B CleyONuMX Clydasx:

1) mosiBieHUs HOBBIX MOKa3aHUW K HA3HAYEHHUIO U HOBBIX MYyTEH BBEICHUS,
pa3pabOTKe HOBBIX JIEKAPCTBEHHBIX (OPM, KOTOpHIE OTJIHUYAIOTCA OT paHee
3apEeTrUCTPUPOBAHHBIX JJISI AKTUBHOM CyOCTaHIINY;

2) BBIJJaY¥M HOBOTO PETUCTPAIMOHHOIO YJIOCTOBEPEHHUS Ha JICKAPCTBEHHOE
CpPEICTBO, KOTOPOE MMEET OJMHAKOBBIA KAYECTBEHHBIM M KOJIWYECTBEHHBIA COCTAB
AKTUBHOTO M BCIIOMOTaTEIbHBIX BEIISCTB, a TaKXKe JICKAPCTBEHHYIO (POopMy U IyTh
BBEJICHUS, KOTOPBIN paHee 3aperucCTpUpOBaH;

3) npu BHECEHHM MU3MEHEHUW B PErUCTPALMOHHOE JI0ChE B COOTBETCTBUU C
MOPSIIKOM, ITPEAYCMOTPEHHBIM ITyHKTOM 1 cTtathu 63 Kopekca.



37. Ilpu BBIABICHUU HEXEJIATEIbHBIX peakiuil u (Win) HHOM MHGOpPMAIIUU 110
0e30nmacHOCTU U A(PPEKTUBHOCTH, HE COAEPKAUXCA B OOLIEH XapaKTepUCTUKE U
UHCTPYKUUU 10 MEIULHUHCKOMY NPUMEHEHUIO (JIMCTOK-BKJIAIBINI) U WU3MEHSIOIIMX
COOTHOIIEHHUE "T0JIb3a-PUCK" JIEKAPCTBEHHOTO IpeErapara, 3KCIEePTHAsE OpraHu3alusl
3alpaliuBaeT y JepKaTessl PEerucTPalMOHHOIO YJAOCTOBEPEHMS JIEKAPCTBEHHOTO
npenapara BHeouepeanoit [100b.

38. Dkcnepruza [IOOb ocymectBiasierca B cpok He mpeBbimaromuii 90
KaJIeH/IapHbIX JTHEH U BKIIIOYAET:

1) ananu3 Bceil nHGOpMauu 1o 0€30MACHOCTH, TIOJYYEHHON 32 OTYETHBIN IEPHUO/I,
C OIIPENEIIEHNEM BO3MOXHBIX BBISIBJIEHHBIX HOBBIX CUTHAJIOB, CBUJIETEIBCTBYIOIIUX O
HOBBIX MOTEHIHAIbHBIX WM UACHTU(DUIMPOBAHHBIX pHUCKAX JHUOO JOMOJIHEHUU
uHpopManmel HTUX CUTHAJIOB YK€ UMEIOIUXCAd 3HAaHUW 1O paHee
UACHTU(UIUPOBAHHBIM PUCKAM;

2) 00001IeHue Bceil MOJYYEHHOW 3a OTYETHBIM MepHoa MHQOpMALUH IO
6e3omacHOCTH M A(PGEKTUBHOCTU JIEKAPCTBEHHOrO IMpemnapaTa (Kak B paMKax
KJIMHUYECKUX UCCIEAOBaHUM, TaK U MPU NPUMEHEHUU JIEKaPCTBEHHOIO IMpernapara B
MEJUITMHCKON MPaKTUKE) U OIICHKA BIUSHUS ATOM MHQPOpMalMK HAa COOTHOIICHHUE "
MOJIb3a-pPUCK" JIEKAPCTBEHHOIO MPENapara;

3) BBINIOJIHEHUE aHaIu3a COOTHOLICHUS 'MOJb3a-pUCK' HA OCHOBAHUU BCEX
KyMYJISITUBHBIX JaHHBIX, HAYWMHAasg C JaThl MEPBOM PETHCTPALMU JIEKAPCTBEHHOTO
npenapata Wid JaThl MEPBOr0 pa3pelieHHs] Ha MPOBEICHHE WHTEPBEHIIMOHHOTO
KJIIMHUYECKOTO UCCIIeI0BaHUS B KAKOM-JIHOO0 U3 TOCYAapCTB;

4) 060011eHre HHPOPMALIUY 110 MEPAM MUHUMH3ALUN PUCKA;

5) ompexenieHUe IUIaHA OLIEHKU CHUTHAJIOB, PUCKOB M (WJIM) MPEIJIOKEHUH 10
JOTIOJTHUTENIBHBIM MepaM (apMaKkoHaA30pA.

39. IIOOB npenocraBusieTcss HA BCE JICKAPCTBEHHBIE CPEJCTBA, HAXOISIIIUECS B
oOpamenun Ha Tepputopun PK, KpoMe JeKapCTBEHHBIX CpPEACTB C XOpOUIO
U3YUYECHHBIM MEJULIMHCKAM IPUMEHEHHEM, TPAJULHNOHHBIX pPACTUTEIbHBIX U
TOMEOIATUYECKUX JIEKAPCTBEHHBIX CPEJICTB.

[Ipyn Hanuuyuu npobiemM 1o 0e30MaCHOCTH TPAJUIIMOHHBIX PACTUTENbHBIX U
rOMEONaTUYECKUX JIEKAPCTBEHHBIX CPEACTB, a TaKXKE JIEKAPCTBEHHBIX CPEJICTB C
XOpOILIO M3YYEHHBIM MeAuUuMHCKUM mnpumenenueM, [1OOb npenocrasisercs
JepKaTeJeM pPErucTPalMOHHOTO YIOCTOBEPEHHsI 110 NUCBMEHHOMY 3ampocy
JKCIIEpTHOU OpraHU3aluu.

Okcneptuza ITOOB ocymiecTBiseTcs B cilydasix OpUTHHAIBHBIX JIEKAPCTBEHHBIX
npenaparoB, OWOCHUMUJISIPOB, BaKUMH, BOCHPOMU3BEICHHBIX JIEKAPCTBEHHBIX
npenaparoB (B cilydae OTCYTCTBUS 3apETHCTPUPOBAHHBIX OPUTHHAIBHOIO
JIEKapCTBEHHOTO IIpernapara u €ro aHajioroB).



PesynbraTel 3kcneptu3sl [IOOB opuUrMHaNIBHBIX JIEKAPCTBEHHBIX CPENICTB
NPUMEHUMBI K BOCIPOU3BEJICHHBIM JIEKAPCTBEHHBIM CPEJACTBAM, HMEIOIIUM
OJIMHAKOBOE JICHCTBYIOIIEE BEIIECTBO, IEKAPCTBEHHYIO (popMmy.

40. ITo pesyabratam s3kcneptusbl [IOOb skcnepTHas opraHu3alus COCTABISET
DKCIEepTHOE 3aKII0YEHUE TI0 OIEHKE TEPHOIUYECKOTO OOHOBISIEMOTO OTYETa IO
0€30IMacHOCTH JIEKAPCTBEHHOI'O CPEACTBa MO (OpME COTNIACHO MPUIOKEHHIO 7 K
HactosmuM [lpaBunam. 3akmtodueHue odopmisieTcss B ABYX JIK3EMIUISIpaxX, OAUH W3
KOTOPBIX HAMPABISAETCA JIEPHKATEIIO PETUCTPALIMOHHOTO yAOCTOBEPEHUS, & BTOPOH —
OCTaeTCs B OKCIIEPTHOU OpraHU3aluu.

41. DkcnepTHasi OopraHu3alus BEJET 3EKTPOoHHYI mnporpammy no 11OOb
JIEKAPCTBEHHBIX CPEJACTB C Yy4eTOM [ OCyJIapCTBEHHOTO peecTpa JIEKapCTBEHHBIX
CPEACTB U MEIUIMHCKUX U3JEIUN B MOPSAKE, MPEIyCMOTPEHHOM IMyHKTamMu 1 u 2
crateu 71 Konxekca.

42. ITYP pazpabarbiBaercs AepKaTeaeM PEruCcTPallMOHHOrO yAOCTOBEPEHUS U
COJIEPKUT MOJAPOOHOE ONMUCAHUE MEPONPUATHI MO (hapMaKOHAI30py, HAMPABIEHHBIX
Ha BBISIBJICHHUE, OIIEHKY W TMPEAOTBpallleHUE, a TakKKe MHUHUMH3AIUI0 PHUCKOB,
CBSI3aHHBIX C NMPUMEHEHHEM JIEKApCTBEHHOTO Mperapara v OleHKY 3(PGheKTHBHOCTH
JAHHBIX MEPOIPUATHNA.

43. I1YP npenocraBisieTcst JepxaTesieM PErucTPallMOHHOTO YJIOCTOBEpEHUS B
AKCIEPTHYIO OPTraHU3aLHUIO B CIAEAYOIIUX CIIyYasx:

1) nns exkapCcTBEHHOTO Mpernapara, CoIePKaIIEro paHee He 3apEeruCTPUPOBAHHOE
NENCTBYIOIIEE BEILIECTBO;

2) 171 IEKapCTBEHHOrO Ipenapara, CoIep Kallero paHee He 3aperuCTPUPOBAHHYIO
KOMOUMHAITMIO JIEHCTBYIOIINX BEIIECTB;

3) nns OMoaHaJIOTHUYHOTO, OMOJIOTHYECKOTO, OMOTEXHOJOTHYECKOr0, a TaKkKe
MMMYHOJIOTHYECKOT0 JIEKAPCTBEHHOTO Mpernapara;

4) nMpu BHECEHUWM W3MEHEHHH B PETHCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO
mpemnapara, 3aTparuBalIIUX 00JIACTh MPUMEHEHUsS, ACIEKThI MPOU3BOJICTBEHHOTO
mpoliecca B cliy4asix HOBOM JieKapCTBEHHOM (hOpMBI, HOBOTO CIOc0Oa BBEJEHUS,
HOBOT'O CIoco0a MPOU3BOACTBA OMOJIOTHYECKUX JIEKAPCTBEHHBIX CPEJCTB, BBEACHUS
MOKa3aHUM K MPUMEHEHUIO B MEIUATPUYECKON MOMYJIALNU WIA APYTUX U3MEHEHUN B
MOKa3aHUSIX K MPUMEHEHUIO B COOTBETCTBUM C MOPSJIKOM, MPEIyCMOTPEHHBIM
nyHKToM 1 crateu 63 Kojaekca.

5) npu HaiIWM4YUU TPoOJIeM Mo OE30MaCHOCTHU, OKA3bhIBAIOIIMX BIHMSHHUE Ha
COOTHOIIIEHHE "TI0Ib3a-pUcK";

6) 111 BBITIOJIHEHUSI COOTBETCTBYIONIETO IJIaHA KOPPEKTUPYIOIMIUX JEHCTBHUM B
LEJISIX MUHUMU3ALUKA U IPEIOTBPAILCHHS] PUCKOB MPHU BBISBICHUU CUTHAJIOB,;

7) mpu mepeperucTpanuu JEKapCcTBEHHOTO MpernapaTta B LEeNsIX OOHOBJICHUS
cymectBytomero [TYP.



44. ITYP npenocTaBisieTcsi B SKCHEPTHYIO OPraHU3alUI0 B AJIEKTPOHHOM BHUJIE HA
pycckom sa3bike. Ctpyktypa pasznaenoB [IYP cooTBeTcTByeT NpuUIOKEHUIO 8 K
HactosiuM [IpaBuiam.

45. Okcneprusa [TYP Britoyaer:

1) omeHKy BaXHBIX HUACHTU(OUIIMPOBAHHBIX W (MJIM) BAXKHBIX MOTESHIIMATBHBIX
PHUCKOB, pacCMaTpUBAEMBIX B cHelU(PUKANMU MO OE30MaCHOCTU JIEKAPCTBEHHOTO
npenapara;

2) OLIEHKY TpeAJIaraeMbIX MEpP MO0 CHUKEHUIO BAXKHBIX UICHTU(PUIIMPOBAHHBIX U (
UIM) Ba)XHBIX IMOTEHUHWAJIbHBIX PHUCKOB, MpEJJaraeMblX Jiep>KaTeleM
PErUCTPALMOHHOTO YAOCTOBEPEHUS;

3) onieHKY 00pa3oBaTeNIbHBIX MATEPUAIIOB JIJISI MEIUIIUHCKUX PAOOTHUKOB U (MJIH)
NaIrueHToB (MoTpeduTenell), BKIFOUCHHBIX B TUTAHBI YIIPABICHUS PUCKAMH HA TIPEIMET
HaJU4Yus B HEM OCHOBHBIX JJIEMEHTOB B HaJJjIexalleM Au3aiiHe u ¢dopmare, He
HOCSIIIUX PEKIaMHBIA XapakTep;

4) onieHKy 3¢ (HEKTUBHOCTH MEp 10 MUHUMU3AINHA PUCKOB.

46. Cpok nipoBenenus sxcneptussl [IYP coctaBnser 60 kaneHgapHbIX JHEW CO AHS
ero nonydeHus. B niepuon nposenenus sxkcneptusbl [IYP skcneprHas opranuzanus
3alpaliMBacT y AeprKaTeis PEruCTPAlHOHHOTO YIOCTOBEPEHHUS Pa3bsCHEHUS WU
YTOYHEHUSI IO KOHKpPETHbIM mojoxeHusM I[IYP u (unu) pekoMeHAyeT BHECTHU
M3MEHEHMS B IpemaracMbliii [TYP.

47. JlepxkaTeib PErucTpallMOHHOIO YJOCTOBEpEHHUS B CpoK He Oonee 60
KaJIEHJIAapHBbIX JHEH NPENOCTAaBISIET pPa3bsICHEHHS WM YTOYHEHUS Ha 3ampoc
AKCIIEPTHOM OpraHu3aluu U (WIK) NpenocTasiseT qopadorannyro Bepcuto IIYP. Ilpu
HECOTJIaCUU C PEKOMEHJALMSIMH KCIIEPTHOM OpraHu3aluy O BHECEHUH U3MEHEHU B
npemiaraeMmeii I11YP nepxarens perucTpalilMOHHOTO yAOCTOBEPEHUS MPEAOCTABISAET
o0ocHOBaHHE C YykazaHueM IMpuyuH. CpOKM MOJATOTOBKM OTBETa Ha 3ampoc
YIOJIHOMOYEHHOW OPraHU3aliy HE BXOIAT B CPOKU IPOBEACHUS SKCIIEPTU3HI.

48. Tlo pesynwpraTtam skcreptusbl [IYP skcneptHas opranusamust popMmupyer
DKCHEpTHOE 3aKIloueHue no dkcneptuse llnaHa ympaBiaeHUs pHUCKAMHM TpH
OPUMEHEHUU JIEKAPCTBEHHOIO CPEACTBA MO (OpPME COrJacHO MPUIIOKEHUIO 9 K
HacTosimuM [IpaBunam. 3aximtoueHue ohopmiisieTcs B ABYX JK3EMIUIApax, OJUH U3
KOTOPBIX HANPABISAETCA EPHKATEIIO PETUCTPALMOHHOTO yAOCTOBEPEHUS, & BTOPOH —
OCTAETCsl B 3KCIIEPTHOM OpraHU3ALMH.

49. DkcnepTHas opraHu3alys BeIET dJIEKTPOHHYIO porpammy 1o I[IYP ¢ yuetom
['ocynapcTBEHHOr0O peecTpa JIEKapCTBEHHBIX CPEACTB M MEIMIIMHCKUX HW3JEIUN B
NOpsIIKE, TPeAyCMOTpEHHOM ITyHKTaMu 1 u 2 crateu 71 Konekca.

50. ITocTperucrpauoOHHBIE HCCAEAO0BAHUS O€30I1aCHOCTH JIEKAPCTBEHHBIX CPEJCTB
BKJIIOYAIOT HCCIIEIOBaHMS, B MPOIECCE KOTOPBIX COOMPAIOTCS JOTOJHUTENIbHBIC



Hay4Hble JaHHble O O€30MaCHOCTH JIEKapCTBEHHOTO Ipenapara, HUMEIINe
NOTEHUNAIBHYIO KJIMHAYECKYI0 3HAUMMOCTb WJIM BaXKHOCTB ISl 3I0POBbS HACEJICHHUS.

51. [locTpeructpaioHHbIe UCCIeI0BaHUS O€30M1aCHOCTH JIEKAPCTBEHHBIX CPEJICTB
OCYIIECTBIISIIOTCA JEPKATEIEM PETrUCTPALIMOHHOTO YJIOCTOBEPEHHS HA TEPPUTOPUU
Pecnybnukm KazaxctaH poOpOBOJIBHO MM B COOTBETCTBUHM C PEIIEHUEM
roCyZapCTBEHHOI'0 OpraHa B Cy4ae MPEANOI0KEHHs O HAIMYUU PUCKOB, CBA3aHHBIX C
3apEruCTPUPOBAHHBIM JIEKAPCTBEHHBIM IPENapaToM, TPEOYIOMHX TONOJHUTEILHOTO
U3YYEHUS IIyTEM IIPOBEACHUS UCCIIEIOBAHUS.

52. IlocTperucTpauioOHHbIE HCCAEAOBAaHUS O€30IaCHOCTH JIEKAPCTBEHHBIX CPEJICTB
OCYILECTBISAIOTCA JIEP/KATEIEM PErUCTPALMOHHOIO YAOCTOBEPEHHsSI HAa TEPPUTOPUH
Pecny6nnku Ka3zaxcran B nopsiike, mperycMOTpeHHOM yHKTOM 3 ctathu 74 Koaekca.

53. IIpoTOKOA TOCTPETHUCTPAIIMOHHOTO HCCIEIOBaHUS 0€30MacHOCTH
JIEKapCTBEHHOI'0 CpPEJACTBA pa3padaThIBAeTCs JIepXKaTEIeM pPETUCTPALOHHOTO
YAOCTOBEPEHHSI B COOTBETCTBUM C TPEOOBAHUSAMM 3aKOHOJATENIbCTBA PecnyOinku
KazaxcTaH 1 coriiacoBbIBa€TCs C SKCIIEPTHONW OpraHU3aIMei.

[lo 3aBepiieHUMH MNOCTPETUCTPALMOHHBIX HCCIEOBaHUM 0€30MacHOCTH
JI€KapCTBEHHBIX CpelcTB B TeueHue 60 KaleHOapHBIX THEH (QopMupyercs OTyer,
KOTOPBIN MPETOCTABIIAETCS B AKCIIEPTHYIO OPTraHU3aLHUIO.

54. OneHka COOTHOMIEHUS "MOJIb3a-pUCK" JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIUX
O0eccCpovYHOE PErucTpallMOHHOE YIOCTOBEPEHHME M HAXOJAIIUXCS B OOpallleHHH Ha
tepputopun PecnyOnukm Kazaxcran, mpoBOAMTCS SKCIEPTHON OpraHu3anuen
€XKETrOHO Ha OCHOBAHMH JI0I0OBOpa C JIep>KaTelIEM PETUCTPALMOHHOTO YOCTOBEPEHUSI.

55. DkcnepTHas opraHu3anus 1ocie COrlacoBaHus ¢ TOCY JAPCTBEHHBIM OPraHOM
pasMeIlaeT Ha CBOEM I[OpTaje IEPEYEHb JIEKAPCTBEHHBIX CPEIACTB, HUMEIOIUX
0ECCPOYHYIO PETUCTPALINIO, ISl TPOBEICHUS OLEHKH COOTHOLIEHUS MOJIb3a-PUCK.

56. OTYETHBIM NEPUOJOM ISl IPOBEAECHUS €XKETOJHON OIEHKH COOTHOILIEHUS
NOJIb3a-PUCK JIEKAPCTBEHHBIX CPEJCTB, HMMEIOIMMNX OECCPOYHYIO PETUCTPAIUIO,
CUMTAETCS 1aTa BBIIAYM PETUCTPALIMOHHOTO YIOCTOBEPEHUS.

57. JlepxkaTenu perucTpaliOHHOIO YIOCTOBEPEHHUs €XKErOJHO HAIpPaBISAIOT B
AKCHEPTHYIO opraHu3anuio CBeneHus o npoduie O0e30MacHOCTH JEKAPCTBEHHBIX
CPEICTB, UMEIOLINX 0ECCPOUHYIO PETUCTPALUIO 10 (hopMe COIIacHO IpuiiokeHuto 10
K HacrosuMm [Ipasuiiam.

58. DkcrnepTHast opraHu3anus Ha OCHOBAHUM IPEACTABICHHBIX JEpKaTelleM
PErUCTPALIMOHHOTO YAOCTOBEPEHUS CBEJIEHUN U MaTepuanoB (popMupyer DKCIepTHOE
3aKJIIOYEHHE O COOTHOIICHHMH IOJb3a-PUCK JEKapCTBEHHOrO MpernapaTta mo ¢opme
cornacHo npuioxeHuro 11 k HactosmuMm [Ipasunam.

59. CBeneHust 0 pe3ysbTaTax MPOBEAECHHON OLEHKU COOTHOIIEHUS MOJIb3a-PHUCK
JIEKapCTBEHHBIX CPEJICTB, UMEIOIINUX OECCPOUHYIO PETUCTPALIMIO HE TTo3AHee | GeBpans



KQJICHAApPHOTO TOJla HAIMpaBJISIOTCSA B TOCYJapCTBEHHBI OpraH U pa3MeniarTcs Ha
UHTEPHET-PECYPCE IKCIIEPTHON OpraHU3aIUU.

60. ['ocynmapcTBEeHHBIM OpraH Ha OCHOBAaHWUU HWH(OpMAIUKU IKCTEPTHOU
opraHu3anuu (3aKkJIOUeHHUs, OoT4eTa) 00 H3MEHEHUSX B OIEHKE COOTHOIICHUS
MOJIb3a-PUCK JIEKAPCTBEHHOTO CPEJCTBA, a4 TAKXKE PE3YJbTATOB MHCIEKIIMU CUCTEMBI
dapmakoHaA30pa OCYIIECTBISET CIEAYIONINE PETYISITOPHBIE MEPHI:

1) yTBepxkaaeT COOTBETCTBYIOIIME HM3MEHEHUS U JOMOJHEHUsS B 0OIieH
XapaKTEePUCTHUKE JIEKAPCTBEHHOTO MPEMNapara;

2) U3MEHSET KaTeropuIo OTITyCKa JIEKApCTBEHHOI'0 CPEJICTBA U3 AIlTeK, UJIM UHBIX
Mepax OrpaHUYEHUS U KOHTPOJISl OTIYCKa JIEKApCTBEHHOI'O CPEJICTRA;

3) ocTaHaBIMBAET MPOBEACHUE KIMHUYECKUX HMCCIIEIOBAHHUIN JIEKAPCTBEHHOTO
CpEACTBA, WIM UX OTAEIHbHBIX JTAalOB, a TaKXe€ Ha3HayaeT MPOBEIACHUE
JOTIOJIHUTENBHBIX JOKJIMHUYECKUX M (WMJIM) KIMHUYECKUX HCCleAoBaHUui (TIpu
HEOOXOUMOCTH);

4) u3piMaeT o0paslibl JICKAPCTBEHHOTO CPEICTBa Y CYOBEKTOB B chepe oOpaieHus
JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3CTUN JJIsl MPOBEICHUS JOTIOJHUTEIHHOM
AKCIIEPTU3HI Ha O€30MACHOCTh U KaueCTBO;

5) mpUOCTaHABIUBAET JICHCTBUE PETUCTPALIMOHHOTO YAOCTOBEPEHUS B MOPSIIKE,
IpeAyCMOTPEHHOM IyHKTOM 2 ctaThu 84 Konekca.

61. I'ocynapcTBeHHbBIN OpraH B T€UEHHUE MIATH pabOyuX JHEH, CO IHS MOIyUYEHUs
uHpopmaruu (3aKJIFOYEHUS, OT4eTa) 00 HM3MEHEHHMSIX B OIEHKE COOTHOIICHHS
MOJIb3a-PUCK JIEKAPCTBEHHOTO CPEJCTBA M3BEIIACT HJKCIEPTHYIO OpraHu3aluio,
MECTHBIE OPTaHbl TOCYJIAPCTBEHHOTO YIPABJICHUS 3/IPABOOXPAHCHUS M JepiKaATEIs
PETUCTPALMOHHOTO YAOCTOBEPEHUS O MPEANPUHITON MeEpE.

I'nasa 3. Ilopsamok npoBeieHNA MOHUTOPHHTA 6€30IMaCHOCTH, Ka9€CTBa 1
3((eKTHBHOCTH MEIUITUHCKUX U3IEIIHi

62. MoHuTOpHHT 0E30MacHOCTH, KauyecTBa M 3P(HEKTUBHOCTH METUITUHCKUX
uznenuii (nanee — MOHMTOpPUHT) HampaBjeH Ha BBISIBJICHHWE W MPEIOTBpAIlCHHE,
HEOJIAarONPUATHBIX COOBITUNA (MHUUAEHTOB), CBSI3aHHBIX C MPUMEHEHUEM
MEIULIUHCKOTO U3EIHS.

63. MoHuTOprHT 0€30MacHOCTH, KauecTBa U 3(P(HEKTUBHOCTH MEAULMHCKUX
W3JEIMA MPOBOAUTCS TOCYAAPCTBEHHBIM OPraHOM, T'OCYJApPCTBEHHOW 3KCIEPTHOU
opraHu3anuen, cyObeKTaMH 3/paBOOXpaHEeHus, cyObekTaMu B cepe oOpaieHus
JEKAapCTBEHHBIX CPEACTB M MEAULUMHCKUX U3ACIUNA, YIOJHOMOYEHHBIMU
IPEACTABUTEIIAMU ITPOU3BOINUTEISL MEAUIIMHCKOTO U3MIEIINS, a TAKKE IOPUINYECKUMH U
(U3NYECKUMU JTMIIaMU, OKa3bIBAIOIIMMHU YCIYTH 110 CEPBUCHOMY 00CTY>KUBAHUIO.



64. MOHUTOPUHT, OCYIIIECTBIIAEMbIN AKCIIEPTHON OpraHu3aleil, BKIIOYaeT B ceOs
cOop, perucTtpanuio, aHanu3z HHGOpMAIHUU O HEOJATONMPUATHBIX COOBITUIX (
WHIINJICHTAX ), CBSI3aHHBIX C IPUMEHEHUEM MEIMIIMHCKOTO U3/IeNIMs Ha BCEX ATAIax €ro
oOpallieHusi 1 OCHOBBIBAETCS Ha:

1) ananu3e cooOmeHni, MOYICHHBIX OT MOJIb30BaTeNeH U (WIIH) TPOU3BOAUTEIICH
MEIUIUHCKUX U3JIEeTUH;

2) NaHHBIX NOCTPErUCTPALIMOHHOTO KIMHUYECKOTO MOHUTOPUHIa O€30IaCHOCTH U
3 PEKTUBHOCTH METUIIMHCKUX W3ICITHM.

65. Uudopmarus o HeOIAronpUsITHLIX COOBITUSAX (MHIIUIEHTAX ) MPU IPUMEHEHUHN
MEIULMHCKOTO H3JIeJIUs HampaBisieTCs B TOCYAAPCTBEHHYIO SKCHEPTHYIO
opranuzanuio B (opMmMe HU3BELIEHUS O HeOJaromnpusiTHOM COOBITUU (MHLMICHTE),
CBSI3aHHOM C TNPHUMEHEHHEM MEIUIMHCKOTO U3Aenus 1o (opMe COrjacHo
npuiokeHuto 12 k Hacrosumm [paBunam.

66. M3Bemenus nepeaaroTces 4epe3 HHTEPHET-PECYPC IKCIIEPTHONW OpraHU3alld B
pexuMe OHJIalH (Jajiee — MmopTai), MOoCPeACTBOM (hakca, dJIEKTPOHHON MOYTHI WU
IPEIOCTABISAIOTCS HAPOUHO B HKCIIEPTHYIO OpraHU3aluio Ha OyMa)XHOM HOCHUTENE.

B u3Benienuu ykaspiBaeTcs 10CTOBepHas HH(OpMaIus, moATBEpKAaeMasi KOMUIMU
COOTBETCTBYIOIIMX JOKYMEHTOB.

67. MenuiuHCcKuEe OpraHu3anuu WHQOPMUPYIOT MPOU3ZBOIUTEIS MEIUIIMHCKUAX
U3JIEJIUN UM €T0 YIOJHOMOYEHHOIO MIPEICTaBUTEINS O HEOIArONpUsITHBIX COOBITUSX (
WHIUACHTAaX) U MPEJOCTABISIIOT AOCTYH K MEIUIIMHCKUM U3JENIHSIM, C KOTOPBIMU
CBSI3aHBI YKa3aHHBIE COOBITHSI.

B ciydae oTkasza co cTOpOHbI MEAUIIMHCKON OpraHU3aluy MPeJOCTaBUTh JOCTYH K
MEUITUHCKOMY U3JIEIHI0, C KOTOPHIM CBS3aHO HEOIAronpusTHOE COObITHE (MHIIUICHT)
, IPOM3BOJUTENb MEAUIIMHCKUX U3JIETUN WIH €r0 YIOJTHOMOYEHHBIN MpeICTaBUTENb
oOparaeTcsi B rocy1apCTBEHHBIN OpraH 3a COJICHCTBUEM B OCYLIECTBIIEHUH JOCTYMA K
MEIULIMHCKOMY W3ACIUI0 ISl ONpENeNeHUs] CBA3M MEIULUMHCKOTO H3JENus C
HEXKEJTATeIIbHBIM COOBITHEM U COOTBETCTBHUSI HEXKEIATEIBHOTO COOBITUS KPUTEPUIM
HEOJIaronpUATHOTO COOBITUS (MHIIUACHTA) B MAKCUMAJIbHO KOPOTKHE CPOKH.

68. Ilpon3BoauTens MEAULIMHCKAX W3AEIUNA WIM €r0 YIOJHOMOYEHHBIN
MPeICTaBUTENIb HAIPABIISET B TOCYAAPCTBEHHBINM OpraH U 3KCIEPTHYIO OpraHU3aIlHIo,
Otuer 0 HEOMArONPUATHOM COOBITUU (MHIIMACHTE) MIPU MPUMEHEHUU MEIUIIMHCKOTO
uznenus (nanee — orueT o0 uHIUACHTE) U OTYET 0 KOPPEKTUPYIOUIUX NEHCTBUIX TO
0€30MacHOCTH MEIULIMHCKOTO U3/IeNus (1ajiee — OTYET O KOPPEKTUPYIOMINX JE€HCTBUIX
) mo opmam cornacHo npwioxeHusm 13 u 14 k Hacrosum [IpaBunam

B cnyyae ecnu mo oneHke MPOU3BOJIUTEINSI MEAUIMHCKUX U3JIENUNA WU €ro
YIOJIHOMOYEHHOI'O MPEICTABUTENS HEXKEIATEIbHOE COOBITHE HE YJIOBIETBOPSET
KPUTEPHUSIM HEOIAronpusTHOTO COObITUS (MHIIMIEHTA), TPOU3BOAUTENb MEAUIIMHCKUX
U3JIETIUI WK €r0 YIOJHOMOYEHHBIN MPEACTABUTEND MPECTABISAET TOCYJaPCTBEHHOMY



OpraHy M 9KCIEPTHYIO OpraHU3aIlii0, 000CHOBAHUE TOTO, YTO YKA3aHHOE COOBITHE HE
SIBJISIETCS HEOJAronpUsITHBIM COOBITHEM (MHIIUICHTOM).

69. DKcriepTHasi OpraHU3alysl PETUCTPUPYET MOCTYMUBIINN MEPBOHAYABHBIN
OoT4eT 00 MHIMACHTE, UHPOPMHUPYET MIPOUZBOJIUTEIISI MEIUIIMHCKUX U3JICIIUN WU €TO
YIOJIHOMOYEHHOT'O TIPEACTABUTENS O MOJYYEHUN YKa3aHHOTO OTYETA U COTJIACOBBIBAET
C HUM CPOKHM MPEICTABICHHUS MOCJIEAYIOIIET0 WM 3aKIIOYUTEIBHOIO0 OT4eTa 00
WMHIHUJICHTE, a TAaK)KE€ CPOKH MPEACTaBICHUs EPBOHAYATIBLHOIO, MOCIEAYIOMEro (mpu
HEO0OXOIUMOCTH) U 3aKIFOUYUTEIHLHOTO OTYETOB O KOPPEKTUPYIOMIUX JTEHUCTBUSIX.

70. IlepBoHauaabHBIN OTYET 00 MHIIMACHTE HAMPABISETCS B CIAEAYIOIINE CPOKHU:

1) B cityyae BOBHUKHOBEHHUS CEPbE3HOM YIPO3bI 3J0POBBI0 HE3aMEITUTENBHO (0e3
HEOIpaBJaHHBIX 3aJIePKEK), HO HE MO3IHEE YeM uepe3 2 KaJeHJApHBIX JTHS MOCIIe TOro
, KaK MPOU3BOAUTENIO METUIIMHCKUX U3AEJIHI CTal0 U3BECTHO O HAJTMYHUU YTPO3bI;

2) B ciydae CMEpPTU WJIM HENMPEABUACHHOTO CEPHE3HOI0 YXYJIIECHUS COCTOSHUS
310POBbsI MOJIB30BATEIISI — HE3aMEIJIUTENbHO (0€3 HeonpaBAaHHBIX 3aJE€PKEK) MOCTE
TOro, Kak TMPOU3BOAUTENb MEIUIMHCKUX W3JEIUN YCTAaHOBUJI CBS3b MEXIY
MPUMEHEHUEM METUIIMHCKOTO U3JCNIHS U MPOU30LIEIITUM COOBITUEM, HO HE MO3AHEE
yeM yepe3 10 kaneHIapHBIX JTHEH MOclie TOro, Kak MPOU3BOAUTENI0 MEAUIUHCKUX
W3JICJIMHA CTAJIO U3BECTHO O COOBITHUH;

3) B poYMX CiIyyasx — He3aMeJIUTENIbHO (0€3 HeOlpaBIaHHBIX 3aJI€PKEK) MOCIIe
TOro, Kak TMPOU3BOAUTENL MEIUIMHCKUX HW3ACIUN YCTAaHOBUJI CBS3b MEXIY
NPUMEHEHUEM METUIIMHCKOTO U3JCNHS U MPOU30LIEIIIUM COOBITUEM, HO HE MO3AHEE
yeM yepe3 30 KaJdeHJapHBIX JTHEH MOcJi€ TOro, Kak MPOU3BOAUTENI0 MEAUIMUHCKUX
U3JIEINI CTaJI0 U3BECTHO O COOBITHH.

71. B 3KCTpEHHBIX CIy4YasiX 3alIUThI MOJb30BATENIECH WIN TPETHUX JIUI] OT YTPO3bI
CMEPTHU WU CEPbE3HOTO YXYAIIEHUS COCTOSHHUS 3J0POBbS MPOU3BOIUTEID
MEIUIIMHCKUX W3JEIUM WIUM €ro yHOJHOMOYEHHBIM MNpPEACTABUTENb BBIOIHAECT
KOPPEKTUPYIONIME JEWCTBUA JO HAIpaBJeHUs DJKCIEPTHOW OpraHu3aIluu,
MEepPBOHAYAIBLHOTO OTYETAa O KOPPEKTUPYIOMUX JAchCTBUSAX. B 3TomM ciyudae
NEPBOHAYAJIBHBINA OTYET O KOPPEKTUPYIOLINUX JEUCTBUSAX HAIPABIISIETCS B OKCIIEPTHYIO
OpraHU3alMI0 HE MO3JHEE YeM uepe3 2 KaJICHJAPHBIX JIHS MOCJI€ BHINOJHEHUS
MIPOU3BOIUTENIEM MEAUIIMHCKUX U3EIUN UIN €r0 YIIOJIHOMOYEHHBIM MPEICTaBUTEIEM
KOPPEKTUPYIOIIUX TEUCTBUM.

72. B ciydyae OTCYTCTBHS y MPOU3BOIUTENS MEAUIMHCKUX W3JCIUN WU €ro
YIOJIHOMOYEHHOTO TMPEJICTaBUTEIsl BO3MOXKHOCTH TIPOBEACHUS pacCieOBaHUs
IPOU3OIICANICTO HEOJIArONPUIATHOTO COOBITHS (MHIMICHTA), TPOU3BOIUTENL 0€3
IPOMEJIIEHUS] YBEAOMIISIET 00 ATOM SKCIEPTHYIO OpPraHU3aIluIo.

73. B cnydae ecnu B TpoIiecce pacclieIoBaHus HEOIarompusiTHOTO COOBITHS (
WHIIMICHTA) 3aJeCTBOBAaHbl HECKOJIbKO MPOU3BOJUTENICH METUIIMHCKUX W3IEIHM,
rOCYJAapCTBEHHBIN OPTraH OCYIIECTBIISIET KOOPAUHALIUIO UX JICHCTBUM.



74. Ilpou3BoauTellb MEAULUMHCKUAX H3AEIUNA WIM €ro YIMOJHOMOYEHHBIN
IPEICTaBUTENb COOOIIAET B TOCYJAPCTBEHHBIN OpPraH M SKCHEPTHYIO OpraHU3aluio o0
omuOKax, MOMyMIEHHBIX MPU HUCIOJIb30BAaHUN MEIUIMHCKUX W3JIEIUA, KOTOPHIC
IPUBEJH K CMEPTU UJTU CEPbE3HOMY YXYIIICHUIO COCTOSIHUS 3/I0POBBS MOJIb30BATES.

75. DkcnepTHas opranuzanus He no3aHee 30 pabouynx JHEH co AHS MOIYYEHHS OT
IPOU3BOJIUTENS] MEAUIIMHCKUX U3AEIUN WM €ro YHOJHOMOYEHHOTO IMPEICTABUTENS
3aKJIIOYUTEIBHOTO OT4YeTa 00 UHIMUIACHTE, 3aKJIIYUTEIBHOTO OTYeTa O
KOPPEKTUPYIOMINX JEHCTBUSAX YBEAOMIISIET TOCYAAPCTBEHHbBIN OPTraH U MPOU3BOAUTENS
MEIULUMHCKUX HW3JENHI WIH €ro YMNOJIHOMOYEHHOTO MpeAcTaBUTENsl 00 HuTorax
pPacCMOTPEHUSI YKa3aHHBIX OTYETOB.

76. OTyeTsl 00 MHIUMIACHTE, OTYETHl O KOPPEKTUPYIOLIUX NEUCTBUAX U
yBeOMJICHHE MO 0€30MacHOCTH MEIUIIMHCKOTO M3JETIHUS Pa3MEIIaloTCsl IKCIEPTHON
opraHuzanueu B equHol nHGOPMAaIIMOHHON 0a3e TaHHBIX MOHUTOPUHTA 0€30MacHOCTH
, kKauecTBa 1 3(pPEKTUBHOCTU METULMHCKHUX U3/IETUH.

77. OtueTbl 00 UHIMACHTAX HE MPEJCTABISIOTCS B SKCIEPTHYIO OPraHU3aIUIO B
CJIEIYIOLIUX CIyYasiX:

1) mo KaxxI0My OTAEIbHOMY HEOJAronpusATHOMY COOBITHIO (MHIIMACHTY) U3 TEX,
YTO ONHUCAHBl B YBEJIOMJIEHHSX MO O€30MaCHOCTH MEIULMHCKOTO H3JeNus u
IPOM3OIILIA TIOCTIC paccleIOBaHusl HEOIaronpuATHBIX COOBITHM (MHIIUIECHTOB) U
pPacChUIKM TPOU3BOAUTENEM MEAUUWHCKUX HU3ACIUNA WM €r0 yHOJIHOMOYEHHBIM
peACTaBUTENIEM TAKUX YBEJOMIICHUHN U MIPOBEACHUS KOPPEKTUPYIOIINX ICUCTBUM;

2) 0 KaKJIO0MY OTACIbHOMY HEOJIAronpUsTHOMY COOBITHIO (MHIIUJICHTY) U3 YHCIIa
3a/I0KyMEHTHPOBAHHBIX HEOIArONPUATHBIX COOBITUM (MHITUACHTOB) U 0003HAYEHHBIX B
KAueCTBE TAKOBBIX B aHAJIU3E€ PUCKOB, CBSI3AHHBIX C MEIULIMHCKUM U3JIEITUEM;

3) 0 HEOJAronpUsITHBIX COOBITUSIX (MHIIUIEHTAX), CBSI3aHHBIX C OYEBUIHBIMU
nepekTaMu  MEIUIMHCKUX H3JIeNIUH, KOTOPBIE TIOJIb30BATEIb  BBISBISET
HEMOCPEICTBEHHO NEPEe]l UCIOJIb30BAHUEM MEIUIIMHCKOTO U3/1EIHs;

4) 0 HEONMaroMpPUATHBIX COOBITUSX (MHIMICHTAX), HE MPUBEIIINX K CEPhE3HOMY
YXYIUICHUIO COCTOSTHUSL 3/I0POBBSI MM CMEPTH M3-3a OCOOCHHOCTEW KOHCTPYKIIHH,
3aIMIIAOIIENR OT BOSHUKHOBEHHUS YIPO3bl BCIEACTBUE HEUCIPABHOCTA MEIULIUHCKOTO
U3JIEIINS;

5) 00 oxuaaeMbIX U MPEABUIUMBIX HEOJIATOMPUATHBIX COOBITUSIX (MHIIUICHTAX),
YIOBJIIETBOPSIIOLINX OJHOBPEMEHHO BCEM MEPEUMCICHHBIM HUXKE KPUTEPUSIM:

HeOJIaronpusiTHbIe COOBITHS (MHIMIEHTHI) MPETyCMOTPEHBI B COMPOBOAUTEIBHON
uHbopMaIK (IOKyMEHTAIIMN) Ha MEIUIIMHCKOE U3/CIINC;

HEOIaronpusTHbIE COOBITUS (MHIIUACHTHI) XOPOIIO MU3BECTHBI B KIMHUYECKOU
MPaKTHUKE;



HeOaronpusTHeIE COOBITHS (MHIHMACHTHI) MPEIYCMOTPEHBI B TEXHUUYECKOH
JOKYMEHTAllMM Ha MEAUIMHCKOE HU3JEINE C COOTBETCTBYIOIIEH OIEHKOW PHUCKOB,
IPOBEJICHHOM 710 HACTYTUICHUS] HEOJIarOMPUSATHOTO COOBITHS (MHIIMICHTA);

HEOJaronpusaTHbIE COOBITHS (MHIIUJAEHTHI) KIMHUYECKU JOMYCTHUMBI C TOYKHU
3pEHUS TOJIb3bl MEUIIMHCKOTO U3ACIIHS I KaXKA0TO OT/IEIbHOTO MaI[UeHTa;

6) eciii PUCK CMEPTH WJIA CEPHE3HOT0 YXYJUIEHUS COCTOSHUS 3/I0POBbs ObLI
O0XapaKTEepPU30BaH KakK JOMYCTUMBII B OTYETE 00 aHAJIM3€ PUCKOB, MPEJICTABISIEMOM B
COCTaB€ PErUCTPALMOHHOTO JOChE MPU PETUCTPALIMU MEAUIIMHCKOTO U3/IEIIHS.

78. Ilo pesynbTaTamM KOPPEKTUPYIOIIUX JIEHCTBUH MO 0€30MacHOCTH
MEIULIMHCKOTO HW3JIeJIUs MNPOU3BOAUTENIb MEAULUMHCKUX U3AEIUN WU €ro
YIOJTHOMOYEHHBIM TPEJCTABUTENIb BBIMTYCKAIOT YBEJOMJIEHHE IO 0€30MacHOCTH
MEJIUIIMHCKOTO W3Aenus Mo (opMe COrJlacHO MPUIIOKEHHIO 15 K HacTOSIIUM
[IpaBunam u oGecneunBaroT HHPOPMUPOBAHHUE MOTB30BATEIECH.

79. Ins MEIUIIMHCKUX U3JEIINN Kacca 3, a TAK)KE UMIUIAHTUPYEMBIX B OPTaHU3M
YeJoBeKa MEAUIMHCKUX W3JeNuil kiacca 20, ompenensemMble B TMOPSIKE,
MPElyCMOTPEHHOM MYyHKTOM 2 cTtatbu 83 Kojaekca, MpoOU3BOAUTENs MEIUIIMHCKHUX
U3JIeJIUA VI €r0 YIIOJTHOMOYEHHBIN NPEICTaBUTENb MPOBOJUT MOCTPErUCTPAIIMOHHBII
KJIIMHUYECKUM MOHUTOPHUHT 0€30MacHOCTH U 3P(HEKTUBHOCTH MEAUITMHCKUX M3ACIHUM (
najniee - MOCTPETUCTPAIMOHHBIA KIMHUYECKUM MOHUTOPHUHT) U €XKETOJIHO
NPEACTABISAECT B DKCHEPTHYIO OPTraHU3ALMI0 OTYETHl MO IMOCTPETUCTPALUOHHOMY
KJIIMHUYECKOMY MOHUTOPUHTY ISl IPOBEACHUS OIIEHKU COOTHOIIEHHUS '"TOIb3a-pUCK .

[lepBoHavabHBIM, NOCHECAYIOIIHUHA MW 3aKJIIOUYUTEIbHBIM OTYETHI O
NOCTPETUCTPAIIMOHHOM  KJIMHUYECKOM  MOHHUTOPUHIE  MOPEICTaABISIOTCS
MIPOU3BOIUTENIEM MEAUIIMHCKUX U3JEIUN UIN €r0 YIIOJIHOMOYEHHBIM MPEICTaBUTEIEM
B OKCIIEPTHYIO OpraHu3aIuio He no3auee 1 gespans kajieHaapHOro rojia, CaeayoIero
3a rOJIOM MOJIYYEHUSI PETUCTPALMOHHOTO YAOCTOBEPEHMUSI.

80. IlocTpeructpanoHHbIH KIMHUYECKUN MOHHUTOPUHT MPOBOJIUTCS B
COOTBETCTBHH C IUIAHOM cOOpa M aHaJIW3a TaHHBIX M0 0€30MacHOCTH U d(PPEKTUBHOCTH
MEJIUIIMHCKOTO M3JENIHS B IMOCTPETUCTPALMOHHOM II€pUOJE, MPEACTABIISIEMOrO B
COCTaB€ PErUCTPAIMOHHOTO JOChE MPU PETUCTPALIMHU MEAUIIUHCKOTO U3IEIIHUSL.

81. I1man moCTperucTpalOHHOTO KIMHUYECKOTO MOHUTOPUHTA COJIEPHKUT:

1) nenu u 3aga4M MOCTPETUCTPAITMOHHOTO KIMHUYECKOTO MOHUTOPUHTA C YUYETOM
UMEIOMINUXCS KIMHUYCCKUX JaHHBIX, CHeNHU(PUUECKUX OCOOCHHOCTEH M (PaKkTOpOB
pHUCKa, CBA3AHHBIX C MEAUITMHCKUM H3/ICIIHEM;

2) cxeMy MOCTPErMCTPALMOHHOTO KJIMHUYECKOTO MOHUTOPUHTA, B TOM YHCIIE
000CHOBaHME METOAOB (CIOCOOOB) MOJyYEHHS M CTAaTUCTHMUYECKOrO aHaiau3a
KIIMHAYECKUX JTaHHBIX, BBIOOpA HMCCIECTyEeMOU TOIMYJSIUNA, KPUTEPUEB BKIFOUCHHS (
UCKJIIOUEHHS) U MUHUMAJIbHOTO KOJIMYEeCTBA CyOBEKTOB B IPYIINE UCCIEOBAHUS U, T]Ie
MPUMEHHUMO, HEOOXOIUMOCTh BKIIFOUEHUS B UCCIICIOBAHKE TPYIII CPAaBHEHHUSL.



82. OT4eT 0 MOCTPETUCTPAMOHHOM KIMHUYECKOM MOHUTOPUHTE O€30MaCHOCTH U
3O PEeKTUBHOCTH MEIUUMUHCKOTO W3JENIUsd TMPEIOCTABISETCS MNPOU3BOJIUTEIIEM
MEIULUHCKUX U3JEIUI WM €ro YIOJTHOMOYEHHBIM MPEACTABUTEIEM B 3KCIEPTHYIO
opraHu3zaiuio no Gpopme coriacHo npuioxeHuto 16 k Hacrosmum [IpaBunam.

83. DkcnepTHas opranu3auus He no3aHee 20 paboyux JHEN CO THS MOJy4YEHUs
OTYETa O TMOCTPETUCTPAUUOHHOM KIMHUYECKOM MOHUTOPUHIE€ HANpaBisieT B
rOCYJIapCTBEHHBIN OpraH 3aKJI0UYEHHE O BO3MOXHOCTHU (HEBO3MOKHOCTH) 3aBEPILICHUS
HNOCTPErUCTPALMOHHOTO KIIMHUYECKOTO MOHUTOPHUHTA.

84. DkcnepTHasg OpraHu3alysl Ha OCHOBAHWUU CBEJCHHUH, IMOJYYEHHBIX M3
MEXIYHApOJHbIX MCTOYHUKOB U PE3yJIbTaTOB MOHUTOPUHTA O€30MaCHOCTU
MEIUIMHCKOTO U3/IeTUs U3BEIIAET Yyepe3 HH(OPMAIIMOHHbBIE PECYPChI TPOU3BOAUTENEH
U (WIM) UX YHOJTHOMOYEHHBIX NPEICTaBUTEIEH O HEOOXOJAMMOCTH B TEUYEHUE
NEBSHOCTAa KAJEHIAPHBIX JHEH BHECEHHS COOTBETCTBYIOIIMX H3MEHEHUU B
UHCTPYKUHUIO MO MEIUIMHCKOMY NPUMEHEHUIO WIHM 3KCIUTyaTallMOHHBIA TOKYMEHT
MEIUIMHCKOTO H3ENUsl MOCPEICTBOM BHECEHHS M3MEHEHUN B PErMCTPALlMOHHOE
J0Ch€ MEIULMHCKOTO M3JIeNUsd B COOTBETCTBUU C MOPSAIKOM, MPETyCMOTPEHHBIM
nyHKToM 1 crateu 63 Kojaekca.

85. IIpu HEBBINIOHEHNH yCIOBUS, YKa3aHHOTO B MMyHKTe 84 Hactosmux [IpaBun
AKCIIEpTHAsl OpraHu3alus YBEJIOMIIAET (B IMPOU3BOJBHON (hopMe) rocyqapCTBEHHBIN
Oprai o0 HEOOXOJAMMOCTU TMPUOCTAHOBICHUS JEUCTBUA PErUCTPALMOHHOIO
YIOCTOBEPEHHS.

86. Ha ocHOBaHMHM 3aKJIFOYEHHUS SKCIIEPTHON OpraHU3aluy MO pe3yJIbTaTaM OLEHKH
COOTHOLIEHHUS "TOJIB3Aa-pUCK" MEIULIHUHCKOTO HW3JENUs TOCYIapCTBEHHBIM OpraH
IPUHUMAET OJJHO U3 CJIECIYIOUIUX PEIICHUI:

1) o 3aBepIIEHUH OCTPETUCTPAIUOHHOTO KIMHUYECKOTO MOHUTOPHHIA;

2) O HNPOMJIEHUH IOCTPETHUCTPALUOHHOIO KIMHUYECKOTO MOHHUTOPHHIA C
yKa3aHUEM JOMOJHUTEIBHOTO CPOKA, €CJIM MOJYYEHHBIX JAHHBIX HEJOCTATOYHO JIS
NOATBEpXKIAeHUsT Oe30macHOCTH U 3(PPEKTUBHOCTH METUIIMHCKOTO HW3JAENIUs WIH
NPOU3BOJAMUTENb MEIMIMHCKUX HW3JAEIUM HE NPEINnpuHsI HEeoO0XOIUMBIX
KOPPEKTUPYIOLIUX JACUCTBUI HA OCHOBAHUU MOJIYYEHHBIX JAHHBIX;

3) BHeCeHHE U3MEHEHUMN B HHCTPYKIIUIO MO MPUMEHEHHUIO;

4) 0 MPOJJIEHUH MOCTPETUCTPALUOHHOTO KIMHUYECKOTO MOHHUTOPHHIA C
yKa3aHUEM JIONIOJIHUTEIBHOTO CPOKa,

5) 0 IMPUOCTAaHOBJICHUM, 3aMPEUICHUN WU U3BITUU U3 oOpalieHus Iudo
OrpaHUYECHHUH PUMEHEHHS MEIULIUHCKUX W31

87. T'ocynapcTBeHHBbIN oprad He no3anee 10 pabounx AHEN co JHS TPUHATHS UM B
COOTBETCTBMM C NyHKTOM 86 Hactosumux IlpaBun pemenuss ysemomusieT (B
IPOU3BOJILHOM (hOpME) IKCIEPTHYIO OPTaHHU3ALUIO U MPOU3BOJIUTENS MEIUIIMHCKUX
U3JICIIAN.



88. T'ocynmapcTBeHHBIM OpraH NPUHUMAET PEIIEHHE, MPEIyCMOTPEHHOE
MOAIYHKTOM 5 TyHKTa 86 HacTosmux [IpaBuit B clieAyOMuUX Cayqasx:

1) He mpenocTaBieHUs] MPOUZBOAUTENIEM MEIUIMHCKUX H3JEIHN HIN €To
YIOJTHOMOYEHHBIM Tpe/ICTaBUTENIeM HH(MOpPMAIIMU O HEOJIAronpusiTHOM COOBITHU (
WHIIUJCHTE) WIM HApyIIeHHWe CPOKOB MPEAOCTABICHUS HWHPOPMAIUA O
HEOJArompUsATHOM COOBITUM (MHIHUJCHTE), MPOU3OILIEAIIEM HAa TEPPUTOPUH
Pecny6ninku Ka3zaxcran u (W) Apyrux cTpas;

2) HE MPEAOCTABJIEHUS MPOU3BOAUTENIEM MEIMIMHCKUX H3JEIHI WIH €T0
YIIOJTHOMOYEHHBIM TpEeJCTaBUTEeM oOT4eTa 00 HWHIUIEHTE U (WJIM) OTyeTra o
KOPPEKTUPYIOLINX JIEUCTBUSX;

3) He TMpenoCTaBJICHUS] MPOU3BOAUTEIIEM MEIUIIMHCKUX HW3IEIUM WU ero
YIOJHOMOYEHHBIM MPEJICTABUTEIEM OTUETOB O MOCTPETUCTPALIMOHHOM KIMHUYECKOM
MOHUTOPHUHTE€ MEAULMHCKOTO U3/IEIIHUS.

[Ipunoxenue 1
k IIpaBunam nmposeneHust
(hapMakoHa30pa 1 MOHUTOPHHTA
0e30MacHOCTH, KauecTBa U
3} PEKTUBHOCTH MEIUITTHCKIX
331 (12078

®opma

Kapra-coo0menne 0 HexeIaTeIbHBIX PeaKIUsiX JEeKapCTBEHHOTO Ipemnapara

[Ipy nomo3peHnH Ha HEKENATEIbHYIO PEAKLMIO, B TOM YHCIE CO CMEPTEIbHBIM
MCXO/I0M WIH YTPO30H Ui XKU3HU, IEPEIO3UPOBKY, 3JI0YNOTPEOIEHUE NN OTCYTCTBUE
3(pPeKTUBHOCTH, NpPHUMEHEHHE y OEpeMEHHBIX M KOPMAIIUX, Iepeaavy
MH(EKIMOHHOIO0 areHTa MOCPEACTBOM JIEKAPCTBEHHOI'O CpPEACTBA, a TaKXkKe
OCOOEHHOCTAX B3aWMOJEHUCTBUS C OAHUM WU OoJiee JICKAPCTBEHHBIM IMpEernapaTom/
BaKIMHOM Mpocb0a 3aMoIHUTh JaHHYI0 KapTy-COOOIIEHHE.

[ToxanyiicTa, 3aMOJHUTE MaKCHUMalbHO TOJIHO BCE pa3fenbl (CUHEH/depHoit
[IAPUKOBOW PYyYKOU WJIM Ha KOMIIBIOTEPE, KIMKHUTE IO CEPOMY TOJIFO JJISl 3al0JTHEHUS
). CBeneHuss o manuMeHTe U JIMIE, MPEJOCTaBUBUIEM OTYET, OCTAHYTCSA
KOH(pUACHINATHHBIMU.

HaumenoBanue OpraHU3aUUU:
A I p e c :

Tenedpon/¢acxc:

Email:

BHyTpeHHUi HOMED KapThi-COOOUIEHUS:
Howmep (MeIUIMHCKOU KapThI aMOyJIaTOPHOTO 1581071 CTAI[MOHAPHOTO MaIyeHTA):
Tun cooOLIeHns: CIIOHTaHHBIN

JIUTEpATypHOE

[

KIIMHUYCCKOC UCCIICIJOBAHHUC



E

MNOCTMAPKETUHI'OBOC UCCICAOBAHUEC

[

HavansHoe coobienue:
JaTa MONYyYCHHUS:
[Mocnenyromee coodmeHMe:

]

Jara nocnenytomiero HabmroaeHUS: "

Nudopmanus 0 ManueHTe:

" n

Hara poxneHuns™:

Ioxr™*: Myxkckoii

]

Kenckuit

]

Heussectno

L]

Pocrt: cM

HannonansHOCTE:

]

asyar

E
aszmar (BOCTOYHAS a3Hs)
E

eBponeeH

]

Ipyras (yKa3aTh)

Nuannuaner *:

r. Bospact*: (mer, mec., Hen., AHEH, YacoB)

Kinanueckuii quarao3® (3amomHseTcs TOJIbKO COTPYAHUKAMU 3PaBOOXPAHCHUS ) ko MKB-10):

OCHOBHOIA:
ConyTCTBYIOLIHINA:

NedopmManus
Bepemennocts: la

|
Her

HewnssecTHo

Ecnm Ha: Hata

HpennonaraeMaﬂ Jata poJaoB:

OepeMEeHHOCTH

nocinenHeu MEHCTpyalHuu:

KomnyecTtBo 1miogoBs 3ayarue

HOpMaJibHOE (BKJIIOYast IIpUeM JIEKapCTB)

Ed

Invitro

[

Hcxon 6GepeMeHHOCTH:

E

6€p€M€HHOCTL MMPOAOJIKACTCAH

[

JKUBOU TTOJT 0€3 BPOXKICHHOM ITaTOJIOTHH

[



>KUBOM IO C BPOXKJICHHOM MaTONOrHei

[

IMpEePbIBaAHUC 0e3 BPIZ[I/IMOfI BpO)K,HeHHOﬁ I1aTOJOIrnn

[

IMpEpbIBaAaHUC C BpO)K,HeHHOfI MaTOJIOTHEH

[

CIIOHTaHHBIH abopT 6€3 BUIUMOI BpOXKIECHHOH MaToyIorku (<22 Heaesb)

Ed

CTIIOHTaHHBIH a0OPT C BPOXKICHHOHN MaToNOruen(<22 Heaelb)

Ed

MepTBBIH M10/] 6€3 BUAMMOW BPOXKIEHHOM NaToI0ruu (>22 Heslelb)

Ed

MEPTBBIN U0/ C BPOXKACHHON natosorueil (>22 Henens)

Ed

BHEMATOYHasi OEPEMEHHOCTb

[

IIy3bIPHBINA 3aHOC

[

JanpHelee HaOmoAeHue HEBO3MOKHO
H € U 3 B € C T H O
Ecnn OepeMeHHOCTh
T'ecTanmoHHBIH

yxKe
npu
Tun ponos:

HOPMAaJIbHBIA BaruHaJIbHbII

KECapeBO CCYCHUC

]

MaTOJOTHYECKHUE
Bec pebenka:

]

Kencknit

BarmHaJIbHBIC

rp. Poct cM Ilon: Myxckoit

Illkana Amap: 1

JononuurensHast nHGOpManus:

MHUHYTa

[Mono3peBaemblid
npenapat/lBakmHa*
(HemaTeHToBaHHOE W
TOPrOBOE Ha3BaHUE)

HaTa
3aBepIieHus
nmpreMa

JlaTra Hauana
nmprema

[IpeannpuHsAITEH €
IIpenapar oTMeHeH

E

Kypc ocranosnen

E

Jlo3a cHmxeHa

[

Be3 n3menennii

[

Jo3a yBenuueHa

[

HewnssecTtHo

L]
Apyroe

3aBCpmInjiachb:

(IR,

Hara pOMIOB:
POXICHUU/HECBBIHANIMBAHUU/TIPEPHIBAHUU

BaKyyM 9KCTPAKIHA)

5 MuHYyTa, 10 MwumHyTa

Ilyte BBenenus,
4acToTa mpruemMa

Cepusi/mapts Ne,
CPOK TOJJHOCTH

Tlokazanmus

M € p B



[MTono3peBaemblid JlaTa Hauana Jdara
npemnapat/ | BakIiuHa npuema 3aBEPIICHUS
(HemateHToBaHHOE U premMa

TOPrOBOE Ha3BaHUE)

IIpennpunsaTeie Mepbl

[

[IpenapaTt ormeHeH

[

Kypc ocranosnen

[

Jlo3a cHIkeHa

[

be3 u3zmenenni

]

Jo3a yBenuyeHna

]

HewussectHo [pyroe

Hexenarenpnas peaknus [ata navama J[ata

* * OKOHYaHUS

[IyTp
4acToTa IIpUeMa

BBEICHHUS,

Ucxon

Ed

Br1znoposnenue

Ed

IIponomxaercs

Ed

T"ocriuranuzanuys

Ed

Bp.anomanuu

[

HetpynocnocobHoCTh

[

CwMmepTh

[

VYnyduienue

[

VYxynuienue

]

Brznoposnenue

]

IIponomxaercs

]

T'ocmuranuzanms

]

Bp.anomanuu

]

Herpyznocnoco6HOCTD

|
CwMmepTh
|

VYiyumenue

]

Vxynuenue

Ed

Bei3noposnenue

Cepus/maptust Ne,
CPOK TOJJHOCTH

Css3b ¢ JIC

R
BepositHas

[

He cBs3ano

[

Bo3mosknas

Ed

BeposthHas

Ed

He cBs3ano

Ed

Bo3moxxnas

Tloxazanms



]

IIponomxkaercs
L m
T'ocmuranuzanms

BepositHas
L 0

3. Bp.anomanuu He cBssaro

L 0
Hetpynocmnoco6HOCTE

Bos3mosknas
&
CwMmepTh
&
VYayumienue
&
VYxynuenue

1Ecnu nogo3peBaeMblii mpenapaT - BaKlMHA, BBEAUTE HOMEP 103bl. Eciu HOMep

1036l Heu3BecTeH, HanuimuTe [1 st mepBuYHON BakiuHanuu U b — st 6ycrepHoit
JIO3BI.

[ToxkanyiicTa, yKaXute, €CJiM Kakue-Tu00 BaKIMHBI ObUIM BBEICHBI B OJTHOM

HIIpUIe.
3. PaccmarpuBaere 1M BBl 3Ty  HeXenaTeabHYI  pEakIUI0  Kak  Cepbe3Hym?
Ja
Her
Ecnu [la, mokanyiicTa, yKaKuTe, IIOYeMy 3TO SIBIIEHHE paccMaTpHBaeTcs, Kak cepbe3Hoe (IIOMEThTE BCe, UTO
MIPUMEHNMO):
BeipaxxeHHas  uiu
VYrpoxaer xKU3HU MOCTOSIHHAS TpeOyeT nin yAIuHSET TOCIUTAIH3aALUI0?
L] MHBAJIH/IHOCTh 1
Nmeer Ba)XHOE
Bpoxnennsie anomanmm? [Tauuent ymep
O MEIUIUHCKOE 3HaUCHHE '

Ed

OmnucaHne HeXKeNaTelnbHON PEaKINK JIEKAPCTBEHHOTO CPEACTBA AJISI KOPPEKIUH, AOTIONHUTENbHAS HH(OPMAIIH:
Ecnu MalueHT ymep, 4TO ABUIOCH NPpUYUHOHU cmepTtu?
IIpenocraBbTe pe3ynbTaThl AyTONCUH, ECIIM BO3MOKHO

Bout i mogo3peBaeMblii ipernapat WK Kypc BaKIIMHAIIMN OTMeHeH? [la

E
Her
E
Obmas
Conyrctytromee JIC 1 (3a ucknrouenuem JlekapcTBeHHass cytouHas mo3a/ Jlara Jlara
JIC nmnst koppekiuu moOOoYHOTo NSHCTBHSI) opMa/HOMED MY Th Havana 3asepureHus [lokazanus
(HemaTeHTOBaHHOE 1 TOPTrOBOE HAa3BaHUE) CEPUU Ha3Ha4YeHWs/  TpHeMa IpreMa
CTOpOHa

IIpennpunsaThie MEpbI



[

[Ipenapar oTMeHeH
[

Kypc ocranosnen
[

Jlo3a cHmxeHa

[

bes u3menenwmit

[

Jo3a yBenuueHa
[

HewussectHo

[
Hpyroe
Conyrersytomee JIC 2 (

3a uckimouerneM JIC s O6mras cyrouHas

JlekapcTBeHHas

KOPPEKIMH TOO0YHOTO go3za/ nyts Jlata Hauana
¢dbopma/HOMED

Ha3Ha4YeHUs/ npuema

JeicTBUA)
cepuu npueMa
(HenarenroBannoe u CTOpOHA

Hata
3aBepuieHus:  [lokazanus

TOProBoe HaSBaHI/Ie)

Conyrtcrytomee JIC 3 (
3a uckitouenueM JIC s O6mras cyrouHas

JlexapcTBeHHas Hara
KOPPEKIMH TOOO0YHOTO noza/ nyres  Jlata Havana
. ¢dbopma/HoMeEp 3aBepuieHus  IlokazaHus
NEeHCTBUS) Ha3HAYCHUS/ npuema
cepuu nmpueMa
(HenatentoBaHHOe U CTOpOHA

TOPrOBOE Ha3BaHUE)

3HaunMEbIE IaHHBIE aHaMHe3a
’ 3HauynMBIe JaHHBIE aHAMHe3a, COIyTCTBYIOIINE

COIYTCTBYIOLIME 3a00JIeBaHUs, alIeprus™®
JICIBY ’ P IIpomomxkaercs  3abomeBanus, amieprus (BKIOYas KypeHHE U

(BkIOYas KypeHue U ynoTpeOiieHue
yIoTpeOieHHE ajJIKorois)

AJTKOTOJIST)

Nmsr*:
KonrakTHbIe naHHBIE®
*[Ipumeuanue:
noJisg 00s13aTenbHbIe 715 3anoaHeHus (MHbopmMatus, Tpedyemasi i yCTaHOBJICHHUS
OLICHKU MPUYUHHO-CIIEICTBEHHON CBSI3M MEXAY Pa3BUTUEM HEXeJIaTeIbHbIX peaKIui
JIEKapCTBEHHOT'O CPEJICTBA:
uH(pOopMaIMs O MalKueHTe: BO3pacT, MOJI;
uHpopmanus 0 MOOOYHBIX PEAKUUSIX/IEUCTBUIX W/UIU OTCYTCTBHUH
3¢ (EeKTUBHOCTH: BpeMs Havajla, TEYEHUE U UCXOJ peaKLuy;
nH(popManus 0 MOI03PEBAEMOM JIEKAPCTBEHHOM CPEJICTBE: TOPrOBOE Ha3BaHUE,
MEXIyHapOJHOE HEMATEeHTOBAaHHOE Ha3BaHME, O3UPOBKA, CIOCOO BBEIEHUS, JaTa
HayaJla 1 OKOHYaHHUS PUEMa, TOKa3aHUs K IPUMEHEHUI0, HOMEP CEpPUH;
uH(popMalus O pernoprepe, HalpaBUBIIETO COOOIIEHHE O BO3HUKHOBEHUU
NOOOYHBIX peakuuit/AeicTBUM W/Uiau OTCYTCTBUM 3(PeKTUBHOCTH (MHPOpMALIUS



SBJSETCS KOH(MUICHITNATBLHON M UCIIOIB3YETCSI TOIBKO Il IPOBEPKH U JTOTIOJTHCHUS
JAHHBIX, a TAKXKE JUHAMUYECKOTO HAOIOICHHUS).

[Ipunoxenue 2
k [IpaBunam npoBeaeHus
(hapMaKkoHa30pa 1 MOHUTOPHHTA
6e3omacHOCTH, Ka4eCTBa 1
3¢} PEKTHBHOCTH MEIUITTHCKIX
H3IENni
dopma

HaumenoBanne @apMarieBTUUECKON KOMITAHUU

Jlepkatenb pEerucTparMoHHOrO YyJIOCTOBEPEHUS

OTt4er 0 cnyJasx cepbe3HON HEMPEABUACHHON HEXENaTeIbHON

PEaKIHH JICKAPCTBEHHOTO CPEICTBA, BEIABICHHOH BHE TEPPHTOPUH
PecryOmku Kazaxcran

TOpFOBOC HanMMCHOBAHHC JICKAPCTBCHHOI'O IIpCIiapaTa

MHH

HpOI/ISBOILI/ITGHL KOMITIaHHUH 110 BCEMY MHUPY
Mecs:

OTBETCTBEHHOE JINIIO:

Jata otuera:

Cepresnsie  HempeasuacHHbe. ( Cepresnple HempensuaeHasle. ( Obmiee
Tun Otuera HEONMCaHHbIC) TOOOYHbIE ISHCTBUS HEONHMCAaHHblE)  MOOOYHbBIC KOJIM4ECTBO
CO CMEpTENbHBIM HCXOJ0M JIEHCTBUSA C yIpO30H JUISl AKHU3HU cooOrmeHni

CrioHTaHHbBIE COODIICHHS
JlokanbHbBIE COOOTIIECHHS
3apyOexHBIe COOOIICHNUS
KinHuueckue ucnpiTanus
JloxanbHbIe cOOOIIEHHS
3apyOexHbIe COOOIICHNS

[TocTMapKeTHHTOBBIE
ucciea0BaHus,
JIUTEpaTypHBIE CIlydaw,
Ipyroe

JlokanpHBIE COOOLICHUS

3apy0exxHbIe COOOIIEHNS

YnonnoMmoueHHoe nuio 1o ¢apmakonaa3zopy B Pecny6nuke Kaszaxcran

[punoxenune 3
k IIpaBunam npoBeneHus



(hapMaKkoHa30pa 1 MOHUTOPUHTA
0e30acHOCTH, KauecTBa 1
3 PEKTHBHOCTH MEIUITTHCKIX
M31eni

®opma

OKCIEPTHOE 3aKIIOICHUE
IO OICHKE MMPUINHHO-CIICACTBEHHOH CBA3H MEXIY HeXeJIaTeIIbHOH
peaKiuen u
IpPHMEHEHUEM JIEKAPCTBEHHOTO CPEICTBA

TOpFOBOC Ha3BaHUC!

[IponsBoauTens:

Howmep peructpanuu B Pecniyonuke Kazaxcran:

1. Hcxonnas mapOpMAIHS:

1) JlaTa mocTymieHus: COOOIIEHUS B AKCIIEPTHYIO OPTaHU3AIIHIO:
2) Tlonmospeaemsiii JIC:

3) Mudopmanms o mauenre:

4) JlnarHo3:

5) Omnmcanue HexenarenbHOH peakuu(HP):

6) Ouenka cepbesnoctu HP JIC (kak yka3aHO B COOOIICHHN)

Banupanus coobuiennii (B COOTBETCTBHM C MPUKa30M MUHHCTpa 31paBOOXPAHEHUS U COLMATHHOTO
pasButusa PecryOonuku Kaszaxcran ot 27 mas 2015 roma Ne 392 "OO yTBepkIEeHHWH HaIICKAIIUX

2. ¢apManeBTHYECKUX MNPaKkTHK" (3aperucTpupoBaHHbBI B PeecTpe rocymapcTBEHHOW perucTpaiuu
HOPMAaTHUBHBIX MpaBOBBIX aKTOB 3a No 11506) (myHKT 7.1.2)
MuHuMasbHas Tpedyemast HHpOpMaIHs BKIIOYAEeT:

P e noporTeop
UAECHTH(UIMPYETCS 10 UMEHHU WM MHUIAAJIAM, afipecy WM KBaTHU(UKaIMK (B 9aCTHOCTH, Bpad, IPOBU30D,
| (bapmManeBT, Apyroid MEAUIMHCKUI CHEUAINCT, AIUEHT (IOTPEOUTENb) TN APYToe JIULO, He ABIIAIONIeeCs
) CIELMAJICTOM CHUCTEMBI 3/I[paBOOXpaHeHHs1). PernopTep cunTaercst HASHTUOUIMPYEMBIM B Cllydae HaJlM4Hst
KOHTAKTHBIX JIaHHBIX, O00OECIIEYMBAIONIMX BO3MOXKHOCTh MOJTBEPXKICHHS COOOLICHUS WJIN BBHIIIOJHHUTH
nocnegyouee HabnoaeHye, Ipy He0OXOAUMOCTH

I a o mw e H T
2) uaeHTU(GUIUPYEMBIH C yKa3aHHEM HHHUIIMAIOB, HACHTU(DHUKAIIMOHHOTO HOMEpa MAaIMEeHTa, JaThl POKICHHUS,
BO3pacTa WM BO3PaCTHOU TPYIIIEL, moia. MHGopMaIys o MarueHTe sBIIETCS MAaKCUMAITbHOM;

ITono3peBaeMbl it JEeKapCcTBEHHBI I npemnapar:
0 MEHBINEH Mepe, OWH MOIO03pEBaeMbIi JIEKapCTBEHHBIN MpenapaT I0JKEeH OBITh YKa3aH B COOOMIEHUH (
TOPTroBOE Ha3BaHHUE uau MHH);
1) Tloka3zanume Kk mOpuUMeHeHHI0 nogo3peBaemoro JIII, ykasaHHoro B  cooOmeHuu*
3 2) Dyrtos BBEeOJCHUSI u DO3B*
) 3) Hara nayana BBeaenus JII1 u nata ormens! JIIT win JTUTETFHOCTD HCIIOIB30BAHUS NIpENapaTa, SCIIM AaTh
Hadyana " OKOHYAHUSA HE yKa3aHB*
4) JlexapcTBeHHasd HCTOPHUS mamuenrta*

5) Kamoba ma xagectBo JIII (ma/mer; ecnmm "ma", To ommcaTe xajno0y Kak yKa3aHO B cOOOmIeHHH) *
Ecnun nadopmanus nocrynua*

4) OnucaHue HeXellaTelIbHOH peaKmuu:
110 MCHBIIICH MEpe, OIHA TOA03pCBacMas HEXKECIATCIIbHAA PCAKIUA NOJKHA OBITh YKa3zaHa B COO6H.[6HI/II/I.



5)

He BaJlHUAHOE coobmeHnwue:
CoobmeHue onpenessercs Kak He BaJIMIHOS HHANBHIYaJIbHOE COOOIICHUE O HEXENIATSIbHOW PeaKLi1, eCIIH
B COOOIICHNHN HET MOIHOM TpeOyeMoil MUHUMATBHON HHPOPMAILIHH.

Wudopmanus o comyTcTBYIOINX JieKapcTBeHHBIX cpeacTBax (JIC)

1) JaTel Ha3Ha4YeHUs u OTMEHBI CONYTCTBYIOIIUX JIC
2) CpaBHHTH 3TH CBEIICHHS C IaTOW Ha3HAYCHHS U OTMEHHI mono3peBaemoro JII1, naganom pazsutus HP

i. Madopmanus o HexenaTeabHOH peakuu

Harta HacTynJIeHUS .
Pesynbrarel  1abOpaTOpPHBIX TECTOB, €CIM HMEIOTCS, C YKa3aHHEM EIUHUI] H3MEpPEHHS.
Hcxon HexenaTeIbHON pPEaKLMM/ABICHUS: BBI3IOPOBICHUE, NPOAOIDKACTCS, TOCHHTATN3ALMA/Y NINHEHUE
TOCIHTANIN3AIMH, WHBAJIHJHOCTH/HETPYIOCIIOCOOHOCTh, BPOXKACHHAs aHOMAIUs, Yrpo3a >KU3HHU, CMEPTh,

MEAHUIHUHCKH 3HaAa4YUMEB e
Harta Hayana pasBuTHUA HP J1I
Onenka CepbhE3HOCTH HeXelaTelbHOHU peakmuu:
KakK yKa3aHO B coobOmeHuHn
OIICHKa DJKCIepTa: MOATBEepXKACHHE/HENMOATBEpKAeHNEe cepbe3HocTn HP, ommcannoe/neommcannoe HP,

H3BECTHOE/HEHM3BECTHOE HP,

nericTBUE UIu HeXelaTelbHOE SIBICHUE
DpuuATH HeE M € p H

mnpemapart OTMEHEH
Kypc OCTaHOBIECH
I 0 3 a C HU X € H a
6 ¢ 3 U 3ME€EeHG®EeHHH
I 03 a yBeJdIHuYeHa
H e 3 B e CcCTH O

OdbdexT nocine OPUHSITBH X Mep:
Db odekr MMOBTOPHOTO Ha3Ha4YCHUSA JNEKapCTBEHHOTO nmpemapara:
NPpUBENIO CHOBa K Pa3BUTHUIO HP
HE NPpUBEIO K NIOBTOPHOMY pPa3BUTHUIO HP

H € u 3 B €6 CcC T € H
B cinyuae comytcrByronmumx JIC winu ykazaHuu Ooiiee ogHOro momospeBaeMmoro JIC, cieayeT OICHHTH
BO3MOKHOCTH JICKAPCTBEHHOTO B3aUMOCUCTBU B pa3Butuu HP/H

JlexapcTBeHHbIE Ipenapatsl A koppexkunn HP JIIT

JonmonHUuTeNnbHAN naHpopmanus
3HauynMble JaHHBIC aHAMHEe3a, COIYTCTBYIOLIHE 3a00JIeBaHUs, aJUICPTHs

Hepeqem, 1 OLI€HKa JONIOJIHUTEIIbHBIX MaT€PHUaIOB

Pesynbrarel nabopatopHbIX HcnblTanui (B ciyudasx cepbe3nsix HP JIIT wim orcyTcTBHM/HEmOCTaTOUHON
3¢ PEKTUBHOCTH B COOTBETCTBUH € HACTOSIIMM [IprKazom)

OreHka MPUYHHHO CIEICTBEHHOU cBs3n Mexxay HP n npumenennem JIIT

OlLIeHKa B3aMMOCBSI3H:

1) Hactynmino nmu siBIIeHHE 1O TOTO, KaK MMAllHeHT Hadall IPUHIMATH JIEKApCTBEHHOE CPEICTBO?
2) SIBnsietrcs MU BpeMs A0 HACTYIUICHUS SIBJICHUS IIPaBIONOA00HBIM (BEpOSTHBIM)?

3) Hacrynuno nm siBIeHHE MOCie Hadala MpHeMa Kakoro-TH0o Ipyroro JIEKapcTBEHHOTO cCpeacTBa?
Ecnu sBIEHNE HACTYIIIO BCKOPE ITOCIIE Havyalla IprueMa APYroro JEKapCTBEHHOTO CPE/ICTBA, B TAKOM CITydae
Hanxo UMETH B BUIY IBE BO3MOJXHOCTH:
SBnenue MOTJIO0 OBITH BBI3BAHO HOBBIM JeKapCTBEHHBIM CpEICTBOM.
Morno uMeTb MecTO B3aUMOJAEHCTBUE MEXIY JIByMs JIEKAPCTBEHHBIMH CPEACTBAMHU, KOTOPOE U BHI3BAJIO
SIBIICHHE.

4) Hactynwmiio v sSIBJI€HHE TTOCIIE TTOSBICHUS KAaKOTO-TO HOBOTO 3a00JIeBaHUs?



10 5) CymectByer 1nu kakas-nu0o Apyras BO3MOXHAas IPUYMHA HACTYIUIEHUS  SBJIeHHSA?

11

Bo3MmokHO, siBieHMEe 00ycloBieHO 3a0o0JjieBaHMEM, B CBSI3M C KOTOPBIM IAlMEHT IOJIydaeT JieueHue?
Bo3moxxHO,  sBIIeHME  OOYyCJIIOBIEHO  HEKMM  JPYTMM  CONYTCTBYIOIIMM  3abojeBaHueM?
Bo3MoxHO, siBIeHHE OOYCIIOBICHO MPHEMOM KaKOTro-THOO APYroro JIEKapCTBEHHOTO CPEICTBa,
Ha3HAYaeMOT0 MapaiensHo?

6) KakoBa peakuus Ha OTMEHY JIEKapCTBEHHOTO cpencrtsa?
ITlamumenrt BEIEUYHnITCSH?
CocTtosiHHE MamUueHTa YIAYyYMIHIOCH ?
CocTossHHUE 60es H3MCHEHHUIH?
CocTtosiHHE mamueHTa YXYyAMWHAIOCH?

Peakius Ha oTMeHy Hen3BecTHa? B TakoM cirydae HEOOXOIMMO 00s3aTEIHHO 3aUCaTh "HEU3BECTHO' .

7) KaxoBa peakiiyst Ha TOBTOPHOE Ha3Ha4YEHHeE JiekapcTBeHHOTOo cpeacta? (Ecmu nmpumMeHnmo)

KaTeropI/m B3auUMOCBA3U:

HoctoBepHas NPUYUHHO-CIIEICTBECHHAS CBS3b
KJIMHUYECKUE MPOSIBJICHUSI CUMITOMOB HEXENaTeNbHON peakiiy, BKIOYas HEeXelaTelIbHbIe W3MEHEHUS
nabopaToOpHBIX noKa3aTeNeu:

CBSI3aHBI mo BpEMEHHU c MpUEMOM (mpumMeHeHHA) JIeKapCTBEHHOTO CpEACTBa,;
HE MOTYT OBITh OOBSICHEHBI HAJTMYUEM COIYTCTBYIOIIMX 3a00JICBAaHHIA HIIH OJHOBPEMEHHO MPHHUMAECMBIMHU
ApPYTUMH JNEKapCTBEHHBIMHU cpencTBaMu;
OTMEHa I0JI03PEBAEMOro JIEKapCTBEHHOI'O IIpernapara, MO3BOJSET TOYHO OIPEAEUTh B3aUMOCBS3b
HEe)KeJaTeIbHOM PeaKIny C IPHIEMOM JICKapCTBECHHOTO TIperapara

Bo3smoxHas NPUYUHHO-CIEACTBEHHAS CBA3B*:

KJIMHUYECKHUE IMPOSBICHUS CHUMIITOMOB HE)KEJaTeIbHOW peakIMM, BKJIIoYas HeKelaTelIbHbIC M3MEHEHUS
mabopaTOpHBIX IOKa3aTeled, CBsA3aHBl 110 BpPEMEHH C TPUEMOM JIEKapCTBEHHOT'O CpEJICTBa;
MOTYT OBITh OOBSICHEHBI HAJMYHEM COIYTCTBYIOIIMX 3a00JIEBaHWH WM OJHOBPEMEHHO NMPHHUMAaEMBIMHU
TEKApPCTBECHHB MH cCpeacTBaMu;
nHbopManus O pe3ynbTaTax MNPEeKpPaIlIeHUs IpHEMa JIEKAPCTBEHHOTO CPEACTBAa OTCYTCTBYET JIMOO
HEI0OCTOBEpHA

BeposaTHas NPUYUHHO-CIEJCTBEHHAs CBSI3B*:

KIIMHAYECKNE TPOSBICHUS CUMITOMOB HEXEJATEIBbHON peakiny, BKIIOYas HEXelIaTesIbHbIC M3MEHEHHS

71a00paTOpPHBIX TOKa3aTeNel, CBsI3aHbl 10 BPEMEHH C MPHEMOM (IIPUMEHEHHs) JEKapCTBEHHOTO CPE/ICTBA;
HE MOTYT OBbITb OOBSICHEHBI HAJIMYUEM COIYTCTBYIOUIUX 3a00JIEBaHUI WM OJXHOBPEMEHHO MPUHUMAEMbIMU

ApPYTUMH JEeKAapCTBEHHBIMH cpeacTBaMu;
perpeccupyroT  Iocle  IpeKpalleHus npueMa (IPUMEHEHHUsA) JIEKapCTBEHHOI'O  CPEJACTBA;
Ipenapar MOBTOPHO HE Ha3HAyalCs WIN Pe3yJIbTaT HEU3BECTEH.

CoMHHTENbHAS NPUYNHHO-CJIEICTBECHHAS CBSI3b:
KIIMHAYECKUE TPOSBICHUS CUMITOMOB HEXKEJIATEIBHON peaknuu, BKIIOYAs HEKENAaTeNbHbIC M3MEHEHMS
71a00paTOpHBIX MOKAa3aTeleil, He CBA3aHbI SIBHO MO BPEMEHH C MPUEMOM (IIPUMEHEHHEM) JIEKapCTBEHHOTO
Cc pe axc T B a ;

MOTYT OBITh OOBSICHEHBI HAJMYHEM COIYTCTBYIOIIMX 3a00JIEBaHWH WM OJHOBPEMEHHO NMPHHUMAaEeMBIMHU
JIPYTHMU JIEKapCTBEHHBIMHU CPEJCTBAMM;

YcunoBHas NPUYUHHO-CIEACTBEHHAA CBA3b:

TpeOyeT MOJyUYCHHUs JOMOJHUTEIbHOW HH(OpPMAIMH O MOOOYHOM JEHCTBUU M (WMJIM) O MAIMEHTE,
NPUHUMABIIEM 3TO JIEKapCTBEHHOE CPEACTBO;
00 aHanu3 WHGOPMANUU BBIIBICHHOW HEXENATEIHbHOW pEakIWd HE OKOHYCH Ha MOMCHT OICHKH
MIPUYNHHO-CJICICTBCHHON CBSA3M MEKIY IOOOYHBIM JICHCTBUEM U TIPUEMOM JIEKaPCTBEHHOTO CPE/ICTBA;

He nmogaarImuruecs Knaccmbm(aunn NPUYUHHO-CICACTBCHHAA CBA3b
COO6H.[GHI/IH 0 IMOA03pE€BACMBIX MOOOYHBIX peakuudax HEJIb3d OUCHUTDL, TaK KaK HET I[OCTaTO‘IHOfI
I/IH(i)OpMaHI/II/I HJIN K€ OHa NPpOTHUBOpPEYMBA



12 OtcyrctBue 3¢ dexra (3¢ PeKTHBHOCTN)

OtcyTcTBrue oOxumaeMod 3¢ddekTuBHOCTH Bcerja cienyeT 3amuchiBaTh Kak siBieHHe. HeoOxommmo
MIPaBUIILHO UCIIOJIB30BaTh TEPMHUHBI JUIs ONMCAHUS sBJICHUH "HEd()(HEKTHBHOCTH JIEKapCTBEHHOTO cpeacTBa’

u "CHUXEHHue spdexkTuBHOCTH nekapcrtBa'.
[Mprnunnb HEJIOCTAaTOYHOM s dexTuBHOCTH MOTYT BKJIFOYATh cienyolee:
JICKapCTBEHHOE CPEJCTBO HE COXpAHACTCS B OpPraHU3ME IO NPHYMHE PBOTHl WM CHIBHOH IHapeu;
HEJOCTATOYHAs NPUBEPIKEHHOCTD nanueHTa Ha3HAYCHHOM cxeme JeYCHNUS;
HeagleKBaTHaAi qJ03a;
HHU3KOE Kad4ecTBO JIEeKapCTBEHHOTO cpencTBa;
dbanpcudpunupoBaHHOE JeKapCTBEHHOE CPeaCTBO;
HEBEpHO NOCTaBICHHBI U IHarHoO3;
B3aMMoOJelCTBHE, CHHUXAMWIIee YypPOBEHB npemnapara B KPOBHU;

JIEKapCTBEHHAs! YCTOMIMBOCTh

Pesynsrar OEHKH B3aMMOCBA3H

[Tocne BBIMONIHEHUS OLEHKHM B3aMMOCBSI3M HEOOXOIMMO YyKa3aTh OJUH M3 CIEAYIOUIMX MYHKTOB:

peaknus (HekenaTenbHas peaklus): SIBICHHS, U1 KOTOPHIX NPHYMHHO-CIICICTBEHHAs CBSI3b OIpeNesieTcs

Ha YpPOBHE JIOCTOBEPHOH, BEPOATHOH WJIM BO3MOXXKHOM M KOTOpPBIE B COBOKYITHOCTH OTHOCAT K 4HCIy "
Al

peaxiuii", MOCKOJNBKY Ui HHX IPEANOJAraeTcs BEPOSITHOCTh HAIUYWSl B3aMMOCBSI3W C Ha3HAYCHHEM
JIEKApCTBEHHOTO CpeIcTBa (CPEICTB).

Hexenarensnoe sBnenue: CiiydaliHble SBJICHUS: SBICHUS, JUIsI KOTOPBIX MNPUYUHHO-CIEICTBEHHAS
B3aMMOCBSI3b ONPENENAETCS KaK COMHUTENbHAS, MOCKOIBKY UX COBMAJCHHE C HA3HAUEHHEM JIEKapCTBEHHOIO
CpeZCTBa paclieHMBAeTCs Kak ciaydaitHoe. X cieqyeT OTHOCUTE B OTIECNBHYIO TPYTITY, IIOCKOJIBKY OHH MOTYT
NPEACTABIATH 3HAYUTEIbHYIO IEHHOCTH B BBISIBJICHU U CHUTHama.
SIBneHMs, KOTOphle KOAMPYIOTCA KaK HEOILEHHBAaeMble, HeoOXxoauMo OyneT MNpoaHAIU3UpPOBAThH
JOTIOJTHUTENbHO, M HX CJEeAyeT HCKIIOUHUTh M3 aHaidu3a. SIBIeHHs, KOTOpble KOAUPYIOTCA Kak
HEKJIaCCU(UIMPYEMbIE, OTHOCSATCS K MMPOMEXYTOYHOW KaTeropuu, U X OLEHKY CJIeIyeT IOBTOPUTH, KOTa
TIOSIBUTCS IOTIOJTHUTENbHAST MH(OPMAITHS

13
3aKJIFOUEHHE U BBIBOJIBL:

14
Pexomennmanuu:

[IpuMeuganmue
* B cnywae "cMepTH" HeNb3s pPACUEHHUBATh KaK BEPOSTHBIE, MOCKOJIbKY B 3TOM
Cllyyae HEBO3MOXXHO YBHAETh 3((PEKT OTMEHBI JIeKapCTBEHHOro cpeacTtBa. Eciu
BpEMEHHAasl B3aMMOCBS3b SIBIISECTCS IPUEMIIEMO BO3MOKHOM, B3AUMOCBSI3b CO CMEPTHIO

MO HO paciueHuBaTh KakK BO3MOXHYIO.
damMunus, M, OTYECTBO (npu HAaJIUYUH),
PYKOBOJIUTENS CTPYKTYPHOTO nojpas3ieleHus

mopowvce
damunus, ums, OTUYECTBO (npu HAJIUYUU),
JKCIepTa

IHonnuce

[punoxenne 4
k IIpaBunam npoBeneHus
(bapMaKoHaa30pa U MOHUTOPHUHTA
0e30I1acHOCTH, KaueCcTBa U



3G GEKTUBHOCTH MEIUITUTHCKIX
U3AEIINN

®dopma

OTger 0 NOCTyIIMBIIMX KapTaX-COOOMEHMIX

U3 #HHXx B KO

IIpunsiTeIe MEPEI Nudopmanus o cepbe3HOH HEKeENaTEIILHOH
Bcero OTOpaBJICHHEIE ACHMa (0 P ops Hs3 bop P

" TpHUKa3 o peaknuu OeMcTBHH ¢ MCXOIOM "cMepTs', "
CITIOHTaHHBIX CEpBE3HOH HUX

N .« TIPHOCTAHOBICHAH yrpoza OKWU3HH', TpPH HPUMEHEHUHU
KapT-COOOLICHU] HEXENIaTeNbHO) peaKmun :
) ) [I0Z03PEBAEMOr0 IIpernapaTa

d®amunausg, UMSA, OT4YecTBO (IpU  HAJIHUYHUU),
PYKOBOJIUTEIS CTPYKTYPHOTO nojapasaelieHus

damMunus, M4, OTYECTBO (npu HAJIUYUU),
’sKcmepTa

Iloamuce

IIpunoxenue 5
k [IpaBunam mpoBeacHUS
(hapMakoHaI30pa I MOHUTOPHHTA
0€30IaCHOCTH, Ka4eCTBa K
3 HEeKTHBHOCTH MEAUITMHCKHUX
17631 (1115051

®opma

OTYET

0 pe3yJIbTaTax OILEHKH JeATEIbHOCTH CIIyKOBI (hapMakOHAA30pa JepKaTelne
PETHCTPAIMOHHOTO yIOCTOBEPSHHUS JIEKAPCTBEHHBIX CPEACTB

(HamMeHOBaHME OpraHU3AIUH-IIPOU3BOAUTEN H(WIH) JepiKaTEIT
PETHCTPAIHOHHOTO YIOCTOBEPEHI)

(HamMeHOBaHME JIEKaPCTBEHHOT'O CPEICTBA)

1. Pe3rome
HaI/IMeHOBaHI/Ie, a/:[pec, peKBI/ISI/ITI:-I z[epmaTenﬂ peFHCTpaHI/IOHHOFO y}IOCTOBepeHI/IH
Homep(a) perucTpaiioHHOTO YI0CTOBEPEHUS
Pesrome nedarenbHOCTH AepkKaTess peruCTPalMOHHOIO Y IOCTOBEPEHMS

Jara(pl) mpoBelneHHsS OLEHKH AEATEIIEHOCTH CIIYyXObI (hapMakoHaq3opa AepikaTeliell perucTpaduoHHOTO
YIOCTOBEPEHHS JIEKAPCTBEHHBIX CPEJICTB

®.1.0. (mpu HATMYWHN) SKCTIEPTOB (WICHOB KOMHUCCHH), TOJDKHOCTD



Homepa nuneH3uu Ha NpPOM3BOJCTBO, CEPTU(HUKATOB O COOTBETCTBHHM OOBEKTOB HAJICKAIIEH NPaKTHKH
(apmaxonazopa GVP (ecnm npuMeHnmo)

JIOKyMCHTBI, HOCHy)KI/IBH_II/Ie OCHOBAHHEM IJIA OLICHKH
2. BBognas undopmarus
Kpartkoe onmucanneopraHu3aiiy - IPOU3BOANUTEIS (€CIH TPUMEHIMO)

OcHoBaHue JUIs MTPOBEJICHUS OLIEHKH JIESITEIEHOCTH CITY>KOBbI (hapMaKoOHaI30pa JeprkaTeell perucTpalioHHOTO
YAOCTOBEPEHUS IEKapPCTBEHHBIX CPEACTB

[TepcoHan opraHu3alMU-IPOU3BOJUTENS, YYaCTBYIOIIUI B TPOBEICHUU OLEHKH JESTEIBHOCTH CIYKOBI
(hapmakoHaI30pa

JIOKyMEHTHI, TIOAAaHHBIE OPraHU3alUEH-IPOM3BOIUTEIEM 10 MPOBEICHHUS OIEHKH AEATEIEHOCTH CIYXKOBI
(hapmaxoHag30pa

3. Ha6JII-0I[€HH51 N PC3YyJIbTAaThbl OLICHKH YCJIOBI/Iﬁ IMPONU3BOACTBA U CHUCTCMBbI
obOecrieueHus1 KauecTBa
OTBETCTBEHHOE YIIOJTHOMOYCHHOE JIMIIO 1O (hapMaKoHaA30pPy, KBamubHuKaIys (pe3rome)
OpraHu3annoHHas CTPYKTYpa AepKaTellsi peruCTPaliOHHOTO YJIOCTOBEPEHUS
Cucrema Ka4yecTBa AepiKaTelisi peruCTPAHOHHOTO YJOCTOBEPEHUS
Crpykrypa cucteMsl papMakoHa30pa JepikaTesst pErHCTPalMOHHOTO YI0CTOBEPEHHMS,
Ornerka (QyHKIIMOHNPOBAHUS CHCTEMBI (papmakoHamazopa JIC
VcToYHMKY TaHHBIX 1O 0E30MaCHOCTH
KoMIibroTepr3upoBaHHbIE CUCTEMBI U 0a3a TaHHBIX

[Ipouecch papmakoHaa30pa WK MPOIECCH MOHUTOPHUHTA MTOOOYHBIX NSHCTBUN

Pasnoe

4. TlepedyeHb HECOOTBETCTBHIL*
Kputnueckue
CyuiecTBeHHbIE
[Ipoune
6. 3akiroueHue
3akiroueHne
*[Ipumeuanue
"Kputrnueckoe HECOOTBETCTBUE" — 3TO HECOOTBETCTBUE, KOTOPOE BBI3BIBAET WIIU
OPUBOJIUT K CYIIECTBEHHOMY DPHCKY BO3MOXHOCTH OOpalieHus JIEKapCTBEHHOTO
CpEeZICTBA OMACHOTO JJIS 3I0POBbS M )KM3HU YEJIOBEKA.
"CylecCTBEHHOE HECOOTBETCTBUE" — 3TO HE KPUTUYECKOE HECOOTBETCTBHUE,
KOTOpOE:
YKa3bIBaeT Ha cyliecTBeHHOe oTkioHeHue ot [Ipasun GVP;
yKa3bIBA€T Ha CYIIECTBEHHOE OTKJIOHEHHE OT TpeOOBaHUN HMHBIX aKTOB
3aKOHO/ATEIhCTBA B cpepe 0OpalleHus JIEKapCTBEHHBIX CPECTB;
yKa3bIBa€T Ha HECIMOCOOHOCTh JepiKaTesisl PErucTPAllMOHHOTO YIO0CTOBEPEHUS
JIEKApCTBEHHBIX CPEACTB OCYILIECTBJSTh MMOCTMAPKETUHTOBBII MOHUTOPUHT



6eszomacHoctu JIC, VYMOTHOMOYEHHOrO JHIlA JEpKaTelsl PErucTPallMOHHOTO
YAOCTOBEPEHUS BBITIOJHATH CBOU JIOJDKHOCTHBIE 00SI3aHHOCTH;

KOMOHWHaIMsI HECOOTBETCTBUHM, HM OJJHO U3 KOTOPHIX CaMO 10 ce0e He SBISETCS
CYILIECTBEHHBIM, HO KOTOpPbIE€ B COBOKYIHOCTH IIPEACTABIAIOT CYIIECTBEHHOE
HECOOTBETCTBUE U JIOJDKHBI OOBSICHATHCA U (PUKCUPOBATHCS B KAYECTBE TAKOBOTO.

"HecyuiecTBeHHOE HECOOTBETCTBUE' — 3TO HECOOTBETCTBUE, KOTOPOE HE MOXKET
KJIaCCU(PUIIUPOBATHCS, KaK KPUTHYECKOE WJIM CYHIECTBEHHOE, HO YyKa3blBaeT Ha
OTKJIOHEHUE OT ycTaHoBieHHBIX [IpaBun GVP.

YieHbs KoMuccumu:
NOAMUCH ®.N.0O (npu HaIU4YUU)
MNOJMUCH ®.MN.O (npu HaaU4YUM)
MOANUCH ®.N.0 (npu HaIU4YUU)

" " 20 T.

IIpunoxenue 6
k [IpaBunam npoBeaeHus
(hapMaKkoHaI30pa 1 MOHUTOPHHTA
0€30I1aCHOCTH, KaYeCTBA 1
3¢ EKTUBHOCTH MEAUIITHCKUX
151631 () 15071

®opma
CrpykTypa neproguaeckoro 0OHOBJIIEMOro OT4eTa o 6e30IaCHOCTH

1. TUTYIBHBIN JIUCT, BKITFOYAs YAOCTOBEPSIONIYTO TIO/IIHCH;
2. KpaTKO€ U3JI0KEHUE OCHOBHOTO COJICPKAHUS;
3. Tabnuiia cofepKaHus OTUeTA:
1) BBeneHue;
2) perucTpalMOHHbIN CTaTyC B MUPE;
3) Mepbl, IPUHSATHIE 32 OTYETHBIN TIEPUOI, B CBS3H C JAHHBIMH 110 0€3011aCHOCTH;
4) m3MeHeHUsl, BHECEHHbIE B CIPABOYHYI0 HHGPOPMAIUIO MO OE30MacHOCTH
JIEKapCTBEHHOTO Mpernapara;
5) oleHKa KOJIMYECTBA MAMEHTOB, TOJIBEPTIIINXCS BO3ACHCTBHUIO JIEKAPCTBEHHOTO
npenapara:
5.1 oO1ree KOIMYECTBO MAMEHTOB, IMOBEPTIIIUXCS BO3ACHCTBUIO B KIIMHHYECKUX
UCCJICIOBAHUSIX;
5.2 obrmiee KOIWYECTBO MAITUEHTOB, IMOJBEPTIINXCS BO3ACHCTBHIO MO JTAHHBIM
IPUMEHEHHS Ha PhIHKE.
6) 000011IeHHBIC TA0TUYHBIC TaHHBIC:



6.1 cnpaBouHasi uHMOPMAITHS;
6.2 0000meHHas UHGOpPMAILMS MO CEPhE3HBIM HEKEJATEIbHBIM PEaKIUsM,
BBISIBJIEHHBIM B X0/I€ KIIMHUYECKUX UCCIIEA0BAHMIA;
6.3 00001IeHHas HH(pOpMAIUs MO TaHHBIM OCTPETUCTPALIMOHHOTO TPUMEHEHUSI.
7) pe3roMe BaKHBIX TaHHBIX, IOJYYEHHBIX B X0J1€ KIMHUYECKUX MCCIIETOBAaHUN 3a
OTYETHBIN MEPUOI:
7.1 3aBepiIeHHBIE KIMHUYECKUE UCCIIEN0BAHNS;
7.2 IpOoAOIKAOIMECS KIIMHUYECKNE UCCIIEI0BAHMS;
7.3 IIUTENBHBIN NOCIEYOMNI MOHUTOPHHT
7.4 MHOE TepaneBTUYECKOE IPUMEHEHHE JIEKAPCTBEHHOIO IIpenapara;
7.5 HOBbIE JaHHBIE IO 0€30MACHOCTH B OTHOILICEHUH Ha3HAaYeHUs1 (PUKCUPOBAHHBIX
KOMOUHAIIUH.
8) MaHHbIE HEMHTEPBEHIIMOHHBIX UCCIIEIOBAHUN;
9) nanHbIe IPYrUX KIMHUYECKUX UCCIEAOBAHUM U U3 IPYTUX UCTOYHUKOB;
10) nanHbIe JOKIMHUYECKUX UCCIIEIOBAHMIA;
11) nurepatypa;
12) npyrue nepuoanvecKue OTYETHI;
13) HegocrtaTouHas TepaneBTHYecKas 3(PPEKTUBHOCTh B KOHTPOJIUPYEMBIX
KJIIMHUYECKUX UCCIIETOBAHUSX;
14) BaxxHas uHdopMalus, nogydeHHas rnocie 3aBepiienus noaroroBku [10b;
15) 0630p cUTrHANIOB: HOBBIE, paCCMaTPUBAEMBIC U 3aBEPIIICHHEIC;
16) curHaIbl U OIEHKA PUCKA:
16.1 o6o6maromas uapopmaus 1o npodiemMam 6€30MaCHOCTH;
16.2 oneHka curHana;
16.3 oueHka puckoB U HOBOI HH(POPMALINH;
16.4 xapakTepuCTUKa PUCKOB;
16.5 appexTrBHOCTE MEP MUHUMU3AIMH pUCKa (€CITU TPUMEHUMO).
17) olieHKa MOJIb3BI:
17.1 Baxnas 0a3ucHasg uHpopmarus 1no 3pPEeKTUBHOCTH B X0/1€ KIMHUYECKHUX
UCHBITAHUM U IPUMEHEHUS B MEIULIMHCKOM MPAKTHKE;
17.2 HoBas BhIABICHHAsT HHGOpMAIUs TT0 YPPEKTUBHOCTH B XOJ€ KIMHUYECKUX
UCIBITAHUM U IPUMEHEHHUS B MEIULIMHCKOM MPAKTHKE;
17.3 xapakTepucTUKa MOJIb3BI.
18) mHTErpupOBaHHBI aHAIW3 COOTHOLIEHUS MOJIb3a-PUCK MO OAO0OPEHHBIM
NOKA3aHMSIM:
18.1 KOHTEKCT COOTHOIIEHUSI MOJIb3a-PUCK — MEAUIIMHCKAS MOTPEOHOCTh U Ba)KHBIE
aNbTEPHATUBBIL;
18.2 oneHka npoieaypsl aHaJau3a COOTHOIIEHUS T0JIb3a-PHUCK.
19) 3akiroueHne u ACHCTBUS,



20) npunoxenus k [10b.
ITODB BKIIIOYAET CIEYIONIUE MPUITOKEHHUS:
1. cripaBouHast HH(pOpPMAIIHS;

2. KyMyJSITUBHBIE 00o0OIMIaromue TaOJuYHbIE JaHHBIE 1O CEPbE3HBIM
HEXKEJIATeJIbHBIM SIBJICHUSAM, BBISIBICHHBIM B XOJI€ KJIMHUYECKUX HCCIETOBAHUN (
UCIIBITAHUMN );

3. KyMyJISITUBHbIE U MHTEpPBaJbHBIE 0000IIaIONINE TAOJIMYHBIE JaHHBIE MO
CEPbE3HBIM UM HECEPbE3HBIM HEXKEJIATEIbHBIM pPEaKUusM 110 JaHHBIM
MOCTPETUCTPALTMOHHOTO TPUMEHEHUS;

4. TabNUYHbIC TaHHBIE TIO CUTHAJIaM;
5. OLIEHKA CUTHAJIOB, €CJIM TPUMEHUMO;
6. mepeyeHb BCEX MOCTPETUCTPALMOHHBIX HCCIIEI0BaHUMN MO 0€30MaCHOCTH.

Ipunoxenne 7
k [IpaBunam mpoBeneHUs
(hapMakoHaI30pa I MOHUTOPHHTA
0€30I1aCHOCTH, KaUYeCTBA U
3G GEKTHBHOCTH MEAUIIMHCKUX
H3IETNHA

®dopma

OKCIepTHOE 3aKIIOYCHIE
IO OIIeHKEe MEePHOANIECKOr0 OOHOBIAEMOr0 OTY€eTa 0 6€30IaCHOCTH
JIEKApCTBEHHOT'O CPEJICTBA

(Yka3aTh Ha3BaHHE JICKaPCTBEHHOI'O CPEZICTBA)
(ma Bcex JIEKapCTBEHHBIX CPEACTB, KPOME BaKIWH B OMOTEXHOIOTHIECKHAX
IIPENapaToB)

Howmep nepuoandeckoro oOHOBIsIEMOTo oTyeTa 1o 0e3omnacHocTH (nanee - [I00B)
B Peectpe I100OB:

Howmep [1OOB, npucBoennsiii JIPVY:

[Tporieaypa: BEIOpaTh HY)KHOE U3 HIKECIICAYIOMIETO CTaHAapTHAS IEPUOUIHOCTD

ocobast mepruoAUIHOCTH (TI0 crucKy pedepeHTHbix Aat EC)

0 3aIPOCy YIOJTHOMOYEHHOW OpraHu3aliumn)

AkTHBHOE(bIE) BElIECTBO(a):

ITepuon, oxBaueHHslit ganHbIM [IOOBb: ¢ 10 20 r
JUT.MM.TTTT. JIJ.MM.ITIT.

Hauaino npouenypsr: (mara)

3axmouenue no ouenke [10OOb: (mara)

1. CnpaBounast uabopmarms



10

11

12

13

14

18

Toprosoe Ha3BaHue
MHH wnim Ha3BaHHE NEHCTBYIONMIETO BEMIECTBA MIIH COCTAB Ui KOMOMHUPOBAHHBIX MTPETIapaToB

MexayHapoaHas naTa perucTpanuu, cTpaHa;
HOMeEp perucTpanuoHsoro yaocrosepenus PK, nara perucrpanun

®dapmakorteparneBTiueckas rpynma (kog ATX)
Iloxazanus x MMPUMECHCHUIO, cI1oco0 MMPUMCHCHUSA
JlexapcTBeHHBIE (POPMBI U1 TO3UPOBKH

2. OcHoBHas uHGOpMaITUs

KpaTkoe wu3noXKeHUE HTaHHBIX
Pasgensr [IOOB [TIOOb wu mnpenBapuTeAbHBIE
KOMMEHTApUH IKCIIepTa

Onucanue akTUBHOTO BEHICCTBA, €ro (papMaKOTEPaNCBTHICCKOEC
neiicTBrE

V3meHeHus B HHQOPMALIMHK O JIEKapCTBEHHOM CPEIICTBE,IPEAI0KEHHBIE
JPY B pamkax storo IIOOb

PGFI/ICTpaI_[I/IOHHHﬁ CTATyC JICKapCTBCHHOI'O CPCJACTBA

Mepbl, l'lpI/IHSITBIe B TCYCHHUC OTYCTHOI'O HepI/IO}Ia 10 HpI/I‘II/IHaM
0e30ImacHOCTH

V3meneHus B cripaBoYHOI HHpOpMANH 10 6€30II1aCHOCTH

OreHKa 3KCIO3UIUHU: KyMYJSITUBHOE M HHTEPBAIBHOE KOJIHMYECTBO
nanueHToB, noiayyuBmux JIC mpu KIMHUYECKHUX HCHBITAaHUSAX U B
MIOCTPETUCTPALIMOHHBIN EPUOST

Kparkuil koMmMeHTapuii 10 UTOraM pacCMOTPEHUS AAHHBIX B CBOAHBIX
TabaMIax

Pestome 3HAUMMEIX PE3YyJIbTATOB KIMHUYCCKUX I/ICCHGHOBaHI/Iﬁ B TCUCHUC
OTYCTHOTI'O Mepuoaa

JlaHHbIE HEMHTEPBEHLIMOHHBIX UCCIIEIOBAHUN

ﬂaHHI:-Ie APYTUX KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ " U3 IPYIuX HCTOYHHUKOB
HaHHLIC JOKITHMHUYCCKHNX I/ICCJ'ICI[OB&HI/Iﬁ

[ocnenHue cBeneHus mocie Aathl 3aKphITHst 6a3bl qanHbIX [I00b

OHeHKa CUT'HAJIOB: HOBBIC, TCKYIUC HUJIX 3aKPBITHIC B TCUCHHUC MHTCpBAJia
OTYCTHOCTHU

OueHKa pUCKOB U HOBOM MH(pOpMAINN
XapaKTepUCTUKa PUCKOB
O11eHKa TTOJIb3EI

OrieHKa aHATN3a COOTHOIICHHUS TI0JIb3BI/PUCKOB.

OHeHKa HHTCTPUPOBAHHOTO aHaliu3a MOJb3bl W PHUCKOB JJId
YTBECPIKACHHBIX MOKa3aHUuU



19 Jlurepatypa

3. BuiBOIBI
COOTHOIIICHUEC HO.TII)?)&/I)I/ICK COXpPaHsCTCA 6ﬂar0HpI/I${THLIM U HET H€06XOﬂI/IMOCTI/I B PCKOMCHAAUWU IMPUHATUSA

PETYISATOPHBIX MEp

COOTHOILICHHE ITOJIb3a/PUCK COXpPaHseTCs ONaronpusiTHBIM, HO TpeOyeTcsi BHECCHHWE W3MEHEHWil B 0OIIyio
XapaKTepUCTUKY U MHCTPYKIUIO 110 METUIIMHCKOMY IPUMEHEHUIO (JINCTOK-BKJIA/IBII) JIEKAPCTBEHHOTO CPEe/ICTBA
WM BHEIPEHHUE TIJIaHa yNPaBJIEHUsS PUCKaMH C LI€IbI0 YIPABICHUS pPUCKAMH U UX MUHUMU3AIUH

COOTHOIICHHUE ITOJIb3a/PUCK COXPAHIETCs] ONaronpHsITHBIM, HO TPeOyeTcsl MPOBEACHUE MOCTPETUCTPAIMOHHBIX
HCCIIeIOBaHMI 6€30MaCHOCTH ¢ LIENIbIO OLICHKU HOBBIX JAaHHBIX, BIMSIOIIMX HA COOTHOLIEHHE M10JIb3a/PUCK

IMoJib3a HE IMPCBBLIMIACT PUCKH, TpeﬁyeTCH MPUOCTAHOBUTL HWJIM OTO3BAaTh PETUCTPALIMOHHOC YJOCTOBCPCHUC

JICKapCTBCHHOT'O CPC/ICTBA
4. PexoMeHaamu

BriBoABI 1 OCHOBaHMS JjIsi BHECEHHSI U3MEHEHUN B OOIIYIO XapaKTePUCTUKY U
UHCTPYKIIMIO 10 MEJUIMHCKOMY IMPUMEHEHUIO (JIMCTOK-BKJIAJIBIII) JTEKAPCTBEHHOTO
CpelICTBa, BHEIPEHUS TJIaHa YIIPaBJIEHUSI PUCKAMU C LEIbI0 YIPABJICHUS pUCKaAMHU U X
MUHUMU3ALUUUIN TPOBEACHUS MOCTPErUCTPAIMOHHBIX UCCIIEIOBAHUI

damunus, UMg, OTYecTBO (NpU  HAJIUYUH),

PYKOBOJIUTEIS CTPYKTYPHOTO nojpa3ieaeHus
mopxonuwcece
damunus, ums, OTUYECTBO (npu HAaJIU4YUU),
skcmepTta
IHognwuce

Ipunoxenne 8
k [IpaBunam mpoBeneHUs
(hapMakoHaI30pa I MOHUTOPHHTA
0€30I1aCHOCTH, KaUYeCTBa U
3G GHEKTHBHOCTH MEAUIIMHCKUX
HU3IETNHA

®dopma

Crpyxrypa u congepxanue ITYP

[TYP Bxitovaer B ce0s 7 mHGOPMALIMOHHBIX YacTeH:

yacTh | - 0030pHast nH(OpPMAaLIKA IO IEKAPCTBEHHOMY Mpenapary;

4acTh 2 - cuenuQuKanus 1o 6e30MacHOCTH:

MoxyJib Cl - annaeMuoIIorus oka3aHui 1o HEJIEBbIM MOITYJISALHSIM;

Moyib CII - TOKIMHUYECKas 4acTh;

monaynb CIII - Bo3aelcTBUE JIEKAPCTBEHHOIO IpEnapara B X0A€ KIMHUYECKUX

HCCIICIOBAHUM;

MoxayJib CIV - monmysnsinuu, He U3y4EHHBIE B X0/1€ KIMHUYECKUX UCCIEAO0BAHNT;

Moayib CV - moCTperucTpalOHHBIN ONBIT IPUMEHEHHS;



Moayib CVI - nononuutensHbie TpeOOBaHUS K crieln(DUKAIIU TT0 0€3011aCHOCTH;
mMoayiab CVII - uaentudunrpoBaHHble U MOTEHIUATbHBIE PUCKU;
moayib CVIII - 06061mennast uapopManius mno npoodiemMam mo 6e30nacHOCTH;
4acTh 3 - MJIaH Mo papMaKoHaA30py;
9acTh 4 - TJIaH MOCTPETUCTPANMOHHBIX UCCIeA0BaHN 3P PEKTUBHOCTH;
4acTh 5- MEpbl 0 MUHUMHU3AIMN PUCKOB (BKJIIOYask OLEHKY 3((HEKTUBHOCTH MEp
MUHHUMU3AIUN PUCKOB);
qacTsb 6 - pestome [IVP;
4acTh / - NPUIIOKEHHUS.
Ecnu ITYP cocraBisieTcss Ha HECKOJIBKO JIEKAPCTBEHHBIX IIPENAPATOB, ISl KaXI0TO
U3 JIEKaPCTBEHHBIX NIPENapaToB NPEAyCMATPUBAETCSA OTAEIbHAS YaCTb.
[IVP conmepxut cneayronme npuioKeHUs:
npuioxkenue Ne 1 k [TYP: Tekymas (wim npeayiaraemas, €cliv JIeKapCTBEHHBIN
npenapat He 3apeructpuponat) Bepcust OXJIIT u UMII (JIB);
npunoxenue Ne 2 k ITYP: Kpatkuii 0630p BBIIOJHSEMBIX U 3aBEPIICHHBIX
IPOrpaMM KIMHUYECKUX UCCIIEIOBAHMIM;
npunoxkenue Ne 3 k ITYP: Kparkuii 0630p BBITIOJTHSEMBIX U 3aBEPIICHHBIX
nporpamMm (GpapMaKodMUAEMHOIOTUYECKUX UCCIIEIOBAHUN;
npuinoxenne Ne 4 k ITYP: Ilportokonsl mpeaiaraeMbiX U HNPOBOJUMBIX
nccieaoBanuii mo yactu 3 I11YP;
npwioxenue Ne 5 k [TYP: Cnernuansabie GOpMBI TOCIEAYIONMEro HAOMIOICHHS 32
HEXEJaTEIbHBIMU PEAKIIUSIMU;
npuioxenne Ne 6 k [IYP: Ilporokossl mpeamaraéMslX U IPOBOIAUMBIX
rccaenoBanuii mo yactu 4 I1YP;
npuiioxenue Ne 7 k [TYP: HoBble nocTymnHbie OTYETHI 00 UCCIEI0BAHUSX;
npunoxenne Ne 8 k I[IYP: IlonpoOnas mHpopMamus 0 MPeITTOKESHHBIX
JOTIOJTHUTEJIBHBIX MEPOIPHUATHUIX 110 MUHUMHU3AIMU PUCKOB (€CIIH IPUMEHHUMO);
npunoxkenue Ne 9 k IIYP: Jlpyrue BcmomorartenbHble JaHHbIE (BKIIOYas
CCBUTOYHBIN MaTepual).

[Ipunoxenne 9
k [IpaBunam nmposeneHus
(hapMakoHa30pa 1 MOHUTOPHHTA
0e30MacHOCTH, KauecTBa U
3} PEKTHBHOCTH MEIUITTHCKIX
331 (17078

®opma

JKkcnepTHOE 3aKII09eHHe Mo dkcnepTuse I[lnana ynpasneHus puckaMu mpu
IIPUMEHEHHUH JIEKapCTBEHHOT'O CPEICTBA

1. Homep ITYP B Peectpe IIVYP:



2. Homep ITYP, npucBoennsiii [IPY

3. HUDJIC/JIC/TIYP/3/xxxx/rrrrmMm  (mpegoctaBiaenue [IYP mo 3ampocy
AKCIIEPTHOM opraHu3amnuu, ooHosienue [1YP)

JlaTa 3aceqaHust 1 HOMep IPOTOKOIA 1Mo paccMoTpeHuto [TYP

4. ToproBoe Ha3BaHUe

5. JlexkapcTBenHas popma(bl) 1 KOHIIEHTPALIHS

6. AxtTuBHOE(BIC) BEIIECTBO(Q):

7. MHH (unu o61iee Ha3BaHuE) ACHCTBYIOIIETO BEIIECTBA (BEIIECTB] -

®dapmaxo-tepaneruueckas rpynna (ATX-kon)

8. [eparenb perucTpalliOHHOTO YJOCTOBEPEHUS WIIH 3asIBUTEINb:

9. Hucino nekapCTBEHHBIX CPEACTB, K KOTOPBIM OTHOCUTCS JaHHbIN [TYP:

(JlekapCTBEHHBIE CPEACTBA, COJAEPKALLME OJHO U TO K€ JIEHCTBYIOIIEE BEIIECTBO U
NPUHAJICKANIUE OJTHOMY M TOMY K€ BJIQJEIIbIly PETUCTPALMOHHOIO yAOCTOBEPEHUS,
MOTryT uMeTh ojiuH [1YP)

Jlata okonuanus aeiictBus nepsoro [IYP, oxBareiBaemoro nanasim [1YP Bepcust Homep

Jata oxonuanus nerictBus nociennero ITYP, oxBareiBaemoro ganusiM [IYP  Bepcust Homep

10. OCHOBHBIE CBEAEHUWA
10.1 Yacts I "O630p npoaykra"

Toprosoe Ha3BaHue(s)
[Mpouenypa perucrpanyn
HOMep(a) PETUCTPAIIMOHHOTO YAOCTOBEPEHUS

Kpartxkoe ONMUCaHHE nponykra, BKJIIOYas:
XUMUYECKUH KI1acc, KpaTKoe M3JI0KEHNEe MeXaHW3Ma JEHCTBHS, BaXKHYIO0 HH(POPMAIMIO O cocTase (Harpumep,
MPOUCXOXKIICHHE NEHCTBYIOIET0 BEIIeCTBA OHONPENApaToB, CBS3aHHBIX BCIOMOTATEIBHBIX BEIIECTB HIIH
paanKaoB AJIS BaKIIMH)

Moxaszauwawuwe (1) :

HelictByromee (ecnm NPUMEHUMO)
[pemmaraemoe (eciu MPUMEHUMO)

Jd o 3 uw p o B K a

HecrByromasd (ecnu NPUMEHHUMO)
[Mpennaraemast (eciy NPUMEHUMO)

JlexkapcTBeHHAs dbopma(nr) u KOHIEHTpAamuu

HefictByromue (ecnm NIPUMEHHUMO)
IIpennaraemsie (ecau IPUMEHHMO)

CrpaHa 51 Jara BB laYU IIEeEPBOTO Py

CrpaHna u JmaTa MOCJEIHETO BBINIyCKa Ha PBIHOK



10.2 YacTs I1 "Cneuudukanuu no 6ezomacHoCTH"

Toanbko nociue perucrpanuu
[ToanexuT i1 MPOAYKT JOTOTHUTEIIHHOMY MOHUTOPUHTY (BBIOpATh HYKHOE)
Ha Her
B Esponeiickom Coroze I I
Ja Her
B CILIA E [
Ja Her
B Pecniyonuke Kazaxcran L] E

MoxyJib CI - annaeMuoiorust moka3zaHuii Mo LEJIEBbIM MOIMYJISLHSIM;
Moaynb CII - TOKIMHUYECKas 4acTh;
Moayib CIII - Bo3aelcTBUE JIEKAPCTBEHHOIO IpEnapara B X0J1€ KIMHUYECKUX

HUCCIEeAOBAHNM;

Moyiab CIV - monmynsiiiuu, He U3y4YEHHBIE B XO/I€ KIMHUYECKUX UCCIIC0BAHUM;

MoayJsib CV - TOCTPETUCTPALIMOHHBINA OTBIT TPUMEHEHHS;

Moayib CVI - nononauTensHbIe TPEOOBaHMS K crienu(UKaIuy 0 0€30MaCHOCTH;

Moayib CVII - unentudunpoBaHHble U MOTEHIIMATBHBIE PUCKH;

moxayJsib CVIII - 06001enHas nndopmariius mo npoodiemaM 1o 6e30MacHOCTH;

1) Pe3tome yrpo3 6e30macHOCTH

Ta6nuna 1: Pe3tome yrpo3 6€30macHOCTH

Pestome yrpo3 6e3onacHocTH

Baknble HaeHTHGUIIMPOBAHHEIE PUCKH <> Ilepeuncnuts
BaxHble IOTEHIMATIBHBIE PUCKU <>Ilepeuncauthb
OtcytcTBylomas nHGOpMaIys <>Ilepeuncauts

2) BrpiBoae mno cneuupukanusMm  O6e30MacCHOCTHU

10.3 Yacts I11 "Ilnan bapmakonangzopa"

Jarta npexncraBienus
MIPOMEXYTOUHBIX HIIN

Mepomnpustue/ Hassanue wucciaemoBaHus ( PaccmarpuBaembie CTaTyC
3aKITIOYUTEIBHBIX
THUII MEPOTIPUATHS, Ha3BaHUe uccienoBanus Llenmm yrpo3sl 3aruiaHupOBaHHOE (
OTYETOB
[ecrn n3BectHO] Kareropus 1-3)* 6e3omacHOCTH , HaJaroe,
3arIaHupOBaHHAS

nin pakTuaeckast)



1) Pe3tome mimaHUpyeMBIX JOMIOTHUTEIBHBIX MEPONIPUATHI TI0 hapMaKoHaA30py (eciu
0 pUMEHUTMO )

2) O6mme BBIBOABI MO TUTaHY (apMakoHaA30pa

10.4 Yacte IV "Ilmanbl mo mpoOBEAEHHUIO MOCIEPETUCTPALIMOHHBIX HCCIIEIOBAHUM
spbextTuBuHocTHu"

1) IIpumenumocThs 3(h(PEKTUBHOCTH KO BCEM MAaIMEHTAM B IE€JE€BOW MOMYJISIUU

2) Pe3tome mocCieperucTpallMOHHOTO IUIaHa Pa3BUTHS H3y4deHUs S(PEPEeKTUBHOCTU

Tabnuna 3: Pe3ioMe NOCIEPEruCTpPallMOHHOTO IUIaHA Pa3BUTUA HU3YUYECHUS
3 PeKTHBHOCTH

Cratyc (mutaHumpyemoe,

Uccnenosanne ( PaccmarpuBaemblie JaTta npencrasiieHus IPOMEKYTOUHBIX
HayaToe, 3aBEpIICHHOE,

tin U HoMmep llenu mpoGiembl WU 3aKJTIOYUTEIBHBIX OTYCTOB  (
pe3yIbTaThl MPEACTABICHBI

HCCIICIOBAHHS) 3¢ GEKTUBHOCTH ) 3aITAHMPOBAHHAS WX (haKTHUCCKAs )

10.5 Yacts V "Mepbl 10 MUHUMH3ALIUHA PUCKOB"
Tabnuua 4: Ilpennoxenus ot JAPY B oTHOIIEHHH Mep O MUHUMHU3ALUHA PUCKOB

Yrposa OObIuHBIE Mephl 10 MHHHMMH3AIUH  JIONOJHUTENbHBIE MEphl II0 MHHHMH3ALHUU
6e30macHOCTH PHUCKOB PHUCKOB

1) I[OHOJIHI/ITCHBHble MCPBI ITI0 MUHUMH3AlIUN PUCKOB

2) Owuenka 3p(eKTUBHOCTH

Onenka 3(Q(GEeKTUBHOCTH MEPONPHUSATUNA O MUHHMHU3AIMU PUCKOB

OHCHKa IMPUYINUH HECOCTOATCIIBHOCTU MCP ITIO MUHHUMU3AIINNU PUCKOB (€CJII/I IMPUMCHHUMO

)



3) BBIBOJIBI B OTHOIICHHUHW MCP IO MHHHUMMHU3AIUHN PHUCKOB

10.6 Yacts VI "Pe3roMe MeponpusTHUi B IUIAHE YHOPABICHUS PUCKAMHU JJIs

JEKAapCTBEHHOTO cpencrtBa’
1) HaszBanwue NpPOAYyKTa
VI.2.1 00630p AMUAEMHUOJIOTUH 3a00eBaHUS
VI.2.2 Pe3ome NpeuMyIIECTB JTEeYEeHUS

VI1.2.3 HewusBecTHble JaHHBIC, CBS3aHHBIE C MPEUMYIIECTBAMH JICUCHUS
2) Pe3womMme yrpos 0e30macHOCTH
Baxxnbie wuaeHTU(UIMPOBAHHBIC PHCKU

BaxHble MOTEHIMANbHBIE PUCKU
OtcyTcTBytomas uHbopManus

3) Pe3tome OMOTHUTENBHBIX MEp MO MHUHUMHU3ALMM PUCKOB B OTHOLIEHUU YIPO3
0€30MacHOCTH (ecnu TaKOBBIE UMEITCH)

4) Pe3rome M3MEHEHUH B IUIaHE YNpPaBJICHUS PUCKAMHU B JUHAMHKE

5) O6mue BBIBOABI MO OOIIEAOCTYITHOMY pE3IOME

11. 3akmrouenue 3Kcnepra

ITYP siBrsieTcst mpreMIIeMbIM O

ITYP siBrsieTcss MpUEMIIEMBIM C HEOOXOIMUMOCTBIO BHECCHUSI HE3HAYUTEIBHBIX W3MCHEHUH B CIIEAYIOIIEM
0OHOBIIEHUU

ITYP moxet OBITH IpHEMIIEMBIM IIPH YCIIOBHH NpecTaBIeHUs 00HOBIeHHOTOo [IYP 1 yoBneTBOpHTEIHHBIX
OTBETOB Ha: NEPEYEHb BOIPOCOB, MEPEYEHb CIIOPHBIX BOMPOCOB, 3allpOC Ha MOJyYeHHE JONOJHUTENbHON [
nHdpopManuu

[TYP sSBISIETCS HE TPUEMIIEMBIM ]

12. Ilepeyenp BONPOCOB

1) [lepedenb CIOPHBIX BOMPOCOB

2) 3anpoc Ha IpeIOCTaBICHUE AOMOJIHUTENbHON HHPOPMALIU
3) O1ieHKa OTBETOB Ha 3aMpoc KCIepTa



OO01mmas oreHka BIusHUs 0TBETOB Ha [TYP
4) 3akmroueHue FKCIepTa nocie NoJy4eHHs] OTBETOB Ha 3a1poc

ITYP sBiIseTCS IPHEMIEMBIM ]

[TYP sgBnseTcss mpueMIeMbIM ¢ HEOOXOIMMOCTHIO BHECEHHS HE3HAUUTEIBHBIX M3MEHECHHH B CIECOYIONIEM

0OHOBIIEHUN
ITYP moxeT OBbITh NPUEMIIEMBIM IIPH YCIIOBHH TIpeJICTaBIeH st oOHOBiIeHHOTO [TYP ]
ITYP siBrsieTcst He MPUEMIICMBIM O

damMunus, M4, OTYECTBO (npu  HaAJIWUYUM),
PYKOBOAUTEIASICTPYKTYPHOTO nojapasielieHus

ITognucse

damunus, ums, OTUYECTBO (npu HAaJIUYUU),
’sKcHepTa

IHonnuce

IIpunoxenue 10
k IIpaBunam npoBeneHus
(hapMakoHaI30pa 1 MOHUTOPHHTA
0e30I1acHOCTH, KauecTBa U
3¢ GEKTHBHOCTH MEIUITUTHCKHUX
n3aenui

dopma

Caenenus o mpoduire 6€30aCHOCTH JIEKAPCTBEHHBIX CPEACTB, HMEIOIIHX
6eccpouHyI0 pEruCTpaIMIo

komMnavidau
3a mepuong " " 20 - 20 IT.

1. Toprosoe Ha3Banue JIC

. Mara peructpanuu u Homep PY B PK

. ®@opwma Brimmycka JIC (tal, p-p, Karcymsl, Ma3b)

2
3
4. ®dapmakotepanesrudeckasd rpynna MHH JIC, ATX kox
5. Hepxarens PY 1 KOHTaKThI
6. TlpousBoautensb PY u kOHTaKTHI*
7. 3assurens JIC B PK u koHTaKTHI™
JlaHHbIe 0 CYNIECTBEHHBIX H3MEHEHUsIX Po(duiisi 0e30MacHOCTH (1aTa, CyTh U3MEHEHUI ), CBS3aHHBIE C:
MIPEBBIIICHIEM 0)KHUIaEMOM YaCTOTHI CePhe3HBIX HEXKETATSIBHbBIX PeaKinii;

CEPLE3HBIMU HEKEITATCIbHBIMA PEAKITUAMMU,



8. TpeOOBaHMAM IO BHECCHHUIO CYIIECTBEHHBIX U3MEHEHHH B MHCTPYKIIMIO B IPYTUX CTpaHaX, HO HE BHECEHHBIX
B KpaTKyto xapakrepuctuky JIC(Sm PC);

pobeMaMy, BBIIBJICHHBIMU B X0J1¢ HE MHTEPBEHIIMOHHOTO MOCTPETHUCTPALIMOHHOTO UCCIICAOBAHMS;
N3MEHEHHUsIMH B Kpatkoi xapakrepuctrke JIC (Sm PC);
JIPYTHMH IPUIHHAMUA

Orpanuuenust B pacnpoctpanenud JIC wnu nmpuocrtaHoBka AeiicTBus PY mo mpuunHam, CBS3aHHBIM C
0e30macHOCTEIO U 3 dekTuBHOCTHIO, mHUIMIpoBaHHbIe YO wm JIPY JIC

3akimoueHue o npoduie 6e3onacHoctn JIC

IIpumMedganune:
*HpI/I BHECCHHUU N3MEHCHHBIX JaHHBIX OTMCTUTDH KCITHIM Cl)OHOM
PykoBomurens  opraHuszanuu

MOANHUCH ®.N.0. ( npu HAIUYUMN)
Hara" " 20 r.

[Tpunoxenwne 11
k IIpaBunam nmposeneHus
(hapMakoHa30pa 1 MOHUTOPHHTA
0e30MacHOCTH, KauecTBa U
3} PEKTHBHOCTH MEIUITTHCKIX
331 (12078

®opma

OKCcnepTHOE 3aKII0YCHHE O COOTHOIIEHUH IOIb3a~PUCK JICKApCTBEHHOT'O
Ipenapara

OCHOBHBIE CBEJCHUS
ToproBoe Ha3BaHUE
MHH (umu o01ee Ha3BaHUE) ACWCTBYIOMIETO BEIIECTBA
®dapmako-TepaneBTuyeckas rpymmna (ATX-kom)
JlekapcrBenHas Gopma(bl) U KOHIIEHTpaUs(1)
IIpousBoanTens/ [lepskaTenb perncTpanuoHHOTO yI0CTOBEPCHHUS
Homep peructpaiiioHHOTo yJOCTOBEPEHUS
HasBanue n agpec 3asBUTENS Ha MOTyYEHHE PETUCTPAIIOHHOTO YIOCTOBEPEHNUS
JlexapcTBeHHBIH Mpenapat cpaBHEHUS (€CIH €CTh)
MexyHapoHas 1aTa POSKACHHS
Jlata mepBoii peructpanuu B Pecryonuke Kazaxcran
®.1.0. (mpn HanM4MM) SKcIepTa

O1eHKa COOTHOIIECHHUS MOJIB3EI U pucka

I. MaCTep (baﬁna CUCTCEMBI (bapMaKOHa,Z[?)Opa
dopmMar u cofepxraHue
YnonHOMOYEHHOE JHIIo 32 (papMakoHa30p Ha Teppuropun PK

AHaim3 BBIITOJHEHUS 00s3aTeNbCTB MO (hapMaKOHAA30py B TOM, YTO cHcTeMa (hapMaKOHAI30pa BHEAPECHA
COTJIaCHO TPeOOBAHMSIM 3aKOHOATENILCTBA M HaUI)KAIIEH MPaKTHKH (hapMaKoHaI30pa

3aKIII0uYeHNE U BHIBOIBI



2. Ilepuonuueckuii 06HOBIsIEMBIH oTueT 1o Oe3onacHocTu (IIOOB)

®dopmar u conepkaHue

Anann3 napopmanmu 1o OezomacHoctr JIC (mamubBIX 0 TP, OD JIC, momydeHHBIX W3 BCEX IOCTYITHBIX
JIETUTHMHBIX HCTOYHUKOB)

OO0OHapyKCHUE CHTHAJIOB U MX OICHKA
3aKIroueHNE U ACHCTBUS

3. [nan ynpaBnenus puckamu (ITYP)
dopmMar u copepxraHue
0O0630pHast nH(popMaLus 110 JIEKapCTBEHHOMY TperapaTy
WneHTndukanms BaXXHBIX PUCKOB H OTCYTCTBYIOMIECH HHpOpMAIHN
AxTtuBHOcTH 10 ®H
AXTHUBHOCTH 110 MUHUMU3ALIUU PUCKOB
Orenka 3 (HEeKTUBHOCTH MEPOIPHUATHI 110 MUHIMU3ALHUU PUCKOB
3aKiIoueHue u BBIBO/JIbI

4. Onenka oOHOBIEeHHOW MHPOpManmii o 6e3omacHocTH JIC B peryisiTOpHBIX

opraax Jpyrux CTpaH M W HayyHO-MeauImHCKOW muteparypbl JIC (caifThi
perynstopubix crpad ICH u CHI', HayuHoii npeccel, myonukanuii BO3)

AHanm3 KkayecTBa HaliJleHHOH HH(pOpMaIn

3aKI0YeHUE U BBIBO/JIbI

5. MoHutopuHr 6€30MacHOCTH MpenaparoB o nporpamme pdls 1 Ha mopTane
ndda.kz

Hannune cooO1ieHnii, KOJIMYECTBO
Cepbe3HOCTh
Oxcno3urus (u3 [10B, TTYP)

3aKIII0uYeHNE U BHIBOIBI

6. OueHka MHCTPYKIMUA MO MEIAUIMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO

cpeacTBa B cpaBHeHUU ¢ SPC opuruHaibHOTO Mpemnapara
CDOpMaT " COACPIKaHUEC
Cootserctaue SPC
3aKII0YeHNe U BHIBOJIBI

7. 3akyIro4eHus dKcnepTa

CooTHollIeHHE T0JIb3a/PUCK COXPaHSIETCsl OJIArOMPUATHBIM U HET HEOOXOJIMMOCTH B
PEKOMEHIAIUU PETYISATOPHBIX MEP.

CooTHollleHHE TOJIb3a/PUCK COXpaHseTCs OJaronpusTHBIM, HO PEKOMEHAYETCS
BHECEHWE M3MEHEHUN B MHCTPYKIHUIO MO MEIUIUHCKOMY npuMeHenuto JIC wunum
BHEJIPCHHUS IUUJIaHA YNPAaBJICHUS PHUCKAMHU C LEJbI0 YIPABJIEHUS PUCKAMH M HX
MUHUMM3ALIY.

CooTHoIIIeHHE TOJIb3a/PUCK COXpaHAETCS OJarompUsITHBIM, HO PEKOMEHAYETCS
IIPOBEICHUE MOCTPETUCTPALMOHHBIX MCCIIEIOBAHUIN OE30MAaCHOCTH C IIEJIbI0 OLIEHKHU



HOBBIX JJaHHBIX, BIUSIOLIMX Ha COOTHOILIEHHE MOJib3a/puck. [loap3a He MpeBbIIIaeT
PUCKH, PEKOMEHJyeTCS MPUOCTAHOBUTH WM OTO3BaTh PErUCTPALMOHHOE
YIOCTOBEPEHHE JIEKAPCTBEHHOI'O CPEJCTBA.

Dxcnepr

[Tonnuce ®.1N.0. (npu HANUUYUH)

PykoBogurens Llentpa
u MouutTopunra [/l JICu MU Tloanuce @®.1.0. (mpu HATUYKH)

[Tpunoxenune 12
k [IpaBunam mpoBeacHUs
(hapMakoHaI30pa I MOHUTOPHHTA
0€30IaCHOCTH, Ka4eCTBa 1
3¢ HEeKTHBHOCTH MEAUIIMHCKHIX
17631 (S105051

®opma

H3Bemenue 0 HeOIaronpUSTHOM COOBITHY (MHIIMIEHTE), CBA3AHHOM C
MIPHMEHEHHEM MEIUIIMHCKOTO M3AEHIA

1) nammeHoBaHHMe duna (CyObekTa OOpaIIeHWS METUIIMHCKUX HW3IEIHi),
HAaIPaBIISIONIETO U3BEIICHNE

1. 2) ®.11.0. (npu HanW4YKMK) JHULA HATPABIISIOIIETO U3BEICHNE
3) aapec
4) KOHTaKTHBIH TenedoH, pakc

1) ©.1.0. (mpu HaIMYUHN) TOCTPAIABIIETO

2) o MYX.

JKEH.
3) Bo3pact
4) nuarHo3 nepe;] HaCTyIJICHUEM HEeOIaromprusaTHOTO COOBITHS (MHIIM/ICHTA)

5) cocTosiHUE TIepe] HACTYTUIEHHEM HeOJIaronpusaTHOTO COOBITHS (MHIIMICHTA)

E

MEPBOHAYAJIBHOC

HOCIEAyIoIIEe
KOMOMHUPOBAaHHOE (
NepBOHAaYaIbHOE u
3aKITFOYMTEIIEHOE)

[

3aKJIIOYUTEIBbHOC

3. Bun coobuieHus

1) HaMMEeHOBaHNE MEJUIIMHCKOTO U3EIHs
2) Mozenb
3) cepuiiHbIi HOMEp

4) HOMEp MapTHH WIIH CEPUH



10

11

5) HOMep PEeruCTPANMOHHOTO yIOCTOBEPEHHUS
1 — MegUIHUHCKHE U3IETHS C
HU3KOM CTEMEHbIO pUCKa

E

2a — MCECOUITMHCKHUEC U3OCIINA
CO CpEIHEH CTEIIEHBIO PUCKA

6) KI1acc pUCKa U3Jeins |
20 — MEIUIIMHCKNE U3ACIus

C TIOBBIIIEHHOHM CTENEeHbIO
pucka

3- MCIUIMWMHCKHUE U3JICIINA C
BBICOKOH CTEIICHBIO pUCKa

1) HaMeHOBaHUE IPOU3BOAUTEIS

2) appec (Ipu HATHIUH WHPOPMAIIHN)

1) HauMeHOBaHKe TOCTaBIIMKa (IPU HATUYUH HH(pOpMAIINH)
2) KOHTaKTHI (anpec, TenedoH)

JlaTta IpoOM3BOACTBA MEAUIIUHCKOTO H3ACHs (JIeHB/MECSI/TO)

Jara OKOHYaHHS CpoKa TOAHOCTH (JeHb/MecsAl/ron) (MpU HAIUYUH
nHpOPMAIIHN)

Jlata oKOHYaHUsI FApaHTHHHOTO CPOKA U CPOKA IKCILTyaTalliH, YCTAHOBIEHHOTO
MIPOM3BOAUTENEM (JIeHb/Mecsy/To) (IpH HaTMYKK HHGHOPMALIIH)

Jarta mposiBJICHUS CEPbe3HBIX W (WIIH) HENMpPEIBUACHHBIX MTOOOYHBIX PEaKIHi,
MOOOYHBIX SIBIICHHH, HEOCTATKOB, HEUCTIPABHOCTEH WIIM HECOOTBETCTBHH (I€HB
/Mecs/ron)

Kateropus HeOIaronpusaTHOro coObITHS (MHIMICHTA), CBI3aHHOTO C IPHMEHEHUEM MEIMUIIMHCKOTO U3IeHs (
BEIOpATh HYKHOE):

E

cepbe3Hoe U (WITH) HEeMpeIBUICHHOE HeOIaronpusaTHOe COOBITHE (MHIU/CHT), HE YKa3aHHOE B HHCTPYKITUH 110
MPUMEHEHHIO HITH PYKOBOJICTBE T10 SKCILTYaTAlUH MEIUIIMHCKOTO U3/ICIIHS

[

He6J’IaFOHpI/I$ITHOC CcoOBITHE (I/IH]_[I/I,I[GHT) Ipyu IPUMCHCHUHU MCIUITUHCKOT'O U3ACTIUA

[

0COOCHHOCTH B3aMMOACHCTBHSI MEAUIIMHCKUX M3ACIIHA MEXKIY COOOH

E

HCHaAAJICKAIECC Ka4CCTBO MCAUIIMHCKOT'O U31CTTUA

E

06CTOHT€HBCTB3, COo3aaronue yrposy KH3HU U 3J0POBbBIO HACCJICHUA U MCEAULUHCKUX pa60THI/IKOB npu
MPUMCHCHUU U OKCIITTyaTalluu MCAUITMHCKUX I/I3,Z[€J'H/H>i

[

WHBIE CITyYarn HeOIarompusITHOTO COOBITHS (MHIMICHTA)

Omnucanue HeOIAroMPUATHOTO COOBITHS (MHIIUICHTA)

MEPBUYHOE HCIIOJIb30BAHHUE
MOBTOPHOE TIPUMCHEHHE
0JTHOPa30BOT0 U3EIIHs

E



13
I[aHHI)Ie O IPUMCHEHWU U3CIIUA MEAUTUHCKOI'O U3ICJIUA

14
IIpuunHeHHBI Bpen

15 IlpuHATHIE MONB30BATENEM WM MEAULMHCKOM OpraHu3aluedl Mephl MO
YCTpaHEHUIO HEOIArOMPHUATHOTO COOBITHS (MHIIMICHTA)

Ucxon

MOBTOPHOE TIPUMEHEHHE
U3JeNnusl Ui TIOBTOPHOTO
MIPUMEHCHUS

10CJIe TIOBTOPHOTO cepBHUca/
BOCCTaHOBJIEHHOE

Ipyroe

mpo0OJiemMa BEIIBUIIACH TIEPET
UCTIONIb30BaHUEM

CMEpTh

yrpo’kamooIiee O KH3HH
MOpaXECHHUE

HEYCTpaHUMBIA  Bpen
3/I0POBBIO

TpeOyeTcsl BMEIaTeIbCTBO
HE00XO0OUMOCTH
TOCTINTAIIM3ALUH
HapyIIeHHe AeeCoCOOHOCTH
HapylIeHne IUIoja, CMEPTh
wIoaa

nHoe (yKazaTh)

E

OTCYTCTBYET

E

CMepTh

L]
yTpaTa TPYA0CIOCOOHOCTH

BBI3BIOPOBJICHUEC C
OoCJICACTBUAMUA

CcOoCTOsIHUE 0€e3 U3MEHEHHU I

Ed

YIyYLICHHE COCTOSHUS
BBI3JIOpOBIIcHUE  Oe3
HOCIEICTBUH

Ed

HE MPUMCHUMO

Ed

HEU3BCCTHO

Ed

nHoe (yKa3aTb)



17
IIpumeuanue

HpI/IJ'IO)KeHI/ICI KOIIMU AJOKYMCHTOB, CBHUJCTCILCTBYIOIIUX O HC6J’IaFOHpI/I${THOM

cOOBITHH (MHIIMJICHTE), HAa 1. B | ax3emruispe.
Juno, HamnmpaBIsOMIEe U3BECIICHHUE:
(IOJIKHOCTB) (moamnuce) ®.1.0. (npu HATUYUM)
M . I1 :
" " 20 T.

ITpunoxenue 13
k [IpaBunam nmposeneHus
(hapMakoHa30pa 1 MOHUTOPHHTA
0e30MacHOCTH, KauecTBa U
3} PEKTUBHOCTH MEIUITTHCKIX
331 (12078

tdhopma

Otuger 0 HeOIaronpuATHOM COOBITHH (MHITUACHTE) IPH IPAMECHCHAH
METUIMHCKOTO W3eIIVs

1. AnMuHUCTpaTHBHAS HH()OpMAITHS

locymapcTBeHHBIN opran <1>, <2>, <3> MecTto niii OTMETKH TOCYIapCTBEHHOTO

opramsua

<I>, <2>, <3> .
AJIpec TOCYAPCTBCHHOrO opraa <1, <2>, <3 (BXops1ast aara, perucTpalMoHHbBIH HOMEp)

Tun otuera <1>, <2>, <3>:

IlepBoHauanbHbII OTUET
ITocnenyromuii oTueT
3aKITIOYATENBHBIA OTYET

Jlata oTuera <1>, <2>, <3>

PerucrpanunoHHbIil HOMEp HEOIATONPUATHOTO COOBITHS (MHIMICHTA) (TIPHCBaUBACTCSI MPOU3BOAMUTENEM) <>, <2
> <3>

PerucrpaiinoHHbIii HOMEp HEOIArONPHUIATHOTO COOBITHS (MHITMICHTA) (IPUCBAUBACTCS SKCIICPTHON OpraHu3aiuei
) <2>,<3>

[Ipencrapnser HeOIATONPHUATHOE COOBITHE (MHIIMICHT) CEPHE3HYIO YTPO3y OOIMIECTBEHHOMY 30pPOBBI0? <]>, <2>
<3>

i

Ja
Her
Knaccudukarus uaimaenta <1>, <2>, <3>:

CwMmepTh



HenpensuneHHoe cepbe3HOE YXYALICHUE COCTOSHUS 310POBBs

[pyrue xpurepun

2. JlaHHBIE O JIMIIE, TTOAAIOLIEM OTYET

Craryc nuna, moJaromniero oTder <1>, <2>, <3>:

IIpousBoautens

YI10JIHOMOYEHHBIN TPEICTAaBUTEND

3. JlaHHbBIE O IPOU3BOIUTEIE
HaumenoBanue npousBoaurens <1>, <2>, <3>
damuns, UMs1, 0TIECTBO (TIPU HATMYWHN) KOHTAKTHOTO Jinna <1>, <2> <3>

Anpec <1>, <2>, <3>

Hupekc <1>, <2>, <3> Topon <1>, <2>, <3>
Tenedon <1>, <2>, <3> dakc (mpu Hanmmuum) <1>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

4. Ta"HBIE YTIOJIHOMOYEHHOT'O TIpeACTaBUTENS (IIPH HAJTUYUH)
HaumMenoBanue ynolHOMOYEHHOIO peCTaBUTeNs <1>, <2>, <3>
damunust, UMs1, 0TYECTBO (TIPU HATMYUHU) KOHTAKTHOTO Jinna <1>, <2> <3>

Anpec <1>, <2>, <3>

Hnpexc <1>, <2>, <3> Topox <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®akc (mpu Hanmmuum) <1>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

5. JlanHbIE 0 MEIUIIMHCKOM H3ACITUU

Kiacc moreHnnaibHOro pHucKka IpUMEHESHUS MEIUIIMHCKOI'0 U3/ICIH <I>, <2>,<3>:

26

2a

Kox BHIa MEIMIMHCKOTO W3AEiIHS B COOTBETCTBMHM ¢ HOMEHKIATypoil MeIuIMHCKUX u3nenuil PecnyOnuku
Kazaxcran <2>, <3>

YuukaneHei ko Menunuackoro m3nenus (Unique device identifier (UDI) (mpu mammaumn) <2>, <3>
HaumMeHoBaHHMe MEIUITMHCKOTO H3aeausd <1>, <2> <3>
Monens (ecau MpUMEHNMO) <2>, <3> KaranoxHas1if HoMep (ecu MpUMEHNMO) <2>, <3>

CepuiiHblif HOMep (eciu IPUMEHUMO) <2>, <3> Howmep maptuu (cepun) (eciu npuMeHuMo) <2>, <3>



Bepcus nporpaMmHoro obecrieueHus (€ciiu MpUMEHNMO) <2>, <3>

JlaTta oKOHYaHUS CpOKa TOJHOCTH (€CTU MPUMEHUMO) <2>, <

[ara BeImycka <2>, <3> -

Jlata uMmrianTanuy (TOJIBKO JUIS UMITJIAHTATOB) <2

S 3> Jara skcranTanuy (TONbKO A1 UMIUIAHTaToOB) <2>, <3>
)

I[J'II/ITCJ'[I)HOCTB HUMILIaHTAaluHu (3al'IOJ'IH$[eTC$[ B ClIy4aec, €CJIM U3BCCTHA TOYHAA JaTa MMIUIAHTAIlUM WJIM Haydaja
9KCIUTyaTaum) <2>, <3>
[TpuHanIeXHOCTH ¥ (MITH) COBMECTHO HCIIONB3yEMbIe MEAUIIMHCKIE U3/eNus (€CIIH MPUMEHUMO) <2>, <3>

Homep perucTpamioHHOTO YIOCTOBEpeHHS B 1 OCyZapCTBEHHOM peecTpe JIEKApCTBEHHBIX CPEACTB U
MEIULUHCKUX U3AeauH (Ipu Hanuuum) <2>, <3>

6. JlaHHBIC 0 HEOIATONIPUATHOM COOBITHH (MHIIUICHTE)

[ara, koria mpou301uI0 HeOIaronpusTHOE COObITHE (MHIUIEHT) <2>, <3>

Onwucanne HeOIArONPUATHOTO COOBITHS (MHIIMICHTA) <]>, <2> <3>

Howmep oTuera MeIUIIMHCKON OpTaHNU3aIMK-I0Ib30BaTeNs (€CIH MPUMEHNUMO) <2>, <3>

[lara, koraa mpon3BOJUTEIb TTOTYYHI HHPOPMAIHIO O HEOIAronpusiTHOM COOBITHH (MHIMIeHTE) <1>, <2> <3>

KonnyecTBo BOBIIEYCHHBIX MalMeHTOB (eciau KoaMuecTBO BOBJICUCHHBIX MEAUIMHCKUAX H3JCIHi (eciu
M3BECTHO) <2>, <3> HU3BECTHO) <2>, <3>

MecTo HaxX0XICHUS MEIUIIMHCKOTO U3JICITUS B TAHHBI MOMEHT (€CJIM U3BECTHO) <1>, <2> <3>

KTo ncronp3oBan METUITITHCKOE H3/I€THE B MOMEHT HEOIArONPUSTHOTO COOBITHA (MHIKICHTA) (BRIOPATh OJHO) <
2>, <3>:

MenunuHcKuil mepcoHan

ITamment

Hpyroe

Hcnonp30BaHue MEIUIIMHCKOTO U3JIeTUs (BBIOPATh OJJHO) <2>, <3>:

NEPBUYIHOC IIPUMCHCHUC

TIOBTOPHOC MPUMEHEHUE MEJUITMHCKOT'O U3ACINSA OJHOKPATHOI'O MTPUMEHECHU S

IMMOBTOPHOC MPUMEHCHUC MEJUIITUHCKOT'O U3JACIINS MHOTOKPATHOT'O ITIPUMEHCHUS

MCIUIIMHCKOC U3ACTIUC ITOCTIC TEXHUYCCKOI'O 06CJ'Iy)KI/IBaHI/IH WK pEMOHTA

apyroe

npoGiiemMa Obl1a BBISBIICHA JI0 TIPUMEHEHUS

7. JlaHHBIC O TIAITUEHTE

Onucanne mpoOIeMbl HanueHTa <2>, <3>



Kon v TepMuH npoOiieMbl MalyeHTa B CBsI3M C HEONAaronpusITHBIM COOBITHEM (MHLUIAEHTOM) B COOTBETCTBHUH C
MexmyHapoHOW cTaTHCTHYEeCKOl Kiaccudukanueid 6oie3Hel n mpolieM, CBSI3aHHBIX CO 310poBbeM, 10-ro
nepecmorpa (MKb-10) <3>

JleiicTBUS M TOMOIIb, OKa3aHHAs MEIUIIMHCKOW OpraHu3aIiel NanueHTy <2>, <3>

[Moxn (ecnm mpuMeHHMO) <2>, <3>: Myxckoit  XKenckuit

Bospact manmenTa (ecimu mpuMeHUMO) <2>, <3>:  Jer MeECSLEB JHen

Bec marnmenTa (xr) (eciau mpuMeHNMO) <2>, <3>

8. JlaHHBIE 0 METUIIMHCKOM OpraHu3anuy (€Ciiu IPUMEHUMO)

HaumenoBanue MequHCKOM opranuzanuu <1>, <2>, <3>

Damumust, UM, 0TYECTBO (IIPU HATMYMHN) KOHTAKTHOTO JIMIIa MEIUIIMHCKON opranu3auuy <2>, <3>

Anpec <1>, <2>, <3>

Hnpexc <2>, <3> Topon <1>, <2>, <3>
Tenedon <2>, <3> dakc (mpu HaNMKM4KM) <2>, <3>
E-mail <2>, <3> Crpana <1>, <2>, <3>

9. IlpenBaputenbHOE 3aKIIIOYEHHE TIPOU3BOIUTEINS (IS TIEPBOHAYAIBHOTO/TIOCIIEAYIONIETO OTIETA)
[IpenBapuTenbHbIN aHATU3, IPOBEIEHHBINA MPOU3BOAUTENEM <]>, <2>

Tun HeOmaronpusTHOro coObITHs (MHIUAEHTa) (Koa U TepMuH ypoBHs 1 - ISO/TS 19218-1) <2>, <3>
Tun HeOmaronpusTHOro coObITHS (MHIMACHTA) (KO 1 TepMuH ypoBHS 2 - ISO/TS 19218-1) <2>, <3>
HavanbHbIe KOpPEKTUPYIOIIHE IEHCTBUS, BHITOJHEHHBIE TPOU3BOAUTENEM <1>, <2>
IIpennonaraemas nata ciaenyrolero oTuera <1>, <2>

10. Pe3ynpTaThl 3aKIIOUATENIHHOTO PACCICIOBAHIS IPOU3BOANUTEIS (I 3aKIIOYUTEIHHOTO OTYETA)
PesynbraTel aHanu3a, NpoBeICHHOTO POU3BOAUTENIEM <3>

OreHKa HEOMATOMPHUATHOTO COOBITHS (MHITMIEHTA) (Koa U TepMuH ypoBHA | - ISO/TS 19218-2)
OreHka HeOIaronpusATHOrO cOOBITHS (MHIMIEHTa) (KOA ¥ TepMHH ypoBHS 2 - ISO/TS 19218-2)
Koppekrupyromme neiicTBus Mo 6€30mMacHOCTH Ha MecTax <3>

Cpoku peanu3anuy yKa3aHHBIX MEPONIPUATHIT <3>

3aKIIOYNTENbHBIE KOMMEHTAPHUH ITPOM3BOANTEIS

W3BecTHO M MPOHM3BOAUTENO O MOAOOHBIX HEOIATOMPHUATHBIX COOBITHAX (MHIMICHTaX) C TAKUM K€ THIIOM
MEIUITUHCKOTO U3ACIHsI C TOA00HO# e IIaBHOW NPUIHHON? <3>

Ha Her
Ecnu na, ykaxxuTe B KaKuX CTpaHax ¥ YKaKUTE HOMepa HeOIaronpusATHRIX COOBITHH (MHIIUIEHTOB)
KonudecTBo moto0HBIX HEOIArONMPUSITHBIX COOBITHI (MHITUICHTOB) <3>

MeauuHCKOe U3AemHe OBUIO pacTIpOCTPAaHEHO B CIEAYIOIINX TOCYJapCcTBax (MIpH HATMYIHN) <3>:

PecnyGnnka ApmeHus

Pecniy6onuka benapyce

Pecny6imka Kazaxcran



Keipreizckas Pecy6nuka
Poccuiickas denepanus

Hpyrue rocynapcrsa (yKa3aTb)

[Ipumeyanue:

<1> O06s3aTenbHOE MOJe AJIsl 3aM0THEHUS MPU NTEPBOHAYATILHOM OTYETE.
<2> O0s3aTenbHOE T0JIe JJIs 3aT0JTHEHUS TTPU TOCTEAYIOIIEM OTYETe.
<3> O0s13aTeNbHOE MMOJIe JJIsI 3aM0THEHUS MPU 3aKIIIOYUTEIIHHOM OTUETe.

JIaHHBIN OTYET HE ABJISETCS MPU3HAHUEM OTBETCTBEHHOCTU MPOU3BOAUTENS WIH
€ro yIoJIHOMOUYEHHOTO MPECTaBUTENS 3a MPOU3O0IIe/IIIee HeOIaronpusITHOE COObITHE
(MHUMAEHT) M €ro MOCJIEICTBUSA, COAEPXKAIIUECS B HEM CBEICHHUS MOTYT OBITh
HETOJIHBIMU U HETOUHBIMHU. JIaHHBIN OTUET TAK)KE HE SIBJISAECTCS IPU3HAHUEM TOTO, YTO
MEIUIIMHCKOE H3JieNne, WHPOpMals O KOTOPOM MPHUBEACHA B OTUETE, SBISIOCH
nedEKTHBIM U YTO MEIUITMHCKOE U3JIeINe TPUBEIIO K

MpenoaracMomMy yXyaImIeHUI0 COCTOSHUSI 3I0POBbSl MJIM CMEPTH YeJIOBEKa WU
CIIOCOOCTBOBAJIO 3TOMY.

[ToaTBepkat0, 4TO MO BCEM MMEIONIMMCS Y MEHS CBEICHHSIM IpeACTaBICHHAs
uH(popMalys BEpHa.

(TOMXKHOCTH) (moAmucs) ®.N.0. (npu HaIUYUN)
" 20 1.

[punoxenne 14
k [IpaBunam npoBeneHus
(hapMakoHaI30pa ¥ MOHUTOPHHTA
0e30I1acHOCTH, KauecTBa U
3G GEKTUBHOCTH METUITTHCKIX
u3aeauit

¢dopma

OTueT 0 KOPPEKTHPYIOMHUX JCHCTBHAX 10 0€30IMaCHOCTH MEIUIIMHCKOT'O
HA3OCIIASL

1. AnMuHUCTpaTHUBHAS HH(OPMAIHS
HanmenoBaHne rocyiapcTBeHHOTO oprana <1>, MecTto i OTMETKHM TOCYyAapCTBEHHOTO oOpraHa (naTa,
<2>, <3> PETUCTPAIIMOHHBIA HOMED)
Tum otuera <1>, <2>, <3>:

IlepBoHauanbHBINA OTUET

ITocnenyromuii oTuer



3aKIIFOYNTENBLHBIN OTUET

Jlara oTuera <1>, <2>, <3>

PerucrpannoHHbIif HOMEp 0TYETa O KOPPEKTUPYIOMHNX ACHCTBISX (TIPUCBAMBACTCS MPOU3BOAUTETIEM) <1>, <2>,
<3>

PerucrpannoHHbIil HOMEp 0TYETa O KOPPEKTHPYIOMINX JEHCTBHUAX (IPUCBaNBACTCS TOCYIAPCTBEHHBIM OPTaHOM)
<2>, <3>

PerucrpanioHHslii HOMEp HEONArONPHUATHOTO COOBITHS (MHUIMICHTA) (TPHUCBAUBACTCS TOCYAApCTBEHHBIM
oprasom) <2>, <3>

HanmveHnoBaHME KOOPIMHUPYIOMIETO TOCYIapCTBEHHOTO OpraHa (eciy MPUMEHUMO)
2. JlaHHBIE O JIHIIE, ITOJAIOIIEM OTYET

Craryc nuua, nofaronero oTder <1>, <2>, <3>:

IIpousBonurens

YII0JIHOMOYEHHBIN IIPEICTaBUTEID

3. JlaHHBIE O IPOU3BOJUTENE
HammenoBanne npomsBoguremst <1>, <2>, <3>
damunust, UM, 0T4ECTBO (TP HAJTMYMK) KOHTAKTHOTO Jinna <1>, <2>, <3>

A;{pec <1>, <2>, <3>

HNupekc <1>, <2>, <3> Topopg <1>, <2>, <3>
Temedon <1>, <2> <3> ®dakc (mpu HamHUum) <1>, <2> <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

4. JlaHHbIE YIIOTHOMOYEHHOTO TIPEICTaBUTENS (TIPH HAJTHIHN)
HammeHoBaHre yIIOTHOMOYEHHOTO MPENCTaBUTENA <1>, <2> <3>
damunust, UM, 0T4eCTBO (TIPH HAJTMYMK) KOHTAKTHOTO Jinna <1>, <2>, <3>

Anpec <1>, <2>, <3>

HNupekc <1>, <2>, <3> T'opon <1>, <2>, <3>
Temedon <1>, <2> <3> dakc (mpu HaTHUum) <1>, <2> <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

5. JlaHHBIE O METUIIMTHCKOM H3JICITUN

Kracc moTeHImanbHOro prucka MpUMEHEHHS METUITMHCKOTO M3enus <1>, <2>, <3>:

20

2a



Kox BHa MeOMIIMHCKOTO HW3/ETHS B COOTBETCTBHHM ¢ HOMEHKIATYypoil MEAMIMHCKUX u3nenuid PecmyOmuku
Kazaxcran <2>, <3>

VYuukaneHbiid ko Meauipackoro u3aenus (Unique device identifier (UDI) (pu Hammuum) <2>, <3>
HaumMeHoBaHMEe MEIUITMHCKOTO H3aeausd <1>, <2>, <3>

Mogens <2>, <3> (ecmu IPAMEHUMO) Karanoxxusiii HoOMep (ecu MpUMEHNMO) <2>, <3>

Cepuiinblii HOMep (eciu NpUMeHUMO) <2>, <3> Homep naptuu (cepun) (€ciu MPUMEHNMO) <2>, <3>

Bepcus nporpamMuoro obecrieueHus (€cau MPUMEHNUMO) <2>, <3>

[ata BeImycka <2>, <3> JlaTa OKOHYaHUS CPOKa TOAHOCTH (€CIIH MPUMEHUMO) <2>, <3>
[IpunayiexxHocTH U (MITM) COBMECTHO MCIOJIB3yEMbIe MEANIIMHCKUE N3CTHS (€CII TPUMEHNMO) <2>, <3>

Homep perucTpamioHHOTO YIOCTOBEpeHHS B 1 OCyZapCTBEHHOM peecTpe JIEKApCTBEHHBIX CPEACTB U
MEIULUHCKUX U3Aenui (Ipu Hanuuum) <2>, <3>

6. JlaHHBIE O KOPPEKTHUPYIOIINX IEHCTBHSX IO OE30ITaCHOCTH MEANIIMHCKOTO M3/1EIUS
OOuire cBeeH!s U MPUYHHA KOPPEKTUPYIONINX AeHCTBUH <1>, <2>, <3>

Onwncanne 1 000CHOBaHUE KOPPEKTHPYIOMNX ASHCTBUH <1>, <2>, <3>
PexoMmenganuu 11 moyib3oBaTeneit <1>, <2>, <3>

MeponpusTus U CpOKH peanu3alui KOPPEeKTUPYIOIUX JeHcTBuil <2>, <3>

[Tpunoxenne x otaery <1>, <2> <3>:

VYBenomiieHne Mo 6e30MacHOCTH MEAUIMHCKOTO M3JENus Ha
PYCCKOM SI3bIKE

Apyroe
MenuiHcKoe u3enre ObUT0 PaclipoCTPaHEHO B CIEAYIONINX TOCYAapCTBax <>, <2>, <3>:
PecryOnrka ApmeHust
Pecniy6ninka benapycs
Pecny6iinka Kazaxcran
Keipreizckas Pecny0mmka
Poccuiickas denepanus
Hpyrue rocynapcrtsa (yKa3aTb)

7. KomMeHnTapuu
IIpumeyanue:
<1> O6s3arenbHOE TOJIE JJIs 3aNI0JHEHHUS [TPU TIEPBOHAYATILHOM OTYETE.
<2> O0s13aTeNbHOE MOJIe JJIs1 3aM0THEHUS MPU MOCTIEYIONEM OTYETE.
<3> O0s3aTenbHOE T0JIe [T 3aN0JTHEHUS NP 3aKIFOYUTEIIEHOM OTUYETE.



JlaHHBIN OTYET HEe SABISAETCS MPU3HAHUEM OTBETCTBEHHOCTH IMPOU3BOJUTEINS WIIH
€r0 YIOJHOMOUYEHHOTO MPEACTaBUTENS 32 MPOU30IIe/liee HeOIaronpusaTHoe COObITHE
(MHIUJIGHT) W ero TOCJEACTBHS, COJEpkKalluecs B HEM CBEJCHUS MOTYT OBIThH
HETIOJIHBIMU U HETOYHBIMH. JIaHHBIN OTYET TaKk)Ke HE SABJISACTCS MPU3HAHUEM TOTO, YTO
MEIUIIMHCKOE H37enne, WHPopMamus 0 KOTOPOM MpHUBEJEHA B OTYETE, SBISIOCH
JIe(PEKTHBIM U YTO MEIUIIMHCKOE M3/EIUE TPUBETIO K

MIPEANOoIaracMoMy YXYAIICHHIO COCTOSHUS 3/I0POBbS WM CMEPTH YEJIOBEKa WIIN
CIIOCOOCTBOBAJIO ATOMY.

[ToaTBEepkMar0, 9TO MO BCEM MMEIOIIUMCS Y MEHS CBEICHHSAM IPEACTaBICHHAS
uH(bOopMaIys BEpHA.

(TOJKHOCTBD) (MOATHUCH) ®.N.0. (mpu HaIUYHUM)
" " 20 T.

IIpunoxenue 15
k IIpaBunam nmposeneHust
(hapMakoHa30pa 1 MOHUTOPHHTA
0e30MacHOCTH, KauecTBa U
3} PEKTUBHOCTH MEIUITTHCKIX
331 (12078

tdhopma
VBCI[OMI[CHI’IC 1o 6e30IIacHOCTH MCAUITUHCKOI'O U31CIIA

Ne Jara:

Bun xoppexkTupymoluero AeicTBys:
IIpuocTtaHoBNEHHE NCTIONB30BAHUSI MEJUIIMHCKOTO N3NNI

3ameHa MEQUIIMHCKOTO M3ACIUA MPOU3ZBOAUTEIIEM HIIK €ro YHNOJIHOMOYECHHBIM
IpEACTAaBUTCIIEM

BO3BpaT MCIUIIMHCKOTO HU3ACIUA IMPOU3ZBOAUTCIIO WU €ro YHNOJHOMOYCHHOMY
npeaCTaBUTCIIIO

MonepHu3aIms MEIUIIMHCKOTO N3ISTTUS Ha MeCTe
VYHAUTOKEHHE METUILIMHCKOTO U3IETUS

W3menenue I/IHCprKHI/Iﬁ o MNMpUMCEHCHUIO WM PYKOBOACTBA IO OSKCILTyaTalluu
MCEIUIIMHCKOT'O U3ACIINA

OOHOBIIEHHE MTPOTPAMMHOTO 00eCTICUeHHS

Hpyroe



HanmeHoBaHHE MEAUIIMHCKOTO H3/CTHS:

BapuaHT HCHONHEHHS/MO/IEINb/CEPUITHBIIT HOMEP/KaTaI0KHBIH HOMep (TI0 TPHMEHUMOCTH):
Homep perucTpainroHHOTO YA0CTOBEPCHHUS:

Onwucanue nMpooIeMsl:

OmnucaHue eHCTBUA, BBIMOJTHICMBIC MOJI30BATENEM MEIHIIMHCKOTO H3ICIHS:

VYkazanue o HE0OXOAWMOCTH TepeJadd YBEAOMIICHHs JHIaM, KOTOPBIC M3BEUICHBI O IMpobieme U (Win)
BBITTOTHAIONINE KOPPEKTUPYIOIIHE ACHCTBUS:

VYka3anue o0 HEOOXOIUMOCTH MPEICTaBICHUS TPOU3BOAUTENIO (YHMOJIHOMOYEHHOMY IIPEICTaBUTEINIO
MIPOU3BOUTENS) CBEICHUN O MEAULIMHCKIX U3JENHUIX, HAIPABJICHHBIX B APYTUe OpPraHU3alluy, U Nepeaaud 3TUM
OpTraHU3aLMsIM YBEAOMIICHUS (IPU HATMYNH):

KonraktHas nHQOpMaIHs
Damumust, UM, 0TYECTBO (IIPU HATMYMN) JIMIIA, HAIIPABUBIIETO yBeIOMIIeHHE <]>, <2> <3>
Anpec <1>, <2>, <3>
Wupeke <1>, <2>,<3> Topox <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®daxc (npu HaMuuK) <1>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>
[TonTBep ka0, 4TO TOCYIapCTBEHHBIN OpraH MPOUH()OPMHUPOBAH O JAHHOU
HpO6J’IeMe 1 0 HACTOAMIEM YBECIOMIICHHUH I10 0€30IMaCHOCTH MEAUIIHHCKOTO U3ICIIHSL.

(TOMKXHOCTBH) (TOATIHCH) ®.N.0. (npu HAJIUYUU)
M . I1
" 20 1.

IIpunoxenue 16
k [IpaBunam npoBeneHus
(bapMakoHaJ30pa 1 MOHUTOPHUHTA
0€30I1aCHOCTH, KaYeCTBA 1
3¢ EKTUBHOCTH MEAUIITHCKUX
151631 () 15071

dhopma

OT4er 0 NOCTPErucCTpanOHHOM KIIMHNIECKOM MOHUTOPHHIE 0€30IIaCHOCTH H
3 (PEKTHBHOCTH MEAUIIMHCKOTO H3IETHA

1. AnmMuHUCTpaTHBHAS HH(DOpMAITHSL

l'ocynapcTBenHblii oprau MecTto st OTMETKHU rocyJ1apCTBEHHOTO opraHa

AJpec ToCyIapCTBEHHOTO OpTaHa (mata, perucTpaMOHHBIN HOMEP)



Twum otueTa:

[lepBoHauanbHBINA OTYET

ITocnenyromuii oTuer

3aKIIIOYATENLHBIN OTUET

Jlara oTuera

PerucrparmonHsiit HOMep oT4eTa (IpUCBauBaeTCs MPOU3BOJUTEICM)
PerucrpannonHslii HOMep oTueTa (IPHUCBaNBACTCS TOCYJaPCTBEHHBIM OPTaHOM)
2. JlaHHBIE O JIUIIE, TOJAIOLIEM OTYET

CTaTyc JMga, moJaromero OT4YeT:

[IpousBonurens

VYI10JIHOMOYEHHBIN IPEICTaBUTEID

3. JlaHHBIE O IPOU3BOJUTENE
HanmeHoBaHMe TPOM3BOIUTENS

CDaMI/IJ'II/ISI, nmMs, OT4CCTBO (HpI/I HaJ'II/ILII/II/I) KOHTAKTHOTO JIMIIa

Anpec

WNnnexc T'opon

Tenedon dakc (pu HATMYNH)
E-mail Crpana

4. JlaHHBIE YITOJTHOMOUYEHHOTO TIPEJICTaBUTENS (TIPH HAJTHYHN)
HanmeHoBaHME yIIOTHOMOYEHHOTO IPEACTABUTEIIS

(DaMI/IJ'II/IH, nms, OT4CCTBO (HpI/I HaJ'II/ILII/[I/I) KOHTAKTHOT'O JIMIIa

Anpec

WNnnexc T'opon

Tenedon daxc (TIpy HATIIIUH )
E-mail Crtpana

5. JlaHHBIE O METUIIMTHCKOM H3JICITUN

Knacc nmorenmuanbHOr0O pucCKa MPUMEHEHUS MEOAUITMHCKOT'O U3ACIINA:

3, HEUMIUTAHTUPYEMOE

3, IMIUTAaHTHpyEMOE

20, IMIDTAaHTUPYEeMOe

Kox Bua MeOMIMHCKOTO M3/€THs B COOTBETCTBMM ¢ HomeHkmaTypoil MeaMuUMHCKUX u3fenuil PecmyOnuku
Kazaxcran



HauMeHoBaHK€e MEIUIIMHCKOTO U3HEIUS
BapuanTs! ncnonaeHus (MOIuGUKAINH) METUIIMHCKOTO U3IEINS
6. [lepeueHs uneHTH(GUITUPOBAHHBIX OCTATOYHBIX PUCKOB, CBA3aHHBIX C METUIIMHCKUAM H3JICIHEM

7. lenn n 3amadu MOCTPETUCTPALIMOHHOTO KJIMHHUYECKOTO MOHHUTOPHHIA 0€30MacHOCTH M 3((EKTHBHOCTH
MEIUIMHCKOTO U3EIH

8. Cxema MOCTPErUCTPaiuOHHOTO KIMHUYCCKOI'0O MOHUTOPUHIA 0€30I1aCHOCTH U 3(1)(1)6KTI/IBHOCTI/I MCIUIIUHCKOT'O
n3acimsa

9. Knnanyeckue gaHHbIEe, TOTyYEeHHBIE 32 OTYETHBIA MEPHOT
10. OneHka KJIMHUYECKUX TaHHBIX, TOJYYEHHBIX 332 OTYETHBIN MEpUO]T

11. OueHka Bcex KIMHHYECKUX MAHHBIX, MOJYYCHHBIX B TMEPHOJ MOCTPETHCTPAMOHHOTO KIMHUYECKOTO
MOHHUTOPHHTA 0€30MacHOCTH U 3P (HEKTUBHOCTH MEIUITMHCKOTO U3/EIUS

12. 3aknroueHne O HE0OXOAMMOCTH (OTCYTCTBHM HEOOXOIMMOCTH) KOPPEKTHPOBKHM IUIaHA
MOCTPETUCTPALIOHHOTO KIIMHIMYECKOTO MOHUTOPHHTA 0€301acHOCTH B 3P PEeKTHBHOCTH MEANIIMHCKOTO H3/IEITHS

13. 3axirodeHre 0 He0OXOAUMOCTH (OTCYTCTBHUU HEOOXOIMMOCTH) BBITOJIHEHUS KOPPEKTHPYIOMINX ACHCTBHH 11O
0€3011acCHOCTH MEMIIUHCKOTO U3/IENNs

14. Ormmcanne KOPPEKTUPYIOMIHX eHCTBHHN 10 0€30IaCHOCTH MEIUIIMHCKOTO U3IENHUs (TIPH HAIAIHH)
15. 3akmroueHre (000CHOBAHHUE) O KIMHUYECKON 0€30MacHOCTH U d(PPEKTUBHOCTH MEIUIIHHCKOTO H3ICITHS

16. 3akmroueHHEe 0 HEOOXOAMMOCTH (OTCYTCTBHH HEOOXOTUMOCTH) MPOJICHUS IHKIA TOCTPErHCTPALIMOHHOTO
KJIMHUYECKOTO MOHHUTOPHHIA 0€30MacHOCTH U 3()()EKTUBHOCTH MEIUIIUHCKOTO M3IEIUsl (IS 3aKIFOUUTEIEHOTO
oTUeTa)

17. KommeHnTapuu
[TonTBep:k a0, YTO MO BCEM MMEIOIIMMCS Y MEHSI CBEJCHUSIM MPECTaBICHHAs
uH(pOopMaIus BEpHa.

(TOJKHOCTBD) (moAmnuUcCH) ®.N.0. (npu HaIUYUM)
M . IT
n " 20 T.

© 2012. PT'TI na I[TXB «MHCTUTYT 3aKOHOAATENBCTBA U NTpaBoBoii nHMopMaruu Pecrrybnmkn Kazaxcramy»
Munucrepcra roctuinu Pecniyonuku Kazaxcran



