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O BHeceHnn n3MeHeHmi B [TpaBuia Hagrexamen KIIMHMIECKON MpakTuku EBpazuiickoro
3KOHOMHYECKOI'O COI03a

Pemienne Coeta EBpasuiickoii s3xoHOMHUUYEeCKOr koMmuccuu oT 1 aBrycra 2025 roga Ne 63.

B cooTtBercTtBUM co cratheid 6 CornameHus 0 €IMHBIX NMPUHIMIIAX W IpaBHIIaX
oOpalieHus JIEKapCTBEHHBIX CPEACTB B paMKkax EBpazuiickoro s5KOHOMHUYECKOTO COr03a OT 23
nexadps 2014 roga u nynkrom 83 npunoxenus Ne 1 k Permamenty pabotsl EBpazuiickoit
DKOHOMUYECKOM KOMMCCHUHU, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
SKOHOMHUYECKOTO coBeTa oT 23 nekadpsa 2014 r. Ne 98, Coset EBpa3uiickoil 3KOHOMHUYECKOU
KOMMCCHUY PEIMIMI:

l. Buectu B IlpaBuna Haiexamel KIMHUYECKONM NPAaKTHKU EBpa3zuiickoro
AKOHOMMYECKOT0 COI03a, yTBepkaeHHble Pemennem CoBeta EBpazuiickoil 5KOHOMUYECKOI
KoMuccuu ot 3 HosI0pst 2016 1. Ne 79, u3MeHeHHs COTJIaCHO MPUITIOKEHUIO.

2. Hacrosiee Penienue BecTymaeT B Ciily 1o ucreueHuun 180 KaneHIapHbIX THEW C AAThI
ero o(UIMaTBLHOTO OMyOJIUKOBAHUS.
Unens! CoBera EBpasuiickoit 5kOHOMIIECKOH KOMICCHH:

Ort Peciry6imaxu Ot Pecrry 6k Ot Pecmry6mixu Ort Keipraizckoit Ot Poccwuiickoii

Apmernus Benapycs Kazaxcran PecnyOmmxu ®denepamun

M. I'puropsia H. ITeTkeBra C. Xymanrapua JI. AMaHTeIBIMEB A. OBepayxk
I[TPUIJIOXKEHUE

k Pemennto Cosera
EBpa3zuiickoii 53KOHOMUYECKOH KOMUCCUH
ot | aBrycra 2025 r. Ne 63

HU3MEHEHWNS,
BHOcHMEIE B IIpaBuina Hajyiekamel KIIMHAIECKOM MpakTHKA EBpasmiicKoro 3KOHOMIU9IECKOTO
coI03a

1. ITpaBunia U3JIOKUTH B CIECAYIOIIEN PEIAKIIUN:

"VTBEPXXJEHbI
Pemenuem CoBeta
EBpa3uiickoil 5KOHOMHUYECKOH KOMHUCCHH
ot 3 HostOpst 2016 T. Ne 79
(B penakunu Pemenns CoBeta

EBpazuiickoil 5KOHOMHUYECKOW KOMUCCUU
ot | aBrycta 2025 r. Ne 63)

ITIPABUJIA
HayIekamed KIMHAIeCKOH nmpakTuku EBpazuiickoro SkOHOMHYECKOTr0 COI03a

1. O6mume monoxxeHus



Hacrosmue [IpaBuna npenctaBisitoT co00iM MEXTyHAPOAHBIA STUUECKUN W HAyIHBIN
CTaHJapT IUIAHUPOBAHUSA W MPOBEIECHUS UCCIENOBAHUNA C YYaCTHEM 4YEJIOBEKa B KayeCTBE
cyOBeKTa HccleoBaHUM, a TaKKe JOKYMEHTAIbHOrO O(OPMIICHHS U MpPEACTaBICHUS
PE3YJbTATOB TAKUX UCCIEAOBAHU.

Cobnrogenue nojoxeHuii Hacrosuux [IpaBui ciry:XKUT Juist 001IecTBa rapaHTUER TOTO,
4YTO TIpaBa, O€30IAaCHOCTh U Ojaromnoiayudne cyObEKTOB MCCIEA0BaHUS 3alllMILEHBI,
COTJIACYIOTCS ¢ NPUHLMIAMHM, 3aJ0KEHHBIMUA XEJIbCUHCKOM NEKIapanuei, NMpUHATON Ha
XVIII I'enepanbHoi#t accambiiee BecemupHoit MenuunHcko accornuanuu B 1964 rony, u 4ro
JAHHBIE UCCIIENOBAHUS TOCTOBEPHBI.

[enpro Hactosmux [IpaBui sSBIAETCS YCTAaHOBIEHHWE €AMHOTO MOPSAAKA MPOBEIACHUS
KIMHUYECKUX MCCIEOBAHUN (MCMBITAHUMN) JIEKAPCTBEHHBIX CPEICTB, 4YTO JIOJKHO
croco0CTBOBATH 00ECIICUCHNIO (PYHKIIMOHUPOBAHUS OOIIETO PhIHKA JIEKAPCTBEHHBIX CPEICTB
B paMkax EBpaszuiickoro sxkoHoMudeckoro corosa (fgajiee — Coro3), B3aMMHOMY NPU3HAHUIO
JaHHBIX UCCIIEI0BAaHUN YIIOJITHOMOYEHHBIMU OpraHaMu rocyaapcts — wieHoB Coro3a (nanee —
roCyJlapCTBa-wICHbI), a TAKXKE NPU3HAHUIO PE3YyJIbTATOB MCCIIEIOBAHHUN NPOBEICHHBIX Ha
TaMOK€HHOU TeppuTopuu Coro3a 1 3a ee npeiesiaMH.

Hywmepanus, ucnons3oBanHas B paszaene Il macrosmmx IlpaBui, coorBercTByer
HyMepaluy, NOPUMEHIEMOM B MEXIAYHAPOJHOM peNaKkUUM HAIEKAIIEH KIMHUYECKOU
IIPaKTHUKH, B YaCTU BCEX MOJPA3JIEIOB, 32 UCKIIOUEHUEM Noapa3aena |, B KOTOpOM MOHITHS
pacnosokeHsb! B alNpaBUTHOM HOPSIKE.

Hactosimue IlpaBuna noarorosieHsl Ha ocHoBe ICH GCP — PykoBoxacTtBa 1o
HaJulexallel KIMHMYECKOM IMpakTUKe, KOTopoe sBisgeTcs JokyMeHToM E6 (R2)
MexayHapoJIHOTO COBETa 10 TapMOHU3AIMM TEXHUYECKUX TpeOOBaHUU K
(bapmaleBTUYECKUM Mpernaparam i MEAUIIMHCKOTO IPUMEHEHHUS.

Pa3zBuTHE TEXHOJIOrMI M NPOLECCOB YNPABJIEHHUS PUCKAMH OTKPBIBAET HOBBIE
BO3MOXXHOCTH TOBBIIIEHUS 3PPEKTUBHOCTU MPOBEACHUS HCCIEIOBAaHUI JIEKapCTBEHHBIX
npenaparoB, MO3BOJISET CPOKycHpoBaThCS Ha Hanbosee 3HAUMMBIX acnekTax. [Iporpecc B
o0JlacT JOKYMEHTHPOBAHUS W MPEACTABICHUS PE3yJbTAaTOB MCCIEAOBAHUM B 4YacTu
nepexoaa oT MHGOpMalMK Ha OyMakKHBIX HOCUTENSIX B (pOpMaT 3JIEKTPOHHBIX JaHHBIX
oOJieryaer BHEAPEHHWE COBPEMEHHBIX N0AX0A0B. Hampumep, 1eHTpann30BaHHBII
MOHHUTOPUHI B HACTOSIIEE BpeMs MOXKET JaBaTh OOJbIE€ NPEUMYILIECTB U B OOJbIIEM
KoJimuecTBe uccienaoBanuil. Hacrosmue IIpaBumia OblIH JOMOJIHEHBI, YTOOBI CIIOCOOCTBOBATH
BHEJPCHHUIO YCOBEPIIEHCTBOBAHHBIX U Ooiiee 3(P(PEKTUBHBIX MOAXOAOB K IUIAHHUPOBAHUIO,
MPOBEJICHUIO, KOHTPOJI, JOKYMEHTUPOBAHHMI0O M MPEIACTABICHUI PE3yJbTaTOB
UCCJIEOBAaHUN TpU COXpaHEHUU oOOecredyeHus 3auluThl CyOBEKTOB HCCIEJOBAaHUSA U
JOCTOBEPHOCTH PE3YJIbTAaTOB UcCie0BaHUM. UTOOBI yIydIIUTh KauecTBO U 3()(PEKTUBHOCTD
UCCJIeA0BaHUN ObLTM OOHOBJIECHBI TPEOOBAHUS K AJICKTPOHHBIM 3aMUCAM U OCHOBHBIM
JOKYMEHTAM.



Hacrosimue IlpaBuna cBsizansl ¢ akramu opranoB Coto3a B cdepe MpOoBEICHHS
KIIMHUYECKUX HCCIIETOBAaHUN.

YuuTeiBas BaXXHOCTh TOJJEpKaHus akToB opraHoB Coro3za B cdepe oOpaiieHus
JIEKApPCTBEHHBIX CPEJCTB B COOTBETCTBUM C COBPEMEHHBIMHM MEXTyHAPOIHBIMU CTaHAapTaMH,
Hacrosiue [IpaBuna ObUIM AOMOJHEHBI HA OCHOBE MOCHEAHEN pelakuuu PykoBojacTBa mo
HajyIexKanie kmuanueckort npaktuke ICH E6 (R2).

Hacrosimue [1paBuia Heo6xoaumo coOiiogaTh Opyu MPOBEICHUH JTIOOBIX UCCIIEIOBAHUIN
JIEKapCTBEHHBIX NIPENapaToB, JaHHBIE KOTOPBIX MPEACTABISAIOTCS B YIIOJTHOMOUYEHHBIE OPTaHbI
(PKCIepTHBIE OpTraHU3alllN ) TOCY1apCTB-UJICHOB.

[IpyuHLMIIBI, YCTAaHOBJIEHHBIE HAacTOSIIIUMU [IpaBunamMu, MPUMEHUMBI TAKXKE U K UHBIM
KJIMHUYECKUM HCCJIEAOBAHUSIM, KOTOpPbIE MOTYT OKa3aTh BJIMSIHHME Ha O€30MacHOCTh U
Oyaromosydyre 4ei0BeKa, BHICTYNAIONIETO B KA4eCTBE CYOhEKTa UCCIICIOBAHNA.

Hacrosmue IIpaBuna nojyexat nepecMOTpy Ha PETyIsIPHON OCHOBE C YYETOM OMBITA X
MPUMEHEHUS B TOCyJapCTBax-wieHaX, a TAKXKE B CIly4ae U3MEHEHUSI MEXyHApPOIHbIX HOPM
NIPOBEJICHUS UCCIEA0OBaHUM (C BHECEHHEM HEOOXOUMbIX U3MEHEHUH ).

II. OcroBHas gacTh 1. Onpenencans

Jua nenent Hactosimux [IpaBuin nCnonb3yroTCs MOHATHUSA, KOTOPBIE 03HAYAIOT CIIEAYIONIEE:
1.1. "aygut" (audit) — cucrtemaruueckas U He3aBUCUMas MPOBEPKA OTHOCSUIUXCS K
UCCIICIOBAHUIO JCSATEIbHOCTH W JIOKYMEHTAIlMH, MPOBOAWMMAS [JIsl TOJITBEPKIACHUS
COOTBETCTBHUS ATOH JCATEIBHOCTH, a TAaKXKE MPOIEAyp cOOpa, aHalW3a M IMPEICTABICHHUS
JAQHHBIX TPOTOKOJY KIWHUYECKOTO MCCIEIOBaHUSA, CTAaHAAPTHBIM OIEpPaAIOHHBIM
npolLeypaM CIIOHCOpa, HaJIekKallel KIMHUYECKOW MPaKTUKE U MPUMEHUMBIM TPEOOBAHUSIM;
1.2. "6naronony4yue cyObekToB uccienoBanus (nanueHToB)" (well-being (of the trial
subjects (patients))) — ¢u3znueckoe M MCUXUYECKOE 30POBbE CYOBEKTOB, YYACTBYIOIIHUX B
HCCJICIOBAHNH,

1.3. "Opomropa mccaemoBarens" (investigator's brochure) — cBomHOE H3I0XKEHHE
KIMHAYECKUX W JOKJIMHHYECKUX JaHHBIX 00 HMCCIEAyeMOM JIEKapCTBEHHOM Ipemapare,
OTHOCAIIHNXCS K €ro HCCIEJOBAHUIO C Y4YacTHEM 4YEJIOBEKa B KadecTBE CyObeKTa
UCCJIeIOBAHNUS;

1.4. "Bannpanus koMnbroTepu3znpoBaHHbIx cucteM" (validation of computerized systems)
— MPOIECC YCTAHOBJIEHUS U JOKYMEHTHUPOBaHUS (paKTa, CBUAETEIbCTBYIOIIETO O TOM, YTO
TpeOOBaHMS, TPEABABISIECMbIE K KOMIBIOTEPU3UPOBAHHOW CHCTEME IOJIh30BaTEIIEM,
MMOCTOSTHHO COOJIFOAIOTCSI C MOMEHTA MPOEKTUPOBAHUS JI0 BHIBOJA KOMITBIOTEPU3UPOBAHHON
CHUCTEMBI M3 JKCIUTyaTalliyd WM MEePex0ja Ha HOBYIO KOMITbIOTEPU3MPOBAHHYIO CHCTEMY.
[Toaxon x Bamuaanuu KOMITBIOTEPU3UPOBAHHBIX CHCTEM JIOJDKEH OCHOBBIBATHCS HA OIEHKE
PHUCKOB, KOTOpasl YYUTHIBACT HA3HAUCHUE KOMITBIOTEPH3UPOBAHHOM CUCTEMBI H CTIOCOOHOCTH
ATOU CHCTEMBI BIUATH HA 3alTUTy CYOBEKTOB M JIOCTOBEPHOCTH PE3YJIHTATOB UCCIIEIOBAHMUS;



1.5. "nuzaitn uccnenoanus" (study design) — oOmumii 1miIaH UCCIeOBAHUS, ONTUCAHUE
crioco0a MPOBEJECHUS HCCICIOBAHMUS B 3aBUCUMOCTH OT OTOOpa W (DOPMUPOBAHUS TPYIII
CyOBEKTOB HUCCIEAOBAHNS, MACKUPOBAHUS TAHHBIX;

1.6. "noroBop" (contract) — 1aTUPOBAHHOE U MOJMUCAHHOE COTJIANIEHUE MEXIY JABYMS
uin Oojee CTOPOHAMH, KOTOPO€ YCTAaHaBJIMBAE€T JOTOBOPEHHOCTH, KacaroIIHecs
pacnpeneneHus 00beMa padboT U 00s13aHHOCTEH MpU MPOBEACHUH HCCIIEIOBAHUS, a TAKKE TIPU
HE0O0XOAUMOCTH (PUHAHCOBBIX BONPOCOB. OCHOBOM 10roBOpa JOJHKEH CIYKHUTh MPOTOKOJI
KJIIMHAYECKOTO UCCIICI0BAHMS;

1.7. "nmoxnuaudeckue ucciemoBanusa" (nonclinical study)" — OuomenuimHckue
MCCJIeIOBaHMUSI, POBOIUMBIE O€3 yUacTHs YeJIOBEeKa B Ka4ueCTBE CyObeKTa UCCIIeIOBaHUS;

1.8. "nokymenTanbpHbIi cien” (audit trail) — mokymeHTaIusl, MO3BOJISAIONIAS] BOCCTAHOBUTD
XO0JI COOBITHII;

1.9. "moxymenTanus" (documentation) — Bce 3anucu B 000 dhopme (BKIIIOYAs 3aNUCH
Ha OYMa)XHBIX, DJICKTPOHHBIX, MAarHUTHBIX WM ONTHYECCKUX HOCHTENSIX, CKAaHOTPAMMBI,
PEHTIEHOBCKHE CHUMKH, JJIEKTPOKApAMOTpaMMbl U T. 11.), KOTOPBI€ OMHUCHIBAIOT JUOO
PETUCTPUPYIOT METOJIBI, OpPraHU3alHi0 W (WJIM) pe3yJbTaThl HMCCICAOBAHUS, a TaKXKe
BIIUSIIONINE HA UCCIIEI0BaHNE (DAKTOPHI M PUHSATHIE MEPHI;

1.10. "3aBepennas konusa" (certified copy) — konus (HE3aBUCUMO OT THUIIA HOCHUTEJIS)
OpUTHHAJIBHOW 3amuCH, KOTOpas, Kak ObUIO MOATBEPXKIACHO (HAMpPHUMEDP, NaTUPOBAHHOU
NOANMUCHI0 WM BaJUJIUPOBAHHBIM MPOIECCOM CO3/aHUA KOMHUHU), COACPXKHUT Ty Ke
uH(}OpMaIUIO, BKITIOYAs JaHHBIC, KOTOPHIE OMICHIBAIOT KOHTEKCT, COACPIKAHUE U CTPYKTYPY,
YTO U OpUTHMHAIbHAS 3aIHCh;

1.11. "3akir0ueHre HE3aBUCUMOT'O STUUECKOTO KOMUTETA (COBETA MO ITUKE, KOMUCCHUU T10
Bompocam 3Tukm)" (opinion (in relation to Independent Ethics Committee (Ethical Council)))
— JTJOKyMEHT B IMTUCbMEHHOU (popMe, KOTOPBIN COMECPKUT 3aKITIOUCHHE U (HIIN) PEKOMEHIAITIN
HE3aBUCUMOTO 3THUYECKOTO KOMUTETA OTHOCUTEIILHO YUaCTHs YEJIOBEKa B MCCIICIOBAHUY;

1.12. "3akonnsiit npeacrasutens’ (legally acceptable representative)" — pusznueckoe nnm
IOpUINYECKOE JTUI0 JTUOO0 WHOW CyOBEKT mpaBa, MMEIONIME B CHIIY 3aKOHA TPABO JaBaTh
corjacue Ha yyacTue B KIMHUYECKOM HCCIEAOBAaHUU OT MMEHM MOTEHIUAJIBLHOTO CyOBheKTa
WCCIICIOBAHHS,

1.13. "unenTudukanMoHHBIN KO cyObekTa" (subject identification code) — yHUKaIBHBIM
KOJI, TPUCBAaNBAEMBII HCCIICOBATEIEM KaKIOMY CYOBEKTY UCCICAOBAHMS TSl 00eCIIeUeHUS
KOH(PUIACHIIMATBHOCTA €T0 JIMYHBIX JAaHHBIX U MCIOJIb3yeMbIii BMECTO MMEHH CyObEKTa
WCCIICIOBAaHUS B OTYETAaX [0 HEXKEIATEIbHBIM SBICHUSAM M (WIW) IPYyTHX JaHHBIX,
OTHOCSIITUXCS K UCCIICTOBAHUIO;

1.14. "unnuBuayansHas peructpanuonnas kapra", "MPK" (Case Report Form, CRF) —
JTOKYMEHT Ha OyMa)KHOM, SJICKTPOHHOM WJIM ONITHYECKOM HOCHUTEIE, MpeTHa3HAYCHHBIN NS
BHECEHHUSI BCEM MNPEAYCMOTPEHHOM MPOTOKOJIOM KIMHUYECKOTO UCCIENOBaHUS W
noJIIeKallel mepeaaye CrioHCOpy MH(OPMAIIUY TIO0 KKJIOMY CYOBEKTY UCCIICIOBAHMS,



1.15. "uncnexuus (mpoBepka)" (inspection) — AEHCTBHE YIMOJHOMOYEHHOTO OpraHa,
3aKJTIOYAIONIeecs B MPOBEACHUN O(DHUIIMAIBHOW MPOBEPKU JTOKYMEHTOB, HH(PPACTPYKTYPHI,
3amucel, corjamneHnii 00 oOecredyeHnr KauyecTBa U JIFOOBIX APYTUX UCTOYHUKOB, KOTOPHIC
PacCIEHUBAIOTCS YIIOJJHOMOYCHHBIM OPTaHOM KaK OTHOCSIITUECS K UCCIICTOBAHHUIO U KOTOPBIC
MOTYT OBITh PACIOJIOKEHBI B MCCIICOBATEILCKOM IIEHTPE, Ha 00BEKTaX CHOHCOpa W (WIIH)
KOHTPAKTHOM HMCCIIeIOBATEIbCKON OpraHU3allui WU B IPYTUX OPTaHU3AIUAX, KOTOPBIE, 1O
MHEHHUIO YITOJTHOMOYEHHOTO OpTraHa, TpeOyIOT WHCIICKTUPOBAHNS,

1.16. "undopmupoBannoe cornacue" (informed consent) — mporecc 100pPOBOIBLHOTO
MOATBEPKACHUS CYOBEKTOM CBOETO COTJIACHs HA y4acTHE B KOHKPETHOM HCCIICIOBAHHUH
nocJie noxydeHus uHpopmaimu 000 BCeX 3HAYMMBIX JJISI IPUHATUS UM PEIICHUS acTeKTax
uccienoanus. MHpopMupoBaHHOE coriache JOKyMEHTUPYETCsl TOCPEACTBOM MOANMCAHUS U
naTupoBanusi GopMbl HHPOPMHUPOBAHHOTO COTIIACHS;

1.17. "uccnenoBarensp" (investigator) — ¢hu3UYECKOE JTUI0, OTBEUAOIIEE 3a MPOBEACHUE
UCCIIEIOBaHMsI B HCCIIEIOBATENILCKOM LIEHTpe. B ciydae mpoBeAeHUs HCCIEeNOBaHUS B
UCCIIEI0BATEIbCKOM IIEHTPE TPYIION JUIl, UcciaeaoBaTeneM (TJIaBHBIM HCCIIEIOBATENIEM)
SIBJISICTCSI PyKOBOAUTEIb TPYIIIIHI;

1.18. "uccnenoarenb-koopauHatop" (coordinating investigator) — McclieoBaTeNb,
OTBEYAIOUIUH 32 KOOPJIMHALUIO AESITEIbHOCTH HCCIENOBaTENeld BCEX MCCIEN0BATEIbCKUX
IIEHTPOB, YYACTBYIOIINX B MHOTOIICHTPOBOM KJIMHHUYECKOM HCCIICIOBAaHUY;

1.19. "uccnenoBarens (MeauIMHCKas opraHuzaius)" (investigator (institution))" —
uccuenoBaresb W (WiM) opraHu3amnus (B 3aBUCHMOCTH OT NMPUMEHUMBIX HOPMATHUBHBIX
TpeOOBaHUM);

1.20. "uccnenoBarenbckuil neHTp" (trial site) — dakTuueckoe MecTo MpoBeaeHUs
UCCJIeIOBAHMS;

1.21. "uccnengyemslil iekapcTBeHHBbIN mpenapatr’ (investigational medicinal product) —
JIEKapCTBEHHBIA TpemnapaT, KOTOPhI B HWCCIEIOBAHWM IOJBEPraeTCS HUCIBITAHUIO WU
MIPUMCHSIETCS JJII CPaBHCHHMS, BKJIIOYas Iuaneb0o, B TOM YHCIIC 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar
(B citydae, eciu €ro crnocod NPUMEHEHHS OTIUYAETCS OT YTBEP>KIECHHOTO,

a TaK)Ke TpPU ero HCHOJIB30BAHWHU TIO HOBOMY TOKA3aHWUIO WM JJIS TIOJY4YCHUS
JOTIOTHUTENIBHON MH(OPMAIIUH TI0 YTBEPKICHHOMY MOKa3aHHUIO);

1.22. "knmununueckoe ucciegoranue" (clinical trial) — mo0oe uccienoBanue, TpoOBOAUMOE
C y4yacTHeM uYelloOBeKa B KadeCTBE CyOBEKTa [Jis BBISABJICHUS WU TOATBEPKICHUS
KIMHUYECKUX U (WiK) dhapMakosoruueckux 3(hPeKToB ucciaeyeMbIX penapaToB, U (HJIH)
BBISIBIICHHSI HEXEJIATEIbHBIX PEaKIMi Ha HCCIeNyeMble MpenapaTsl, U (WIH) U3y4eHUsT UX
BCAChIBaHUs, pacnpeeraeHusi, MeTaboaru3Ma U BbIBEICHHS U3 OpPraHu3Ma YeJOBEKa C LIEJIbIO
OLIEHKH UX Oe3omacHOCTH U (WiH) 3¢ (HEeKTUBHOCTH;

1.23. "KOHTpaKTHas HCCleaoBaTeNbcKas opranu3anus” (contract research organization,
CRO) — ¢usundeckoe IUI0 WIK opraHu3anus (KOMMepUecKasi, HayqYHO-HCCle0BaTeIbCKas



WJIM UHAsl), KOTOpasi B paMKax JIOTOBOpPA CO CIIOHCOPOM BBITIOJHSET OJIHY WK O0JIee U3 ero
o0s13aHHOCTEH U (DYHKITNI, CBI3aHHBIX C MMPOBEACHUEM KIMHUYECKOTO MCCIICIOBAHNS;

1.24. "kountposb kadectBa" (quality control, QC)" — MeTOABl U MEpHI, SBISIONIUECS
JaCThI0 CHUCTEMBI 00ECTICUCHHUS KAa4eCTBAa M HCIIOJIb3YEeMbIC JJI MPOBEPKH COOTBETCTBHUSI
BBITIOJTHSIEMBIX TIPU TTPOBEJICHUH UCCIIEIOBAHUS TIPOIECTYP MPEABIBISIEMBIM TPEOOBAHUAM K
UX KaueCTBY;

1.25. "kondunenumanbHocTh" (confidentiality) — coxpanenue B TaiiHE OT
HEYIOJIHOMOYEHHBIX JHUI] UHGOpMAIUHU, MPUHAAJIEKAIIEH CIOHCOPY, WU HHOpMAIuH,
MO3BOJISIONIEH UACHTU(PHUITIPOBATh CYOBEKTa UCCIICTOBAHHUS,

1.26. "koopaunarmonHbiii koMutet" (coordinating committee) — KOMUTET, KOTOPBIA
MOET OBITh OpraHW30BaH CIIOHCOPOM JJIs KOOPJAMHAIIMU TPOBEICHHUS MHOTOIIEHTPOBOTO
KIIMHAYECKOTO UCCIICIOBAHMS,;

1.27. "memunuHckas opranuzanus’" (institution (medical)) — opranuzanus
3IpaBOOXpaHEHUs (BHE 3aBUCHMOCTH OT €€ OpraHU3alMOHHO-TIPaBOBOU ()OPMBI), B KOTOPOH
IPOBOJUTCS KIIMHUYECKOE UCCIIEIOBAHNUE;

1.28. "MHOTOLIEHTPOBOE KJIMHUYECKOE HccienoBanue” (multicentre trial) — kTuHUYECKoe
UCCIe0BaHue, MPOBOJUMOE M0 €IMHOMY MPOTOKOIY Oojiee yeM B 1 HCCIIenoBaTeIbCKOM
IeHTpe 1 OoJiee 4yeM | mccaenoBareneM;

1.29. "mMonuTOpHHT" (MoOnitoring) — AESITEIHHOCTH, 3aKIIOYAIONIAsCA B KOHTPOJE 3a
X0JIOM KJIMHMYECKOTO HCCIEJOBaHUs, OOECIIEUYEHUH €ro MpoBeIeHHs, cOopa JaHHBIX U
MPEACTABJICHUS PE3yJbTaTOB B COOTBETCTBUU C MPOTOKOJIOM KIMHUYECKOTO MCCIEIOBAHUS,
CTaHJAPTHBIMU ONEPAMOHHBIMU MPOLEIYpPaMH, HAJJIeKAIIeH KIMHUYECKOW MPAKTUKOU U
MPUMEHUMBIMH TPEOOBAHUSIMU;

1.30. "Hamnexamas kauHudeckas npaktuka' (Good Clinical Practice; GCP) — cBog
ATUYECKUX W HAyYHBIX TpeOOBaHWHA K IUIAHUPOBAHWIO, IPOBEACHUIO, peav3alliH,
MOHUTOPHUHTY, ayAWTy, JOKyYMEHTUPOBAHHIO, aHAIU3y W TMPEJCTABICHHUIO PE3yJIHTAaTOB
KIMHUYECKUX HCCIICIOBAaHMH, OOCCICUMBAIOIINX 3aIIUTy IpaB, OE30MaCHOCTH U
Omaromonyuuss CyOBEKTOB WCCIEIOBAHUS M TMOJYyYEHHE B paMKax KIMHUYECKOTO
UCCJIEIOBAHUS HAJICKHBIX U JIOCTOBEPHBIX IAHHBIX;

1.31. "nexenartenbHas peaxknus" (adverse reaction) — OTHOCHUTEIBHO
PeIPEruCcTPAMOHHOTO KIMHUYECKOTO TPUMEHEHHST HOBOTO JIEKApCTBEHHOTO MperapaTa uin
€ro MPUMEHEHHMS 110 HOBBIM IMOKa3aHUSM, OCOOEHHO, €CITH TEPANIEBTUICCKHUE 03I TOUYHO HE
YCTAHOBJICHbI — BCE HETaTUBHBIC PEAKIIMHU, CBS3aHHBIE C MPUMEHEHHEM Jt000U 03B
JIEKapCTBEHHOTO Tpenapara. [Ipu 3ToM TepMuH "CBsI3aHHAS ¢ TPUMEHEHUEM JICKaPCTBEHHOTO
npemnapaTta’ 03HA4aeT, YTO CYIIECTBYET XOTsA Obl MUHUMAJIbHAST BO3MOXXHOCTh HATHYHS
NPUYUHHO-CIICJICTBEHHON CBSI3M MEXIY JICKAPCTBEHHBIM IPENApAaTOM U HEXKeNIaTebHbIM
SIBJICHHEM, TO €CTh B3aUMOCBSI3b HE UCKIIIOUEHA. J[JI1 3aperucTpupoBaHHBIX JICKAPCTBEHHBIX
npenapaToB IOJ] HEXKeJNaTeNbHOW peakuuel moHuMaeTcs jro0as HeraTUBHas peakius,
CBsI3aHHAs C MMPUMEHECHHEM JICKapCTBEHHOTO Tpemnapara B OOBIYHBIX J03aX, UCIIOIb3YEMbIX



JUIsT TPOUIAKTUKY, TUATHOCTUKHU WM JICUCHHUS 3a00JIeBaHUM, a TaKXkKe ISl U3MEHEHUS
¢bu3nonornyeckux QyHKIUM;

1.32. "mexxenarensHoe siBieHue" (adverse event) — 1r0060e HEOIArONPUITHOE U3MEHEHHUE B
COCTOSIHUM 3JI0POBBs TMalMeHTa WJIH CyOBbEKTa HCCIEIOBaHUS, KOTOPOMY BBEJICH
JIEKapCTBEHHBIN TMpenapaTr, HE3aBHCUMO OT MNPUYMHHO-CIEICTBEHHON CBSI3HM C €ro
npuMeHeHueM. HexenarenbHoe SBICHHE MOXET MPEACTaBIAThH co0oi sroboe
HEOMaronpusITHOE M HETIPeTHAMEPEHHOE U3MEHEHHUE (HalpuMep, OTKIIOHEHHE 1a00paTOpHOTO
MoKazaTessi OT HOPMbI), CUMIITOM HJIM 3a00J€BaHKE, BPeMsI BO3HUKHOBEHHUS KOTOPBIX HE
WCKITIOYAeT MPUYUHHO-CIICJICTBEHHOW CBS3M C MPUMEHEHHEM JIEKApCTBEHHOTO mpemnapara (
BHE 3aBUCHMOCTH OT HAaJIW4YUs WIH OTCYTCTBHUS B3aUMOCBS3H C NPUMEHEHHEM
JIEKapCTBEHHOTO Mpernapara);

1.33. "He3aBucumblii komuTeT 1Mo MoHUTOpUHTY naHHbXx", "HKM/I" (Independent
Data-Monitoring Committee, IDMC (Data and Safety Monitoring Board, Monitoring
Committee, Data Monitoring Committee)) — He3aBUCUMBIN KOMUTET, KOTOPBIN MOXKET OBIThH
oOpa3oBaH MO WHUIIMATUBE CIIOHCOpA JJIsI TEPUOJUYECKOTO0 PACCMOTPEHHS Xoja
KIIMHUYECKOTO MCCIEAOBAHMS, JAHHBIX MO O€30MacHOCTH W (WJIM) OCHOBHBIX MapaMETPOB
3¢ (HEKTUBHOCTH, a TaKXKe JJIs1 BHIPAaOOTKH PEKOMEH AU JIsl CIIOHCOPA O 1EeJIECO00Pa3HOCTH
MPOJODKEHNUS, IPEKPAIICHHSI UCCIISIOBAHUS MIIM BHECEHHS B HETO U3MEHEHHUI;

1.34. "nezaBucumsiii atnuecknii komutet", "HOK" (Independent Ethics Committee, [EC)
— HE3aBUCHUMBIM OpraH (dKCHEPTHBIM COBET WM KOMUTET, NEUCTBYIOLIUA Ha YpPOBHE
OpraHU3allH, PETHOHATBHOM, HAIMOHAIBHOM HJIM MEXIYHApOJAHOM YPOBHE), COCTOSIIIHNNA U3
MEIUIMHCKUX PAOOTHUKOB a TakKe JIHUI], HE UMEIOIIUX OTHOIIECHUSI K MEIUIIMHE, KOTOPBIi
oOecreunBaeT 3allUTy IpaB, 0€30MaCHOCTH U OJIAromoJiy4usi CyObEKTOB MCCIEIOBAaHUSA U
BBICTYNAeT JJIs OOIIECTBAa TapaHTOM TaKOM 3alIUThl, B YaCTHOCTU MyTEM PACCMOTPEHUS,
yTBEepKACHUS (0AOOpEHUsI) MPOTOKOJNA KIMHUYECKOTO WCCIEAOBaHUs, KaHAUAATYP
HCCIIe0BATENIeH, UCCIEeOBATEIBCKUX IIEHTPOB, a TAK)K€ MAaTEpUAIOB U METOAOB, KOTOPHIC
MPEIoJIaraeTCsl HCIOIb30BaTh ISl TOMYyUYCeHUS U JOKYMEHTUPOBAHHUS MHPOPMHUPOBAHHOTO
cornacus cyObekToB uccienoanus. [IpaBoBoii ctaTyc, coctaB, GyHKINU U TOPSAIOK pabOTHI
HE3aBUCHUMBIX THUYECKUX KOMHUTETOB, a Tak)Ke MPUMEHUMbIE K HUM TPeOOBaHUS MOTYT
pa3nuuaThCs B Pa3HbIX ToOCyaapcTBax-uieHax, TeM He MeHee HOK momxHbI
(GyHKIIMOHUPOBATH B COOTBETCTBHUHM € HacTosuMu [IpaBunamu;

1.35. "He3auHTepecoBaHHbBIM cBUAeTeNb" (impartial witness) — guzudeckoe auIo,
KOTOpOE€ HEMPUYACTHO K MPOBEJCHUIO KIIMHUYECKOTO MCCIICIOBAHUS, HA KOTOPOE HE MOTYT
OKa3aTh JaBJICHHE YYaCTHUKHM KIMHHUYECKOTO HCCIENIOBAaHMS M KOTOPOE B Cllydae, €Clid
CyOBEKT WCCIIeIOBaHUS WJIM €T0 3aKOHHBIA MPEACTAaBUTENb HE YMEIOT WM HE CIIOCOOHBI
YUTaTh, MPUCYTCTBYET BO BpEMsl MOJYy4EHUS HH(POPMHUPOBAHHOTO COTJACHUs, a TaK¥kKe
3aUUTHIBAET TEKCT HH(POPMHUPOBAHHOTO COTJIacHsi M JOObIE Apyrue MpelocTaBisieMble
CyOBEKTY UCCIIeIOBaHUS MMCbMEHHBIE MaTEPUAIIBL;



1.36. "HenpenBuaeHHas HexxenarenpHas peakius” (unexpected adverse drug reaction) —
HE)XKenaTellbHas peakiys, CYIIHOCTh WIM TSKECTh KOTOPOM HE COIJIacyercs ¢ U3BECTHOU
uH(popmalel 0 JEeKapCTBEHHOM Mpernapare (Hampumep, ¢ OpoIIropoil uccienoBaTess s
HE3apEeruCTPUPOBAHHOIO MCCIEAYEMOro Mpenapara Uil ¢ MHCTPYKIHUEH M0 MEAUIIMHCKOMY
MPUMEHECHHIO (JTMCTKOM-BKJIAJBINIEM) JTHOO OOIIeH XapaKTePUCTUKOW JIEKapCTBEHHOTO
npernapara JJis 3aperuCTPUPOBAHHOTO Mpenapara);

1.37. "obGecneuenue kauectBa" (quality assurance, QA) — COBOKYIHOCTH
CHUCTEMATHYECKUX W TUJIAHOMEPHBIX JEWCTBUH, IEIbI0O KOTOPBIX SIBISETCS OOECleueHHe
COOTBETCTBHS MPOBOJAMMOTO UCCIEAOBAHUS, cOOpa, PErUCTPALIMH U MPEICTABICHUS JAHHBIX
HaJUIeKaIIEH KITMHUYECKON MPaKTHUKE U TPUMEHUMBIM TPEOOBAHUSIM;

1.38. "ogoOpeHue s3KCrepTHOTO coBeTa opranuzamnuu” (approval
(in relation to Institutional Review Boards))" — 3akimtodenne, MpUHATOE IKCIIEPTHBIM COBETOM
OpraHu3aluu, MOATBepKIatonmee (QakT MPOBEACHUS HKCHEPTU3bl KIMHUYECKOTO
UCCJIE0BaHUS U SBISIONIEECS pa3pelICeHUEeM Ha €ro MpOBEAEHUE B JAHHON OpraHU3aliy B
cooTBeTCTBUU ¢ HHCTpYKuMsIMU DCO, HOPMATUBHBIMU JOKYMEHTAMH MEIUIIMHCKON
OpraHW3allii, a TaKXe HaJIeKAMEeH KINHUYCCKOW TMPAKTHKOW W TMPUMEHUMBIMHU
TpeOOBaHUSIMU;

1.39. "ocHoBHble AokyMeHTHI" (essential documents)" — HOKYMEHTBI, KOTOpbIE B
COBOKYMTHOCTH WJIM TI0 OTJIETTLHOCTH MO3BOJISIOT OIIEHUTH XOJI KIIMHUYECKOTO UCCICAOBAHUS
Y KQ4ECTBO MOJYUYEHHBIX JTAHHBIX;

1.40. "oTueT MoHuTOpa" (monitoring report) — MUCbMEHHBIM OTYET MOHUTOPA CLIOHCOPY
MocJie KaKJI0TO BU3UTA B UCCIIEIOBATEIbCKUM IIEHTP U (MJIM) KOHTAKTa C UCCIIEIOBATEISIMU B
COOTBETCTBHMH CO CTAHAAPTHBIMH ONEPALMOHHBIMH MPOIIEAypaMH CIIOHCOPA;

1.41. "otuer 00 aynurte" (audit report) — 3aKiIFOUeHHE B MUCbMEHHOU (popMme aynutopa
CIIOHCOpA O pe3yJbTaTax ayanuTa;

1.42. "otuer o knamHHYeckoM wucciaemoBanuu" (clinical trial (study) report) —
o(pOpMJIEHHOE B MUCHMEHHOM BHUJE ONMUCAHHUE KIMHUYECKOTO HCCIENOBAaHUSA KAaKOTO-IHOO0
TEepaneBTUYECKOTO, MPO(YUIAKTHUECKOTO WM JUATHOCTUYECKOTO CPEACTBA C Y4YacTHUEM
YyeJoBeKa B KayecTBe CyObEKTa MCCIeoBaHus, OObEAUHSIONIee KIMHUYECKOE U
CTaTUCTUYECKOE ONMUCAaHMS, IPEICTABICHHE HAaHHBIX W MX aHalu3, COCTABJIEHHOE B
COOTBETCTBUM C TpeOOBaHHUSIMHU corjacHO mpuiiokeHuto Ne 1 x Hactosiuum [IpaBunam u
noxpasaenom S5 pasaena | nmpuinoxkenus Ne 1 k IIpaBunam peructpauuu M SKCHIEPTU3BI
JEKApCTBEHHBIX CPEACTB IJisi MEAUIMHCKOTO TMPUMEHEHUs, YTBEPKICHHBIM PemeHuem
CoBera EBpasuiickoil 3xoHOMHYecKOM komuccuu oT 3 HosaAOpa 2016 r. Ne 78, mpu
COTPOBOXKJICHUHU 3asIBJICHUS O PETHCTPAIINN;

1.43. "mepBuyHas qokyMeHTanus", "OpUruHaIbHbIE MEAUIIMHCKHE 3anmucu" (original
medical record (source documents)) — UCXOIHBIE JOKYMEHTBI, JAHHBIE U 3aMUCH (HATIPUMED,
UCTOpUM OOJIe3HU, aMOyJIaTOpHbIE KapThl, JAOOpATOpPHBIE 3alUCH, 3aMETKH, JHEBHHUKU
CyOBEKTOB HCCIEIOBAHUS, BOMPOCHUKH, >KYPHAIBl BBIIAYd MEIUKAMEHTOB, 3aIlUCH



ABTOMAaTUYECKUX YCTPONCTB, BEpUPUIIMPOBAHHBIC W 3aBEPEHHBIC KOMUU WM BBIMUCKH,
MUKpODUIIH, (HOTOHEraTUBbI, MUKPOIUIEHKHM WJIA MarHUTHbIE HOCUTEIU, PEHTI€HOBCKHUE
CHUMKH, JIFOObIE 3alMCH, OTHOCSIIHNECS K MAllMeHTY, B TOM YHCJE XpaHAIIUEcs B alTeke,
nabopaTopusix M OTIEJICHUSX HWHCTPYMEHTAIbHOW JUArHOCTUKH, HCIOJIb3yEMbIX B
KJIIMHAYECKOM HCCJIEI0BAHNH);

1.44. "mepBuuHble maHHbIe" (source data) — mHopMmaius, coaepiKamascs B
OpPUTMHAJBHBIX MEIMIMHCKUX 3alUCSIX M HMX 3aBEPEHHBIX KOMHAX, O pe3yjibTarax
KIIMHUYECKUX HaOmoJAeHui, o0cienoBaHUNA W JAPYrod AESTENbHOCTH, IO3BOJISIONIAs
BOCCO3JaTh XOJ KIWHUYECKOrO0 HCCIEJOBAHUS W OLUEHUTH ero. llepBuuHble NaHHBIE
coJiep KaTcsi B IEPBUYHON JOKYMEHTAIMH (TTOAJIMHHUKAX WU UX 3aBEPEHHBIX KOMHUSX);

1.45. "nnan monuTopuHTa" (monitoring plan) — JOKyMEHT, KOTOPBIM OMUCHIBAET
CTpaTerur0, METOJbl, pachupeaesneHue oO0sI3aHHOCTEH M TpeOOBaHUS K MOHUTOPUHTY
KJIMHUYECKOTO UCCIIEI0BAHMS;

1.46. "monpaska k mpotokony" (protocol amendment) — opopmieHHOE B TUCHbMEHHOM
BUJIC OMHCAaHWE U3MEHEHUW WU O(UIMAIbHOE Pa3bsCHEHHE MPOTOKOJIA KIMHUYECKOTO
HCCJIEI0BAaHNUS;

1.47. "mpenapatr cpaBHenus" (comparator (product)) — wucciaeayeMblii WU
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar (aKTUBHBIA KOHTPOJb) JHOO MIanebo,
UCITIOJIb3yEeMbI€ JUIsl KOHTPOJISI B KIIMHUYECKOM HCCIIEJOBAaHUMY;

1.48. "mpumenumsbie TpeOoBanus" (applicable regulatory requirement(s)) — akThl,
coctaBisironre npaBo Cor3a U 3aKOHOJATENBCTBO TOCYAAPCTB-YWIEHOB B cepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB, PETYJIUPYIOIINE MPOBEACHUE KIMHUYECKUX UCCIIEOBAaHUMN;

1.49. "mpomexyTOUHBIM OTUET O KIMHUYECKOM uccienoBanuu’ (interim clinical trial (
study report)) — OT4ET O MPOMEKYTOUHBIX pe3yjibTaTaXx M UX OLIEHKE, OCHOBAaHHBIN Ha
MPOBEICHHOM B X0]1€ KIIMHUYECKOTO UCCIIEA0BAHMS aHAJIU3€E IaHHBIX;

1.50. "mpoTOKOJI KIMHUYIECKOTO HccienoBanus" (protocol) — TOKyMEHT, OMUCHIBAIOIIUN
LEeU, JU3aiH, METOJO0JOTUI0, CTATUCTUYECKHE METOAbl U OPraHU3alMI0 HCCIEeI0BaHUS.
[ToMuMO 3TOro, MPOTOKOJ KIMHUYECKOTO HCCIECIOBAHUS OOBIYHO COJEPKHUT IMOJTYYEHHbIE
paHee JaHHbIe U OOOCHOBAaHME MCCIENOBAHHUSA, OJHAKO dTa HH(pOpMAIUs MOXKET OBbITh
NpEeACTaBI€HAa U B JIPYTUX JIOKYMEHTAaX, Ha KOTOPbIE CChLIAETCA MPOTOKOJ KIMHHUYECKOTO
uccinenoBanus. [IpumenutenbHo k HactosuM [IpaBunam nouatue "mpoTokon" BKIIOYAET B
ce0sl Kak Bce MOCJIeAYIOIINEe BEPCUU TPOTOKOIIA, TAK U MONPABKU K HEMY;

1.51. "mpsamo#t moctymn" (direct access) — paspenieHHe Ha MPOBEPKY, aHAIU3,
BepUPUKALIMIO ¥ KOMUPOBAHUE JIOOBIX 3aMMCedl W OTYETOB, HEOOXOAMMBIX IJIsi OLIEHKU
KIIMHUYECKOIr0 ucciaenoBanus. Jluna, umeromue MmpaBo NpsIMOTO JOCTyIa (HampuMmep,
NpEeJACTaBUTENN YIOJIHOMOUYECHHBIX OPraHOB TOCYJIapCTB-YJIECHOB WM YMOJIHOMOYEHHBIX
OpraHoOB TPETBUX CTPaH, MOHUTOPHI U AyJHUTOPBI CIOHCOpA), JOJKHBI MPUHUMATh BCE



pa3yMHbIE MepbI sl COOJIOJCHUSI MPUMEHUMBIX HOPMATHUBHBIX TPEOOBAHUU IO 3allUTE
KOHQUACHIMAIBbHOCTH WH(OpMaLKM, MO3BOJAIOUIEH HACHTU(ULIMPOBATH CYOBEKTOB, U
uH(dOpMaIK, MPUHAJJICKAIIEH CITIOHCOPY;

1.52. "pangomu3amusa" (randomization) — mporiecc pacnpeaeieHus cyObeKTOB
WCCTIEOBAHUS IO TPYIIaM JICYCHUS WIIM KOHTPOJISI CIy9ailHBIM 00pa3oM, MO3BOJISIOIINI
CBECTU K MUHUMYMY CyOBEKTUBHOCTb;

1.53. "pyTunHas kiuHUYeckas mpakTtuka" (routine clinical practice) — ma6nonnsie (
OJIHOTHUITHBIE) MEIMIIMHCKUE TUATHOCTUYECKUE U JICUEOHbIE MPOIETYPhl, TEXHOJIOTHUU WUITU
MEpOTIPUATHSI, KOTOPBIC BBITOJHIIOTCS ISl JAHHOW TPYNIbI TMAIMEHTOB WM JAaHHOTO
CTaHJapTa OKa3aHMs MEIUIIMHCKOMN MTOMOIIIH;

1.54. "ceptuduxar aynura" (audit certificate) — JOKyMEHT, COCTaBICHHBIN ayJUTOPOM B
MOATBEPKIAcHUE (haKTa MPOBEACHUS ay/INTA;

1.55. "cepre3Hoe HexenaTelbHOE siBIeHHE", "cepbe3Has HexenaTeabHas peakius’ (
serious adverse event; SAE or serious adverse drug reaction; serious ADR) —
HEOJIAaronpusTHOE MEIUIIMHCKOE COOBITHE, KOTOPOE BHE 3aBHUCUMOCTH OT JO3bl
JIEKapCTBEHHOT' O Ipernapara NPUBENO K CMEPTH, MPEACTaBIseT cOO0M yrpo3y A KU3HH,
TpeOyeT TOoCIUTANU3AlUA WU €€ TPOJJICHUS, MPUBEIO K CTOWKOW WM 3HAYUTEIHHOU
HETPYJI0CIOCOOHOCTH WJIM MHBAJIMIHOCTH WM MPEJICTABISAET COOOM BPOXKACHHYIO aHOMAJIUIO
(BpPOXKIEHHBIN MOPOK Pa3BUTHS) U CBEJCHUS O KOTOPOM MPECTABISIOTCS B COOTBETCTBUU C
nyHkToM 1.2.1 npunoxkenust Ne 11 x Hactositium [IpaBunam;

1.56. "cnenoit meton (mackupoBka)" (blinding (masking)) — MeTos, Ipu MPUMEHEHUH
KOTOPOTO OJTHOM MJIM HECKOJIbKUM YYacCTBYIOIIUM B KIIMHUYECKOM HCCJIEIOBAHUU CTOPOHAM
HEU3BECTHO, KaKOe JICUCHHE Ha3HAYeHO CyOBheKTy uccienoBanus. [Ipoctoii cienoit MeTon
MpeayCMaTPUBAET HEOCBEIOMIIEHHOCTh CYOBEKTOB UCCIEOBAHUS O HA3HAYEHHOM MM BUJIE
JICYCHUs, B TO BpEMs KaK JABOWHOM CJIENIOM METOJ IT0Apa3yMeBaeT HEOCBEIOMIIEHHOCThH B
ATOM CyOBEKTOB MCCIEAOBAHUS, UCCIEAOBATENCH, MOHUTOPOB U B HEKOTOPBIX CIydYasiX JIUII,
BBITIOJIHAIOIIMX CTATUCTUYECKYIO 00paOOTKY JaHHBIX;

1.57. "cobmroaenue TpeOoBaHUN (IPUMEHUTEIBLHO K KIMHUYSCKUM HCCIIea0BaHuIM)" (
compliance (in relation to trials)) — cooTBeTCTBHE BCEM CBS3aHHBIM C KIMHUYECKUM
HCCIIeI0BaHNEM TPeOOBaHUSIM, HAJICKAIICH KITMHUYECKON MPAKTUKE U WHBIM MPUMEHUMBIM
TpeOOBaHUSIM;

1.58. "couccnenoBarens (subinvestigator)" — mr000# 4YlieH HCCIEIOBATEIbCKOTO
KOJUICKTUBA, Ha3HAYCHHBIN HCCIIeI0BaTENIeM U (WJIH) OCYIIECTBIISIFOIINI MO/ €T0 KOHTPOJIEM
3HAUYUMBbIE MPOUEAYPHI KIMHUYECKOTO UCCIEAOBAHMS B UCCIEAOBATEILCKOM LEHTPE U (WIIN)
MPUHUMAIONIUN BaXXHBIE PEIICHUS, CBS3aHHBIE C KCCIEAOBaHWEM (HAampuUMep, WHTEPH,
OpJMHATOP, HAYYHBIN COTPYIHUK);

1.59. "cnoncop" (sponsor) — gpu3HUECKOEe WU HOPUAUYECKOE JIUIO, OTBEYAIOLIEE 32
WHUIMAIMIO, OPTaHU3aIliIo U o0ecrieyeHue (MHAHCUPOBAHUS KIIMHUYECKOTO UCCIIEI0BAHMS;



1.60. "crioncop-uccienoBarens” (sponsor-investigator) — guszndeckoe JUIo, KOTOpoe
CaMOCTOSITEJIHO MJIH COBMECTHO C JAPYTMMH JTUI[AMH WHUIIMAPYET U MMPOBOAUT KIMHUYECKOES
WCCJICIOBAHKE U T10JI HETIOCPEICTBEHHBIM PYKOBOJACTBOM KOTOPOTO MCCIICAYEMBIH Tperapar
nubo0 HazHayaeTcs, JUOO BBIJAETCS CYOBEKTYy HCCIENOBAHUS, JTUOO MPUHUMAETCS WM.
OO0s3aHHOCTH CITOHCOPA-UCCIIEIOBATENS BKIIFOYAIOT B c€0s1 00513aHHOCTH KaK CIIOHCOpPA, TaK U
MCCIIeZIOBATEIIS;

1.61. "cranmpaptasie onepanuonubie mpoueaypsl”, "COIT" (standard operating procedures;
SOPs) — moapoOHbIE TMHUCHMEHHBIC WHCTPYKIUH, MpPEIHA3HAYCHHBIC IS JOCTHKCHHUS
€AMHO00pAa3us IPH OCYIIECTBICHUN OTIPEICTICHHON IeATeTLHOCTH;

1.62. "cyonekT (cyonekT uccnenoBanus)" (subject (trial subject)) — du3nueckoe nuio,
yY4acTBYyIOIIEE B KIMHHUYCCKOM HCCICIOBAHMM B COCTaBE TPYMIbI, MOJTyYaromeH
UCCIIeTyeMBIH Mpenapar, JIM00 B COCTaBe KOHTPOIHHOW TPYIIITH;

1.63. "ynonmnoMoueHHbie opransl" (regulatory authorities) — opransl rocy1apCcTB-4JICHOB
U TPEThUX CTpaH, 00JaJaroONINe MPABOM OCYIIECTBISATH PETYIUPYIONIHE (QYyHKIIHH, B TOM
qrCIlie YIOJHOMOYEHHBIC Ha PACCMOTPEHHUE IMPEACTABICHHBIX UM KIMHUYECKUX ITaHHBIX, &
TaK)Ke MPOBEACHUE HHCIICKITNY;

1.64. "ys3Bumble cyOBekTHl uccienoBanus” (vulnerable subjects) — nuiia, Ha kenaHue
KOTOPBIX y4aCTBOBAaTh B KIIMHWUYECKOM HCCIICIOBAHUHA MOXKET OKa3aTh YPE3MEPHOC BIUSHUE
oxxuganue (000CHOBaHHOE MM HEOOOCHOBAHHOE) TEX WJIM WHBIX IPEUMYIIIECTB, CBSI3aHHBIX C
y4acTHEM B MCCIICOBAHNH, TN CAaHKIIMHU BBIIIECTOSAIIUX JIUI] B CITydae 0TKa3a oT ydacTtus. K
YSA3BUMBIM CYOBEKTaM WCCIEIOBAHUS OTHOCSATCS YdYalldecs BBICIIMX H CPEIHHX
MEIHUIIMHCKHUX (CTOMATOJIOTUYSCKUX) U (PapMalleBTUIECKUX YICOHBIX 3aBEICHUH, MIIaIIINi
NepcoHan KIMHUK W JabdopaTopuid, ciyxamue (QapMaleBTUYECKUX KOMIAHMMH,
BOCHHOCYJ)KaIllMe, 3aKIIOYEHHBIE, a TaKXke OOJbHBIE, CTPAJAIOIINE HEU3ICUYUMBIMU
3a00J€BaHUSIMHU, JIMIIA, HAXOSAIIMECS B JOMaxX MO yXo1ay, MajlooOecrieueHHbIe U 0e3pa00THBIC
, TIAIIMCHTHI, HAXOMSIIMECS B HEOTIOKHOM COCTOSHUHU, TPEICTABUTEIIM HAIMOHAIBHBIX
MEHBIITMHCTB, JIUIa 0€3 ONPEIeICHHOTO MECTa KUTEIHCTBA, OCIKCHIIBI, HECOBEPIIICHHOICTHHE
Y JIMIIA, HAXOSAIIUECS ITOJI ONICKOM MIIH MOIIEYUTEIILCTBOM, a TAKXKE JIUIA, HECITOCOOHBIC JaTh
coryacue;

1.65. "sxcneptHbiil coBeT opranuzamuu”, "ICO" (Institutional Review Board, IRB) —
HE3aBUCHMBIA OpraH, COCTOSIIUNA W3 JIMI, paboTaromux B 00JACTH MEIWIIMHBI, HAYKH, a
TaK)K€ HE HMMCIOIIUX OTHONICHWS K HayKe, KOTOPBIM OOeCleumBaeT 3alluTy TpaB,
0€30IMacHOCTH 1 OJIArOIoJIyqHs CyObEKTOB UCCIICIOBAHMS, B TOM YHCIIC ITyTEM PACCMOTPCHHSI
, YTBep XK aeHH (0700pEHUS) IPOTOKOJIA KIIMHNYECKOTO MCCIICIOBAHUS U ITONIPABOK K HEMY, a
Tak)Ke MaTECPHAJIOB M METOJIOB, KOTOPBIE MPEIIOoIaracTcsl HCIOIb30BaTh JIJIS TTOJNYYCHUS U
JOKYMEHTUPOBaHUSI HTHPOPMHUPOBAHHOTO COTIIACHS CYOBEKTOB MCCIICIOBAHHUS.

2. ITprAMMITE HajuIeXKamed KIMANISCKOH IPaKTHKA



2.1. KiimHnueckue nccneaoBaHus JOJKHBI IPOBOJINUTHCS B COOTBETCTBUM C 3TUYECKUMHU
IIPUHIUIIAMY, 3aJI0’KEHHBIMU X eJIbCUHCKON Aeknapanuen, npusaroi Ha XVIII I'enepansHon
accambiiee BcemupHoil meaunuHCKOW accoruanuu B 1964 romy, W OTpaKCHHBIMHU B
HacTosiux [IpaBunax u npuMEeHUMBIX TPEOOBAHUSIX.

2.2. 1o Hayayia ucclieoBaHUsA JOJDKHA OBITh NPOBEICHA OLEHKAa COOTHOILIECHUS
npeaBUAUMOro (MpeIcKkazyeMoro) pucka U Hey100CTB C 0KUJIaEMOM MOIb30H ISl CyObeKTa
UCCIeI0BaHMs U o0miecTBa. MccieqoBaHue MOXKET ObITh HAYaTO M MPOAOIKEHO TOJIBKO B TOM
clIy4ae, eciiv 0’KHMJaeMasi 1ojb3a ONPaBIbIBAECT PUCK.

2.3. IlpaBa, 6e30macHOCTh M 0Jaronojiyyue CyObEeKTOB HCCIEJOBAHUS HUMEIOT
NEPBOCTENEHHOE 3HaYCHHE U JOLKHBI PEBATNPOBATh HAJl MHTEpecaM HayKU U OOIIEeCTBA.

2.4. Uudopmanus (AOKIMHUYECKAs U KIMHUYECKast) 00 HcclieyeMOM MpernapaTe A0HKHa
OBITh TOCTATOYHOM /711 00OCHOBAHUS MPEANOIAraeéMOro KIMHHYECKOTO UCCIEI0BaHNUS.

2.5. Knunuyeckue ucciaeoBaHus JOKHBI COOTBETCTBOBATh HAYUYHBIM TPEOOBAHUIM U
JOJIKHBI OBITh YETKO M NOJIPOOHO ONMKMCAHBI B TPOTOKOJIE KIMHUYECKOTO UCCIIETOBAHUS.

2.6. KnuHnueckoe uccie0BaHue JOJKHO MPOBOJUTHCS B COOTBETCTBUU € MPOTOKOJIOM,
YTBEPKIACHHBIM (0JOOPEHHBIM) HKCIEPTHBIM COBETOM OpraHu3aluu (HE3aBUCHMBIM
studeckum komuteroM (HOK)).

2.7. OTBETCTBEHHOCTh 32 OKa3bIBAEMYIO CYOBEKTY MCCIICIOBAHUS MEIUIIMHCKYIO TTOMOIIIb
Y IPUHATHE PEIIEHUN MEAUIMHCKOIO XapaKTepa HECET Bpady.

2.8. Bce mpoBoasmie HMCCIENOBAaHUE JHUIA JOJKHBI MUMETh COOTBETCTBYIOIINE
o0Opa3oBaHKe, TOJTOTOBKY M OMBIT JJIsl BBHIMIOJTHEHUS BO3JIOKEHHBIX HAa HUX 33/1a4.

2.9. Jlo6poBosibHOE MHOOPMUPOBAHHOE COTJIACHE JOHKHO OBITh MOJYUYEHO Y KaXKI0T0
cyOBEeKTa 10 €ro BKIIOUYEHUS B UCCIEAOBAHUE.

2.10. Bcro nmony4eHHYI0 TpH MPOBEACHUN KIMHUYECKOTO UCCIeA0BaHUS NH(HOPMAITUIO
HEOO0XOJIMMO PETUCTPUPOBATH, NIEPEABATh U XPAaHUTh TaKUM 00pa3oM, 4TOObI 0OECTIEYUTH
TOYHOCTb U MIPABUJILHOCTD €€ IPEICTaBICHUs, HTEPIPETALUU U BepruUKAIIUH.

DTOT NPUHIUI TPUMEHUM KO BCEM 3aMUCAM, MPEAYCMOTPEHHBIM HACTOAIIMMU
[IpaBunamu, BHE 3aBUCUMOCTH OT THIIA UCIIOIb3YEMOIO HOCHTEIIS.

2.11. KonduneHnmnanbHOCTh 3aMuceil, TO3BOJISIOMUX UAECHTUPUIIUPOBATh CYyObEKTOB
MCCJIEI0BAHMS, TOJDKHA OBITh 0OecieueHa B LEAX COOMI0EHUS MpaBa Ha YaCTHYIO JKU3Hb U
3aIUTy KOHGUIECHIIMATHHOCTA B COOTBETCTBUU C TIPUMEHUMBIMU TPEOOBAHUSIMHU.

2.12. IIpon3BOACTBO U XpPAHEHHUE HCCIIENAYEMBIX JEKAPCTBEHHBIX IIPENApAaTOB, a TAKKE
oOpallleHue ¢ HUMU HEOOXOJUMO OCYIIECTBIISATh B COOTBETCTBUU C MPaBUJIAMU HaJIeKaIleH
MPOU3BOACTBEHHON mnpakTuku. MccinemyeMble mnpenaparbl JOKHBI MNPUMEHSATHCS B
COOTBETCTBHHU C YTBEPKICHHBIM ITPOTOKOJIOM.

2.13. HeoOxoauMMO BHEAPUTH CUCTEMBI C MPOLEAYpPaMH, KOTOPbIe 00ECIeUrBaIOT
KAaueCTBO Ka)KJOr0 ACMEKTa KIMHUYECKOTO UCCIIEI0BAHN.



Takue cucteMbl JOHKHBI (DOKYCHPOBATHCS HA TEX aCMEKTaX KIMHUYECKOTO HCCIIEOBaHUS
, KOTOpble O0OECIMEeUHUBaAIOT 3alIUTy CYOBEKTOB HCCIENOBAaHUS W JIOCTOBEPHOCTH €ro
pEe3yJIbTATOB.

3. OKCIepTHBIN COBET OpraHu3anyy (He3aBACHMEIH yTHaeckuii komurer) (CO (HOK))

3.1. O6s3aHHOCTH.
3.1.1. DKCHepTHBIA COBET OpraHU3alMy (HE3aBUCUMBIN ITHYECKUN KOMHUTET) IIPU3BaH
3al[uIaTh IpaBa, O€30MacHOCTh U OJIArOmoJiyune BCEX CYOBEKTOB UCCIIEAOBAHUS.
HccnenoBanusim ¢ y9acTUeM YSI3BUMBIX CYOBEKTOB JIOJKHO OBITH YIEIEHO 0c000€ BHUMAHHE

3.1.2. 3CO (H3K) nomxeH noiay4uTh Ha paCCMOTPEHHE CIIETYIONINE IOKYMEHTHI:
IPOTOKOJ (ITOMPABKU K MPOTOKOITY);
MUChbMEHHYI0 (OpMYy MH(POPMHUPOBAHHOTO COTJIACHS M €€ TOCJICAYIOINE PEeIaKIINH,
npeajaraeMble CCIe10BaTeNeM i UCTIONb30BaHUS B HCCIICIOBAHUY;
ONKCaHUE JICNCTBUIN, HANIPABJICHHBIX HA MPUBJICUYCHUE CYOBEKTOB K yYacTHUIO B
UCCJIeIOBaHUU (HApUMep, PeKIaMHbIe OObSIBICHHS ),
MMCbMEHHBIE MaTEepHUaibl, KOTOPbIE OYIyT MPEICTaBICHBI CyOhEeKTaM UCCIEAOBAHNUS,
OpoIIopy MUCCaea0BaTENS;
U3BECTHYIO0 HH(GOPMAIINIO, KACAIOIIYIOCs 0€30MMacHOCTH;
uHGOPMAITUIO O BBIIUIATAX U KOMIICHCAIUSAX CYOBEKTaM UCCIICI0OBAHMUS;
TEeKYIIYI0 pEeJaKIMio pe3ioMe ucciedoBarens (curriculum vitae) u (unm) apyrue
MaTepHaJIbl, TOTBEPIKIAIOIINE €T0 KBATU(UKAITIIO;
JIpyryue JOKYMEHTBI, KoTopble MOTYT noTpedoBaThess DCO (HOK) niis BbITIOTHEHUS €ro
00s13aHHOCTEM.
3CO (HOK) nomken paccMOTpeTh BONPOC O MPOBEACHUH MPEIaraeMoro KIMHHYECKOTO
UCCJIEI0BAaHUS B COOTBETCTBYIOIIME CPOKU M JIaTh 3aKJIIOYEHUE B MHUCbMEHHOM BHUJE, YETKO
UJICHTU(PUIIUPYS HCCIEIOBAHUE, PACCMOTPEHHBIE JOKYMEHTHI M JNaThl MPU TPUHATHH
CJIEIYIOLIUX BO3MOKHBIX PEIICHUM:
onoOpeHue (Bblaada 3aKII0YCHIS ) Ha POBEJACHUE MCCIICIOBAHUS;
TpeOOBaHNE O BHECEHUH U3MEHEHUH B MPEJACTABICHHYIO JOKYMEHTAIMIO A0 MOJyYeHHUS
o100peHus (BbIJauM 3aKJII0YEHHS ) Ha POBEJICHUE UCCIICIOBAHUS;
OTKa3 B 0JJ00peHUH (BbIIa4e 3aKJIIOUCHHUS ) HA TTPOBEICHUE UCCIIEIOBAHMUS;
OTMEHA (MPUOCTAaHOBKA) CJEIAHHOTO paHee 0J00peHus (BBIIAHHOTO 3aKJIIOYEHHUS) Ha
IIPOBEJICHHUE UCCIIEA0BAHMSL.
3.1.3. 3CO (H3K) nomxeH OLEHUTh COOTBETCTBUE KBadU(PUKAIMU HUCCIIEAOBATEIIS
MpeyilaracMoMy MCCIIEIOBAHUIO Ha OCHOBAHUU TEKYIIEH PENaKIuu pe3tomMe uccieaoBaTess (

curriculum vitae) u (Wau) APyroi COOTBETCTBYIOLIEH AOKyMeHTauu, 3amnpoiueHHoin ICO (
HO3K).



3.1.4. 5CO (H3K) noykeH NepuoAMYecKy paccMaTpUBaTh JOKYMEHTAIMIO 110 KaXI0My
TEKYILIEMY HCCJIEIOBAaHUIO C YacTOTOM, 3aBUCSIIEH OT CTENEHH pPHUCKA, KOTOPOMY
MO/IBEPTaloTCs CYOBEKTHI UCCIEAOBAHMS, HO HE pexke 1 pasza B roj.

3.1.5. CO (H3K) moxer moTpeboBaTh, 4TOOBI CyObEKTaM HMCCIEIOBAHUS, TOMUMO
nHpopmanuu, ykazaHHo B nyHkTe 4.8.10 nHactosimux IlpaBui, ObUIM TpEACTaBICHBI
JIOTIOJTHUTEIBbHBIC CBEJICHUsT 00 wucciemoBaHuu, eciau, mo MHeHuro DCO (HOK), ato
HEO0OXOJIMMO JIJISl 3aIUTHI MPAB U 3I0POBbsI CYOBEKTOB UCCIIEIOBAHMS, a TAKXKE JIJI TapaHTUH
ux 0€30MacHOCTH.

3.1.6. B cimyyae ecnu corjiacue Ha ydyacTue CyObeKTa B MCCIICIOBAaHUU, HE CBSI3AHHOM C
JICUCHUEM, JAaeT €ro 3aKOHHBIN MPEJICTaBUTENIh B COOTBETCTBUM ¢ MTyHKTamu 4.8.12 u 4.8.14
Hactosmux [IpaBuin, 9CO (HOK) nomken yOoenuThes, 4TO MPECTaBICHHBIA MPOTOKOM U (
WIW) JApyras JOKYMEHTAIHs COOTBETCTBYIOT OSTHYECKHUM U JPYyTUM TPUMECHUMBIM
TpeOOBAHMM K TOJOOHBIM KIMHUYECKUM HCCIICTOBAHUSIM.

3.1.7. B cnydae ecny B MPOTOKOJIE YKA3bIBAETCS HA HEBO3MOYKHOCTD MTOJTY4YEHUS COTJIACUS
Ha y4acTHUE€ B UCCJIEIOBAHUH OT CYOBEKTa UCCIEOBAHUS UM €0 3aKOHHOTO MPECTaBUTENS
B COOTBETCTBUU ¢ TyHKTOM 4.8.15 Hactosmux [IpaBun 10 MoMeHTa BKIIIOUEHUsI CyObEKTa B
uccie0Banne (HarpuMmep, pu HeoTI0KHOM coctosaun), DCO (HOK) nomken yoeauThes B
TOM, YTO TMPEJCTaBICHHBIN MPOTOKOJ W (WJIM) Apyras JOKyMEHTaIusi COOTBETCTBYIOT
ATUYECKUM U JAPYTHM TPUMEHUMBIM TpeOOBAaHUSAM K TOJOOHBIM KIMHUYECKUM
UCCJIEIOBAHUSIM.

3.1.8. DCO (H3K) paccmarpuBaetr pa3Mep U NOPSIOK BBILIAT CYOBEKTY UCCIEIOBAHUS,
9TOOBI YOEAUTHCS B OTCYTCTBUU HEOOOCHOBAHHOM 3aMHTEPECOBAHHOCTH WUJIU MPUHYKICHUS
CyObEeKTOB HccaeqoBanus. PazMep BhIIUIAT CyObEKTaM UCCIEIOBAHUS JIOJKEH OMpEAeisiTh
MPONOPLIMOHAIBHO MX YYaCTHIO B MCCJIEAOBAHUU, HO HE JOJKEH 3aBUCETh UCKIIOUUTEIBHO
OT TOT0, 3aBEPIINI CYyOBEKT UCCIAETOBAHUE MOJTHOCTHIO HJIK HET.

3.1.9. 3CO (HOK) nommkeH yoeauTbcs B TOM, 4TO MH(pOpMaIus, Kacaromascs BBIILIAT
cyObeKTaM HCCIIEOBaHMS, BKIIOYas CHOCOOBI, pa3Mep W MOPSAJOK BBIILIAT, OTpakeHa B
MUCbMEHHON (popmMe HHOOPMUPOBAHHOTO COTIACHS M B IPYTUX MPECTABISAEMBIX CyOhEKTaM
uccieoBaHus Matepuaiax. JomKkHO ObITh yKa3aHO, KaKuM 00pa3oM OyJZIeT ONpeAessiThCs
MPONOPLIMOHATIBHOCTD BBITLIAT.

3.2. CoctaB, pyHKIIUU U TOPSTOK PaOOTHI.

3.2.1. B coctaB DCO (H3K) momkHO BXOJUTH TOCTATOYHOE YUCIIO JIMII, 00JIaJal0NINX B
COBOKYITHOCTH HEOOXOAMMOM KBATH(UKAIMEH U OMBITOM JIJIi PACCMOTPEHUS M MIPOBEACHUS
AKCIIEPTHOM OIIEHKHW HAayYHBIX, MEIUIMHCKUX W OTHUYECKUX AacClEKTOB IJIAHHUPYEMOTO
UCCIIEIOBAHUS.

Crnenyet npenycMoTpeTh BKItoueHue B coctaB DCO (HOK):

a) HE MEHEe 5 YeIIOBeK;

0) mo kpaiiHeil mepe 1 4delnoBeKa, HE CINENHAIM3UPYIONMIETOCS B 00JIACTH HAYUHBIX
UCCIEIOBAHUM (NIEATEIbHOCTH);



B) MO KpailHeill Mepe | denoBeka, HE SBIAIOLIETOCS COTPYAHUKOM MEIHIIMHCKOU
opraHuzaiuu (MCcie0BaTeIbCKOT0 IEHTPa), B KOTOPOUM MPOBOUTCS UCCIICIOBAHUE.
['onmocoBath (BbIpakaTh MHEHUE OTHOCUTEIBHO MCCIIEI0BaHUsA) UMEIOT IIPAaBO TOJIBKO TE€
yiaensl DCO (HDK), xoTtopble He 3aBUCAT OT HCCIEAOBATEIs U CIOHCOpPAa JaHHOTO
uccinenoanus. 2CO (HOK) nomkeH BeCcTH CIIUCOK YICHOB € YKa3aHUEM MX KBaTU(UKALIKU.
3.2.2. OCO (HDK) nomxeH oCymIeCTBISTh JESITEIbHOCTh B COOTBETCTBHHU C
JTOKYMEHTIHbHO O(OPMIIEHHBIMU pabOYUMU MPOLEAYypaMH, JOKYMEHTUPOBAThH PE3YJIbTATh
CBOEH pabOThI M BECTH MPOTOKOJBI 3aceiaHnii. Ero gesTenbHOCTh T0KHA COOTBETCTBOBATh
HacTosmuM [IpaBusiamMm U MPUMEHUMBIM TPEOOBAHUSIM 3aKOHOAATEIHCTBA TOCYAAPCTB-YJICHOB

3.2.3. DCO (HOK) nmpunumaet pelieHus Ha OOBABICHHBIX 3acCeAaHUsIX MPU HATUYUU
KBOPYMa, OMPEACICHHOTO PabOUYMMHU MPOLIETypaMHU.

3.2.4. Tonbko unensl DCO (HOK), nmpuHuMaBIiie HEMOCPEACTBEHHOE y4yacTHE B
pPacCMOTPEHUU JTOKYMEHTAIIUU 1O HMCCIEJOBAHUI0 M OOCYXJIEHUU, MOTYT y4yacTBOBaTh B
rOJIOCOBAHMHM (BBIpaXXaTh CBO€ MHEHUE) U (WJIN) JaBaTh PEKOMEHIAIIHH.

3.2.5. HccrnenoBatesib MOXKET MPEACTABIATh MHPOPMAILUIO IO JIFOOBIM acleKkTam
UCCIIeIOBaHUs, HO HE MOJKET Y4acTBOBaTh B MPEHUAX WIIM B TOJIOCOBAHUU (BBIPAOOTKE
Muenus) 9CO (HOK).

3.2.6. 3CO (H3K), moxer mpuberaTh K MOMOIIU HE3aBUCHUMBIX JKCIIEPTOB IO
CIeIMaIbHBIM BOIIPOCAM.

3.3. [Ipouenypsr.
9CO (H9K) momxken paszpaboraTh, HOKYMEHTaJIbHO OQOPMUTH U COOIIOAATH
CTaHJapTHBIE paboyue MPOLeAyPhl, perIaMEHTUPYIOIIUE:
3.3.1. CocraB (pamunuu, uMeHa, OTYeCTBA (MIPU HAIMYMU) U KBATU(PUKAIMIO YJICHOB)
3CO (H3K) u yupeausumii ero opras.
3.3.2. Tlopsinoxk Ha3HaueHUs 3acenanuii, omnosemeHus uwienoB DCO (HOK) o
MIPEACTOSIINX 3aCEIaHUsIX, a TAKKE OPTraHU3aIMIO 3aCETaHUM.

3.3.3. [lopsimoK MEPBUYHOIO M MOCIEAYIOUIEr0 PACCMOTPEHUS JOKYMEHTALUU IO

MCCJIEIOBAHUIO.
3.3.4. [leprOIMYHOCTH MOCIEAYIOUIETO PACCMOTPEHHUS JOKYMEHTAIIUH O UCCIEA0BAHUIO.
3.3.5. Tlopsimok yCKOPEHHOTO PAacCMOTPEHHS JOKYMEHTAIlMU B COOTBETCTBUU C
MIPUMEHUMBIMU TPEOOBAHUSIMU JIJIs1 0J00peHUs (BBIAYM 3aKIIOUCHMS ) TPU HE3HAYUTEILHOM
M3MEHCHHUH B TEKYIIUX HCCICIOBAHUAK, YKE MOJYIUBIINX o100peHue (3akimodeHue) 3CO (
H3K).
3.3.6. HenonmycTuMocCTh BKIIIOUEHHUS CYOBEKTOB B HCCieaoBaHue 10 Toro, kak CO (HOK
) BBIJIACT MMCbMEHHOE 0J100peHue (3aKII0UeHNE) Ha TPOBEJICHHUE UCCIEIOBaHUS.

3.3.7. HeponmycTuUMOCTh B COOTBETCTBUM C NYHKTOM 4.5.2 Hactosmux [IpaBuin
OTKJIOHEHHUS OT MPOTOKOJAa WJIM €ro M3MEHEHHIl 0e3 MpeaBapuTeIbHOTO MUCbMEHHOTO
o00peHus (3akiaoueHus) cooTBeTcTBytomux nonpaok ICO (HOK), 3a uckiiroueHueM Tex



ClydaeB, KOrJja HW3MEHEHHS HANpaBlICHbl HAa YCTPAHEHHE HEMOCPEACTBEHHOW YTpPO3bl
CyObEKTaM HCCIICIOBAHUS WJIM KOTJa U3MEHEHUs KacaroTCsl TOJIbKO aJIMUHUCTPATUBHBIX U
MAaTepUAIIbHO-TEXHUUYECKUX AacleKTOB UCCIEeNOBaHUs (HampuMep, CMEHa MOHHTOpA,
U3MEHEeHHue HoMepa TenedoHa).

3.3.8. O06s13aHHOCTD HCCIIeoBaTeNs He3aMeIUTelIbHO coobmars ICO (HOK):

a) 00 OTKJIOHEHUSX OT MPOTOKOJIA WJIK U3MEHEHUSIX MPOTOKOJIA, MPOU3BEACHHBIX IS
YCTpaHEHUsI HEMOCPEICTBEHHOW Yrpo3bl CyOBEKTaM HCCIEAOBAHUS B COOTBETCTBUHU C
nyHkramu 3.3.7, 4.5.2 u 4.5.4 vacrosmux [IpaBu;

0) 00 M3MEHEHUSX, YBEIUUYMUBAIOIIUX PUCK JJII CyOBEKTOB HCCleNOoBaHUS U (MIJIH)
CYIIECTBEHHO BIUSIONIMX HA MPOBEACHUE UCCIEN0BaHUA, B COOTBETCTBUU C MMyHKTOM 4.10.2
HacrosAwmwux [Ipasui;

B) 000 BCEX CEPhE3HBIX HEMPEIBUICHHBIX HEKETIATEIBHBIX PEAKITUSX;

I') O HOBBIX JIaHHBIX, KOTOPhIE MOTYT CBUJETEIHCTBOBATh O BO3PACTAHUU pUCKA IS
CyOBEKTOB HCCIEIOBAHMS WIIM HEOJIArONMPUSTHO MOBIUSATH HA XOJ UCCIIEI0BaHUS.

3.3.9. O6s3annocth DCO (HOK) He3zamemuTeIbHO B MUCBMEHHOM BHJE COOOIIAThH
ucclenoBarento (MeAUIIMHCKOM OpraHu3aium):

a) O CBOUX pelIeHUSIX (3aKITI0YEHUSX ), KACAIOIINXCS UCCIIEOBAHMS;
0) 0 mMpUYMHAX BEIHECEHUS PEIICHUM (3aKIII0UCHUH);

B) O mopsiike (Tporeaypax) 00kamoBaHus PEIICHUN (3aKITFOYCHHM ).
3.4. JlokyMeHTaIus.

OCO (HOK) momkeH XpaHUTh OTHOCSIIYIOCS K MCCIEIOBAHUIO JOKYMEHTAIUIO (B
YaCTHOCTH, NUCbMEHHBIE MPOILEAYpPHl, MEPEUYHH CBOUX YJIEHOB C YKa3aHHEM poja
JESATeIbHOCTU U MeCTa pabOoThl, MPE/ICTABICHHBIC HA PACCMOTPEHUE IOKYMEHTBI, IIPOTOKOJIBI
3acelaHUil W KOPPECHOHJCHIMIO) B TEUEHUE HE MEHee 3 JIET MOCJE€ 3aBEpIICHUS
HCCIEIOBAaHUSI M TMPEJCTABISITH €€ M0 TpeOOBaHUIO YIOJHOMOYEHHBIX OPraHoOB.
UccnenoBartenu, cnoHCOp, YHOJIHOMOYEHHbIE Opranbl MoryT 3ampamuBars y OCO (HOK)
HH(pOpMAIIMIO O €ro MPOoIEeAypax U NEePeUHHU YICHOB.

4. UccnenoBarenb

4.1. Kanudukamus u o0s13aTebCTBa UCCIEA0BATENS.

4.1.1. ccnenoBarenp JOJKEH UMETh COOTBETCTBYIOIIME KBAIU(PUKALIUIO, 00pa30BaHHE,
NpoQEeCcCUOHANIbHYI0 MOJATOTOBKY M OIBIT, I[O3BOJSAIOIIME €My HpPUHATh Ha ceds
OTBETCTBEHHOCTb 3a HaJUIEKallee MPOBEICHUE KIMHUYECKOTo rcciieqoBanus. Kpanudukanus
UCCIIeIOBaTeNsl JOHKHA COOTBETCTBOBATH MPUMEHUMBIM TPEOOBAaHUSAM M MOJITBEPKAATHCA
aKTyaJbHbIM pe3toMme (curriculum vitae) U (MaM) APYrUMU TOKYMEHTaMH, KOTOPbIE MOTYT
ObITh 3amporieHsl criorcopoM, DCO (HOK) u (unum) yrnmosTHOMOYEHHBIMUA OpTaHaAMU.

4.1.2. UccnenoBarenp JOJKEH BHUMATEIBHO O3HAKOMUTLCS C MPAaBUIIAMH Ha/JIEKAIIETO
MPUMEHEHHUS UCCIEAYyEeMOro IMpenapara, U3J10KEHHBIMUA B MPOTOKOJIE, TEKYLIEH pelaKiuu



OpOIIIOpBI UCCIIeNOBATEN, OOIIEH XapaKTepUCTUKE JEKapCTBEHHOTO Tpernapara u JIpyrux
MCTOYHHUKAX WH(POPMAIIUHU, TIPEICTABICHHBIX CIIOHCOPOM.

4.1.3. UccnenoBarens NOJKEH 3HATH U coOMonaTh HacTosmme [IpaBuna u nmpuMeHnMbIe
TpeOOBaHMUS.

4.1.4. UccnenoBarensb (MEIUIIMHCKAsT OpTaHU3allUs) I0JKEH COICMCTBOBATH TPOBEACHUIO
CIIOHCOPOM MOHUTOPHHTA U ayAuTa, a TakKe MPOBEACHUIO YIOJIHOMOUYEHHBIMU OpraHamMu
WHCIICKIIUH.

4.1.5. HccnenoBaTenb JNOJDKEH BECTH IEPEUYCHBb O00JIaA0OIMMX HEOOXOIUMOI
KBanupuKaue JUIl, KOTOPhIE IO €ro IMOPYYCHHUIO OCYIICCTBISIOT OIPEACICHHYIO
JeSITEIbHOCTD B paMKaX MCCJIETOBAHMS.

4.2. COOTBETCTBYIOILINE PECYPCHI.

4.2.1. UccnenoBaTenb JOJDKEH OBITH CIIOCOOCH MPOJIEMOHCTPUPOBATH (HampuMep, Ha
OCHOBaHUU PETPOCHEKTUBHBIX JaHHBIX) BO3MOXKHOCTH HAabOpa B TEUEHHE OIPEACICHHOTO
nmeprogaa TpeOyemMoro KOJMYECTBA TMOAXOMSANUX CYOBEKTOB  WCCIEIOBAaHUSA,
COOTBETCTBYIOIIUX KPUTEPUSIM 0TOOPA.

4.2.2. UccnenoBarellb JOJDKEH UMETh JOCTATOYHOE KOJIUYECTBO BPEMEHH, YTOOBI
HaJUIeKAIUM 00pa3oM MPOBECTH U 3aBEPIIUThH MCCIEIOBAHUE B TEUCHHE YCTAHOBICHHOTO
nepuo/a.

4.2.3. HccnenoBatenb JOJDKEH pacrojiaraTh JOCTATOYHBIM KOJHYECTBOM
KBIU(DUIIMPOBAHHBIX COTPYIHUKOB U MaTEpPUAIbHBIX PECYPCOB (MOMEIEHHUs, 000PYyI0BaHUE
) B MIEPHOJ UCCIEIOBAHUS JJISI TOTO, YTOOBI TTPOBECTH ATO MCCIEAOBAHUE HAMJICKAIIUM U
0e301macHBIM 00pa3oM.

4.2.4. UccnemoBatenb OTBEYAET 3a TO, YTOOBI BCE 3aHATHIC B KIIMHMYSCKOM HCCIIEJOBAHUHT
COTPYAHHUKHU OBUTH 3HAKOMBI C MIPOTOKOJIOM U HMH(pOpMaIHei 06 uccienyeMom npemnapare, a
TaK)Xe CO CBOMMHU (QYHKUUAMH U 00SI3aHHOCTSIMHU.

4.2.5. UccnenoBaTenb AOIKEH KOHTPOJIUPOBATH JACSITEIBHOCTh COTPYAHUKOB HIIA MHBIX
JIUII, KOTOPBIM OH TIEpeaall T¢ WJIM WHBIC 00S3aHHOCTH W (PYHKIIMHU B pamMKax MPOBEICHHUS
WCCJICIOBAHUSI B HICCIICIOBATEIHCKOM IICHTPE.

4.2.6. Ecnu uccrnenoBaTeiab (MEOUIMHCKAsE OpraHu3alus) mpuderaer K yciyram
KaKoro-au0o0 JuIla JUIsl BBITIOJHEHUS TEeX WM HWHBIX CBA3aHHBIX C MPOBEICHUEM
UCCJIeIOBaHUs 00s13aHHOCTEN U QYHKIIUNA, OH JTOJKEH:

yoenuThes (MOJYyYUTh JOKYMEHTAIbHOE MOATBEPKACHUE) B TOM, YTO JAAHHOE JIUIIO
o0nafaeT 1OCTaTOYHOM KBamu(UKaIMel ISl BHITTOJHEHUS dTUX 00sS3aHHOCTEN 1 (DYHKIIHIA,

BHCJPHUTH TPOIEAYPHI, HANPaBJICHHBIC Ha OOECIEYEHHE TOJHOTHI BBIMOJHCHUS
CBSI3aHHBIX C TPOBEJCHUEM HKCCIIEAOBaHUS OOS3aHHOCTEH W (PYHKIMA M 1ETOCTHOCTH
MOJIyYCHHBIX TaHHbIX.

4.3. Okazanue MEAUITMHCKON TTOMOIIY CyOheKTaM HCCIIEOBaHUSI.



4.3.1. SBngromuiicss MCCIEIOBATEIEM WIH COUCCIEAOBATEIEM Bpad HECET
OTBETCTBEHHOCTh 3a BCE NMPUHUMAEMbIE B paMKaxX UCCIEIOBAHUS PEUICHUS] MEIUIIMHCKOTO
XapakTepa.

4.3.2. Bo BpeMs U 10 3aBEPIICHUU YYacTUsl CyOBhEKTa B UCCIEIOBAHUHU UCCIIEI0BATENb (
MEIIUIIMHCKAs OpTaHW3aIus) JOJDKeH OO0ECTIeYMTh OKa3aHWe CYOBEKTY HCCIECIOBaHUS
HEOOXOUMON MEIMIIMHCKOW MOMOIIM B CJIy4ya€ BO3HMKHOBEHHMS JIIOOBIX CBSI3aHHBIX C
HCCIICIOBAaHUEM HEKEJIATEeNIbHBIX SIBJICHUM, BKJIIOYAs KIMHUYECKU 3HAYMMbIC W3MEHEHUS
nabopaTopHbIX TOKazareneil. MccnenmoBarens (MEIUUIMHCKAs OpraHu3amusi) o00s3aH
HHPOPMUPOBATh CYOBEKTa MCCIEIOBAaHUS O CTaBIIMX HW3BECTHBIMH HCCIEIOBATEIIO
MHTEPKYPPEHTHBIX 3a00I€BaHUAX, TPEOYIOMINX METUITUHCKON TTOMOIIIH.

4.3.3. UccnenoBatento cieayeT COOOIMMTh JedalieMy Bpauy, eciiu TaKOBOH UMeeTcs, 00
y4acTuu CyOBeKTa B WCCIEIOBAHHWM TMPH YCIOBUM, YTO CyOBEKT HE BO3paKaeT MPOTHUB
MH(GOPMHUPOBAHUS JICHAILIETO Bpaya.

4.3.4. CyObexT uccienoBaHusl HE 00s513aH cOOOIIaTh O MPUUYMHAX, TOOYIUBIIUX €0
JOCPOYHO MPEKPATUTh y4YacTHE B MCCIEJOBAHUHU, OJHAKO HCCIEAO0BATENb JOJKEH
MOMNBITATHCA YCTAHOBUTH 3TH MPUYHUHBI, COOJIIOIask IPU ATOM TIpaBa CyObEKTa UCCIICIOBAHMUS.

4.4. Konraktsl ¢ 2CO (HOK).

4.4.1. [lepen TeM Kak Ha4aTh UCCIIEIOBaHKE, UCCIIEAOBATENb (MEUIIMHCKAS OpraHu3aIus
) DOJKEH TOJIYYUTh MUCbMEHHOE U AaTHUpoBaHHOE ojobpenue (3akmtoueHue) ICO (HOK)
IPOTOKOJIA, MUCBMEHHOW (opMbl MHGOPMUPOBAHHOTO COTJACHS M €€ MOCIEeAYIONIUX
penakiuii, Mep, HalpaBJICHHBIX HA MPUBJICYECHUE CYOBEKTOB K YYaCTHIO B HCCIIEIOBAaHUU (
HaIpUMeEp, PEKIIAaMHBIX OOBSABIICHU), U JIFOOBIX APYTHX MUCHMEHHBIX MaTepUaIOB, KOTOPHIE
MpeanoaraeTcs npeAcTaBuTh CyObEeKTaM HCCIEOBaHUS.

4.4.2. Bmecte ¢ IpyruMu JTOKYMEHTAMH HCCIEA0BATENb (MEAUIMHCKAs OpraHu3alus)
noipkeH npeactaButh DCO (HOK) mocnennioro pegakiuio opourtopsl uccieaopatens. Ecinu
OpomIropy HCCleoBaTENs JOMOIHSIIOT B X0/1€ UCCIISIOBAHUS, UCCIEA0BATENb (MEIUIIMHCKAS
opranuzaius) 00s3ad npeacraButh ICO (HOK) HOByO pepakiinio OpoIIopbl UCCaeI0BaTeNs

4.4.3. B TeyeHue uccie0BaHUs MCCIEN0BaTeNb (MEIULUHCKAsT OpraHu3alys) JOKEH
npeacrasiaT DCO (HOK) Bce noanexaiine pacCMOTPEHUIO TOKYMEHTHI.

4.5. CobmroieHre TPOTOKOJIA.

4.5.1. UccnenoBarenb (MEAUIIMHCKAsT OPTaHU3alIMsl) JOJKEH MPOBOJUTH UCCIICIOBAHUE B
COOTBETCTBHM C IPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM U INPU HEOOXOAMMOCTHU C
YIIOJJHOMOYEHHBIMU OpraHaMu W YTBepxKIeHHbIM (onobpennsiM) DCO (H3K). B
MOJTBEPK/ICHNUE JOTOBOPEHHOCTU HCCIIEeN0BaTEeNb (MEIUIIMHCKAs OpraHu3alks) U CIIOHCOP
HOJIHUCBIBAIOT IPOTOKOJI WIIM 3aKJIIOYAIOT OTJIEIbHBIN 1I0TOBOP.

4.5.2. UccrnenoBarenp HE NOMKEH OTKJIOHATHCS OT MPOTOKOJA WM BHOCHTH B HETO
U3MEHEHUs1 0e3 corjacusi CIoHcopa U 0e3 IMpeIBapUTEIbHOIO PACCMOTPEHMS U MOTYYESHUS
JOKyMEHTallbHO o(opmieHHoro onoOpenus (3akmodenus) ICO (HOK) orHocutenbHO



NONpPaBKU K MPOTOKONY, KpOME TeX cllydaeB, KOrja HEO0OXOJUMO YCTPaHHUTh
HEMOCPEACTBEHHYIO yIrpo3y CyObeKTaM HCCIIEIOBaHUSl WJIM KOTJa M3MEHEHHS KacaroTcs
TOJIBKO aJMUHHUCTPATUBHBIX MM TEXHUYECKHUX ACIEKTOB MCCIIEIOBAaHUs (HaIpHUMeEp, 3aMEHa
MOHUTOPA, U3MEHEHHE HOMepa TesieoHa).

4.5.3. UccnenoBarellb WM HA3HAYEHHOE UM JIMIO JOJKHBI MOSICHITh U JIOKYMEHTAJIBHO
0QOpMIISTH JIFOOBIE OTKJIOHEHHSI OT YTBEP>KJAEHHOTO MPOTOKOJIA.

4.5.4. UccnenoBaTenb MOKET OTKIOHATHCS OT IMPOTOKOJIA WJIM BHOCUTDH B HETO N3MEHEHMS
ISl yCTpAHEHUs HEMOCPEACTBEHHOM yrpo3sl cyObeKkTaM uccieaoBaHus 0e3
MpeaBapuTeNbHOT0 0100penus (nonyyenus 3axinodenus) ICO (HOK). B kparuaiimme cpoku
OMMCAHME OTKJIOHEHUU WJIM U3MEHEHHH C yKa3aHHEM MX MPUYUH U IPH HEOOXOAUMOCTH
npeajiaraeMbie MONPABKU K MPOTOKOITY JIOJKHBI ObITh HAIIPABJICHBI:

a) OCO (HOK) nns paccmoTpenust U 0100peHus (BbIJauu 3aKII0UCHHUS);

0) CrIOHCOpY JIJIsl COTJIACOBaHUS C HUM;

B) YIIOJTHOMOYEHHBIM OpraHaM Mpu HE0OXOIUMOCTH.

4.6. ccnenyemble npenapaThl.

4.6.1. OTBETCTBEHHOCTD 32 YUET UCCIIEYEMBIX IIPENAPATOB B UCCIEA0BATEIBCKOM LIEHTPE
BO3JI0’KEHA HA MCCIEA0BATENS (MEIUIIMHCKYIO OpraHU3alIMIo).

4.6.2. Eciu aT0 paspemieHo (TpedyeTcs), ucciaeaoBareib (MeIUIIMHCKasT OpraHu3aIius)
MOXeET (JOJDKEH) MmepenaTh HEKOTOPhIE MIN Bee 00S3aHHOCTH MCcieaoBaTels (MEIUIIMHCKON
OpraHu3allin) MO YUYETy HCCIIeyeMbIX IPenapaToB B UCCIEAOBATEIILCKOM IIEHTPE allTeYHOMY
paboTHUKY (TIPOBU30pPY) WIJIM HHOMY JHIly, TOJKOHTPOJIBHOMY HCCIeA0OBaTEN0 (
MEIUIIMHCKON OpraHU3allliH).

4.6.3. UccnenoBatens (MeIUIIMHCKAsT OpraHU3aIlus), allTeUHbId pabOTHUK (TIPOBU30D)
WIM MHOE YTIOJIHOMOUYEHHOE HccleoBaTesieM (MEIUIIMHCKON opraHu3anueil) Mo TOJIKHbI
BECTHM YYeT MOCTaBOK IMPENapaToB B HCCIENOBATEIbCKUNA LEHTP, MX (AKTUYECKOTO
KOJIMYECTBAa B IEHTPE, HCIOIb30BAHMS KaXKJbIM CYOBEKTOM, a TaKXKe ydeT BO3Bpara
CIIOHCOPY JINOO MHOTO paclopsLDKEHUS] HEMCIIOJIb30BaHHBIMU MpenapaTaMu. 3amucH MO0 yUYeTy
JOJDKHBI BKJIIOYATh B C€0S JaThl, KOJIMYECTBO, HOMEpa MapTUid (cepuit), CpOKHU TOJHOCTH (T]Ie
NPUMEHUMO) U YHHUKAJIbHBIE KOJABI UCCIEAYEMBbIX MPEenapaToB U CyOBbEKTOB MCCIIEIOBAHUS.
HccnenoBarens JOMKEH BECTH 3aIUCH, JOJKHBIM 00pa3oM MOJATBEPKAAIOIINE, YTO CYOBEKTHI
UCCJIeIOBAHUS TOJydaiy UCCIIeAyeMbIe TIpenaparhl B 103aX, MPEAyCMOTPEHHBIX TPOTOKOIOM
, B KOJIMYECTBAX, COTJIACYIOIIMXCS C OOLIMM KOJMYECTBOM MCCIEAYEMBIX IpENnapaTos,
IIOJIyYEHHBIX OT CIIOHCOPA.

4.6.4. Vccnenyemblie npenaparbl HEOOXOAUMO XPAHUTh B COOTBETCTBUU C MHCTPYKLMSIMU
crioHcopa corjacHo nyHkTtam 5.13.2 u 5.14.3 nHacrosmmx [IpaBun u OpuMEHUMBIMU
TpeOOBaHUSIMHU.

4.6.5. UccnenoBatenb T0KEH 00€CTIEUUTh MCTIONIb30BaHUE HCCIEAYEMbIX MIPEnapaToB B
COOTBETCTBHH C YTBEP>KICHHBIM ITPOTOKOJIOM.



4.6.6. UccrnenoBaTenp WM yIOJTHOMOYEHHOE UM JIMILO JOJLKHBI Pa3bsCHIATH KaXIOMY
CyOBEKTY HCCIEIOBaHUSl TpaBujia MPUMEHEHUSI HCCIENYyeMbIX MpenapatoB W 4epes
MpUEMJIEMbIE HHTEPBAJIbI BDEMEHU
(B 3aBUCHMOCTH OT MCCJIEOBaHMS) MPOBEPATH COOJIOJACHUE ATUX HHCTPYKIMH KaxXIbIM
CyOBEKTOM HCCIICTOBAHMSI.

4.7. PangoMu3anus U pacKpbITHE KOJa.

UccnenoBarens JOJKEH NMPUMEHATH MPEAYCMOTPEHHYIO B HCCIIEIOBAaHUM METOJUKY
paHIOMHU3ALIMK, €CIIM TaKoBas WMEETCS, U 00EeCleunBaTh PACKPHITUE KOJia TOJHKO B
COOTBETCTBUU C MPOTOKOJIOM. Eciam wuccinenoBaHue NPOBOAUTCS CIENBIM METOAOM,
UCCIIeIOBATENb JIOJDKEH HE3aMeIUTEIbHO JOKYMEHTAIBHO O(DOPMUTH W OOBSICHUTH
CIIOHCOPY JII000€ MPEXIEBPEMEHHOE PACKPBITHE KO/IA HCCIIEyeMbIX MTpenapaToB (Harpumep,
ClIy4yallHO€ pacKpbITHE KOJa, PACKpPBITHE KOJIa B CBSI3M C CEPbE3HBIM HEXKENATEIbHbIM
SIBJICHUEM ).

4.8. UudpopmupoBaHHOE corjacue CyObEKTOB UCCIIEIOBAHMUSI.

4.8.1. ITpu nosty4eHU U TOKyMEHTaIbHOM 0(hOpMIIEHUH MHHOPMUPOBAHHOTO COTJIACHSs
ucclienoBaTeab JAOJDKEH COOMI0aTh MPUMEHUMBIE TpeOoBaHUs, TpeOOBaHUS HACTOSIIUX
[IpaBui 1 3TUYECKUX MIPUHIIUIIOB, 3aJI0KEHHBIX B XEJIbCUHCKOW JIEKJIapaluu, IPUHATON Ha
XVIII I'enepansHoit accambiiee BcemupHoii MenunuHckoi acconuanuu B 1964 roay. o
Hayaja WCCJIEAOBAaHUS HCCIENOBATENh JOJDKEH IMOJIYyYHTh MHChMEHHOE ogo00peHne (
zakmoueHune) 9CO (HOK) nuceMenHo#t ¢popmbl HHGOPMUPOBAHHOTO COTJIACHS M JAPYTHUX
MUCbMEHHBIX MaTEPHUAJIOB, MPEJICTABISIEMBIX CYOBEKTaM.

4.8.2. Ilucbmennyto (popMy MHOOPMUPOBAHHOTO COTJACUS U JIPYyTHE MHUCHMEHHbBIE
Matepuaibl, MpelcTaBisgeMble CyObEeKTaMm, clieyeT AOMOJHSATH (UCIPABIATH) MO MEpe
MOSIBJICHUS HOBOM MH(OpMaInnM, KOTOpas MOXKET OKa3aThCsl CYIIECTBEHHOW JJIA COTJacus
cyobekTa. JlomonaHeHHble (MCHpaBiEHHbIE) MNHUCbMEHHas (GopMa HHOOPMHUPOBAHHOTO
corjlacus W JIPyTHe MUChbMEHHBIC MAaTepUalibl, MPEACTaBIsEMble CYOBEKTY, HOJKHBI OBITH
pazpemienbl (omo0pensl) DCO (HOK) no Havama uX HMCHOJB30BAaHHMS B HCCIICIOBAHUM.
CyOBeKT WM ero 3aKOHHBIN MPEACTABUTEND JOJKHBI ObITh CBOEBPEMEHHO O3HAKOMIIEHBI C
HOBOW MH(pOpMaIKel, CIocOOHOW MOBIUATH HA JKeJIaHhe CyObeKTa MPOJ0JKATh y4acTHE B
uccnenoBanun. Makt nepeaaun 3ol HGOPMALUU AOJKEH ObITh TOKYMEHTAIHLHO O(POPMIIEH

4.8.3. Hu uccrnenoBareiib, HA JPyrue 3aHATHIE B UCCICIOBAHUU JIMIA HE JOJHKHBI
MPUHYXIAaTh CyObEKTa WM MCIOJb30BaTh WHBIE HEKOPPEKTHBIE METOJbI BO3JIEUCTBUS C
LEIbI0 CKIIOHUTH €r0 K YYaCTHIO JIMOO MPOAOKEHHUIO y4acTUs B UCCIIEOBAaHUU.

4.8.4. Hu ycTHas, HU nUchbMeHHass HHGOPMAIIHS, Kacaromascs UCCIEeI0BaHMs, BKIIFOYas
NUCbMEHHYI0 (POopMy HHPOPMHPOBAHHOTO COIJIACHS MallMeHTa, HE JOJDKHA COJIEepkKaTb
GbOpMyTUPOBOK, TPSMO WM KOCBEHHO CKJIOHSIONIMX CyOBEKTa WM €ro 3aKOHHOTO



MPEACTaBUTENS OTKA3aThCsl OT CBOMX 3aKOHHBIX TPaB, a Takke (HOPMYIUPOBOK, MPSIMO WITU
KOCBEHHO OCBOOOXAAIOUINX HCCIEA0BATENS, MEIMLIIMHCKYIO OPraHU3alliio, CIIOHCOPA WU UX
IpeJICTaBUTENIeH OT OTBETCTBEHHOCTH 3a XaJIaTHOCTb.

4.8.5. VccnenoBarenb MM YNOJHOMOYEHHOE MM JIMIIO JOJKHBI B IOJHON Mepe
nporuH(popMupoBaTh CyOBEKTa WM, €CIH CyObEeKT He CIOCOOEH JaTh MH(POPMUPOBAHHOE
corjacue, ero 3aKOHHOTO MIPEICTaBUTEN 000 BCEX 3HAYMMBIX aCleKTaxX UCCIEAOBaHMs, B TOM
YKCIJIe 03HAKOMUTH C MH(POpPMALIKEN 00 UCCIIeI0BaHUU B MUCbMEHHOUN (popMe U 0A00pEHHEM (
MOJIOKUTENBbHBIM 3akiitoueHueM) 9CO (HOK).

4.8.6. Uudopmaruss 006 MccienoBaHUM B YCTHOM M NMUCbMEHHOM (opme, BKIHOYas
MUCBMEHHYIO (OpMY UH(POPMHPOBAHHOTO COTJIACHS, TOJIKHA COJAEPKATh KaK MOXKHO MEHBIIIE
CHEIHATBbHBIX TEPMUHOB U OBITh MOHATHA CYOBEKTY WM B COOTBETCTBYIOIIMX CIIydasxX €ro
3aKOHHOMY IMPEJICTABUTEINIO U HE3aWHTEPECOBAHHOMY CBUACTEIIIO.

4.8.7. llepen momydeHueM WHQOPMUPOBAHHOTO COTJACHUS HCCIENOBATENb WM
YIIOJTHOMOYEHHOE UM JHULO JOJKHBI NPEJAOCTaBUTh CYOBEKTYy WM €ro 3aKOHHOMY
IPEACTABUTEINIIO JIOCTATOYHOE KOJMYECTBO BPEMEHU M BO3MOKHOCThH TMOJYy4YUTH Oojee
noApoOHy0 nHGOpMAaIKIO 00 UCCIICTIOBAHUY ISl TPUHSATUS PEIICHUS 00 Yy4aCTUU B HEM WJIU
oTkase OoT Takoro y4actusi. CyObeKT WM €ro 3aKOHHBIN MPEeJCTaBUTEIh JTODKHBI TTOTYYHUTh
MCYEPIIBIBAIOIINE OTBETHI HA BCE BOMPOCHI 00 UCCIEAOBAHUH.

4.8.8. Jlo Hauana y4acTusi B UCCJICIOBAHUH CYOBEKT WIIH €T0 3aKOHHBIN MPEICTABUTENh, a
TaK)Ke JIMI0, MPOBOJMBILIEE pPa3bsICHUTENbHYIO Oeceny, HOJDKHBI TOJNUCATh MU
COOCTBEHHOPYYHO JAaTHPOBATh MUCbMEHHYIO (HOpMY HHPOPMHUPOBAHHOTO COTIIACHSL.

4.8.9. Ecniu cyOBEKT WIIM €ro 3aKOHHBIN MPEICTABUTENb HE CIOCOOHBI YUTATh, BO BpEMs
MPOBEJEHUS Pa3bICHUTEIbHON Oecepl JOJKEH NPUCYTCTBOBATh HE3aMHTEPECOBAHHBIN
cBuzeTenb. [lociae Toro kak cyObeKTy WIHM €ro 3aKOHHOMY IPEJCTaBUTEN0 MPOUYUTAIN U
Pa3bACHWIN MUCbMEHHYIO (popMy MH(GOPMHUPOBAHHOIO COIIACHS U JPYTHUE MPEACTABISIEMbIE
CyOBEKTY MMCbMEHHBIC MaTePUANBl U CYOBEKT WIIM €T0 3aKOHHBIN MPEACTABUTEND 1all YCTHOE
corjacue Ha ydacTtue cyObeKTa B UCCIEOBAHUM U, €CIIU CIIOCOOEH, MOANUcal ¢ YKa3aHHueM
JaThl MUCbMEHHYI0 (popMy MHPOPMHUPOBAHHOTO COTJIACHs, HE3aUHTEPECOBAaHHBIN CBHUIECTENb
JOJKEH €€ IMOJNUCaTh U COOCTBEHHOPYYHO MOCTaBUThH AaTy. [loamuchiBas MMChMEHHYIO
(dbopmy HHPOPMUPOBAHHOI'O COTJIACHSl, HE3AMHTEPECOBAHHBIN CBHUJIETENb MTOATBEPKIAET, YTO
uH(opMaIus, coepkaiascs B ykazaHHOU (popMe U IPYTUX MUCbMEHHBIX MaTepuaiax, Obuia
pa3bsCHEHA U MOHATA CYOBEKTOM WM €r0 3aKOHHBIM IPEACTABUTEIEM U YTO COIJIACHE Ha
y4acTU€ B HCCIEJOBAaHMM JaHO CYOBEKTOM MJIM €ro 3aKOHHBIM IIPEACTaBUTENIEM
T0OpPOBOJIBHO.

4.8.10. B xonme pa3wpsicHUTENbHON Oecenpl, a Takke B NHUCbMEHHOU (opme
UH()OPMUPOBAHHOTO COTJACUS M JPYTHX MUCbMEHHBIX MaTepuanax, MpeCTaBIsIEMbIX
cyOBeKTaM, TOHKHO OBITh Pa3bsICHEHO CIEAYIOIIEE:

a) MCCIIeJOBaHUE HOCUT IKCIIEPUMEHTAILHBIN XapakrTep;

0) e UcClieI0BaHuUs;



B) BapUaHTHl JICUEHHUS B MPOIECCE HCCIEJOBAHUS M BEPOSITHOCTH CIYyYalHOIO
pacnpeniesieHus: B OJIHY U3 TPYIII JICUYCHHUS;

T') IPOLEAYPhI UCCIETOBAHMSI, BKJIIOUasi BCE MHBA3UBHBIE MPOLIETYPHI;

1) 00S13aHHOCTU CYOBEKTA;

€) aCIEeKThI UCCIIEeIOBAaHMS, KOTOPbIE HOCST SKCIIEPUMEHTANIBHBIN XapakTep;

) OXKHMJaeMble PUCK WJIM HeyJqoOcTBa il CyObeKTa, a TaKKE B COOTBETCTBYIOIIMX
ciy4asix — AJi1 SMOpHOHa, T10Ja WIH MJIaJCHIA;

3) OKMJAaeMbIe BBITOJIa U (WJIN) MOJIb3a. ECIN MONMB3bl ¢ MEAUIIMHCKONW TOYKU 3PEHUS HE
Mpeanosiaraercs, CyobeKT I0JKEH ObITh MMOCTaBIEH 00 ’TOM B M3BECTHOCTH;

M) UHbIE, IOMUMO MPETYCMOTPEHHBIX B UCCIIEA0BAHUH, MPOLIETYyPbl HJIM METO/IbI JICUECHUS
, KOTOpBIE MOTYT OBITh IOCTYITHBI CYOBEKTY, UX 3HAYNMBIC TIOTEHI[HAIBHBIE BEITOAA U (WIIN)
T0JIb3a, a TAK)KE PUCKH,

K) KOMITeHCalusl ¥ (UJIK) JIeYEHUE, TOCTYyITHbIe CYOBEKTY B Cllydae MPUYUHEHUS Bpeia ero
3JI0pPOBBIO B PE3YJITATE YUACTHS B HCCIICJOBAHUY;

J1) TUIaHUPYEMBbIE BBITUIATHI CYOBEKTY 3a €ro y4acTHe B MUCCIEOBAHUU, €CIU TaKOBbIE
IPELyCMOTPEHBI;

M) IUIaHUPYEMBbIE pacXo/Ibl CyObEKTa, CBSI3aHHBIE C €0 YYaCTUEM B MCCIIEOBAHUU, €CIIH
TaKOBbIE OKUJIAIOTCS,

H) y4acTue cyObeKTa B HCCIEA0BaHUU SBISETCS JOOPOBOIBHBIM, OH MOKET OTKA3aThCs OT
y4acTHsl WIM BBIMTU U3 UCCIEOBAHUS B JIO00M MOMEHT 0€3 KaKuX-JIM0O0 CaHKIMM it ce0st
WJIM TIOTE€PH BBITOJIBL;

0) MoHUTOPHI, aynutopsl, JCO (HOK) u ynosHoMoueHHbIE OpraHbl B TOW Mepe, B KaKoi
ATO JIOIYCKAETCA 3aKOHOAATEIbCTBOM I'OCY/IapCTB-WIEHOB, OyAyT UMETh MPAMOW JOCTYI K
OpUTHUHATBHBIM MEIUIIMHCKUM 3aMKUCIM CyObEKTa JUIsl TPOBEPKHU MPOIeAyp U (MITH) JaHHBIX
KIIMHAYECKOTO0 HWCCJEAOBaHMS, HE Hapylias MpU 3TOM KOH(HICHIHMATbHOCTH [TaHHBIX
CyOBeKTa, U CYOBEKT WM €r0 3aKOHHBIN MPeICTaBUTENb, OMUCHIBAas MMCbMEHHYIO (hopmy
MH()OPMUPOBAHHOTO COTJIACHS, JAeT pa3pelIeHUue Ha TaKOM JIOCTYTI,

) 3amHUCH, UASHTUUIUpPYIOINE CyOBeKTa, OyIyT COXpaHEHBI B TallHE U MOTYT OBITh
PaCKpBITHI TOJIBKO B TOW Mepe, B KakOW JTO JOMYCKAeTCs 3aKOHOJATEIbCTBOM
rocygapcTB-wieHoB. [Ipu myOnukanuu pe3yiabTaTOB MCCIENOBAHHS KOH(PUIECHINUAIBbHOCTh
JTaHHBIX CyOBeKTa Oy/IeT COXpaHEHa;

p) CYOBEKT WM €ro 3aKOHHBIM Mpe/ICTaBUTENb OyyT CBOEBPEMEHHO O3HAKOMIIEHBI C
HOBOU HHpOpMaIel, ClIocOOHOM MOBIUATh Ha KeJIaHHe CYyObhEeKTa MPOI0JKATh yYacTHE B
UCCJIEeI0BAHNH;

C) JIUIIa, K KOTOPBIM MOXHO OOPaTUTHCS ISl TOJIYYCHUS JOTIOTHUTEIHHOM HHPOPMAITHH
00 uccne0BaHUM U IIpaBax CyObEKTOB UCCIEIOBaHUS, a TAKXKE B Cllydae MPUYMHEHUS Bpeia
3I0pOBbIO CyOBEKTA B pE3yJIbTATE €r0 YUaCTHUs B UCCIIEIOBAHNH;

T) BO3MOJKHBIC OOCTOSTENLCTBA U (WJIM) MPUYHMHBI, IO KOTOPHIM ydacThe CyObeKTa B
MCCJIETI0BAHUH MOXKET OBITh IPEKPAILIECHO;



y) IpenmnosiaraemMast JUIMTeIbHOCTh yUacTHs CyObEKTa B UCCIEI0BaHUM;
¢) npubIU3UTETHLHOE KOJIMYECTBO CYOBEKTOB, KOTOPBIX MPEANOJIaraeTcsi BKIOUUTh B
HCCJIEI0BAHHUE.

4.8.11. Ilepen BKIIOYEHUEM B UCCIIEIOBAaHUE CYOBEKT WU €ro 3aKOHHBIN MPEJICTaBUTEIb
JOJKEH TOJIYYUTh TOJMUCAHHBIN SK3EeMIUISIp MUCbMEHHOW (HOopMbI MH(OPMHPOBAHHOTO
corjiacusi ¢ YKa3aHHEeM JaTbl U JIpyTHe IMpelocTaBisieMble CyObEeKTaM MHUCbMEHHbIE
Marepuaibl. Bo Bpems ydacTus cyObeKTa B MCCIEIOBAHMU OH WU €ro 3aKOHHBIN
MPEACTABUTEIND JOJIKEH MOJIy4aTh MOANUCAHHBIE 3K3EMIUISIPBI BCEX MOCIEAYIOIIUX PEAAKIIHIMA
NUCbMEHHOU (OpMbI MH(GOPMUPOBAHHOTO COTJAcHs C yKa3aHMEM JaThl U KOMHH BCEX
MOTPABOK K APYTHM MHUCHbMEHHBIM MaTepuajaM, MpeCTaBIIEMbIM CyOBEKTaM.

4.8.12. Ecnu B KIMHUYECKOM HCCIIEJOBAHUHU YYaCTBYIOT CYObEKThI, KOTOPbIE MOTYT OBITh
BKJIFOYEHBI B UCCJIEIOBAHUE TOJBKO HA OCHOBAHHUH COTJIACHUS UX 3aKOHHBIX MPEACTABUTENEH (
HalpuMep, HECOBEPIICHHOJETHUE, MAIMEHThl C BBIPAKEHHBIM CIIA00yMHUEM), CYOBEKT
JOJKEH ObITh MPOUH(GOPMHUPOBAH 00 MCCIIEIOBAHUU B COOTBETCTBHM C €0 CIIOCOOHOCTHIO
MOHSTH 3TY UH(POPMAIIUIO U, €CITU CYyOBEKT B COCTOSIHUM, OH JIOJIKEH MOJNUCATh C YKa3aHUEM
JaThl MUCbMEHHYIO0 (POpMY HHPOPMUPOBAHHOTO COTJIACHSL.

4.8.13. Kpome cnyuaeB, onucanHbix B nyHKTe 4.8.14 wnactosmwux I[IpaBui, B
UCClIeIOBaHUE, HE CBSI3aHHOE C JieueHUueM (TO €CTh HCCIEJOBaHHE, B KOTOPOM HE
MpeJIoJiaraeTcsi HEMOCPEACTBEHHON ¢ MEAUIIMHCKOM TOYKU 3PEHHS MOJIb3bI ISl CyObeKTa),
MOTYT OBITh BKJIIOYEHBI TOJIBKO CYOBEKTBI, KOTOpBIE JIMYHO JAIOT CBOE COTJIaCHE H
COOCTBEHHOPYYHO MOAMKCHIBAIOT M NAaTUPYIOT MUCHbMEHHYIO (opMy HUHGOPMHUPOBAHHOTO
corjacusi.

4.8.14. B uccnenoBanue, He CBI3aHHOE C JIEYEHUEM, CYyOBEKTBI MOTYT OBITh BKJIFOUEHBI C
COIJIacusl UX 3aKOHHBIX MPEICTaBUTENIEH MTPU COOIOICHUH CIEAYIOIUX YCIOBUI:

a) LeJU UCCIEJOBAHUS HE MOTYT OBITh JOCTUTHYTHI MOCPEACTBOM HCCIEAOBAHUS C
y4acTUeM CyObEeKTOB, KOTOPBIE MOTYT JIaTh CBOE COTJIacHe JHYHO;

0) 0’KMJ1aeMbIN PUCK JIs1 CyObEKTOB HE3HAUUTEIICH;

B) HEraTMBHOE BO3JCHCTBHE Ha 3/J0pPOBbE CYOBEKTa CBEACHO K MUHHUMYMY H
HE3HAYUTENBHO;

I') HCCIE0BaHUE HE 3alPEILEHO 3aKOHOAATEIbCTBOM FOCYJapCTBa-UJICHa,;

1) JUIs BKIIIOUEHHUS TaKMX CyOBEKTOB B HMCCJIEJOBAHHE 3alpOIICHO CIENHaTbHOE
onobpenue (3axtouenue) ICO (HIK), yuuTsiBaroriee 3TOT acmekT.

[Tono6HBIE HCcaenoBaHMS (32 UCKIIOUYEHHEM OOOCHOBAHHBIX CIIYyYaeB) JOJIKHBI
MPOBOAUTECA C y4acTUEeM CYOBEKTOB, UMEIOMIMX 3a00JIeBaHUS, NI JI€YEHUS KOTOPBIX
npeaHasHadeH ucciaeayemslii npemnapar. CyObeKTbl B TAaKUX MCCIEAOBAHUAX JOJIKHBI
HAXOJIUTHCS TMOJ| TIIATEIbHBIM HAOJIOJACHUEM, U UX Y4YacTHE JOJKHO OBITh MPEKpaIleHO,
€CJIM €CTh OCHOBAHUS 110JIaraTh, YTO OHU HCIBITHIBAIOT YPE3MEPHBIN TUCKOM(OPT.

4.8.15. [lpu HEOTIIOKHBIX COCTOSHUSIX, KOTJa /10 BKJIIOUECHHUS B HCCIEIOBAaHHE
HEBO3MOKHO MOJYYHUTh COTJIACHE CaMOT0 CyOBEKTa, OHO JOJHKHO OBITH 3alpOIICHO Y €ro



3aKOHHOTO MPEJICTABUTENS, €CIIM TaKOBOW MPUCYTCTBYeT. Eciu mpeaBapuTesbHOE coryiacue
caMoro cyObeKTa HEBO3MOXXHO M OTCYTCTBYET €ro 3aKOHHBIM MPEACTaBUTEINb, IS
BKJIIOUEHHSI CyOBEKTa B HCCJIEIOBAHUE JOJKHBI OBITh MPUHATHI MPEAYCMOTPEHHBIE
IPOTOKOJIOM M (MJIM) APYTUMHU JOKYMEHTaMU U paspeuieHHbie (onoopennsie) 9CO (HIK)
Mepbl, HalpaBJeHHbIC Ha 3alUTy MpaB, 0€30MacHOCTH U Ojaromonyuus cyObeKTa, a Takke
00ecIeyrBaroIie COOTBETCTBUE MPUMEHUMBIM TpeOoBaHUsAM. CyOBEKT WM €ro 3aKOHHBIHI
MpPEACTaBUTENb JOJKHBI OBITh B KpaTyallllie CPOKH IOCTaBJIE€HbI B H3BECTHOCTH 00
UCCIIEJIOBAaHUHU, U Y HUX JIOJHDKHO OBITH 3aIPOIIEHO COTJIacHMe Ha MPOJOJDKEHUE Y4acThs B
HCCIIeIOBaHUHU, a Takke MHGOPMUPOBAHHOE COTJACHE€ B COOTBETCTBUMU C IMyHKTOM 4.8.10
Hactossux [IpaBui.

4.9. JlokyMeHTalus U OTYETHOCTb.

4.9.0. UccnenoBarenb (MeIUIIMHCKAsE OpraHU3alnsl) TOMKEH BECTH COOTBETCTBYIOIINM
00pa3oM COCTaBJICHHBIE W TOYHBIE MEPBUYHBIC JOKYMEHTHI M 3aMucH 00 HCCIIEIOBAaHUH, B
KOTOPBIX OTPa)aroTCsl BCE 3HAYUMBIE JJI UCCIEAOBAHUS JAAHHBIE MO KaXJOMY CYOBEKTY
UCCIIEIOBAaHUS B HCCIEAOBaTeNbCcKOM IeHTpe. [lepBUYHbIE [aHHBIE HOJKHBI OBIThH
pa300OpUUBBIMU, OPUTHHAIBHBIMU, TOYHBIMHU, TMOJHBIMHU, JOJDKHBI PETHCTPUPOBATHCS B
MPOIIECCE OCYIICCTBICHHUS HAOMIOJEHUM TakuM o0pa3oM, 4YToObI MX MOXHO OBLIO
aTpuOyTUpoBaTh. VI3MEeHEHUsT MEePBUYHBIX JAHHBIX JTOKHBI OBITH MPOCIIC)KUBAEMBIMU, HE
JIOJKHBI CKPBIBATh TIEPBOHAYAILHO BBEJCHHBIC JaHHBIC U MPU HEOOXOIUMOCTH TOJICKAT
00BSCHEHHUIO (HarpuMep, MOCPEACTBOM JIOKYMEHTAIBHOTO CIIEA).

4.9.1. UccnenoBaTenb TOHKEH 00eCeYrBaTh MPaBUIbHOCTb, OJIHOTY, Pa300pYMBOCTh U
CBOEBPEMEHHOCTh MPEIOCTABIEHUS CIIOHCOPY JAHHBIX, COJAEPXKAIIUXCS B WHIUBHUIYATHHOM
PErHCTPALlMOHHON KapTe U BO BCEX TPEOYyEMBbIX OTUETaX.

4.9.2. Jlanusble, coneprKaliuecss B UHAUBUAYAIbHON PETUCTPALIMOHHON KapTe, JOJKHBI
COOTBETCTBOBATh MEPBUYHON JAOKYMEHTALMU, U3 KOTOPOW OHU MEPEHECEHbI, UMEIOIINECs
PaCXOXICHUS JOHKHBI OBITh OOBSICHEHBI.

4.9.3. JIroOble N3MEHEHMSI WIIM UCTIPABIICHUS B MHIUBUAYaJIbHON pErUCTPALIMOHHON KapTe
JIOJKHBI OBITh TIOAMKCAHBI, JATUPOBAHBI, OOBSICHEHBI (TP HEOOXOAMMOCTH) U HE JOJIKHBI
CKpBIBaTh NMEPBOHAYAJIbHYIO 3aIUCh (OJHKEH ObITh COXpaHEH JTOKYMEHTAJbHBIN cien). ITo
OTHOCUTCS K U3MEHEHUSIM WJIM HCIPABICHUSIM KaK Ha OyMa)KHBIX, TaK U Ha 3JIEKTPOHHBIX
HOCUTENSX (B COOTBETCTBMHU ¢ THoANMyHKTOM "o" myHkTa 5.18.4 nHacrosmmux IlpaBun).
CrnoHcop JAOJDKEH TPEeNCTaBUTh HCCIAENOBATEN0 W (MJIM) €ro yHOJHOMOYEHHBIM
MPEACTABUTENISIM WHCTPYKIUIO O TOpsiake odopmiieHHus Takux ucnpabieHuil. CroHcop
JOJDKEH MMETh MUCbMEHHBIE MPOLEAYyphl, MpeAyCMaTpUBAIOIIME, YTO HM3MEHEHHS WU
UCIpaBJICHUS B WHIUBUAYAJIbHOW PpPErUCTPALlMOHHOW KapTe, BHOCUMBIE €ro
YIOJHOMOYEHHBIMU TPEACTABUTEISAMH, JTOKYMEHTaJbHO OQOPMISIOTCS, SBISIOTCS
HEOOXOAUMBIMHU M OHOOpPSIOTCS HcciienoBateneM. VcenenoBarens JOMKEH XPaHUTh 3allUCU
00 ATUX U3MEHEHUSX U UCTIPABIICHUSIX.



4.9.4. UccnepoBarenb (MEAUIMHCKAST OpraHU3alusl) JOJDKEH BECTH JIOKYMEHTAIUIO
MCCJIEI0BAHMS COTJIACHO MO/APAa3eNy 8 HACTOSIIEro pasjeia U MPUMEHUMbIM TPEOOBAHUSIM.
UccnenoBarens (MeIUIIMHCKAsT OpraHU3alUs) T0JKEH TPUHUMATh MEPBI, MPEIOTBPALIAOIINE
Clly4ailHO€ WUJTU TIPEKIEBPEMEHHOE YHUUTOKEHHUE ITUX IOKYMEHTOB.

4.9.5. OCHOBHBIE TOKYMEHTHI JIOJ>KHBI XPAHUTHCS HE MEHEE 2 JIET MOCIEe YTBEPKIACHUS
nocJieJHEN 3asBKM Ha PErMCTPALIMIO JIEKAPCTBEHHOIO Mpernapara B rocy1apcTBe-wieHe U J10
TE€X MOp, MOKA HU OJHA M3 3asBOK HEe OyJeT HaXOAWUTHCS HAa PAaCCMOTPEHUHU U HE OyAeT
MJIAHUPOBATHCA HOBBIX 3asBOK, WJIM HE MEHee 2 JIeT mociie OPUIMaIbHOTO MPEeKpaIieHus
KJIIMHUYECKOW pa3pabOTKU HCCIEAyeMOoro mpemnapara. OTH JOKYMEHTbI JOJIKHbBI XPaHUTHCA
0oJiee UIUTENBHBIN CPOK B CiIydae, €CJIU 3TO MPELyCMOTPEHO MPUMEHUMBIMU TPEOOBaHUSIMU
WM JIOTOBOPOM CO CHOHCOPOM. OTBETCTBEHHOCTHIO CIIOHCOpA SIBIIAETCS MHGOPMHUPOBAHKE
uccienoBarens (MeIMIMHCKON OpraHnu3ainn) 00 UCTEUEHUH CPOKa XPaHEHHsI IOKyMEHTallu!
(B coOTBETCTBHH C MyHKTOM 5.5.12 HacTosmmux [IpaBu).

4.9.6. ®uHaHCOBBIE aCIIEKTHI UCCIIEIOBAHUS JOJIKHBI OBITh OTPAXKEHBI B IOTOBOPE MEXKTY
CIIOHCOPOM U HccieaoBaresieM (MeAUIIMHCKON opraHu3aiuen).

4.9.7. Ilo 3anpocy MonuTopa, ayauropa, 2CO (HOK) win ynomHoMOYeHHOro opraHa
uccienoBaTelb (MeIULIMHCKAs OpraHu3alus) 10JKEH 00eceunuTh NPsMOi JOCTYIl KO BCEM
3aMKCsIM, OTHOCSIIIMMCS K UCCIIE0BAHMIO.

4.10. OTueTsl 0 X0/i€ UCCIIEI0OBAHUSI.
4.10.1. Uccnenopatens aomxeH npeactapiiarh ICO (HOK) kpatkue nuchbMeHHbBIE OTYETHI
0 XOJIe UCCIE0BaHuUs €XKET0IHO WK Yatle, eciu 3Toro Tpedyer 2CO (HOK).

4.10.2. HUccnenoBarelnb JOKEH HE3aMEITUTEIBHO MPEACTABISATh MTUCEMEHHbBIE OTUYETHI
crioncopy, 9CO (HOK) (B coorBeTcTBUM ¢ NyHKTOM 3.3.8 Hactosimux [lpaBun) u, B
COOTBETCTBYIOIIMX CIIy4asiX, OpraHU3aluu O JI0ObIX U3MEHEHUSX, CYILIECTBEHHO BIUSIOLIUX
Ha IIPOBEJICHNUE UCCIEA0BAHMS U (MJIM) YBEJIMYMBAIOIINUX CTENEHb PUCKA I CyObEKTOB.

4.11. TlpencraBnenue nHGOPMAIHH 110 OE30TTACHOCTH.

4.11.1. OG0 Bcex cepbhe3HBIX HEXKENATEIbHBIX SIBJICHUAX HEOOXOAUMO HEMEIJICHHO
COO0IIAaTh CIIOHCOPY, 32 UCKIIOUEHHEM TE€X W3 HHUX, KOTOPbIE B MPOTOKOJE WIH B APYroM
JOKyMEHTE (Hampumep, B OpolIope HcClenoBaTelis) OmpeieieHbl Kak He TpeOyrolue
CpOYHOro penoptupoBanus. [lociae MepBHYHOrO CPOYHOIO COOOUIEHUS HEOOXOAUMO B
KpaTyaliliie CpPOKM MpPeACTaBUTH MOJAPOOHOE MHUCbMEHHOE cooluieHue. [lepBuunoe u
MOCJHEAYIOIINE COOOIIEHUS JTOKHBI UACHTU(PUIMPOBATh CyOBEKTOB HCCIENOBAHUS IO
NPUCBOCHHBIM UM YHUKaJIbHBIM KOJaMm, a HE N0 HMEHaM, [epPCOHAIbHBIM
UJAeHTU(UKAIIMOHHBIM HOMepaM U (WiIH) aapecam cyObekToB. MccnenoBarens JOHKEH TaKkxKe
co0yroaTh NMPUMEHUMBIE TPEOOBAHUS M TMPENOCTABIATH HHGOPMAIMIO O CEPhE3HOM
HEKeJIaTeJIbHOM SIBJIEHUU B COOTBETCTBHH C MOPSAKOM COIIACHO MpriioxkeHuto Ne 11.

4.11.2. O00 Bcex HexenaTeNbHbIX SBJICHUAX M (MJIM) OTKIOHEHHUSAX J1aDOpaTOPHBIX
noKasaresyiell OT HOPMBbI, OTIPEJIEIICHHBIX MPOTOKOJIOM



B Ka4eCTBE KPUTHYHBIX /I OIEHKU OE€30MacCHOCTU, HEOOXOIUMO COOOIIaTh CIIOHCOPY B
COOTBETCTBHUHU C TPEOOBAHUSIMHU K MPECTABICHUIO COOOIICHUI 0 HEXENATEeIIbHBIX SBJICHUSIX B
CPOKH, OMpeIeJICHHbIE CIIOHCOPOM B ITPOTOKOJIE.

4.11.3. Ilpu cooOmieHUsIX 0 CMEPTH MCCIEA0BATENh 00s13aH MO 3alpoCy CIOHCOPa,
ynonHomoueHHoro oprana u 9CO (HOK) npeactaBuTh JONOJHUTENBHYI0 UHGOPMALUIO (
HanpuMep, TPOTOKOJ BCKPBITUS U IOCMEPTHBINA AITUKPU3).

4.12. TlpexxaneBpeMEHHOE MPEKPALICHUE WU TPUOCTAHOBICHUE UCCIIEIOBAHUS.

Ecnau no xakoif-nu0o mpuYMHE HCCIIeAOBaHUE MPEXKICBPEMEHHO MPEKPAIIeHO WU
MIPUOCTAHOBIICHO, UCCIEAOBATENb (MEAUIIMHCKAS OpraHu3alusl) JOJDKEH He3aMeJIUTEIbHO
nH()OPMUPOBATh CYOBEKTOB HUCCIEIOBAHUSA, 00OCCIIEYUTh UM COOTBETCTBYIOIIHE JICUCHUE U
HaOJIIOICHUE W, €CJU MPEeIyCMOTPEHO NMPUMEHUMBIMH TpeOOBaHUAMU, UHOOPMHUPOBATH
YIIOJIHOMOYEHHbIE opranbl. Kpome Toro:

4.12.1. Ecnu uccnegoBaTedb NPEXIECBPEMEHHO MpPEKpallaeT Wid MPUOCTAHABIUBAECT
ucclieloBaHue 0e3 MpeBapUTEIHLHOTO COrIacusl CIIOHCOPa, OH JOJKEH COOOIIUTh 00 3TOM
MEJUIIMHCKON opraHu3anuu (eciu MNPUMEHHMO) UM HCCIeAoBaTeNb (MEIUIIMHCKas
opraHu3alivsi) JO0JDKEH He3aMeIIUuTeNbHO npouHdopmMupoBath 00 3ToMm crioHcopa u ICO (
HOK) u npeactaButh uM mnoApoOHOE OOBSCHEHHWE NPUYUH NPUOCTAHOBICHUS WIU
MpEeKpaIleHus UCCIIe0BaHUs B MUCEMEHHOU opMme.

4.12.2. Ecnu cHoHCOp MNpeKpamaeT WM MPUOCTAHABIMBAET HCCIEIOBaHuE (B
COOTBETCTBMU C MNyHKTOM 5.21 Hactosmux IlpaBuin), wucciaemoBaTenb HJOJDKEH
HE3aMEeJTUTENIbHO COOOLTUTh 00 3TOM MEIUIIMHCKON OopraHu3anuu (eciu MPUMEHHMO), U
uccienoBaresab (MEAUIIMHCKAs OPraHU3aIusl) JOJKEH He3aMeITUTENbHO MPOUH(OPMHUPOBATH
00 satom DCO (HOK) u npeacraButh eMy noApoOHOE MHUCbMEHHOE OOBICHEHUE MPUYHUH
MIPUOCTAHOBJICHUS WU MPEKPAILIECHUS UCCIEAOBAHUA.

4.12.3. Ecimu 9CO (HDK) okoHuaTenbHO WM BPEMEHHO OT3BIBAET OJ00peHue (
3aKJIFOYEHNE) HA MPOBEAECHUE HCCIEAOBaHMS (B COOTBETCTBUM C¢ myHKTamu 3.1.2 u 3.3.9
HacTosmux IlpaBui), ucciaemoBaTelb JJOJDKEH COOOMUTHL 00 ATOM MEIUITUHCKOM
opraHu3anuu (€ciad MPUMEHUMO) M HCClieoBaTeNb (MEIUIIMHCKAs OpraHU3aIis) JTO0JKEH
HEe3aMeJIUTEILHO TPOUHPOPMUPOBATH 00 3TOM CIIOHCOPa M MPEACTaBUTH €My MOAPOOHOE
O0OBbSICHEHUE MPUUYUHBI MPEKPAIIECHUS WIH NPUOCTAHOBJIEHUS HCCIEAOBAaHUS B MUCHbMEHHOU
dbopwme.

4.13. UTOroBBIN OTUET UCCIIENOBATEIIA.

[Ipn HEoOXOMUMOCTH TIOCJIE 3aBEPIICHUS] MCCIEIOBAHUS HMCCIIEA0BATENb JOJKEH
COOOIIUTH 00 3TOM MEAMIIMHCKOM OpraHu3aIiy; UCcCiea0BaTeNb (MEIUIIMHCKAs OpraHu3aius
) momxken mpeactaButb DCO (HOK) kparkuit otyeT 00 HWTOTax HCCIEIOBaHUS, a
YIOJHOMOYEHHBIM OpraHaMm — Bce TpeOyeMble OTYETHI (B TOM UKCIIE B BUJE COOOIICHHUS).

5. Cooncop

5.0. YnpaBneHue KkauecTBOM



CrioHcop omKeH obecnednTh (GYHKIIMOHUPOBAHNE CUCTEMbI YIIPABJICHHS KaueCTBOM Ha
BCEX JTanax KIMHUYECKOIO UCCIIET0OBAHMS.

B pamkax ucciietoBaHus CIIOHCOP AOJKEH CAEIaTh MIPUOPUTETHBIMU BUJIbI I€ATEIIBHOCTH
, obecreunBarone 0€30MaCHOCTh CYOBEKTOB MCCIEAOBAHMUS M JIOCTOBEPHOCThH €ro
pe3yJbTaToOB. YIpaBJICEHHE KA4E€CTBOM BKJIIOUYAaeT B ce0sA pa3pabOTKy palMOHaJIbHBIX
IPOTOKOJIOB, a Tak)K€ MHCTPYMEHTOB U Mpouenyp mo cobopy u oOpabOTKe HaHHBIX U
uH(pOpMaIUK, SBISIOWENCS KIIFOUEBOU Il IPUHATHS PEIICHU.

Metoabl, TpuMeHsieMble JJIsi 00ECIEeUeHUs U KOHTPOJISI Ka4ecTBa, JOJKHBI OBITH
COpa3MEpPHBI CBA3aHHOMY C MCCJIEAOBAHUEM PUCKY U BaXKHOCTU COOMpaeMoil HHPOpPMALIHH.
CrioHCOp NTOJDKEH 00ecneduTh MPAKTUYECKYIO BBIITOJHUMOCTh HMCCIEIOBAHUS U JIOJDKEH
n30eraTh Ype3MEPHOro YCI0KHEHHSI TIPOLECCOB, UIIMIITHUX NPOLEAYp U cOOopa N30BITOUHBIX
naHHbIX. [IpOTOKOJ, MHIMBUYaIbHbIE PETUCTPAIMOHHBIE KapThl U JPYrUe JOKYMEHTHI
JOJIKHBI OBITH SICHBIMU, TAKOHUYHBIMU U BHYTPEHHE HETIPOTUBOPEUUBBIMHU.

Cucrema ynpaBieHUsI Kau€CTBOM JIOJKHA ObITh OCHOBAaHA Ha PUCK-OPHEHTHUPOBAHHOM
oaXo/ie, B COOTBeTCTBUM ¢ myHKTaMu 5.0.1 — 5.0.7 nacrosmux IIpaBui.

5.0.1. BeisiBieHHE KPUTUYHBIX MPOIECCOB U JAHHBIX.

Bo Bpems pa3paGoTku mpOTOKOJIa CIIOHCOP JOJKEH BBISBUTH MPOIECCHl U JaHHBIE,
SABJISIONMINECS KPUTUYHBIMU C TOYKH 3PEHHsS 3allUThl CYOBEKTOB HCCIEIOBAaHUS W
JOCTOBEPHOCTH IMOJTYYaEMBIX PE3YJIbTATOB.

5.0.2. BoIsiBIEHUE PUCKOB.

CHoHCOp JIOJ>KEH BBISIBUTh PUCKU JIJIS KPUTUYHBIX MPOILIECCOB U JIAHHBIX UCCIICIOBAHUSI.
Pucku crnemyer paccmaTpuBaTh Kak Ha CHCTEMHOM YpOBHE (HAmpuMep, CTaHAapTHbIE
ONEepallMOHHBIE MPOLEAYPbI, KOMIBIOTEPU30BaHHBIE CUCTEMBI, IIEPCOHAN), TAK U HA YPOBHE
KOHKPETHOTO KIIMHUYECKOT'O UCCIEA0BaHus (Hanmpumep, Au3aiiH ncciaea0Banus, cOOp TaHHbBIX
, IPOIIECC MOTyUYeHUS] UHOOPMUPOBAHHOTO COTJIACHSA).

5.0.3. O1neHka pUCKOB.

CnoHcop JOJKEH OLIEHUTh BBISBICHHBIE PUCKU, COMOCTABUB UX C CYIIECTBYIOIIMMU
MHCTPYMEHTAMH KOHTPOJISI PUCKOB, TPUHUMAsI BO BHUMAHUE:

a) BEpPOSTHOCTh BOZHUKHOBEHUS OLIMOKH;

0) B KaKoil Mepe Takue OIIMOKU MOTYT ObITh BBISBJICHBI,

B) BJIIMSIHUE TaKWUX OIIMOOK Ha 3aIIUTY CYOBEKTOB UCCIEAOBAHUS U JOCTOBEPHOCThH €TO
pE3yIbTaTOB.

5.0.4. KoHTpOJIb PUCKOB.

CrioHCOp JOJIKEH PelInTh, KAKUe PUCKH CIIEyeT MUHUMHU3UPOBATh U (WJIM) KaKue pUCKU
MOKHO CYHUTaTh JONYCTHUMBIMU. Mepbl, NMpUMEHsIeMble JJIsi MUHUMHU3AIUH PUCKOB 10
IPUEMIIEMOTO YPOBHS, JOJDKHBI OBITh MPOIMOPIMOHANIBHBI 3HAYUMOCTU pUcCKa. Mepsl 1o
MHHUMU3AIUA PUCKOB MOTYT OBITh BKJIIOYEHBI B MOPOTOKOJ MNpPU IJaHUPOBAHUU
UCCJIEOBAHUS U €r0 MPOBEJICHNUH, B IIJIAHBI MOHUTOPUHIA, COTJIAIIEHUS] MEXI1Y CTOPOHAMH,
ONpeaeNsIoIue pacnpeaeraeHue o0s13aHHOCTEN, CUCTEMHbIE MEXaHU3Mbl, 00ECIIEYNBAIOIINE



coOMI0/IeHNEe CTaHAPTHBIX OTMEPAIIMOHHBIX MPOIEAYP, a TAK)KE B TPEHHUHT I10 MPOIeaypam 1
MPOLIECCAM.

JInst BBISIBIEHUSI CHUCTEMHBIX TPOOJIEM, KOTOPhIe MOTYT TOBIHSATH Ha 0€30MacCHOCTh
CyOBEKTOB MCCJIEIOBAHUS U JOCTOBEPHOCTh €r0 Pe3yJIbTaTOB, CIEAYET 3apaHee ONpeIeTUTh
npeenbl JOMYyCKOB IO KaueCTBY IMapaMeTpPOB HKCCIEAOBAaHMS, MPUHHMAs BO BHHUMAHHE
MEJUIMHCKUE U CTATUCTHUUYECKUE XapPaKTEPUCTUKH MEPEMEHHBIX, a TaKXKE CTATUCTHYECKUE
aCIeKThl MCCIEe/IOBaHUsA. BBIsSBICHHE OTKIOHEHHH OT MpENesioB JOMYCKOB MO KauyeCTBY
napamMeTpoB MCCIEIOBAHUS JOJKHO TIOBJIEUb 32 COOOW OIEHKY HEOOXOIUMOCTU MPUHATHS
COOTBETCTBYIOIIHNX MEP.

5.0.5. Coob1ieHne o puckax.

CroHCcop A0KEH TOKYMEHTHPOBATH MEPHI 10 yIpaBieHUI0 kKauecTBoM. CIIOHCOP T0KEH
JOBOJUTH MEpbl IO YIPABICHHUIO KaueCTBOM [0 CBEJIEHUS TEX, KTO BOBJICYEH B
COOTBETCTBYIOIIME MPOLIECCHl WM 3aTPOHYT UMM, YTOOBI OOJIETYUTh MPOBEJACHUE OLEHKHU
PUCKOB M €€ HENPEPHIBHOE COBEPIICHCTBOBAHME B XOJI€ MPOBEJCHHS KIMHUYECKOTO
UCCJICIOBAHUA.

5.0.6. OueHka puCKOB.

CnoHcop, UCTOJIb3YSl HAKOIIJIEHHBIE 3HAHUS U OMBIT, JOJIKEH NEPUOJANYECKU OLIEHUBATh
MepHbI TI0 KOHTPOJIKO PUCKOB, YTOOBI YOSAUTHCS B TOM, YTO MEPHI IO YIIPABICHUIO Ka4eCTBOM
COXPaHSIOT CBOIO Y(PPEKTUBHOCTD U aKTYaJIbHOCTb.

5.0.7. CooO1ieHue 0 puckax.

B oTuere 0 KIMHUYECKOM HCCIIEIOBAaHUM CIIOHCOP JOJKEH OMHCATh MPUMEHSEMBbIN
NOAXO0Jl K YMNPaBIEHUIO KAa4eCTBOM M OOOOHIMTH BaKHbIE OTKJIOHEHUS OT 3apaHee
ONPEJICJICHHBIX TMPEACIbHBIX JIOMYCKOB IO KayecTBY MapaMeTPOB KIMHUYECKOIO
MCCJIeIOBAHMUSI, a TAK)KE MIPUHATHIE MEPhI, HAIPaBIEHHbIE HA UX yYCTpaHEHHUE (B COOTBETCTBHUH
¢ myHKTOM 9.6 npunoxenus Ne 1 k Hacrosmum [IpaBunam).

5.1. Obecrnieuenne KauecTBa U KOHTPOJb KauyecTBa.

5.1.1. CroHcop OTBeUYaeT 3a BHEJAPEHHE W MOJJACpKaHUE CHUCTEM OOCCICUCHUS U
KOHTPOJII KauyecTBa CO CTaHAAPTHBIMU OINEPAMOHHBIMU MPOILIEAYPaMH, KOTOPHIE UMEIOT
CBOEH 11eJ1bI0 00€CTIEUUTh MTPOBEICHHUE UCCIEOBaHUS, COOP, PETUCTPALIMIO U TIPE/ICTaBIICHUE
JAHHBIX B COOTBETCTBUU C MPOTOKOJIOM, Hactosimumu IIpaBuiamMu U TPUMEHUMBIMU
TpeOOBaHUSIMHU.

5.1.2. CnoHcop oTBe4aeT 3a 00eCleuYeHHe COracusi BCEX BOBJICYEHHBIX CTOPOH Ha
MPEJCTABIICHUE MPSMOro JOCTYMA (B COOTBETCTBUU ¢ MyHKTOM 1.51 Hactosiumx [TpaBui) Bo
BCE YYaCTBYIOIIHME B UCCIEOBAHUM LIEHTPHI, KO BCEM MEPBUYHBIM JTAHHBIM (JIOKyMEHTaM) U
oTYeTaM B IEJSX MX MOHHTOPUHTA W ayJuTa CIOHCOPOM, a TaKXKe B IEAX WHCICKIUU
YIOJHOMOYEHHBIMU OpraHaMy T'OCY/1apCTB-YJICHOB U TPEThUX CTPaH.

5.1.3. KonTpoJib KayecTBa clie/lyeT OCYIIECTBISATh Ha BCEX ATanax padoThl C JTaHHBIMU
YTOOBI 00ECTIEUUTh UX JOCTOBEPHOCTH U MPABUILHOCTH 0OPAOOTKH.



5.1.4. ToroBopbl MeXAy CIIOHCOPOM U UcclenoBaresieM (MEIUIMHCKOW OpraHu3aiuei)
WU JIF0O0OM Ipyroi ydacTBYOIIEH B UCCIEAOBAHUM CTOPOHOM JOJKHBI OBbITH COCTABJICHBI B
MMCBMEHHOMN (hOpME KaK 4acTh IPOTOKOJIA UM B KAUECTBE CAMOCTOSITEIIbHBIX IOKYMEHTOB.

5.2. KoHTpakTHas uccienoBaTenbcKas Opranu3alusi.

5.2.1. CnoHCOp MOXKET MOJHOCTHIO MM YACTUYHO MepeaaTh 00s13aHHOCTH U (PYHKIIUH,
CBSI3aHHBIE C IPOBEICHUEM HCCIIE0BaHUsA, KOHTPAKTHON MCCIIEI0BATEIbCKON OpraHu3alluu,
OJIHAKO OTBETCTBEHHOCTh 3a KAUE€CTBO U IMOJHOTY MOJYYEHHBIX B XOJI€ HCCIEIOBAHUS
JAHHBIX MPHU 3TOM HeceT crnoHcop. KOHTpaKkTHas MCClIeIOBATENbCKAsI OpraHu3anus JOJbKHA
OCYUIECTBJISATH MEPHI IO OOECIIEUEHHUIO U KOHTPOJIIO KauyecTBa.

5.2.2. Ilepenaya KOHTPAKTHOM MCCIEAOBATEIBCKON OpraHU3allMy JIFOOBIX CBSA3aHHBIX C
MPOBEICHUEM HCCJIEOBaHUsI 00sS3aHHOCTEN W (YHKUMM JOJKHA OBITH JIOKYMEHTAIHHO
odopmIeHa.

CroHcOop AO0MXKEH KOHTPOJIMPOBATH BCE BBIMOJHSAEMbIE OT €r0 UMEHU O0SI3aHHOCTH U
(yHKIUU, CBSI3aHHBIEC C MPOBEJICHUEM UCCIICIOBAHMS, B TOM YKCIIE 00S3aHHOCTH U (DYHKIUH,
KOTOpbIe ObUIM Tepe/laHbl MPUBICUCHHOW CIOHCOPOM KOHTPAKTHOW HCCIEN0BATEIbCKON
opraHu3alye TpeTbUM CTOPOHAM B MOpPsJIKE CyOnoapsia.

5.2.3. Bce cBs3aHHBIE C HCCIIEIOBAaHUEM OOS3aHHOCTU M (DYHKIIUM, HE TIEPE/IaHHbIC
KOHTPaKTHOM HCCIIeI0OBATENbCKON OpraHu3alii, OCTaIOTCs 32 CIOHCOPOM.

5.2.4. Bce, uto B Hactosimux [IpaBuiax kacaeTcs CIOHCOpPA, TAKKE MPUMEHUMO K
KOHTPAKTHOM HCCIIEOBATEIbCKOW OpraHu3alMd B TOW Mepe, B KOTOpPOW KOHTpPAKTHAas
MCCIIeI0BATENbCKasl OPTaHU3aIis IPUHUMACT Ha ce0s1 00sS3aHHOCTH U (DYHKITUU CIIOHCOPA B
YacTHU MIPOBEJACHHUS HCCIIEIOBAHUSI.

5.3. MeauuuHCKas 3KCepTusa.

CnoHcop M0KEH Ha3HAYUTh O00JIaJalolHil COOTBETCTBYIONMIEH MEIUIIMHCKON
KBalMpUKAIMEeH MNEepPCOHAN, KOTOPHIA MOJXKEH ObITh BCErja JOCTYNEH ISl pelIeHUs
CBSI3aHHBIX C WCCJIEIOBAaHUEM BOIPOCOB MEIUIIMHCKOTO Xapaktepa. [Ipu HEeoOxommmocTH
MOT'YT MPUBJICKATHCS] BHEITHUE KOHCYJIBTAHTHI.

5.4. Jlu3aiiH uccieoBaHus.

5.4.1. CnioHcOp [HOJXEH MpUBJIEKaTh KBAIU(PUIIMPOBAHHBIX JUIl (Hampumep,
OMOCTaTUCTUKOB, KIMHUYECKUX (PapMaKoJIOToB, Bpaueil) Ha BCEX ATalax UCCIEIOBAHUS — OT
pa3pabOTKKM MPOTOKOJA, HWHIMBUAYAIBHOW PETUCTPAIMOHHOM KapThl U IIJIaHa
CTATUCTUYECKOTO aHaJIu3a /10 MOATOTOBKU MPOMEXYTOYHOTO U (DUHAIIHLHOTO OTYETOB.

5.4.2. CrioHcOp JoJKeH coOmo1aTh TpeOOoBaHUS Mmojpas3/ena 6 HaCTOSIIEro pasiena u
npuinokeHus Ne 11 k mactosimum [paBuiam.

5.5. MeHemKMEeHT uccienoBanus, paboTa ¢ JaHHBIMU U BEJICHUE JOKYMEHTAIIHH.

5.5.1. CnoHcop 00s13aH npuBieKaTh 00JaJaI0IMX COOTBETCTBYIONIECH KBanuduKanuen
JUIT 7T 00IIero pyKOBOACTBA UCCIEA0OBaHUEM, PAa0OThI C JTaHHBIMU, BEpU(PUKAIINHA TaAHHBIX,
IIPOBEJICHUS CTATUCTUYECKOTO aHAIN3a U TIOJIFTOTOBKU OTYETOB 00 UCCIIEI0BAHUU.



5.5.2. CrioHCOp MOXET MPUHATH peleHrne 00 00pa3oBaHUU HE3aBUCUMOTO KOMHUTETA 110
MOHUTOPUHTY JIaHHBIX JJIsI PACCMOTPEHMSI XOJa KIMHUYECKOTO HMCCIETOBaHUS, BKIIIOYAs
pPacCMOTpPEHHUE JAaHHBIX MO 0€30MacCHOCTH U 00 OCHOBHBIX HapameTrpax 3¢ (HEeKTUBHOCTH, a
TaK)Ke JJIsl BBIPAOOTKH PEKOMEHJAIMI CIOHCOPY O I11eJ1IeCO00pPa3HOCTH MPOIOJDKEHUS,
MPEKpAILICHUS] UCCIEN0BaHUs WIM BHeceHUs B Hero nmameHeHuii. HKMJI nomxen umersb
MUCHMEHHBIE ONEepPAIMOHHBIE MTPOIIETYPhl U BECTH 3alUCU BCEX CBOUX 3aCEAaHUIM.

5.5.3. Ilpu ucnoib30BaHUU AIEKTPOHHBIX CUCTEM JJIsl paOO0THI C JAHHBIMU HCCIIEI0BAHUS
U (WJIN) DJIEKTPOHHBIX CUCTEM yAAJIEHHOTO JA0CTYyNa K JAaHHBIM CIIOHCOP JIOJIKEH:

a) oOecrneyuTbh U JOKYMEHTAIBbHO O(POPMUTH COOTBETCTBUE CHUCTEM JJIEKTPOHHOMU
00pabOTKM JAaHHBIX YCTAHOBJICHHBIM CIIOHCOPOM TPEOOBAHUSM K TMOJTHOTE, TOYHOCTH U
HaJIe)KHOCTH JAHHBIX, @ TaKXke K CTAOMJIBbHOCTH JOCTHXEHHS TpeOyeMoro pesyibrata (
BAJIMIAINIO);

[Toaxoxa k BaMJalMy TaKMX CUCTEM JIOJKEH ObITh OCHOBAH Ha OLIEHKE PUCKOB C YYETOM
1[EJICBOTO HA3HAYEHHUSI CUCTEMbl U €€ MOTEHIMAIbHOrO BJIMSHHS Ha 3alIUTY CyOBEKTOB
UCCJIEIOBAHUS U JOCTOBEPHOCTH PE3yJIbTaTOB KIMHUYECKOTO UCCIIEI0BAHNUS;

0) UMETh CTaHJAPTHBIC ONEPALIMOHHBIC MPOIEAYPHI UCIIOTB30BAHUS ATUX CUCTEM.

CrangapTHble OINEpalMOHHBIE MPOIENYPHl JOJDKHBI BKIIOYATh B ce0s OMUCaHHE
YCTaHOBKH, HACTPOMKH U UCIOJIb30BaHUs cucTeM. CTaHJapTHBIE OTNIEpAIlMOHHBIE TTPOLIEAYPHI
JIOJIKHBI OMTUCHIBAThH BAJTUAAINIO U TECTUPOBaHNUE (DYHKITMOHUPOBAHUS CUCTEM, COOP JaHHBIX
1 oOpalieHue ¢ HUMH, MojiepKaHue paboThl CUCTEM, MEPHI 10 00ecreyeHnto 0e30MacHOCTH
CUCTEM, yIpaBJICHHE W3MEHECHUSIMH, PE3EPBHOE KOMUPOBAHUE U BOCCTAHOBJICHHUE JIAHHBIX,
IUTAaHUPOBAHUE JIEUCTBUN B Cllydae 4Ype3BbIYAWHBIX CUTyalluid, a TAaKKe BBIBOJ CUCTEM U3
skcruryatanuu. OOsI3aHHOCTU CIIOHCOpA, MCCIIENOBAaTENsl U JPYTUX CTOPOH B OTHOIICHUU
WCIIOJIb30BaHUsl KOMITHIOTEPU3UPOBAHHBIX CHUCTEM JIOJDKHBI OBITh MOHSITHBIMHU IJI HUX,
MOJIH30BATEISIM HEOOXOUMO ITPOBECTH 00YUEHHUE 1O UCIIOIB30BAHUIO 3TUX CUCTEM;

B) 00eCIIeunTh pabOTy CUCTEM TaKUM 00pa3oM, 4TOOBI MOKHO OBLIO M3MEHSTh JaHHbBIE U
IpU 3TOM BHECEHHBbIE M3MEHEHHUs ObUIM OBl 3aJOKYMEHTHPOBAHBI, a paHEe BBEICHHBIC
JaHHbIE HE ObLIM OBl y1aneHsbl (ocTayics "NOKyMEHTAIbHBIN cien');

I') UMETh CUCTEMY 3alllUThl, TPEAOTBPAIIAIONIYI0 HECAHKIIMOHUPOBAHHBIN JTOCTYI K
JTaHHBIM;

1) OTNPEACIIUTh MEePEeUeHb JUI, Ha/ICICHHBIX NMPAaBOM BHOCUTh U3MEHEHHUS B JIaHHbIC (B
COOTBETCTBUM C MyHKTamu 4.1.5 u 4.9.3 nacrosmux [IpaBun);

€) obecrieunBaTh aJICKBaTHOE PEe3ePBHOE KOMMUPOBAHUE JAHHBIX;

) COXpPaHATh MACKUPOBKY B UCCIICIOBAHUSIX, IPOBOJUMBIX CJIETIBIM METOJIOM (COXPAHSTh
MAacCKHPOBKY IPHU BBOJIE U 00pabOTKE JaHHBIX),

3) o0ecreunBaTh LEJIOCTHOCTh AAHHBIX, BKJIIOUYas JaHHbBIE, OMUCHIBAIOIINE KOHTEKCT,
cCoZepkKaHUE U CTPYKTYpy HUHPOpMAIUMU. ITO OCOOCHHO BaXXHO MPU BHECEHHUHM TaKUX
U3MEHEHUI B KOMIBIOTEPU3UPOBAHHBIE CHUCTEMbI, KaK OOHOBJIEHHE MPOrPaMMHOTO
o0OecrieueHus WU IEPEHOC TaHHBIX.



5.5.4. Eciu B mporiecce 00pabOTKH JaHHBIE TpaHCHOPMUPYIOTCS, BCEraa JOJKHA
CYILIECTBOBATH BO3MOKHOCTh CPABHEHUSI UCXOHBIX JAHHBIX C 00paOOTaHHBIMH.

5.5.5. CrioHCOp OJDKEH UCTOJIb30BaTh YHUKATBHBIN UACHTU(UKAITMOHHBINA KOJ CYyOBEKTa
(B cootBercTBUM ¢ TyHKTOM 1.11 Hacrosiuux [IpaBuit), mo3BossrONINN UIEHTUPUITUPOBATD
BCE€ JJAHHBIE 110 KAKJOMY CyOBEKTY.

5.5.6. CrioHCOp WM JIpyTye BiaAEIblbl TaHHBIX JOJDKHBI XPAaHUTh BCE OTHOCSIIIUECS K
CIIOHCOPY OCHOBHBIE JOKYMEHTBl HCCIEeIOBaHUSA (B COOTBETCTBUU C NOAPA3IEIOM 8
HACTOSIIETO pa3jiena).

5.5.7. CnoHCOp MOMKEH XPAHUTHh BCE OTHOCAIIMUECSH K HEMY OCHOBHBIE JOKYMEHTBI
UCCJEAOBaHUS B COOTBETCTBUM C IPUMEHMMBIMHU TpPEOOBAaHUSMM 3aKOHOAATEIbCTBA
roCyJIapCTB-4JICHOB, B KOTOPBIX MpenapaT 0J00peH U (WJIH) B KOTOPBIE CIIOHCOP COOMpaeTcs
0o0paTUThCS 32 OIOOPECHHUEM.

5.5.8. Ecnu crioHCcOp mpekpaiaeT KIMHUYECKYI0 pa3paboTKy HccieyemMoro npenapara (
110 OJIHOMY WJIM BCEM IOKA3aHUsSIM, yTAM BBEIEHHUS, JIEKAPCTBEHHBIM (hopMaM), OH JOJIKEH
XPaHUTh BCE OTHOCAIINUECS K CIIOHCOPY OCHOBHBIE JJOKYMEHTHI UCCIIEOBAHUS B TEUCHUE T10
KpailHeii mepe 2 JIeT ¢ MOMEHTa O(QUIMAIBLHOrO NpeKpalleHus pa3pabOoTKU WU B
COOTBETCTBHH C IPUMEHUMBIMH TPEOOBAHUSAMU.

5.5.9. Ecnu cnioHCcOp mpekpaiaeT KIMHUYECKYI0 pa3paboTKy MCCIelyeMoro npemnapara,
OH JIOJDKEH COOOHIUTH 00 3TOM BCEM YUYacCTBYIOLIUM B HCCIEIOBAaHUHU HCCIENOBATEISIM (
MEAUIIMHCKUM OPraHu3aIisiM) U YIIOJTHOMOYEHHBIM OpraHaM.

5.5.10. Ilepemaua nmpaB cOOCTBEHHOCTH Ha JaHHBIC JIOJDKHA OBITH JOBEACHA 10 CBEICHHUS
COOTBETCTBYIOIIUX YIMOJHOMOYEHHBIX OpPraHOB TOCYJApCTB-WICHOB M YIOJIHOMOYEHHBIX
OpraHoOB TPEThUX CTPaH B COOTBETCTBUU C NPUMEHHUMBIMHU TPEOOBAHUSIMU.

5.5.11. OTHOCAmMECS K CIIOHCOPY OCHOBHBIE IOKYMEHTBI IOJKHBI XPAHUTHCSI HE MEHEE 2
JeT C JaThl YTBEPXKJACHHUS TMOCIEIHEH 3asiBKM Ha pETUCTpalMIoO Mpernapara B
rocyJapcTBe-4JieHe M J0 TeX IMOp, MOKa HU OJIHa M3 3asiBOK HE OyneT HaXOOUThCA Ha
PAacCCMOTPEHUH U HOBbIE 3asiBKM HE OyAyT IUIAaHUPOBATHCS, WJIM HE MEHee 2 JIET ¢ MOMEHTA
opUIHaTBbHOTO MpEeKpalleHus] KIMHUYECKON (a3bl pa3pabOTKHU HCCIIEeIyeMOro IMpernapara.
OTH JTIOKYMEHTBHI JOJKHBI XpaHUThCS Oojee UIUTENbHBIM CpPOK B cllydae, €CId 3TO
MPEAYCMOTPEHO TPUMEHUMBIMU TPEOOBAHUSMU UM HEOOXOIUMO CIIOHCODY.

5.5.12. CnoHCOp NOKEH B MUCbMEHHOU (hopme NMponH(GOPMUPOBATH UccheqoBaTene (
MEIUMLUHUHCKUE OPraHU3alMi) O HEOOXOJAMMOCTH XPAaHEHHMs CBSI3aHHBIX C HCCIEIOBAHUEM
3aMuce, a TakKe MUCbMEHHO M3BECTUTh MX, KaK TOJIBKO HEOOXOJUMOCTH B JajibHeiIieM
XpaHEHUU He OyIeT.

5.6. Be16op ucciemoBares.

5.6.1. CrioHCOp HeceT OTBETCTBEHHOCTHb 3a BHIOOp HcciedoBaTeied (MEAUIUHCKUX
opranuzanuii). Kaxxapiii nccienoBaTenb T0KEH UMETh KBaTU(UKALINIO, ONBIT U PECYPCHI (B
COOTBETCTBUU ¢ myHKTamu 4.1 u 4.2 Hacrosuux IIpaBui), mnoctaTounsle s MPOBEIACHUS
UCCIIEIOBAHMS, i1 KOTOPOTO OH BbIOpaH. Eciv B MHOTOUEHTPOBBIX HCCIEIOBAHUAX



HE0OXOMMO OPTraHNU30BaTh KOOPAMHAIIMOHHBIA KOMUTET U (WJIK) BEIOpATh KOOPIMHATOPOB U3
qucia UCCieoBaTeNei, TO 3TO ABISETCS 00S3aHHOCTBIO CIIOHCOPA.

5.6.2. Jlo moanucaHus 10roBopa c uccieaoBaTenaeM (MEeIUIIMHCKOW OopraHu3anuen) Ha
IIPOBEJICHUE MCCIIEAOBAHUSI CIIOHCOP JOJDKEH MPEJACTaBUTh UCCIEI0BATENIO (MEIUIIMHCKON
OpraHu3alu) MPOTOKOJ M OpOIIIOpYy HCCIEN0oBaTeNs B TEKYLIEW peaakiuu U AaTh
uccieaoBaTento (MEIUIIMHCKON OpraHu3aluu) AOCTaTOYHOE BpeMs Il O3HAKOMJICHUS C
MIPOTOKOJIOM U MPEAOCTABIEHHON HH(POPMALIHEH.

5.6.3. CioHCOp JOJKEH MOJYyYUTh COTJIache uccienoBaTens (MEIUIIMHCKON OpraHu3aiuu
) Ha:

a) MPOBEJICHUE MCCIIEAOBAHUM B COOTBETCTBUM C HacTosmumu [lpaBunamu u
MIPUMEHUMBIMUA TPEOOBaHUSAMU (B COOTBETCTBUU C MyHKTOM 4.1.3 Hactosimux [IpaBuin), a
TaKX€ C MPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM M pa3pelieHHbIM (0100peHHbIM) DCO (
H3K) (B cooTBeTrcTBUM ¢ myHKTOM 4.5.1 Hactosmux [IpaBmin);

0) coOroIeHre MPOLEAYPbl PETUCTPALINU (TIPEACTABICHUS) JaHHBIX;

B) IIPOBE/ICHHE MOHUTOPHUHTA, ayAUTa U UHCIEKIUH (B COOTBETCTBUH ¢ MyHKTOM 4.1.4
Hactosmux [IpaBun);

I') XpaHEHHE OCHOBHBIX JIOKYMEHTOB, CBSI3aHHBIX C MCCJIEAOBAHUEM, /10 TE€X MOp, MMOKa
CIIOHCOP HE COOOIIUT MCCIeA0BATEN0 (MEIUIIMHCKOW OpraHu3aliu), YTO 3TU JTOKYMEHTHI
OombImie He TPeOYIOTCS (B COOTBETCTBUU ¢ TyHKTaMu 4.9.4 u 5.5.12 Hacrosmux [IpaBun).

CrnioHcop U uccienoBaTeNb (MEIUIMHCKAs: OpraHu3alys) J0KHbBI TOANKNCATh JOKYMEHT,
ITOATBEPKAAIOIINN 3TO COTJIacHe.
5.7. Pacnipenenenue 00s3aHHOCTEN.

Jlo Hayana ucciaeqoBaHUs CIOHCOP JOJKEH YCTAHOBUTH U PACIIPEICTUTh BCE CBSI3AHHBIC
C HCClIeTOBaHUEM O00SI3aHHOCTH M (PYHKITUH.

5.8. KoMmneHcaiuu cyObeKTaM UCCIe0BaHUs U UCCIICIOBATEIISM.

5.8.1. Ecnu 3T0 mpenycMOTpeHO MPUMEHUMBIMH TPEOOBAHHUSIMU, CIIOHCOP JOJHKEH
obecreyuTh CTpaxOBaHWE WU TapaHTUPOBATh IOPUAUMYECKYI0 M (PUHAHCOBYIO MOAJCPIKKY
ucclienoBatens (MEIUIIMHCKON OpraHu3alii) B cllydyae NPEAbsSBICHUS UM MPETEH3UU,
CBSI3aHHBIX C HCCIIEIOBAHUEM, 32 UCKIIOYEHHUEM TEX MPETEH3UM, KOTOpPhle BO3HUKIH B
pe3ysibTare yMbICiIa WU HEOCTOPOKHOCTH CO CTOPOHBI HCCIENOBATENs] WM YJICHOB
MCCJIeI0BATEIBCKOTO KOJUICKTUBA.

5.8.2. IlpaBuiia u mpoueaypsl CIIOHCOPa JIOJKHBI MPEAyCMaTPUBaTh BO3MELICHUE
PacxXoJI0B Ha JIeUeHHE CYObEKTOB B CiIydae MPUUYMHEHHS BpPEIa UX 3I0POBBIO B pe3yJIbTaTe UX
y4acTus B UCCJICIOBAHUHU B COOTBETCTBUU C IPUMEHUMBIMHU TPEOOBAHUSIMU.

5.8.3. Ecit cyOBEKTHI HCCISIOBAHUS TOJTYYAIOT KOMIICHCAIUIO, TTOPSIOK U CIIOCO0
KOMITIEHCAIIUU JOJIKHBI COOTBETCTBOBATH MPUMEHUMBIM TPEOOBAHUSIM.

5.9. ®uHaHCUpPOBAHUE.
DuHAHCOBBIE ACTIEKTHI UCCIIEIOBAHUS IOJKHBI OBITh JOKYMEHTAILHO OOPMIICHBI B BUJIE
JIOTOBOPa MEXy CIIOHCOPOM U UccleaoBaTeaeM (MEIUIIMHCKON OpraHu3aluei).



5.10. YBenomiieHre yMOJIHOMOYEHHBIX OPTaHOB (MMOJiaya 3asBKU B YIIOJHOMOYEHHBIE
Oprassl).

Jlo Havama KIMHUYECKOTO HCCJIEAOBAHUS CHOHCOP (WJIU CIIOHCOP COBMECTHO C
MCCIIEZIOBATEIIEM, €CII 3TO MPETyCMOTPEHO MPUMEHUMBIMU TPEOOBAHUSIMU) JOJDKEH MMOAATh
B COOTBETCTBYIOIINE OPTaHbl BCE TPEOYEMBbIE 3aIBKU JIsI ©X PACCMOTPEHUS, TPUHATHUS U (WK
) MOJy4YeHHsl pa3pellieHrs Ha MPOBEACHUE HCCIIEIOBaHUS (B 3aBUCHUMOCTH OT MPUMEHUMBIX
TpeboBaHuil). Bce yBenomienus (3asiBKu) AOJKHBI COJEpKaTh AaTy M BCIO HEOOXOIUMYIO
nH(popManuio s UASHTU(PUKAIIMN TPOTOKOJIA.

5.11. Tloareepxkaenne paccmorpenus CO (HIOK).

5.11.1. CnoHCOp MOJKEH MOJYYUTh OT UCCIEA0BATENS (MEIUIIMHCKON OpraHn3aIum):

a) cBejeHus o HauMmeHoBaHuU u aapece DCO (HOK) uccnenoBarens (MeAUITMHCKON
OpraHu3aIuun);

0) moarBepxaeHue or DCO (HOK) Toro, 4ro OH OpraHu3oOBaH U JEUCTBYET B
COOTBETCTBUM C HacToAmuMU [IpaBunamMu W 3aKOHOJATEIBCTBOM COOTBETCTBYIOIIETO
rocyJapcTBa-ujieHa;

B) JOKyMEeHTaldbHO odopmieHHoe onoOpenue (3akimtouenue) DCO (HOK) u mo
TpeOOBaHUIO CIOHCOpPAa KOMHUIO TEKYIIeW BEPCUH MPOTOKOJIA, MUCHBMEHHON (HOPMBI
WH()OPMUPOBAHHOTO COTJIACHS U JIFOOBIX IPYTUX MPEACTABIAEMbIX CyOBbEeKTaM MUCHbMEHHBIX
MaTepuasioB, a TAaKXKE ONMHCAHHWE NEUCTBUU MO TMPUBJICUYCHUIO CYOBEKTOB K YYaCTHUIO B
UCCJIEIOBAHUH, JJOKYMEHTOB, OTHOCSAILIUXCS K MPEAYCMOTPEHHBIM ISl CyOBEKTOB BbITIJIaTaM
¥ KOMIICHCAIUSIM, U JIFOOBIX MHBIX JOKYMEHTOB, KOTOpbIE MO OBITh 3aTpeboBanbl DCO (
H3K).

5.11.2. Ecau DCO (H3K) oOycnoBnuBaeT Bbliady CBOEro 0J00peHUS (3aKIIOUECHUS)
BHECEHHEM W3MEHEHUN B KaKue-IHOO0 TOKYMEHTHI UCCIEIOBaHUS, HAPUMEDP, B MPOTOKOII,
NUCHhMEHHYIO (hopMy HH(DOPMHPOBAHHOTO COTJIACHS WIIM MHBIE MPEICTaBIsIeMble CyObEeKTaM
MAChbMEHHBIE MaTepuanbl U (WJIH) JAPYTUe MPOIEAYpPhl, CIOHCOP MOJDKEH MOJYYUTh OT
uccienoBarens (MeIUIMHCKON OpraHU3aIliy) KON U3MEHEHHBIX JOKYMEHTOB C YKa3aHHUEM
JaThl modydeHHoro onoOpenus (3akmodeHus) ICO (HOK).5.11.3. Cnoncop aoikeH
NOJIYYUTh OT HcclieioBaresnss (MEIUIMHCKON OpraHu3alliu) JOKYMEHTAIUI0 ¢ YKa3aHHUEM
JaThl MOBTOPHBIX paspemieHuit (onodpennii) 9CO (HOK), a Takxke pemennii 00 0T3bIBE WK
IPUOCTAHOBKE paHee BBIIAHHOTO OJ00PEHHUS (3aKITI0OUCHUS).

5.12. Uudopmanus 06 ncciaeayeMbix npenaparax.

5.12.1. Ilpu nnaHUpOBaHUM UCCIEAOBAHUN CIIOHCOP JIOJKEH pacnoyiaratb JOCTATOUYHBIM
00BEMOM TOTYUYEHHBIX B JOKIMHUYCCKUX U (MJIH) KIIMHUYECKUX UCCIEIOBAHUAX JaHHBIX 110
6e3omacHocTH U d(PPEKTUBHOCTH, OTIPABABIBAIOIINX MTPUMEHEHUE UCCIIEAYEMOTO TIpernapara ¢
UCIIOJb30BAaHUEM COOTBETCTBYIOIIMX MyTE€W BBEICHHUS U 103 IPU COOTBETCTBYIOLIEH
JUTUTETLHOCTH M B COOTBETCTBYIOIIEH MOMYJISIINN CyOBEKTOB HCCIIEOBAHUS.



5.12.2. CrioHCOp MOMKEH OOHOBIIATH OPOIIIOPY MCCIENOBATEINS IO MEpe MOTyUYCHHUs
HOBOU CyIIeCTBEHHOU MH(OpManuu (B COOTBETCTBUH C MOAPA3IECIOM 7 HACTOSIIErO pa3zena)

5.13. [Ipou3BoACTBO, yIaKOBKa, MApKUPOBKA M KOJUPOBAHUE UCCIIEIYEMBIX MTPENapaToB.

5.13.1. Cnoncop moikeH obecrneunTh, YTOOBI MCCleyeMble Mpenaparsl (BKI0Yasi B
COOTBETCTBYIOIIUX CJlly4yasiX AaKTHUBHbIE IIpernapaTbl CpaBHEHHS WU IU1aneb0) HMeNIu
XapaKTepUCTUKHA, COOTBETCTBYIOIIHME CTaguM pa3pabOTKU JaHHBIX IpenapaToB, ObUIH
IPOU3BEJCHBl COTJIACHO TNPUMEHUMBIM TpeOOBaHUSAM HaJUIeKallell MPOU3BOJICTBEHHON
MPAKTHUKA U B COOTBETCTBYIOLIMX CIIy4asix OBLIM 3aKOAMPOBAHBI U MApPKUPOBAHbI TaKUM
o0Opa3oM, 4TOOBl 00€CNeuuTh 3alUTy MACKUpOBKU. Kpome Toro, mMapkupoBKa JOJKHA
COOTBETCTBOBATh MPUMEHUMbBIM TPEOOBAHUSIM.

5.13.2. CrioHCOp AOJIKEH OMPENENIUTh JJIs UCCIEyeMbIX MPEnapaToB TeMIeparypy
XpaHEHUs, YCIOBUS XpaHEHUs (HAIpuMep, B 3aIMILIEHHOM OT CBETA MECTE), CPOK XpaHEHMUS,
PAcTBOPUTENH U MPOLEAYPHI ISl Pa3BEICHHS] U BOCCTAHOBJICHMS, & TAKXKE, €CIU TaKOBBIE
IpeyCMOTPEHBI, YCTPOICTBA 1Sl BBeAeHUs npenapaTa. CrioHCOp 0JKeH UH(POPMHUPOBAThH
00 3THX TpeOOBaHUSIX BCE BOBJICUYEHHBIE CTOPOHBI (HAIPUMEP, MOHUTOPOB, UCCIIENOBATENEH,
IIPOBU30POB, JIUI], OTBETCTBEHHBIX 3a XPAHEHUE).

5.13.3. UccaenyemMble penaparbl JOJIKHbI ObITh YIIAKOBAHBI TaK, YTOOBI MPEJOTBPATUTD
UX 3arps3HEHHE W OOECHEUYHUTh WX COXPAHHOCTH (IMIPUTOJHOCTH) IMPHU TPAHCIOPTHPOBKE U
XpaHEHUH.

5.13.4. [Ina nccnenoBaHWM, B KOTOPBIX HCHOJIB3YETCS CIENONW METOJ, CUCTEMA
KOJMPOBAaHMSI UCCIIEyEMOro IpenapaTa J0JKHa BKII0YATh B c€0sl MEXaHU3M, MO3BOJISIOLINIHI
B AKCTPEHHBIX Clydasx OBICTPO HIECHTHU(ULIMPOBATH IpenapaTr, HO B TO K€ BpeMs He
JOITYCKAIOIINI BO3MO>KHOCTH HE3aMETHO PACKPBITH KO,

5.13.5. Ecnu nekapcTBeHHas popMa ucciaeayeMoro nmpenapara Uiy npenapara CpaBHeHHUs
Ha KJIMHUYECKOM JTalle W3y4YeHMs Obla CYIIECTBEHHO HW3MEHEHA, TO JO HMCIOJIb30BaHHUS
HOBOM JIeKapCTBEHHOM (OpMBI B KIMHUYECKUX HCCIEHOBAHUAX JOJHKHBI OBITH MOITYYEHBI
pe3yNbTaThl JOMOJIHUTEIbHBIX UCCIEAOBAHUN JTaHHOM JIeKapCTBEHHOW (opMbl mpemapata (
HarnpuMep, 1aHHble O CTAOMIIBHOCTH, pACTBOPUMOCTH, OMOJOCTYITHOCTH ), HEOOXOAUMBIE IS
OLIEHKH TOTO, CIOCOOHBI JIM JAHHbIE HW3MEHEHHUS CYIIECTBEHHO NOBJIMATH Ha
(bapMakoKMHeTHYECKUH poduiIb penapara.

5.14. TlocTaBka ucclieayeMbIX IIpenapaToB U MpaBuiia OOpaIlleHHs C HUMHU.

5.14.1. CnoHCcOp OTBEYAET 3a MOCTABKY MCCIEI0BATENIO (MEAUIIMHCKON OpraHU3aIliN)

UCCIeyeMOro Ipenapara.

5.14.2. CnoHcop He JOJKEH MOCTAaBJISITh MCCIENYEMBI mpenapar UccliefoBaTento (
MEIMLMHCKON OpraHu3alum) 10 TeX MOop, 0Ka HE MOJIYYUT BCIO TPeOyeMyIO T0KyMEHTALIHUIO
(manmpumep, onodbpenue (3axntouenue) CO (HOK) u yrnomrHOMOUEHHBIX OPTaHOB).

5.14.3. CnoHcop noikeH yoeauThes U (W) 00ecreuyuThb, YTO NTUCbMEHHBIE MTPOLIETYPHhI
BKJIIOYAIOT B ce0s MHCTPYKUUH ISl UcchenoBarens (MEIMUMHCKOW OpraHu3aluu) IO



MpaBUjiaM XPaHEHHS MCCIIENyeMOro IpenapaTra u oOpalieHusl ¢ HUM, a TaKXe 10 BEJICHUIO
COOTBETCTBYIOIICH JokymeHTanuu. [Iporenypsl JOJKHBI OMMCHIBATH O€30MIaCHOE MOTYUYECHHE
HCCIIEYeMOTO Tpenapara, oOpalieHue C HUM, €ro XpaHCHUe U BbIJA4Yy, HU3BATHE
HEHUCIOJIb30BAHHOTO MCCIIEyeMOro Mpenapara y cyobeKTOB U BO3BpaT ero croHcopy (1o
MHOE pACHOPSKEHUE HEUCIIOJIb30BAHHBIM MpPENapaToM, €CIU 3TO CAHKIHOHUPOBAHO
CIIOHCOPOM U COOTBETCTBYET MPUMEHUMBIM TPEOOBAHUSM).

5.14.4. CnoHcop HOJIKEH:

a) o0ecneYnTh CBOEBPEMEHHYIO MOCTABKY MCCIIEYyEMbIX MPErnapaToB UCCIEIOBATENSIM;

0) MOKYMEHTHUPOBATh MOCTABKH, MOJYyYEHUE, BbIJAauy, BO3BpAT M YHUUTOXKCHUE
UCCIIEAYEeMBIX TpernapaTtoB (MO0 WHOE pacmopshKeHne) (B COOTBETCTBUU C MOAPA3ICIIOM 8
HACTOSIIETO pa3jena);

B) UMETh CUCTEMY BO3BpaTa UCCIEAYyEMOTo Mpernapara U JOKyMEHTUPOBaHUS TOAOOHOTO
U3bATUS (HampuMep, OT3bIBa OpakOBAHHOTO MpemnapaTa, BO3Bpara IMpenapara IMocie
OKOHYAaHUS UCCIICIOBAHUS WU TI0 UICTEYEHUU CPOKA TOJIHOCTH);

I') UMETh CHUCTEMY YHUUYTOXEHUs (JIMOO MHOTO pacTOpsKEHHs) HEUCIOJb30BaHHBIX
HCCIIeIyeMbIX TPEnapaToB M JOKYMEHTUPOBAHUS MOJOOHOTO YHHUUTOXEHUs (JIMOO MHOTO
paCIIOPSIKEHUSA).

5.14.5. CnoHcop AOJIKEH:

a) TPUHATH MEPhl N0 00ECTECYEHUIO CTAOMIBHOCTH HMCCIEAYyeMbIX MpernapaToB Ha
OPOTSHKEHUU BCETO NEPUOIA UX UCTIOIb30BaHNUS;

0) UMETh JOCTATOYHOE KOJIUYECTBO MCIOIB3YEMOTO B UCCIEIOBAHUSAX HCCIIEIYEMOTrO
npenapara, 4ToObl MOATBEPAUTH TPU HEOOXOAUMOCTU €r0 COOTBETCTBUE CICIIU(PUKALIMIM, a
TaK)K€ BECTH Yy4YET aHaJIU30B U XapaKTEpUCTUK OOpas3loB mpemapara u3 naptuu. B
3aBUCUMOCTU OT CTaOWUIIBHOCTU OOpasIlbl JOJKHBI OBITH COXpPAHEHBI JIMOO 10 OKOHYAHUS
aHaju3a JaHHBIX 10 UCCJIEAOBAHUIO, JTMOO0 B TEUEHUE CPOKA, OMIPEACIICHHOTO MPUMEHUMBIMU
TpeOOBAHMSIMU, HCXO/S U3 TOTO, KAKOW TIEPHO/T BISETCS OOJIee JITUTEIbHBIM.

5.15. locTyn K TOKyMEHTAallUl UCCIETOBAHUS.

5.15.1. CnoHcop mOJKEH NPeayCMOTPETh B MPOTOKOJIE WM WHOM COTJIAIIEHUU
00s13aHHOCTh HcclieoBaTeNs (MEIUIIMHCKON OopraHu3aliuu) o0ecneunTh IpsiMOil JOCTYI K
MEPBUYHBIM JIAHHBIM (JIOKYMEHTAIUM) JJIsl IPOBEJACHUS MOHUTOPUHTA, ayIUTAa U YKCIIEPTU3BI
3CO (H3K), a Tak»e MHCIEKIINH YIIOJIHOMOYEHHBIMU OpraHaMHu.

5.15.2. CnoHcop nomxeH yOeauThesl B TOM, UTO Kbl CyOBEKT Jajd MUChMEHHOE
corjlacHe Ha MPAMOU JOCTYII K €r0 OPUTMHAIBHBIM MEAUIIMHCKUM 3aMHCIM JIJIsl IPOBEACHUS
MOHUTOpUHTra, ayauTa u skcneptussl ICO (HOK), a Takke MHCHEKINI yIOJTHOMOYEHHBIMU
OopraHami.

5.16. Undopmanust mo 6€30mMacHOCTH.

5.16.1. CnoHcop OTBeyaeT 3a MOCTOSIHHYIO OIIEHKY O€30MacHOCTH HCCIEIyEMBbIX
npenaparos.



5.16.2. CrnoHcop AOJKEH HE3aMEJIUTEIbHO YBEIOMHUTh BCEX YYacTBYIOLIUX B
UCCJIEI0BaHUU HcclieoBaTeNell (MEIUIMHCKUE OPTaHU3allit), a TAKKe YIMOJIHOMOYEHHbIE
OpraHbl O TMOJYyYEHHBIX MJaHHBIX, KOTOpPbIE MOTYT HEOJAarompusTHO OTpPa3UThCA Ha
0€30MacHOCTH CYOBEKTOB, MOBIUATh Ha MPOBEACHUE MCCIEAOBAaHUS JUOO H3MEHUTH
onoopenue (3axmouenne) ICO (HOK) Ha npomomkenne uccaeaoBaHms.

5.17. Coo01iieHust 0 HeKelaTeIbHbIX PeaKIUsiX.

5.17.1. CnoHCcOp AOKEH B BO3MOXKHO KOPOTKHI CPOK COOOLIATh BCEM YYACTBYIOIIUM B
UCCIIEIOBAHUM HcclienoBaTensiM (MeauiuHckuM opranuzanusm), 9CO (HOK) (mpu
HEO0OXOJAMMOCTH), @ TAK)KE YITOJITHOMOYEHHBIM OpPraHaM 000 BCEX HEXKeNIaTeIbHbIX PEaKIUsX,
KOTOPBIE OJTHOBPEMEHHO SIBJISIFOTCSL CEPHE3HBIMU U HEMPEIBUICHHBIMU.

5.17.2. Takue cpouHble COOOIIEHHUS IOJKHBI COOTBETCTBOBAaTh MPUMEHUMBIM
TpeboBaHUsIM U nosioxkeHust npusioxkeHus Ne 11 k nacrosimum [IpaBunam.

5.17.3. CrioHCOp AOJKEH MPEJCTABIATh HA PACCMOTPEHUE YIOJTHOMOUYEHHBIM OpraHaM
BCE 0OHOBJIEHUS HHPOpMaLKHU 1O O€30MACHOCTH, U IEPUOJUUYECKUE OTUETHI 10 OE€30aCHOCTH
UCCJIeIyeMOT0 TIpernapara B COOTBETCTBUM C MPUMEHUMBIMU TPEOOBAHUSIMU U MPUIIOKEHUEM
No 11 x macrositum ITpaBunam.

5.18. MOHUTOpUHT.

5.18.1. Ilens.

[{enpr0 MOHUTOPUHTA UCCIIEIOBAHUS SBIIAETCS IPOBEPKA TOTO, YTO:

a) mpaBa 1 0J1arornoaydrue CyObeKTOB 3alUIIEHBI;

0) mpencTaBlICHHbIE JAHHBIE SBISIIOTCA TOYHBIMH, MOJHBIMU M TOJITBEPKIAIOTCS
IIEPBUYHON JOKYMEHTAIIUEH;

B) UCCJEIOBAaHUE MPOBOAUTCS B COOTBETCTBUM C YTBEPKICHHOM TEKyIlEeW Bepcueit
POTOKOJIa (MIONPaBOK K HEMY ), HacTosAMMH [IpaBuinamMu 1 IpUMEHUMBIMH TPEOOBAHUSMU.

5.18.2. BeIOOp MOHUTOPOB U UX KBATU(DUKAIUA:

a) MOHHUTOPBI JOJKHBI Ha3HAYATHCSI CIIOHCOPOM;

0) MOHHUTOpPBI JOJKHBI UMETh COOTBETCTBYIOILIYIO MOJATOTOBKY, a Takke 001aaaTh
HAayYHBIMU M (WJM) KIMHUYECKUMHU 3HAHUSMH, HEOOXOIMMBIMH [JIs TPOBEACHUS
HaJUIeKAIller0 MOHUTOPUHTAa ucciefoBaHusd. Kpanudukaiuss MOHUTOPOB JOJKHA OBITh
MOATBEPKIAEHA TOKYMEHTAJIbHO;

B) MOHUTOPBI TOJKHBI JETANIBHO 3HATH CBOMCTBA UCCIEAYEMbIX MPENnapaToB, MPOTOKOJI,
MUCbMEHHYIO (OpMYy HHPOPMUPOBAHHOIO COIJIACUSL M BCE JPYrU€ IMpe/CTaBIsEMbIe
cyObeKTaM HcCCIeJOBaHUsI NUCbMEHHBbIE MaTepHualbl, CTaHIAapTHbIE OIEpaIllMOHHbIE
MpoLEeypbl COHCOpa, HacTosume [IpaBuna u mpumMeHuMble TpeOOBaHUS.

5.18.3. O6bem u copeprxaHue MOHUTOPUHTA.

CroHcop NOKeH o0ecneyuTh HaJyleXallluii MOHUTOPUHT HcciienoBaHuil. CrioHcop
JOJHKEH OMPEEIUTh He0OX0AUMbIe 00bEM U COJIEp)KaHHEe MOHUTOPHHIA UCXOMS U3 IIeJeH,
3a/1a4, METOJOJOTHH, CI0XXHOCTH, MAacCKUPOBKH, 00beMa M OIICHMBAEMBIX IapaMeTpOB
uccinenopanusa. Ilo oOmeMmy mnpaBuiy, C LEIbI0 MOHUTOpPUHra TpeOyercss Nocemathb



HCCIIEA0BATENbCKUE LEHTPBI JO IMPOBEACHUS HMCCIEIOBAaHUS, BO BPEMS €ro NMPOBEICHUS U
nocye ero okoHyanus. OJHaKO B UCKIIOYUTENbHBIX CIy4asiX CIIOHCOP MOKET PEHIUTh, YTO
MOHUTOPHUHI 0€3 MOCEUIEHUs HCCIIeA0BATeNIbCKUX LIEHTPOB B COYETAHUU C TaKUMH
npoLeaypaMy, KaKk TPEHUHT U MPOBEACHUE COBEIIaHUI HCCeJoBaTeNel, MPEA0CTaBICHUE UM
MoJIPOOHOTO MUCHMEHHOTO PYKOBOJCTBA, MOXKET TapaHTHUPOBAHHO OOECIEUNUTh HaJJIeKalee
IPOBEJICHUE MCCIEAOBAaHHUS B COOTBETCTBHM C HacTosAmuMmH IIpaBunamu. CraTucTuuecku
onpeaensieMble KOHTPOJIbHBIE BBIOOPKU MOTYT CIIYKUTh MPUEMIIEMBIM METOJIOM ISl 0TOOpa
MIPOBEPSEMBIX TAHHBIX.

CnoHcop A0JKEH pa3paboTaTh CUCTEMATHU3UPOBAHHBIA MOAXOJ K MOHUTOPUHTY
KJIMHUYECKUX HCCIEAOBaHUN Ha OCHOBE OLEHKH INPUOPUTETOB M PUCKOB. ['MOKOCTH B
OTHOIIEHUM O00beMa W XapaKTepa MOHUTOPHUHIA, OINMCAaHHAs B HACTOSIIEM pasjele,
MO3BOJISIET MCMOJIb30BaTh PA3IUYHbIC MOAXOABI K COBEPUICHCTBOBAHHUIO 3()(PEKTUBHOCTH U
PE3yIBTaTUBHOCTU MOHUTOPHUHTA. CIIOHCOP MOKET BBIOPATh MOHUTOPHUHI C MOCEIICHUEM
UCCIIEA0BATENbCKUX LIEHTPOB (J1ajiee — BBIE3JHON MOHUTOPHHI), KOMOMHAIIMIO BBIE3JHOTO
MOHUTOPHUHTA M IEHTPAJTU30BAaHHOTO MOHMTOPUHTA WJIM, €CIIU 3TO OOOCHOBAHO, TOJBKO
LEHTPAIU30BaHHBII MOHUTOPHUHT. CIOHCOP MOJDKEH 3aI0KYMEHTHUPOBaTh OOOCHOBaHUE
BBIOPAHHOM CTpAaTeTuu MOHUTOPUHTA (HAIIPUMED, B IJITAaHE MOHUTOPUHTA).

Bble3HO MOHUTOPUHT OCYILECTBIISIETCS B UCCIEI0BATEIbCKUX LIEHTPAX, B KOTOPBIX
MPOBOAUTCA HcclenoBanue. lleHTpann30BaHHBIE MOHUTOPUHT TIPEACTABIAET COOOM
yIalleHHYI0 OLEHKY CcOOMpaeMblX JaHHBIX, CBOEBPEMEHHO  BBINOJHAEMYIO
KBaTU(UIMPOBAHHBIMU M JOJDKHBIM 00pa3oM OOy4YeHHBIMU JHIAMU (HAIpHUMED,
CHEIUATNCTAMHU 110 YIPABICHUIO TaHHBIMU, OMOCTATUCTUKAMH).

[{eHTpannM30BaHHBI MOHUTOPUHI 00ECHEUYMBAET JOMOJHUTEIbHBIE MOHUTOPUHIOBBIE
BO3MOXHOCTH, KOTOPBIE€ CHOCOOHBI JIONMOJHUTH MOHUTOPUHI C IOCEIIEHUEM
HCCIIEIOBATENIBCKUX IIEHTPOB U COKPATUTh €ro 00beM U (MJIM) 4acTOTy €ro MpoBeACHUs, a
TaKK€ MOMOTaeT HaWTHU pa3lIMuhe MEXAY HaJIe)KHbIMU M IOTEHIIMAJIbHO HEHAIeKHBIMU
JTaHHBIMH.

OueHka coOupaeMbIX B X0J1€ HEHTPAIM30BAHHOTO MOHUTOPUHTA TAHHBIX, KOTOPAask MOXET
BKJIIOYATh B c€0s1 CTATUCTUUYECKUI aHAIHN3, MOKET UCIIOJIb30BATHCS JIS:

a) BBISIBJICHHUSI OTCYTCTBYIOUIMX M HECOTJIACYIOIIMXCS JTaHHBIX, BBIOPOCOB JTaHHBIX,
HENPEIBUICHHOTO OTCYTCTBHS BaprabeIbHOCTH M OTKJIIOHEHUH OT MPOTOKOJIA;

0) MPOBEPKU TaKMX TEHJAECHUMN U3MEHEHUS JaHHBIX, KaK AHANa30Hbl, COTJIACOBAHHOCTh U
BapuaOENbHOCTh JAHHBIX B IIEHTPaX U MEXAY HUMU;

B) OOHApY’>KEHUSI CUCTEMATHYECKUX U 3HAYUMBIX OIIMOOK P cOOpe U MpeaCTaBICHUN
JAHHBIX B LIEHTPE U MEXKIYy LEHTPaMH, a TAaKKe MOTEHI[MAJIbHOTO MaHHUIYJIUPOBAHUS
JaHHBIMU U MIPOOJIEM C IEJIOCTHOCTHIO JAHHBIX;

T') aHAJIM3a XapaKTePUCTHK U HHIUKATOPOB pabOTHI LIEHTPA;

1) oTOOpa EHTPOB U (UJIK) MPOIIECCOB ISl MPUIIEILHOTO MOHUTOPHUHTA C MOCEIICHUEM

MCCJIEeI0BATEIBCKUX LEHTPOB.



5.18.4. O6GsA3aHHOCTH MOHUTODA.

MOHHTOp B COOTBETCTBHH C TPEOOBAHUSAMHU CIIOHCOPA JOJDKEH 00eCIeYnTh HaljIeKalee
MpOBEJIEHHE U JOKYMEHTajdbHOe odopmiieHue uccieaoBanus. C 3TOH 1ebI0 MOHUTOP C
y4ETOM KOHKPETHOTO MCCIIEIOBAHUS M UCCIIEIOBATENICKOTO IIEHTPa IPU HEOOXOIUMOCTH:

a) BBICTYNaeT B KAaYECTBE OCHOBHOTO CBA3YIOLIETO0 3BEHAa MEXAY CIOHCOPOM H
HCCIIEZIOBATETIEM;

0) yOexxaercs B TOM, 4TO MCCJIEIOBATENb 00J1ajlaeT He0OOXOAMMOM KBanupukauuen u
BO3MOKHOCTSIMU sl IPOBE/ICHUS UCCIIEIOBAHUS U OCTA€TCS TAKOBBIM HA MPOTSYKEHUH BCETO
NepHoJIa UCCIEeT0BaHUS (B COOTBETCTBUU ¢ MyHKTaMu 4.1, 4.2 u 5.6 nactosimuux [IpaBui), uto
MOMEIICHHS, OTBEJCHHbIC M1 MPOBEIACHUS HCCIEeNOBaHMS (BKJIOYas jabopaTopuud u
0o00opyoBaHuE) U NIEPCOHAT COOTBETCTBYIOT TPEOOBAHUAM K MPOBEACHUIO pabOT O€30MacHO U
JOJHKHBIM 00pa30M Ha MPOTSHKEHUHU BCETO MCCIEA0BAHNUS;

B) B OTHOILIEHUU HCCIIEAYEMBIX IPENapaToB MOHUTOP MIPOBEPSIET CAEAYIOLIEE:

CPOKH U YCIIOBHUSI XpaHEHUS UCCIEIyEeMbIX MPENapaToB MPUEMIIEMBbl U UX KOJIUYECTBO
ABJISIETCS JOCTATOYHBIM 10 KOHIIA UCCIIEI0BAHUS;

HCClelyeMbIe MpernapaTsl MONIyYaroT TOJBKO T€ CyObEeKThl, KOTOPBIM OH Ha3HAYEH, B
7103aX, YCTaHOBJIEHHBIX IIPOTOKOJIOM;

CyOBEeKTaM MPECTABISIOTCS HEOOXOAMMbIE HHCTPYKIIMHU IO MPABUILHOMY IPUMEHEHHUIO
HCCIIETyEeMbIX ITpernapaToB, 0OpallleHUI0 ¢ HUIMH, UX XPAHEHUIO U BO3BpaTy;

NOJly4Y€HUE, IPUMEHEHHE U BO3BpAT MCCIEAYEMbIX MIPENapaToB B UCCIEI0BATEIBCKOM
HEHTPE AOKHBIM 00pa3oM KOHTPOJIUPYETCs U 0OpMIISETCS TOKYMEHTAIBHO;

YHUUTOKEHUE HEUCIOIb30BaHHBIX UCCIIEyEMbIX NIPENapaToB JIMO0 UHOE PACTIOPSIKEHUE
UMU B HCCIIEJOBATEIBCKOM LIEHTPE OCYIIECTBIACTCS B COOTBETCTBHHM C MPUMEHHMBIMU
TpeOOBaHUSAMHU U 10 COTJIACOBAHHUIO CO CIIOHCOPOM;

I') MPOBEPSAET COONIOJICHUE HCCIEeA0BATENEM YTBEPKIECHHOTO MPOTOKOJAa M BCEX
YTBEPKACHHBIX MOMPABOK K HEMY, €CJIM TAKOBbIE HUMEIOTCS;

1) MPOBEPSIET, YTOOBI MMCbMEHHOE NH(POPMUPOBAHHOE COTJIaCHEe KaXKJI0T0 CyObeKTa ObLIO

MOJTyYEHO JI0 Hayalla €ro y4acTHs B UCCIIEI0OBaHUH;

€) obecreunBaeT HaJuM4yue Yy HUCCIENOBATENs TEKyUIEH pelakuuu OpoIIOphI
UCCJIE0BATEN, APYTUX JOKYMEHTOB M MAaTe€pUajoB, HEOOXOAWMBIX ISl MPOBEIACHUS
HCCIICZIOBAHUS HaJIekKaIUM 00pa3oM U B COOTBETCTBUU C IPUMEHUMBIMU TPEOOBaHUSIMY;

) 00ecrneunBaeT, YTOObI UCCIIEI0BATENb U €r0 COTPYIHHUKH, 3aHAThIE B UCCIIEIOBAHUH,
OBLITM 1O0CTATOYHO MHGOPMHUPOBAHBI 00 UCCIIEIOBAHUU;

3) MPOBEPSIET, YTOOBI MCCIENOBATENh U €r0 COTPYAHUKH, 3aHITHIE B UCCIICIOBAHUH,
BBITIOJIHSIN CBSI3aHHBIE C MCCIIEIOBAaHUEM OOS3aHHOCTH B COOTBETCTBUU C MPOTOKOJIOM U
BCEMHU JPYTMMM IUCBMEHHBIMHU COIVIAILIEHUSMM MEXAY CIOHCOPOM M HcciefoBaTesieM (
MEAMIIMHCKON OpraHu3allfeil) u He repeiaBaiu CBou (PyHKIMU HEYITOJHOMOYEHHBIM JINLIAM;

M) MpOBEPSIET COOJIIOJECHUE UCCIEAOBATENEM KpUTEpPUEB OTOOpa A BKIIOUEHMUS
CyOBbEKTOB B HCCIICIOBAHUE;



K) COOOIIIAeT 0 CKOPOCTH Habopa CyOBEKTOB B CCIICIOBAaHUE;

J) MpOBEpsieT MPaBUIbHOCTh, MOJHOTY U CBOEBPEMEHHOCTh PETUCTPAIIUU JaHHBIX B
MEPBUYHBIX M JAPYTUX OTHOCSIIMXCS K HMCCIEIOBAHUIO JOKYMEHTax, a TaKke MOpPSAI0K
BEJICHUSI TAKUX JJOKYMEHTOB;

M) TIPOBEPSIET, YTOOBI UCCIEAOBATEIb MPEACTABISII BCE TPEOYEMbIE OTUETHI, YBETOMIICHHUS
, 3aMpOChl U TMOJOOHBIE IOKYMEHTBI, U YTOOBI Takue JOKYMEHTHl ObUIM MPaBHIbHBIMHU,
MOJHBIMU, CBOEBPEMEHHBIMH, Pa300pPUYMBBHIMM, C yKa3aHHEM JaT U UJACHTUPUIUPOBAIH
HCCIIEIOBAHNUE;

H) MPOBEPSET NPABUIBLHOCTD U MOJTHOTY JAaHHBIX B UHJIUBUAYAIBHBIX PETUCTPALIMOHHBIX
KapTax, MePBUYHBIX IOKYMEHTAX M JIPYTUX OTHOCSIIUXCS K MUCCIICIOBAHHIO 3aMMUCIX MyTEM
COTIOCTABJICHUS UX MEXKYy coO0i. B 0COOEHHOCTH MOHUTOP JOKEH IIPOBEPATH CIACAYIOIIEE:

MPaBWIHLHOCTh BHECEHHS TPEOYEMBIX MPOTOKOJIOM JaHHBIX B WHIAWBHIYAJIbHYIO
PETUCTPALMOHHYIO KapTy U UX COOTBETCTBUE JAHHBIM MEPBUYHOMN JTOKYMEHTALIUU;

A100ble U3MEHEHUS J03bl U (WJIM) T€pallud YE€TKO JOKYMEHTAIBHO O(OPMIISIIOTCS s
KaXXJI0TO0 CyOBhEKTa UCCIIeI0BAHNUS;

HEeXKeJlaTeNIbHbIC SIBJICHUS, COMMYTCTBYIOIIEE JI€UCHUE U UHTEPKYPPEHTHBIE 3a00JI€BaHU
PETUCTPUPYIOTCS B HWHIWBUIYAIbHOW PETUCTPALMOHHOW KapTe€ B COOTBETCTBUU C
MIPOTOKOJIOM;

MPOMYIICHHBIE CyObEKTOM BHU3HTHI, HEMIPOBEJCHHBIC AHAIM3bI U HEBBITIOJHCHHBIC
oOcieqoBaHUsl SICHO YyKa3aHbl B WHIUBUIYaJbHOM pEruCTpallMOHHOM KapTe Kak
MPOMYIIICHHbIEC, HEIPOBEICHHBIC U HEBBITIOJIHEHHBIE COOTBETCTBEHHO;

BCE Cllydyad HCKJIIOYEHHUS U BBIOBIBAaHUS CYOBEKTOB M3 HCCIEIOBAHUSA OBLIM
3apEeTUCTPUPOBAHBI U OOBSICHEHBI B MHUBUAYaJTIbHON PETUCTPAIMOHHOMN KapTe;

0) COOOIIaeT HCCIeNOBATENI0 O JIOOBIX JOMYIIEHHBIX B WHAWUBHAYaTbHOU
PETUCTPAIIMOHHON KapTe OomuOKax, MPOMycKaXx U HEPa3OOpUMBBIX 3amucsX. MOHHUTOP
JIOJDKEH TPOCIEIUTh 3a TeM, YTOOBl COOTBETCTBYIOIIME HCIPAaBIEHUS, JOOABICHHUS WU
HCKJIIOUYCHHUS OBUIM CJIEeNlaHbl C yKa3aHUEM JaThl, OOBACHEHBI (IIPU HEOOXOJUMOCTH) U
MOANUCAHBl CAMHM HCCJEoBaTeIeM 00 YIMOJTHOMOYEHHBIM Ha MOANUCAHHWE 3a HETO
U3MEHEHUW B WHIWBUAYaJbHOW PETMCTPALMOHHOM KapTe WIEHOM MCCIEI0BAaTENIbCKOTO
KOJUIEKTHUBA. J[aHHBIE MOJHOMOYUS JOJKHBI OBITh 1aHBI B MUCEMEHHOU opMe;

1) MpoBepsieT COOII0/ICHUE CPOKA HAIPABJICHUS COOOIICHHS O HEXKEIATEIbHBIX SIBICHUSX,
ompeneneHHoro Hacrosmumu [IpaBunamu, nporokosnom, DCO (HOK), cnoncopom wu
MPUMEHUMBIMU TPEOOBAHUSMU;

p) MpoBepsieT BeJCHUE UCCIeNoBaTeIeM OCHOBHBIX JOKYMEHTOB (B COOTBETCTBUU C
MOJIpa3/IesioM 8 HACTOSIIETO pa3jielia);

C) cooluiaer uccleaoBaTeNlo 00 OTKIOHEHUSAX OT MPOTOKOJIA, CTaHAAPTHBIX
OTEPAIMOHHBIX MPOLETYP, MON0KEeHUN HacTosuuX [IpaBun u npuMeHUMBbIX TpeOOBaHUH, a
TaKke NpEeANPUHUMAET HEO0OXOMUMble IEHUCTBUS Il TPEJOTBpAIIEHUS MOBTOPEHUS
MOJO0OHBIX OTKJIOHEHUH.



5.18.5. IIpoueaypbl MOHUTOPHHTA.

MoHUTOp AOJKEH COOJI0/1aTh MUCbMEHHBIE CTAH/IapTHBIC OMEPAIIMOHHBIE MPOLIETYPHI
CIIOHCOPA, a TaKXKe MPOLIEAYPHI, CIEIUATBHO ONPEACICHHBIE CIOHCOPOM JUIsi MOHUTOPHUHTA
KOHKPETHOTO UCCJIEOBAHUS.

5.18.6. Otuer MoHUTOpA:

a) TMocCJe KaXJOro BHU3WUTA B MCCJIENOBATEIbCKUW I[EHTP WM CBS3aHHOTO C
HCCIIEIOBAHUEM KOHTAKTa MOHUTOP JIOJKEH MPE/ICTABUTh CIIOHCOPY MUCHhbMEHHBIA OTYET;

0) OTYETHI TOJKHBI BKJIIOYATh B ce0sl AaTy, HAUMEHOBAHUE IIEHTPa, UMSI MOHUTOPA, UMS
HCCIeIOBATENS UM MHOTO JIMIA, C KOTOPBIM COCTOSIICS KOHTAKT;

B) OTYETHI JOJKHBI COACPKAaTh KPATKOE OMHCaHWE OOBEKTOB MPOBEPKU, COOOIICHUE
MOHHUTOpPA O CYIIECTBEHHBIX MaHHBIX ((hakTax), OTKIOHEHUSX U HEJOCTATKax, BHIBO/IHI,
OTMCAaHWE NEHUCTBHUH, MPEANPUHATHIX, IUIAHUPYEMBIX M (WJIH) PEKOMEHIYEMBIX IS
oOecrieueHus: co0III0IeHMs TpeOOBAaHUN MPOTOKOJA, HACTOSIIIKX [IpaBui U yHOJTHOMOYEHHBIX
OpraHoOB;

I') IPOBEPKa CIIOHCOPOM OTYETa U MOCIEAYIONMEe ICUCTBUSA MO0 HEMY JOJDKHBI OBITh
JIOKYMEHTAJIbHO 0()OPMIIEHBI YIIOJTHOMOUYEHHBIM MPEICTABUTEIEM CIIOHCOPA;

N) OTYETHl O BBIE3JTHOM MOHUTOPUHIE W (WJIM) LIEHTPATIU30BAHHOM MOHUTOPHUHIE
HEOOXOJMMO CBOEBPEMEHHO TIPEJICTaBIATh CIIOHCOPY (BKJIIOYash COOTBETCTBYIOIIUMA
MEHE)KMEHT U MEepPCOHAJI, OTBETCTBEHHBIN 3a MCCIIEIOBAHUE U KOHTPOJIb 3a LIEHTPOM) IS
OPOBEPKU M TOCHEAYIOUIEro KOHTPOJIs. Pe3ynbTaThl MOHUTOPHHTOBOM AESTEIbHOCTU
HEOOXOMMO TOAPOOHO TOKYMEHTHUPOBATH JJISI OOCCIEUEHUs] BO3MOXKHOCTU TPOBEPKHU
cOOJII0/IeHNs MIaHa MOHUTOPUHTa. OTYETHOCTH O HEHTPAIU30BAaHHOM MOHUTOPHUHTE JI0JKHA
OBITH PETYJISIPHOW U MOKET OBITh HE3aBUCUMA OT MOHUTOPUHTOBBIX BU3UTOB B IIEHTPHI.

5.18.7. Ilnan MOHUTOpPUHTA.

CrioHcOp J0JKEH pa3padboTaTh MJIaH MOHUTOPHUHTA C YU€TOM PUCKOB, CIIEHU(PUIHBIX JIJIs
3alUTHl CYyOBEKTOB U METOCTHOCTH JAHHBIX B KIMHUYECKOM HccienoBanud. [1man gomxeH
ONHMCHIBATh CTPATETHI0 MOHUTOPHUHIA, paclpeesieHue MEXJIy BCEMHU CTOPOHAMH
00s13aHHOCTEN M0 MOHUTOPHUHTY, TPUMEHSEMbIE METOJbI MOHHUTOPUHTA U 0OOCHOBAaHHE MX
ucrnosb3oBanus. [lnaH Takxke MOJDKEH MOAPOOHO OMHUCHIBATH MOHMTOPUHI KPUTHYECKUX
JAHHBIX W TPOIECCOB, a TAKXKE UYETKO BBIJACHATH ACIEKThl, HE SIBJISIONIMECS PYTUHHOU
KJIMHAYECKON MPAKTUKOW U TPeOYIOIINe JOMOJIHUTEIBHOrO 00yueHus nepcoHana. B mmane
MOHHUTOPHUHTA JOJDKHBI COJEPKAThCS CChUIKM Ha MPUMEHUMbBIE MpaBWiIa U TPOUETYPHI
CIIOHCOpA.

5.19. Ayaur.

[Ipu mpoBeneHun aynuta B paMKax Mep, HalpaBJICHHBIX Ha 00eCICUCHHE KadecTBa,
CIIOHCOPBI TOJKHBI YYUTHIBATh CIIETYIOIIEE.

5.19.1. Llens.

[{enpt0 CIOHCOPCKOTO ayAuTa, MPOBOJAUMOTO OTAEIBHO U HE3aBUCUMO OT PYTUHHBIX
(yHKIIUI MOHUTOPUHTA U KOHTPOJIS KaueCTBa, SIBJISAETCS OIEHKA COOTBETCTBUS MMPOBOIUMOTO



UCCIIEIOBAHUSI TMPOTOKONY, CTAHJAPTHBIM OMEPAIMOHHBIM MpOLeaypaM, HACTOSIIUM
[IpaBuiam U IPUMEHHUMBIM TPECOOBAHHSIM.

5.19.2. Beibop u kBanuduKaIms ayIniTOpPOB:

a) JUI1 TPOBEJCHUS ayauTa CIIOHCOP JIOJDKCH HA3HAYMTH JIWIl, HE3aBUCHUMBIX OT
KIIMHAYECKUX UCCIICIOBAHU;

0) cnoHCcOp 00s3aH YJIOCTOBEPUTHCS B TOM, YTO ayAUTOPHI 00JIANAIOT JIOCTATOYHOM
KBaTMUKAIMEen, T. €. MOATOTOBKOW W OIBITOM, HEOOXOIUMBIMHU JJISI TIPOBEIACHUS ayauTa
HaJJexxamuM  obpaszoM. Kpanumduxamus ayautopa JoDKHA OBITH TOATBEpPKICHA
JTOKYMEHTAJILHO.

5.19.3. Ilpouenypsl ayauTa:

a) CIIOHCOP JOJDKEH yOSOUTHCS B TOM, YTO ayJAUT KIMHUYECKUX HCCIeI0BaHUN (
MpOTPpaMM) TMPOBOJUTCS B COOTBETCTBHHM C NHUCHMEHHBIMU TPOIEAYypaMH CIIOHCOPA,
OTpPENENSIONMMU 00BEKT ayUuTa, METO/IbI MPOBEACHUS ay/IUTa, YaCTOTY MPOBEJCHUS ayANTa,
a TaKxke opMy U COJEpKaHHE OTYETOB 00 AyUTE;

0) mpu pa3paboTKe CIIOHCOPOM IUIaHA ayAuTa U MPOIEAYphl ayJuTa HCCIeI0BaHuUs
JTOJDKHBI YYUTHIBATBCS 3HAYUMOCTH JAHHOTO WCCIAETOBAHUSA I TOJa4u 3asIBOK B
YIOJIHOMOYEHHBIE OPTaHbl, KOJIMYECTBO CyOBEKTOB, YYAaCTBYIOUIUX B MCCIIECIOBAHUU, TUI U
CJIOKHOCTh MCCIICIOBAHUS, CTCTICHb PUCKA IS CYOBEKTOB MCCIICIOBAHMS, & TAKKE JTOJDKHBI
OBITH MPUHATHI BO BHUMAHHE JIFOOBIC BBISIBJICHHBIC TTPOOJIEMEI;

B) 3aMEUaHUs U BBIBOJBI ayIUTa JOJIKHBI ObITh O(POPMIICHBI JOKYMEHTAJILHO;

T) JUIS COXpaHEHUS HE3aBUCUMOCTH U IIEHHOCTH (YHKIIMH ayJUTa YIIOJTHOMOYCHHBIC
OpraHbl HE [OJOKHBl B PYTHHHOM TMOpPSJKE 3ampanuBaTh OTYEThl 00 ayJuTe.
YIOTHOMOYEHHBIE OpTraHbl MOTYT 3alpalinBaTh OTYETHI 00 ayauTe, €CIIM HUMEIOTCS
CBUJIETEIHCTBA CEPHE3HOI0 HECOOTBETCTBUA HacToAmMM [IpaBuiaM Ui B ciiydae Cy1e0HBIX
pazOupaTenbCTB;

71) €CIU 3TO TPeOyeTCs COOTBETCTBYIOIIMM 3aKOHOATEIHLCTBOM TOCYAapCTBa-UICHA,
CIIOHCOP JIOJDKEH MPEACTaBUTh CBUIETEIHCTBO O IIPOBEICHHOM ayIUTE.

5.20. HecobmtoaeHne npuMEeHUMBIX TPEOOBaHUM.

5.20.1. HecoOmtoaenue mpoToKoia, CTaHIapTHBRIX OMEPAIIMOHHBIX MPOIEAYD, HACTOAIIUX
[IpaBun u (WIM) COOTBETCTBYIOIIMX HPUMEHHMBIX TpeOOBaHU uccieaoBaTeneMm (
MEIMIIMHCKON OpraHu3anueil) WId COTPYAHHUKOM CIIOHCOpa JOJDKHO BECTH K
0e30TIaraTebHBIM JICUCTBUSAM CIIOHCOpA, HAMPABICHHBIM Ha 00ECTICUCHHE COOIIFOICHUS
JTAHHBIX TPeOOBaHMIA;

Ecnu BeIsiBIEHO HecoOM0ieHNEe TpeOOBaHUM, YKa3aHHBIX B a03alle MepBOM HACTOSIIIETO
MyHKTa, CYIIECTBEHHO BJIUSIONICE WM CIIOCOOHOE CYIIECTBEHHO MOBIUATH HA 3alIUTY
CyOBEKTOB WJIM JOCTOBEPHOCTbh PE3YJbTATOB HUCCJIEAOBAHUS, CIOHCOpP OOsS3aH MPOBECTHU
aHaJ W3 TPUYWH JUIS YCTAHOBJICHUS TEPBONPUYUHBI M TPEANPUHITH COOTBETCTBYIOIIHE
KOPPEKTUPYIOIIUE U PEIYyIPEKIaoIne JeHCTBUS.



5.20.2. Ilpu BBISIBIIEHUHM B XOJ€ MOHHMTOPUHIA WM ayJIUTa CEPbE3HBIX U (WJIM)
MOBTOPSIOLIUXCS CIIy4yaeB HECOOJI0/IeHU MNPUMEHUMBIX TpeOOBaHUW CO CTOPOHBI
uccienoBatens (MEAULIMHCKOTO OpPTraHU3alliH) CHOHCOP JAOJDKEH MNPEKPATUTh y4acTHe
uccienoBarenss (MEIUIMHCKOW opraHu3zaunuu) B wucclenoBanuu. Eciaum ydacrtue
uccienoBaresns (MEIUIMHCKOW OPraHU3alii) IPEKPAIIEHO B PE3yJIbTaTe CEPhE3HBIX U (MIIH)
MOBTOPSIIOLIUXCS CIy4yaeB HECOOJIOACHUS MPUMEHHMMBIX TPeOOBaHUM, CIIOHCOP JOJKEH
0e30TiaratesibHO YBEIOMUTh 00 ATOM YIOJHOMOYEHHBIE OPTaHbI.

5.21. Jlocpo4HO€ MpEeKpallleHUE WIN NPUOCTAHOBKA UCCIIEIOBAHMUS.

Ecnu uccnenoBanue JOCPOYHO MPEKPAIICHO WM MPUOCTAHOBJIEHO, CIOHCOP JOJIKEH
HE3aMEUINTEIbHO COOOIIUTh HCCIEAOBATENSIM (MEIUIMHCKUM OpTaHu3alusiM) U
YIOJHOMOYEHHBIM OpraHaM O MPEKpaIlEeHUH WM MPUOCTAHOBKE UCCIEAOBAHUS, a TAKKe
ykazath npuunHy. DCO (HOK) Takke nomkeH ObITh HEMEIJICHHO WH()POPMHUPOBAH
CIIOHCOPOM WJIM HcclieoBaresneM (MEIUIMHCKOW opraHusainueii) (B COOTBETCTBUU C
MPUMEHUMBIMU TPEOOBAHUSIMU), B TOM YHUCJIE€ O MPUYMHAX MPEKPAIICHUS U PUOCTAHOBKHU
UCCJICIOBAHUA.

5.22. OT4eT 0 KIMHUYECKOM HUCCIIETOBAHUH.

He3aBucumo oT TOro, ObUIO JIM HCCIIEOBAHUE 3aBEPILIEHO IO MPOTOKOIY WU
MPEKPAIIEHO JTIOCPOYHO, CIIOHCOP JOJDKEH 00ECHEeYUTh COCTaBJIEHHE (B COOTBETCTBUM C
npuioxxenrueM Ne 1 k Hactosimum [IpaBunam) u npeAcTaBieHUE B YIIOJIHOMOYEHHbBIE OPTaHbl
OTUYETOB O KJIMHUYECKOM HccienoBaHnu. CIOHCOP TakkKe JOJKEH 00eceuuTb COOTBETCTBUE
OTYETOB O KJIMHUYECKOM HCCJIEAOBAaHUHU, BXOJSALIMX B COCTAB PETHMCTPALMOHHOIO JOChE
TpeOOBaHUSIM, TMpenycMOTpeHHBIM mpuioxkenueM Ne 1 k [IpaBunmam peructpanuu u
AKCIIEPTHU3bI JICKAPCTBEHHBIX CPEJICTB ISl MEAULIMHCKOTO TPUMEHEHUSI.

5.23. MHOTrOLEHTPOBBIE UCCIETOBAHUS.

[Tpy MHOTOLIEHTPOBBIX UCCIAEAOBAHUIX CIIOHCOP JOJIKEH 00ECIIEYUTh ClIETyIONIee:

5.23.1. Bce uccnenoBatein NPOBOJAT UCCIEAOBAHUE B CTPOIOM COOTBETCTBUM C
MIPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM U MPH HEOOXOJIMMOCTHU C YIOTHOMOYEHHBIMU
opraHamu ¥ paszpemnieHHbIM (ogo0peHHsM) DCO (HOK).

5.23.2. UunuBuayanbHasi perucTpaloHHas KapTa pa3paboTaHa TakuMm o0pa3oM, 4TOObI
coOpath Bce TpeOyemble NaHHbIE M3 BCEX LEHTPOB, YYAaCTBYIOIIMX B MHOTIOLIEHTPOBOM
UCCJeOBaHUU. TeM HccleoBaTeNsaM, KOTOpble COOMpAIOT JOIMOJIHUTEIbHbIC JaHHBIC,
JOJIKHBI OBITh TaKXKe MPEIOCTaBICHBI TONOJHUTEIbHbBIE HHIUBUIYyalbHbIE PETUCTPALIUOHHBIE
KapThl, pa3paboTaHHbIE AJi1 cOOpa JOTMOTHUTEIbHBIX TaHHBIX.

5.23.3. OOs13aHHOCTH HCCEA0BATENEH-KOOPAUHATOPOB U JAPYrUX HCCieaoBaTenei
JOKYMEHTAJIbHO 3aKPEIJICHbI 0 Hauajla UCCIEOBAHUS.

5.23.4. BceM uccnenoBartesnisiM MpeoCTaBICHbl HHCTPYKIIMU IO COOIIOACHUIO TPOTOKOA,
€IUHBIX CTAHJAPTOB OICHKH KIWHUYECKUX MW JA0OpPaTOPHBIX MaHHBIX, a TaKXe II0
3aMOJHEHUIO UHIUBUTyIbHON PETUCTPAIMOHHON KapThI.

5.23.5. CBs3b MEXAY HCCIENOBATEIISIMU HE 3aTPyJHEHA.



6. HpUI‘OKOJI KIIMHAYCCKOIr'o HCCIICAOBAHWS U IIONPABKH K IIPOTOKOJLY

[To oOmemy mpaBuiIy, COAEp:KaHHE MPOTOKOIA JOKHO MMETh yKa3aHHYIO HUXKE
cTpykTypy. OpnHako wuHopmanus, wuMerolas OTHOIIEHHWE TOJbKO K OJZHOMY
HCCJIEI0BATEIIbCKOMY IEHTPY, MOXET OBITh MpECTaBlIeHa Ha OTICIBHBIX CTpPaHMIIAX
MPOTOKOJIAa WU COJAEPKAThCsl B OTACIBHOM COTJAIICHHH, @ YacTh NMPUBEICHHON HIKE
MH(POPMALIMM MOXKET TaKKe COAEpPKATbCA B JPYTUX JOKYMEHTax, CChUIKM Ha KOTOpbIE
yKa3aHbl B IPOTOKOJIE (HapUMeEp, B OPOIIIOpE UCCIAEA0BATENS).

6.1. O6mas nndopmarms.
6.1.1. Ha3Banue npoTokonia, uAeHTU(HUKATMOHHBIM HOMEP MPOTOKOJIA U JaTa U3JaHusl.
JIro6ast mompaBka Takke JOHKHA UMETh HOMED U Jary.
6.1.2. Haumenoanue (pamuiinst) v agpec ClIOHCOpa U MOHUTOPA (€CIIU OHM Pa3InyaroTCs

6.1.3. ®amunuu, UMeHa, OTYeCTBA (MPU HATUYUHN) U JOJDKHOCTH JIMI], YIOJHOMOYEHHBIX
OT UMEHU CIIOHCOPA MOAMKUCHIBATH MIPOTOKOJI U MOMPABKU K MPOTOKOY.

6.1.4. ®amunus, UM, 0TYECTBO (MMPU HATUYUH), TOKHOCTh, aApeC U HOMEp TeledoHa
Ha3HAYEHHOTO CIIOHCOPOM MEIUIIMHCKOTO AKCIEPTA MO JAHHOMY UCCIEOBAHUIO.

6.1.5. ®amunuu, numeHa, oTdyecTBa (IpU HAIMYHMKM) U JOJDKHOCTH HCCIIEIOBATEINEH,
OTBEYAIOIIMX 32 NPOBEICHHME MCCIEAOBAaHMS, a TaKXKe ajpeca U HoMmepa Tene(OoHOB
KIIMHUYECKUX LEHTPOB.

6.1.6. ®amunus, uMsi, 0T4ECTBO (TIPU HAJIUYKH), JOJHKHOCTD, aJpec U HoMep TenedoHa
KBATH(UITUPOBAHHOTO Bpaya (B TOM YHCIIE CTOMATOJIOTa), OTBEUAIOIIETO 3a MPUHATHE BCEX
pelIeHU  MEIUIIMHCKOTO (CTOMAaTOJIOTMYECKOr0) XapakTepa B  KOHKPETHOM
MCCJIEI0BATEIBLCKOM LIEHTPE (€CIM JAaHHOE JTULO HE ABIISIETCS HCCIEOBATEIIEM).

6.1.7. HaumeHoBaHus U afpeca KIMHAYECKHUX JIA0OPaTOPUN U JIPYTUX MEIUIIUHCKUX, a
TaK)X€ TEXHUYECKUX CITy>KO U (WJIM) OpraHu3alinii, BOBJICYEHHBIX B UCCIIEIOBAHHUE.

6.2. O60CcHOBaHHUE UCCIIETOBAHUS.
6.2.1. HaumeHOBaHKE ¥ OMMCAHKUE UCCIIEYEMBIX MpenapaToB.

6.2.2. CBoiHOE H3JI0KEHHE MOTECHIMAIBHO HMMEIOIINX KIMHUYECKYI0 3HAYUMOCTh
pe3yiabTaTOB JIOKJIMHUYECKHUX HCCIAEIOBAaHUM, a TakXKe pPEe3yJIbTAaTOB KIMHUYECKUX
UCCIIEIOBAHUM, 3HAYUMBIX JIJI JAHHOTO MCCIIEI0BAHUSI.

6.2.3. Kpatkoe onucanue u3BECTHBIX U MOTCHIIMAIBHBIX PUCKOB M MOJIb3bI 1JI1 CYObEKTOB
uccnenoBanus (Mpyu HAJIUYKN).

6.2.4. Onucanne u 000CHOBaHUE CIIOCO0a BBEACHUS, IO3UPOBKH, PEKUMA JIOZUPOBAHUS U
Kypca JIeUeHHUsl.

6.2.5. YkazaHnue Ha TO, 4YTO JaHHOE KIIMHMYECKOE MCCceoBaHue OyAeT MPOBOJAUTHCS B
COOTBETCTBUHM C MPOTOKOJIOM, HacTos MU [IpaBriiamu u mpuMEeHUMBIMU TPEOOBAHUSIMU.

6.2.6. Onucanue ucciaeayeMoi Nomyasiuuu CyOBbeKTOB UCCIEA0BaHUS.



6.2.7. CchUIKM Ha JUTEpPATYypHBbIE MCTOYHHKU U JAHHBIE, CYIIECTBEHHBIC JIs
MCCJIEeI0BAHMS U MPEACTaBIISIONME CO00 000CHOBaHUE TAaHHOTO UCCIIEI0BAHMSL.

6.3. Llenu u 3agaun UCCISIOBAHHUS.

JleTasnibHOE OMMCaHUE 1eJIel 1 3a]1a4 UCCIIeIOBAHUS.

6.4. Jlu3aiiH uccieaoBaHus.

Hayuynass 000CHOBaHHOCTb HMCCJEIOBAHUS M JIOCTOBEPHOCTHh MOJYYEHHBIX B XOJI€
MCCJIEI0BAHMS IaHHBIX CYIIECTBEHHO 3aBUCAT OT JAM3aiiHa uccienoBanus. Onucanue qu3aiiHa
MCCJIeIOBaHUS IOJDKHO BKIIIOUATh B ce0s1 Clienyrolee.

6.4.1. YkazaHue OCHOBHBIX M JIONOJHUTENbHBIX (MPH HATUYUHU) HCCIEIYEMBIX
apaMeTpoB, KOTOPbIE OYAYyT OLIEHUBATHCS B XOJI€ UCCIETOBAHUS.

6.4.2. Onucanue Tuna (au3aiiHa) MPOBOJAMMOrO MCCIENOBaHUS (HAIpUMEp, ABOMHOE
ciernoe, mianebdo-KOHTPOIUpyeMoe, MapalieIbHOE) U CXeMAaTHIeCKoe n300pakeHue qu3aiiHa
UCCJIeIOBAaHUS, MTPOLIETYp U ATANIOB UCCIIEIOBAHUS.

6.4.3. Onucanue Mep, HaPaBJIECHHBIX HA MUHUMU3AIUIO (UCKITIOUEHHE) CYOhEKTUBHOCTH,
B TOM YHCJIE:

a) paHIOMU3AlIUH;

0) cienoro Metoja (MaCKUPOBKH).

6.4.4. Onucanve UCHOJB3yEMOTO B MCCIECIOBAHUU JICUYEHUS, TO3UPOBKU U CXEMBI
MIPUMEHEHUS UCCIIeTyEMbIX MPenapaToB (BKIIOYAET B ceOs ONMUCaHUE JICKaPCTBEHHON (OPMBI,
YHaKOBKH U MAPKUPOBKH MCCIIEyEMbIX MPENapaToB).

6.4.5. OxxumaeMas mpoAOKUTEIIBHOCTD YIaCTHsI CyObEKTOB B UCCIIEOBAHNH, OTIMCAHUEC
MOCJIEIOBATENIbHOCTH U TPOJOJDKUTEIBHOCTH BCEX NEPUOJIOB HCCIEIOBAHUS, BKIHOYAs
MEPHO]I OCIIEYIOIIEro HAOII0ICHUS], €CTIU TAKOBOM MPETyCMOTPEH.

6.4.6. Onucanve NpaBWJI OCTAHOBKU WJIM KPUTEPUEB UCKIKOUEHUS ISl OTAECIbHBIX
CcyOBEKTOB, YacTeil HCClIeJOBAaHUS UM UCCIIEOBAHUS B LIEJIOM.

6.4.7. Ilporieyphl yuera uccleayeMbIX MpenapaToB, BKIIOYAs Tianebo u mpenapars
CpaBHEHUS (TPU HATTUYHH).

6.4.8. XpaHeHre paHIOMU3AIMOHHBIX KOJIOB JICUEHUS W MPOLEAYPHI UX PACKPBITHSL.

6.4.9. Ilepeuenb Bcex AAHHBIX, PETUCTPUPYEMBIX HETIOCPEACTBEHHO B MHAMBUAYAIbHON
pPErUCTPallMOHHOM KapTe (0e3 MpeABapUTENbHON 3alIMCH B MUCbMEHHOM WM 3JIEKTPOHHOM
BUJIE) U PACCMATPUBAEMBIX B KQUE€CTBE MEPBUYHBIX TAHHBIX.

6.5. OTO6O0p U UCKITIOUEHUE CYOBEKTOB U3 UCCIIEIOBAHMUS.

6.5.1. Kputepun BKIItoueHus: CyObEKTOB B HCCIICIOBAaHUE.

6.5.2. Kputepuu HeBKIIOUEHUs CYOBEKTOB B UCCIIEIOBAHUE.

6.5.3. Kpurepuu uckitoueHus CyObeKTOB M3 UCCIIEIOBaHNS (OCHOBAHUS MPEKPAICHUS
NPUMEHEHHUs MCCIIeAyeMOro mpenapara (MCCIelyeMOro JIeYeHHus)), a TakKe MPOLeayphl,
OINPENEISIIOLIUE:

a) Korja M Kak CyObEeKTOB MCKJIIOYATh M3 HCCIENOBaHUs (J€YEHUS HCCIENAYyEeMbIM
npenapaTom);



0) Kakue JaHHBIC U B KAKUE CPOKH JIOJDKHBI OBITH COOpPAHBI 10 UCKIIOUEHHBIM MallUeHTaM;

B) MpoIleAypa 3aMeHbI CyObEKTOB, €CJIU 3TO MPETyCMOTPEHO;

I') mocieaylomee HaOII0AeHHE 3a CyObeKTaMH HCCIICIOBaHUsI, UCKITIOUCHHBIMU W3
JICYEHHMSI CCIIETyeMbIM MpenapaToM (MCCIeyeMbIM JICUEHUEM ).

6.6. Jleuenune cyObEKTOB UCCIEIOBAHUS.

6.6.1. OcymiecTBisgemMoe JieueHUe, BKIOUass HAMMEHOBAHUS BCEX IMPENapaTroB, UX
JO3UPOBKH, YaCTOTy Tpuema, MyTu (CrocoObl BBEJCHHUS), a TAKXKE MPOAOIKUTEIHHOCTh
JIeYEHUsl, B TOM YHUCJE MEPUOAbl MOCIEAYIONEro HAOMIOACHUS I KaXKJIOW TPYIIIbI
CyOBeKTOB (IO TpyMmaM JICYEHHS HCCIEAYEMBbIM IpernaparoMm, TpyImnaM HCCIEAYyEeMOTO
JIEYEHUs, TPYIIIaM UCCIEAOBaHUA).

6.6.2. JlekapcTBeHHBIE TIpenaparThl (BUAbI T€pANuM), IPUMEHEHUE KOTOPBIX pa3pemieHo (
BKJIIOYAsl HEOTJIOXHYIO TEpaNuio) WU HE pa3peuieHo A0 U (WJIM) BO BpPEMs MPOBEACHUS
UCCJIeIOBAHUS.

6.6.3. MeTo1bl KOHTPOJISI 332 COOJTIOZIEHUEM MPOLETYP CYOhEKTaMU UCCIEOBAHUSI.

6.7. Ouenka 3¢ (HEeKTUBHOCTH.

6.7.1. Ilepeuenp mapaMeTpoB 3PPEKTUBHOCTH.

6.7.2. MeTonpl U CPOKH MPOBEACHUSA OLEHKH, PETUCTPALMM U aHAJIN3a MapaMeTpOB
3 PeKTUBHOCTH.

6.8. Ouenka 6e30MacHOCTH.

6.8.1. Ilepeuenn mapamMeTpoB 6€30MACHOCTH.

6.8.2. MeTonpl U CPOKH IIPOBENECHUS OLUEHKH, PETUCTPALMM U aHAJIN3a NapaMeTPOB
0€30MacHOCTH.

6.8.3. TpeboBanus Kk oT4yeTram, MPOLEAYPHl MO PETUCTPALMU U COOOUICHUSAM O
HEXEJIATEeNbHBIX SIBJICHUSIX U UHTEPKYPPEHTHBIX 3a00JI€BaHUSX.

6.8.4. MeTtoa u poI0HKUTEIBHOCTh HAOIIOAEHUS 32 CYyObEKTaMH UCCIEIOBAHUS MOCTIE
BO3HUKHOBEHUS HEXKEJIATEIbHbBIX SIBIICHUM.

6.9. CtaTucTHYECKHE aCIIEKThl KIMHUYECKOTO UCCIIEIOBAHMS.

6.9.1. Onucanue CTaTUCTUYECKUX METOJIOB, KOTOPbIE MPEANOIAraeTcsi UCIOIb30BaTh,
BKJIIOYAsi CPOKHU MIPOBEICHUS KAXKI0T0 TJIaHUPYEMOTO TPOMEKYTOUHOTO aHaJIHU3a.

6.9.2. [Inanupyemoe KOJIM4eCTBO CYOBbEKTOB. B ciyuae mpoBeneHHs MHOTOIIEHTPOBBIX
MCCJIEIOBAHUM JIOJDKHO OBITH ONPENENICHO MIAHUPYEMOE KOJIMYECTBO CyOBEKTOB B KaXIOM
nenTpe. OOOCHOBaHME pa3Mepa BBIOOPKH, BKIJIHOYAS TOSCHEHUS] WM BBIYUCICHUS IS
000CHOBAHHUS CTAaTUCTUYECKOW MOITHOCTH HMCCIIECIOBAHUS U KIMHHUYECKON 00OCHOBAaHHOCTH
UCCJIEI0BAHMUS.

6.9.3. IlpumeHsieMblid ypPOBEHb 3HAUMMOCTH.

6.9.4. Kputepuu npexpamieHus: ucclie10BaHusl.

6.9.5. Ilpouenypsl ydera OTCYTCTBYIOUIHMX, HE MOJJEXKAIIMX AaHAIU3y U
banbcupUIIUPOBAHHBIX JaHHBIX.



6.9.6. Ilponenypsl cooOmieHHs O JIOOBIX OTKJIOHEHHSAX OT IEPBOHAYAIBHOIO
CTaTUCTUYECKOr0 ITUlaHa (BCE OTKJIOHEHHUS OT MEPBOHAYAIBHOIO CTATUCTUYECKOIO IJIaHA
JIOJKHBI OBITH OMUCAHBI M1 OOOCHOBAHBI B IIPOTOKOJIE U (WJIM) 3aKITIOYUTEILHOM OTYETE 00
UCCJICJIOBAHUN ).

6.9.7. OTO0p CyOBEKTOB AJI aHANIU3a (HapUMep, BCE PaHIOMHU3UPOBAHHBIE CYOBEKTHI,
BCE CyOBEKTHI, OJIYUUBIINE XOTSI Obl OJIHY /103y MCCIEAYEMOro IMpenapara, Bce CyObeKThI,
COOTBETCTBYIOIIINE KPUTEPUSIM O0TOOPA, CYOBEKTHI, JaHHBIE KOTOPHIX MPUTOHBI 1JIS OLICHKH).

6.10. [IpsiMoit 1OCTYN K IEPBUYHBIM JAHHBIM (JJOKYMEHTAIUN ).

CnoHcop JIOMKEH MPeyCMOTPETh B MPOTOKOJIE UM MHOM MUCbMEHHOM COTJIAIICHUU
00sI3aHHOCTh HCCIIeIOBaTENIe (OpraHu3alnii) HE MPENSITCTBOBATH MPSAMOMY JOCTYMY K
MEPBUYHBIM JaHHBIM (JOKYMEHTAIMU) IJI1 MPOBEACHUS CBS3aHHBIX C HCCJICIOBAHHEM
MOHUTOPUHTA, ayJIuTa, ATHUYECKOM OKCIEPTU3bl, a TAKKE HHCHEKUHU CO CTOPOHBI
YIOJHOMOYEHHBIX OPTraHOB.

6.11. KoHTposb kauecTBa 1 00ecreueHrne KauecTBa.

6.12. DTHyeckue acleKThl.

OnucaHue ’THYECKUX ACTIEKTOB UCCIIEIOBAHU.

6.13. PaGoTa ¢ maHHBIMU U BEJICHHUE 3aITUCEH.

6.14. ®uHaHCHpPOBAaHUE U CTPAXOBAHHUE.

OuHAHCUPOBAHUE U CTPAXOBAHUE, €CJIM OHHU HE ONMKCAHBI B OTJIEILHOM JIOTOBOPE.
6.15. IlonuTrka B OTHOIIEHUHU Ty OTMKAIIHIA.

[TonuTuka B OTHOIIEHUH MyOJMKAIIMA, €CTTM OHA HE OMUCaHa B OTJEILHOM JOTOBOPE.
6.16. [IpusioeHust K IPOTOKOIY.

7. Bpomiopa uccienoBaTes

7.1. BBenenue.

Bpoitopa uccnenoBarens npeacraBisier coO0M CBOJHOE U3JI0KEHUE KIMHUYECKUX U
JNOKJIMHUYECKUX JAHHBIX 10 UCCIEAYEMOMY Ipenapary, KOTOpble UMEIOT 3HAaYEHUE IS €r0
M3yUEHHUS C y4yaCTHEM YeJlOBeKa B KadecTBe CyObekTa wuccienoBaHusd. HaszHaueHunem
OpoIIIOpbI HCCIEA0BATENs SBISETCS MPEIOCTABICHUE MCCIIENOBATEISIM U IPYTUM JIUIAM,
BOBJICUEHHBIM B IMPOBEJEHUE HCCIEIOBAaHUS, UH(POPMAIIUU, TTOMOTAIOIIEH MOHUMAaHUIO U
COOJIIOJIEHUIO MHOTUX CYLIECTBEHHBIX MMOJOKEHUN MPOTOKOJIA, B TOM YHCIIE O J103€, YaCTOTe (
NEPUOJUYHOCTH) J03, CIIOCO0AX BBEICHMUSI, a TAKXKE MPOIIETyPEe MOHUTOPUHTA O€30MaCHOCTH.
bpourtopa wucciaenoBarenss Takxke oOecneyMBaeT IOHUMAaHUE, CIOCOOCTBYIOIIEE
KJIMHUYECKOMY BEJICHHMIO CyOBEKTOB HCCIEJIOBAHHUS B TEUEHUE Kypca KIMHHYECKOTO
uccienoBanus. MuHpopmauus goJbkHa OBITH NpEACTaBIE€HA B KPAaTKOW, MPOCTOM,
OOBEKTUBHON U JIMIIEHHOW PEKJIIAMHOTO OTTeHKa (hopMe, MO3BOISIONIEH KIMHUIIUCTY WU
NOTEHIHAIBHOMY HCCJIEIOBATENI0 MOHATH €€ U CHOPMUPOBATH CBOI COOCTBEHHYIO
OOBEKTHBHYIO OILIEHKY LEeJIeCOO0pPa3HOCTH MPEAaraéMoro HCCIEIOBaHUS HCXOId U3
COOTHONIEHUS ToJib3a-pucK. [lo 3TOM mpuYMHE B COCTaBICHUU OPOUIIOPHI UCCIEIOBATENS



OOBIYHO JOJIKEH MPUHUMATh YYacTUE MEIUIIMHCKHUI SKCIEPT, HO COAEPKaHHE OPOIIIOpPHI
UCCIIeIOBATENs JODKHO OBITh 0JJOOPEHO CHEIMAIMCTaMH TeX 00J1acTel, T/ie ObUTH MOTYYCHBI
OTHMCHIBAEMbIC JaHHBIC.

Hacrosmue [IpaBuna onpeneisitoT MUHIMAIBHBI 00beM HHPOpMAIUH, KOTOpas JOJHKHA
ObITh BKIJIIOUEHA B OpOUIIOPY HCCIEIoBaTeNs, U AAIOT PEKOMEHAAIMU IO CTPYKType
u3NokeHus: nanHou uHdopmanuu. [Ipennonaraercs, 4to xapakrep U 00beM JOCTYITHON
uHpopManuu OyAyT MU3MEHSTHCA B 3aBUCUMOCTH OT CTaJAUM Pa3pabOTKH HCCIELYyEMOTro
npenapara. Ecnu wucciaeayeMblii mpemapaT HaXOIUTCS HAa PBIHKE W OOJBIIHMHCTBY
MPAKTUKYIONINX Bpauel XOpOIIO M3BECTHBI €ro (hapMaKoIOTHYEeCKHe CBOMCTBA, OpOIIOpa
MCCIIeI0BATEN MOKET ObITh MeHee MoApoOHOM. C pa3pernieHus: ymoIHOMOYEHHBIX OpTraHOB
BMECTO OpOIIOpHI MCCIEAOBATENsT MOTYT OBITh HCIOJB30BaHBI MaTepUaibl, COJEpIKaIIne
OCHOBHYI0 HH(OPMAIIHIO O Tpernapare, JUCTOK-BKIIAJIBINT Ui HHGOPMAITUS HA ITUKETKE MPU
YCJIOBUHU, YTO aJbTEPHATUBHBIA BapUAHT COACPXKHUT aKTyaldbHYI0, BCECTOPOHHIOK U
noApoOHy0 uH(pOpMaLKO 000 BCEX XapaKTEPUCTUKAX MCCIEAYEMOro mpenapara, KOTOphle
MOTYT OBITH Ba)XHbI JUIsi ucclienoBatens. Ecnum Haxopnsmuiicss B CBOOOJHOM MpoOJiaxke
JIEKapCTBEHHBIN TMpemapaT HCCIEeAyeTCs Ha MpeaMeT HOBOTO MPUMEHEHHs (110 HOBOMY
MOKa3aHMI0), OpOIIopa HCCIeA0BaTeNsl JOJDKHA OBITh COCTaBJieHA C YYE€TOM HOBOTO
npuMeHeHus. bpourropy uccienoBarens cienyeT nmepecMaTpuBaTh He peke | pasza B rox u
Mpyu HEOOXOJUMOCTH UCIPABIATH M JOTMOJHSATH B COOTBETCTBHUU CO CTaHJAAPTHBIMU
npoleaypaMu crnoHcopa. bpourtopa ucciienoBarensi MOXKET IHEpecMaTpUBATBHCS 4Halle B
3aBHCHMOCTHU OT CTaJUU Pa3pabOTKH Mpernapara u Mo Mepe MOCTYIUICHHUs HOBOM 3HAUMMOMN
nHpopmaru. OAHAKO B COOTBETCTBUU C MPUHIIUMIIAMU HAJUJIEKAIIECH KIMHUYECKOW MPaKTUKU
HOBasi MHQpOpPMAaIMs MOXET OBbITh HACTOJIBKO BakHA, YTO €€ HEOOXOIUMO COOOIIUTH
uccienosarensiM u npu Heooxoaumoctu ICO (HIOK) u (un) ynoaHOMOYEHHBIM OpTraHaM Ji0
ee BKJIIOUYCHHUS B HOBYIO PEAAKIINIO OPOIIIOPBI MCCIIETOBATENS.

Kak mpaBuio, croHcop OTBEYaeT 3a MPEJOCTaBICHUE UCCIEAOBATEISAM aKTyalbHOU
pemaKiuyi OpOIIOPHI MCCIENOBATENsSA, a HCCIEAOBATENM OTBEYAIOT 3a MPEIOCTaBICHUE
aKTyaJIbHOU PEAKIIMU OPOIIIOPHI UccieaoBarens coorBercTpyomemy 9CO (HOK).

Ecnu cioHcopoMm uccnenoBanus sIBISETCS UCCIIEI0BATENb, OH JOJIKEH paccMaTpuBaTh
BO3MOXXHOCTh TOJYYEHHUsI OpOIIIOPBHI OT M3TOTOBHUTENs mpemnapara. Eciam uccnemyembrit
npenapaTr MpPeIOoCTaBIISIETCS CaMUM CIIOHCOPOM-UCCJIEA0BaTEIeM, OH JOJDKEH JIOBECTH
HeoOXoauMyI0 MH(OPMAINIO 0 CBEISHUS 3aHATOTO B MCCIENOBAaHWU MepcoHana. B tex
Clydasix, KOTJia COCTaBJIeHHME OpouIopbl UCclenoBaTens CcTaHaapTHoro ¢dopMmara
HEIeIecoo0pa3Ho, B KaUueCTBE allbTEPHATUBEI CIIOHCOP-UCCIIEA0BATENb JODKEH BKIIOYUTH B
MPOTOKOJ pa3liell, BKIIOYAIOMUA TMOJAPOOHO U3JI0KEHHBIE aHHBIE, COJEpKaIIne
MUHHUMAaJbHBIA 00beM Tekyuied wuH}opMauu, mnpeaycMaTpuBaeMblii HACTOAIIMMU
IIpaBunamu.

7.2. O011IHE ITOJIOKEHHUS.

Bpomrtopa uccnenoBarens 10KHA BKIIOYATh B Ce0sI:



7.2.1. TUTYNbHBIN JTUCT.

JIomKHBI OBITh YKa3aHbl HAaMMEHOBAHHE CIIOHCOPA, MJICHTU(PUKATOPHI KaXJOTrO
HccleAyeMoro mnpenapara (HOMEP HCCIEIOBAHUS, XWMHUYECKOE WU YTBEPKICHHOE
HEMAaTEHTOBAaHHOE Ha3BaHWE, U TOProBOE€ HAMMEHOBAHHUE, €CIU 3TO HE MPOTHBOPECUUT
NEUCTBYIOIIEMY 3aKOHOJATENbCTBY, a TAaKKE JKEJaHUIO CIIOHCOpa) M JaTa peaaklinu
OpomuIopsl UccaeaoBaTels. YKa3blBaeTCsa HOMEp BEpCUU OpOLIIOPHI HCClIeI0OBATENs, HOMEp U
JaTa mpeAblIyed peIakiuu OpOoIIIOphl UCCIIEI0BATEIS.

7.2.2. Ykazanue Ha KOHPUIECHIIUATBHOCTD.

[To xenaHuI0 CIOHCOP MOXKET BKJIIOYUTH B OPOIIIOPY HCCIIEAOBATENs YBEIOMIICHUE
rccienoBareneid (mosydaresieil) 0 TOM, 4YTO OHM JOJDKHBI paccMaTpUBATh OpOIIIOPY
uccienoBaresis Kak KoH(OUICHIIUAIbHbIN JOKYMEHT, MpeIHa3HaYeHHBIN UCKITFOYUTEIBHO IS
03HAKOMJICHUS U UCIIOJIb30BaHUS UCCIeIoBaTeIbCKUM KouiekTuBoM 1 9CO (HOK).

7.3. Conepxanue OpOIIIOPHI UCCIIEI0BATEIIS.

Bpoitopa uccnenoBaTens J0KHA UMETh CIAEAYIONIUE Pa3Aeiibl, KOKIBIA U3 KOTOPHIX (

/i€ IPUMEHUMO) CIIEyEeT COMPOBOXKAAThH MEPEUYHEM CCHUIOK Ha JIUTEPATypPHbIE UCTOUHUKH.
7.3.1. OrnasneHue.
7.3.2. Kpatkuii 0630p.

JlomkHO OBITH MPENCTABICHO KpaTKoe pe3toMe (HKelaTesIbHO He IMpeBhIlaroiee 2
CTpaHuIl) AOCTymHOW WHMopMamuu O (UUYECKUX, XUMUYECKHUX, (HapMarieBTUUECKUX,
(hapMaKkoJIOTUYECKUX, TOKCUKOJIOTUYECKUX, (apMaKOKUHETHUYECKUX, METa00IUYECKUX
CBOMCTBax, HHGOPMAINH O KIMHUYECKOM MPUMEHEHNUN, COOTBETCTBYIOIICH TEKYyIIEH CTaIun
KJIMHUYECKOHN pa3pabOTKU UCCIIeAyEeMOro Ipenapara.

7.3.3. BeeneHnue.

B kpaTtkom BBOJHOM paszjiesie TOJKHBI ObITh YKa3aHbl XUMUYECKOE Ha3BaHUE (a TaKKe
HEMAaTCHTOBAHHOE W TOProBO€ HAWMEHOBAHMS, €CJIU Mpernapar 3aperucTpUpoOBaH)
UCCIIEyeMOro TpernapaTra, BCe aKTHBHBIE WHTPEAHEHTHI, (hapMakojJoTHuecKas rpymmna, K
KOTOPON OTHOCHTCSI MCCJIEAyEeMbIN Tpernapar, ¥ MEeCTO, Ha KOTOpoe OH B HeH mpereHayer (
HaIpuMep, MPEUMYIIECTBa), 000CHOBAHUE I U3yUYCHUS HCCIIEyeMOTo Ipermapara, a TakKe
€ro oXxugaemMbie MpoPHIIaKTHUECKHEe, TePANleBTUUECKUE WU JUArHOCTHMUECKHUE MOKa3aHUs.
Kpome Toro, B BBOIHOM pazjesie A0JKEH ObITh cPopMyIHUpOBaH OOIIUN MOJIXO0 K OLICHKE
UCCJIelyeMOT0 Tpernapara.

7.3.4. ®usznyeckue, XMMUUECKUe U (papMalleBTUUECKUE CBOMCTBA W JIEKAPCTBEHHAS
dbopma.

Jlo/KHBI OBITH TIPEJCTABJICHBI ONMMCAHUE KOMIIOHEHTOB HCCIEAyeMOro mpemnapara (
BKJTIOYAs XUMHUUYECKUE U (WJIM) CTPYKTYpHBIE (hOPMYIIBI), @ TaKKe KpaTKasi CIpaBKa O €Tro
OCHOBHBIX (PU3NYECKHUX, XMMUUECKUX U (DapMalieBTHUECKIX CBOMCTBAX.

Jliist obecriedeHns afeKBaTHBIX Mep O€30MaCHOCTH B XOJI€ MCCIICIOBAHUS JOIKEH OBIThH
yKa3aH U TIpU HEOOXOAMMOCTH OOOCHOBAH COCTaB JIEKAPCTBEHHOW (OPMBI, BKIIIOYAs



JOTIOJTHUTEIbHBIE BeIIeCTBAa. TakKKe JOJDKHBI OBITh MPENOCTaBIEHbl HHCTPYKIHUHU IO
XPaHEHUIO U UCMOJIb30BAHMIO JIEKAPCTBEHHBIX (HOPM.
Cnenyer ymnoMsiHyTh JII000€ CTPYKTYpHOE CXOJCTBO C JAPYTUMHU H3BECTHBIMHU
COEJIMHEHUSIMH.
7.3.5. JIOKJIMHUYECKHE UCCIICIOBAHUSI.
BBenenue.

JlomkHBI OBITH TIPEACTABICHBI B KPaTKOM (opMe pe3ylbTaThl BCEX CYIIECTBEHHBIX
JOKJIMHUYECKUX  MCCIEAOBAHUM  (apMaKOIOTMUYECKUX CBOMCTB, TOKCHUYHOCTH,
(apMaKOKMHETHKH M MeTaboJu3Ma HccienyeMoro mnpemnapata. JomkHbl ObITh ONUCAHBI
MCIOJIb30BaHHBIE METO/Ibl, IPEICTABIICHBI MTOJyUYEHHBIE PE3YJIbTATHI, a TAKKE UX 00CYKICHHUE
B CBSI3U C HMCCIEAYEMBIMU TEPANeBTUYECKUMHU M BO3MOXKHBIMU HEOIArOMPUSTHBIMUA WU
HEeMpeIBUACHHBIMU 3(dekTamMu y denoBeka. B 3aBucumocTu OT Hamuuus (JOCTYITHOCTH)
uH(pOpPMAIIMK YKa3bIBAETCs CIeayIolee:

UCTIOJIb30BaHHBIC B UCCIICIOBAHUSX BUIBI )KUBOTHBIX;
KOJIMYECTBO U TOJI dKUBOTHBIX B KXKJIOM rpyTine;
€MHMIIBI U3MEPEHHUS 103bl (HalpuMep, MUJLTUTPaMM/KUJI0OTpaMM (MI/KT));
KpPaTHOCTh BBEICHMUS,
yTh BBEJICHUS;
JUTUTEIBHOCTh Kypca BBEICHMUS,
uH(pOopMaIKs, OTHOCSIIAACS K CHCTEMHOMY pacIipe/iesIeHuUIO;
HNPOJOJKUTEIBHOCTh MOCHEAYIOUIEr0 HAOJIIOAEHUs MOCJIE€ OKOHYAHUS BBEICHMS
npenapara;
pe3yabTaThl, BKIIIOYAs PACKPBITHE CIAEAYIOIMINX aCIIEKTOB:
XapakTepa U 4acTOThI (PapMaKOJIOTHUYECKUX UITU TOKCUYECKUX d(PPEKTOB;
BBIPQKCHHOCTH HJIM CTETICHU TSHKECTH (apMaKOJIOTHIECKUX MITH TOKCUIECKIX I (EKTOB;
710303aBUCUMOCTHU 3 (PEKTOB;
BpPEMEHU J0 HACTYIUICHUS 3PPEKTOB;
obpatumocTu 3P PeKTOoB;
IPOIOHKUTELHOCTH A (PEKTOB.

Jlist GonpIIed HArJISIAHOCTUA JAHHBIE CIEAYET MO0 BO3MOYKHOCTU MPEJCTABIATh B BUJE
tabnui (nepeuneit). [lociaenyromue pasnensl JOMKHBI COAEPKaTh 00CYXKIeHHE Hambosee
BA)KHBIX PE3YyJIbTaTOB MCCIIEOBAHUM, BKIIIOYAs J10303aBUCUMOCTh HA0MI0AaeMbIX 3(PPEKTOB,
UX SKCTPANOJISAILUIO Ha YEJIOBEKa, a TAKXKe JIF0ObIe UHbIE ACTIEKThI, TPEOYIOIINE UCCIIEJOBAHUS
y uyesnoBeka. [Ipu HEoOXOAUMOCTH NOJKHO OBITH MPOBEIECHO CpPAaBHEHHUE pPE3YJIbTATOB
uccienoBanus 3pPEeKTUBHBIX U HETOKCUYECKUX /103 MIpernapaTa Ha )KUBOTHBIX OJJHOTO U TOTO
e BUJa (He0OXOAMMO OMpENEIUTh TepaneBTUuYecKkuil nHaekc). CnenyeT ykazarh, Kak 3TH
JaHHBIE COOTHOCATCS C JIO3UPOBKaMH, MpeIaraéMbIMHU ISl IPUMEHEHHS y 4yeioBeka. Bo
BCEX CIIy4yasx MO BO3MOKHOCTH MPU MPOBEJECHUU CPAaBHEHHI PEKOMEHIYETCS YKa3bIBaTh
KOHIICHTpAIUH Mpernapara B KPOBH (TKaHHU), a HE T03UPOBKH, BHIPAKEHHBIEC B MI/KT.



a) Jloxnmuuuyeckas papMakoorus.

JlaHHBIN pa3jen JTOHKEH BKIIIOYATh B CE0S KpaTKOE ONMUCaHWE (papMakoIOTHYECKUX
CBOMCTB HUCCJEAYyEeMOTO Ipernapara U M0 BO3MOXKHOCTH €TO OCHOBHBIX METa0OJIUTOB IO
pe3yibpTaTaM HMCCIICIOBAHWA Ha XUBOTHBIX. KpaTkoe onvcaHue JOKHO BKIIFOYATh B CEOsI
WCCIICIOBAHUS 1O OIIEHKE BO3MOXKHOW TEpameBTUYECKON aKTUBHOCTH (HAIpUMeED,
3()PEeKTUBHOCT, MPH  HIKCIHEPUMEHTAJIBbHOM  MATOJIOTHUM, JIMTAHJI-PEIENTOPHOE
B3aUMOJICHCTBHE W CHENU(PUYHOCTH ACHCTBUSA), a TaKXKE HCCICAOBAHUS IO OICHKE
O0e3omacHOCTH (HAMpuUMmep, CHeluajbHble HWCCIEAOBAHUS JUIi M3YUYEHUS HWHBIX
(dhapmaxosiorudeckux 3PpPeKToB, HE UMEIOIINX TePANIEeBTUYECKON HAMPABICHHOCTH).

0) ®apmMaKkOKUHETHUKA U METa0O0JIM3M TIpernapara y >KUBOTHBIX.

JlaHHBIN pa3nen MOHKEH BKIFOYATh B ce0s KpaTKoe omnucaHue (papMaKOKHHETHKH,
MeTaboIM3Ma U paclpeiesICHHs UCCIIeTYyEeMOTo MpernapaTa B TKaHSIX JKUBOTHBIX BCEX BHUJIOB,
Ha KOTOPBIX MPOBOJIUIUCH UCCeT0BaHUs. [J0KHBI ObITh OCBEIICHBI BCACHIBAHUE, MECTHAS U
CUCTEMHasl OMOIOCTYIMTHOCTh UCCIIEAYEMOT0 MpernapaTa i ero MeTabOJIUTOB, a TAKKE X CBSI3b
C TaHHBIMU ()aPMAKOJIOTUYECKUX U TOKCUKOJIOTHYECKUX UCCIIEOBAaHUHN Ha )KUBOTHBIX.

B) TOKCHUKOJIOTHSI.

JlaHHBIN pa3zen JOJDKEH BKIIIOYATh B Ce0Sl KpAaTKOE ONMHMCaHWE TOKCHYECKHX d(DPEeKTOB
HCCIIEAYyEMOTo TIperapara, BBISBICHHBIX B HCCIACAOBAHUAX Ha >KMBOTHBIX Pa3HBIX BHUIOB.
CrnenyeT o BO3MOXKHOCTH TPHUIEPKUBATHCS HUKEMPUBEICHHONW CTPYKTYPHI OTJIaBICHUS
JaHHOTO pasjena:

TOKCUYHOCThH MPU OJTHOKPATHOM BBEJICHUU;

TOKCUYHOCTH NP MHOTOKPATHOM BBEJICHUU;

KaHIIEPOTCHHOCTb;

cCrieliMajdbHble HCCIEOBaHUs (HApUMEpP, MECTHO-pa3apa)karoliee JeuCTBHE,

HCCJICIOBAHUE CCHCUOMITM3UPYIOIIECTO ICHCTBHSA);

PENpPOIYyKTUBHASI TOKCHYHOCTH;

T€HOTOKCUYHOCTh (MyTareHHOCTB ).

7.3.6. OnbIT NPUMEHEHHUS Y YEJIOBEKa.

BBenenue.

B stoMm pazzene noapoOHO 00Cyk1at0TCsl U3BECTHBIE A3(DPEKTHI HCCIEyEMOTO Mpernapara
y 4deloBeKa, BKIIOYas MHGOPMAIMIO0, OTHOCAIIYIOCA K (hapMaKOKHHETHUKE, METa0oInu3MYy,
(dhapMakogMHAMUKE, 10303aBUCUMOCTH d(PdekToB, 6e30nacHOCTH, YOPEKTUBHOCTH, a TAKKE
IpyruM BuaaMm (GapMaKoJIOTHUECKON aKTUBHOCTH. [0 BO3MOXHOCTH JOJAKHO OBITH JAHO
KpaTKOE OINMHMCAHKME KaKIOTO 3aBEPIICHHOTO KIMHUYECKOTO MCCIeIOBaHMs. Takke OJDKHA
ObITh TIpejcTaBieHa MHPOPMAIUA O pe3yJbTarax JIF0OOTO MPUMEHEHHUS HCCIIEIyEeMOTO
npernapara BHE paMOK KIMHUYECKHX UCCIEI0BAHUM (HampuMmep, CBEACHUS, MOJyYeHHbIE BO
BpEMs ITOCTPETUCTPAIIMIOHHOTO TPUMEHEHUS TIpernapara).

a) dapMakoKMHETHKA U META0O0JIM3M Y YelIOBEKa.



JlaHHBIM pa3fen JAOJDKEH CojAep)KaTh KpaTKyr WHQOpMaIluio, OTHOCAIIYIOCS K
(hapMaKOKMHETUKE UCCIICAYEMOTo Ipenapara, ¥ BKIOYaTh B ceOs CIeAyIOMUe JaHHBIC TIPU
HaJTUYHH:

(dapMakoKMHETHKA (B TOM YHCJIE€ MeTa0OJIM3M, BCACHIBAHKE, CBSI3bIBAHUE C OCIKaMM
TJ1a3MBbl, PACIIpEICIICHUE U BBIBEJICHNUE);

OMOOCTYITHOCTh MCCIIEyeMOro mpernapaTa (abCOMIOTHYIO 1O BO3MOXXHOCTH U (WJIH)
OTHOCHUTEIIbHYI0) C HCIIOJIh30BAaHUEM OIPEACICHHOW JICKAPCTBEHHOW (OPMBI B KAUYEeCTBE
CpaBHCHUS;

CyOIOmyJISIITUY HaceJIeHUus (HarmpuMep, pa3Iudus M0 MOy, BO3PACTy MW HAPYIICHUSM
(GyHKIIHIA OPTaHOB);

B3aMMOJICHCTBHE (HAIIPUMED, JICKAPCTBEHHBIE B3aMMO/ICHCTBHS U BIIUSHHUE ITPUEMa TTHTITH )

JIpyrue JaHHble o (hapMaKOKMHETUKE (HampuMep, pe3yabTaThl IPOBEICHHBIX B paMKax
KIIMHUYECKUX UCCIIeIOBaHUM (hapMaKOKUHETUYECKUX HUCCIIEIOBAHHI HA Pa3IMUHBIX TPYyIIaXx)

0) bezonacHocTh U 3(h(PEKTUBHOCTE.

Kpatko nmomkHa ObITH TpejacTaBieHa WH(OpMaIMs, OTHOCAIIAACS K 0€30MacHOCTH,
dbapmakoauHamMuke, 3(OQPEKTUBHOCTH UM J0303aBUCUMOCTU A(P(DEKTOB HCCICAYEMOIO
npenapara (1 ero MeTadoJIMTOB, €CIIM UMEIOTCS JIaHHBIE) U TIOJyYCeHHAs B XOJI€ TIPOBEICHHBIX
KJIMHAYECKUX UCCIEJA0BaHUMN (C ydyacTHeM 3JI0POBBIX JTOOPOBOJBLEB W (WJIM) MAI[UEHTOB).
JloibkHa OBITH TIpEeJCTaBiieHA WHTeprperanus uWHpopmanuu. B cimydae eciaum d9acTh
KJIMHUYECKUX HCCIEAOBAHUN YyXKe 3aBeplleHa, ajisg Ooyiee sICHOTO BOCIPUSTHS JAaHHBIX
PEKOMEHIYETCsl MPEACTAaBUTh IO 3aKOHUYEHHBIM HCCIEIOBAHUSM CBOJHBIC OTYETHI 10
3¢ PeKTUBHOCTH M OE30MACHOCTU MCCIEAYyEeMOro mpemnapara Mo OT/IEIbHBIM MOKAa3aHUIM Y
pa3MyHbIX monyiasuuid. Takke clielyeT UCIOJIb30BaTh CBOAHBIE TAOJIUIbI, COJEpIKaIINe
HH(MOPMAITUIO 0 HEXKENIaTeTbHBIX PEAKIUIX MO0 BCEM KIIMHUYECKUM MCCIICIOBAaHUSAM (BKITFOYAS
WCCIICTIOBAHUS JJIs JTFOOBIX M3YUYaBIIMXCS MOKa3aHui). JlomKHBI OBITh OCBEIICHBI 3HAYUMBIC
pa3nuus B XapakTepe (4acToTe) HexeNaTeIbHbIX PEaKIui KaK JJIsl pa3iN4HbIX MOKa3aHUM,
TaK U JIsl pa3IMYHbIX MOMYJISLUN.

B Opomtope uccienoBatenss OOMKHBI ObITh OMHMCAaHBI BO3MOXKHBIE PUCKU U
HEXeJaTelbHbIe PEaKIU, KOTOPhIE MOKHO OXKMJATh Ha OCHOBAaHMM HAKOIUJICHHOTO OMBITA
MPUMEHEHHST KaK HMCCIEAyeMOro mpernapara, Tak U CXOJHBIX ¢ HUM MpenapaToB. Takxke
JIOJIKHBI OBITH OMUCAHBI MEPHI MPEAOCTOPOKHOCTH WIIH CHEIIUATbHBIC METO/IbI HAOIOICHNUS,
KOTOpbIE HEOOXOJUMO MPUMEHATH MPHU HCIIOJIL30BAHUM MpernapaTa B HUCCIECIOBATEIbCKUX
LEeTIsX.

B) [TocTperucTpanoHHbIN ONBIT MPUMEHEHHUS.

B Opoitope uccienoBaTenst 10MKHbBI ObITh YKa3aHbl CTPAHbI, B KOTOPBIX HUCCIIEyEeMbIN
mpernapar yke HMMeeTCs B MpoJlake Wiu Obul 3apeructpupoBad. JlrobOas 3Haunmas
nH(popMaIus, MoIydYeHHasi B X0JI¢ MOCTPErUCTPAIMOHHOTIO MPUMEHEHHUSI TTpenapara, J0JKHA



OBITH TIpe/ICTaBJIeHa B 0000IIEHHOM BUJE (HAMpUMeEp, JICKAPCTBEHHBIE (POPMBI, TI03UPOBKH,
MyTU BBEJCHUS M HEXKeJIaTelbHble peakiuu). Kpome Toro, B Opoiirope HcCaea0BaTes
JOJDKHBI OBITh YKa3aHbl CTPaHBI, B KOTOPBIX 3asgBUTEII0 OBLJIO OTKa3aHO B 0J00peHUU (
pEerucTpalum) mpenapara Jyisi KOMMEPUYECKOro MpUMEHEHUS! WM pa3pelieHue Ha Mpoaaxy (
PErHCTPAlMOHHOE YAOCTOBEPEHUE) ObUIO aHHYJIUPOBAHO.

7.3.7. O6cyx)aeHne JaHHBIX U HHCTPYKIMUU JJIsl UCCIIETOBATENS.

B stom pazngene nommkHO OBITH MPEACTABICHO OOCYXKIECHHE JOKIMHHYECKUX H
KIIMHUYECKUX JAHHBIX U 00001IeHa uHpopMaIus, MOJyUYeHHAsT U3 Pa3HbIX UCTOYHHKOB B
OTHOUIEHUH PA3JIMYHBIX CBOWCTB MCCIIEyeMOro npemnapara. Takum o0pa3oM, UCCIEeI0BATEIIO
MPEIOCTABISAIOTCS Hanboee HHPOpMaTUBHAS HHTEPIIPETAIUS UMEIOIINUXCS JaHHBIX, a TAKXKE
BBIBO/Ibl O 3HAYMMOCTH 3TOW MHPOPMALIUU JUIsl MOCTAEAYIOMNUX KIMHUYECKUX HCCIIeTOBAaHUH.

JIomKHBI OBITH KPATKO OMHUCAHBI OMyOJIMKOBAHHBIC PA0OTHI IO CXOAHBIM IperapaTam,
€CJIM TaKue IMpenaparbl UMEITCS. DTO MO3BOJUT HCCIENOBATENI0 OBITh TOTOBBIM K
HEXXeJIaTeNIbHBIM PEaKIUiIM WU APYTUM IpoOjieMaM, KOTOpbIe MOTYT BO3HUKHYTh B XOJI€
KJIMHUYECKUX MCCIIEIOBAHUN.

OcHOBHas 1eIb TaHHOTO pa3jena 3akio4aeTcs B TOM, YTOObI IOMOYb HCCIIEI0BATEIIO
MOJIYYHUTh YETKOE MPEACTABICHUE O BO3MOKHBIX PUCKAX U HEKENATENIbHBIX PEaKUUsIX, a
TaKXXe O CIEHUAIbHBIX TECTaX, METOJaX HAOIIOIEHUS U Mepax NPeOCTOPOKHOCTH, KOTOPhIE
MOTYT TIOHQJIOOUTHCS B XOJI¢ KIMHUYECKOTO UCCIEIOBAHUS. DTO MPEICTABICHUE TOJDKHO
OBITh OCHOBAaHO Ha JOCTYNHOW wuHPopMaruu O GU3HYECKUX, XUMHUUYECKUX,
dapmareBTHUECKIX, (HapMaKOJIOTHIECKIX, TOKCUKOJIOTHUECKIX U KIMHHYECKUX CBOMCTBAX
uccienyemoro rmnpemnapata. KiauHHUeCKOMY HCCIEOBATENI0 TaKXKe JOJIKHBI OBITh
MPEAOCTABICHBl UHCTPYKLIUU MO JUArHOCTHKE M JICYEHUIO BO3MOXKHBIX NEPEIO3UPOBOK U
HE)KEJIATENbHBIX PEaKIUi, KOTOPblE OCHOBAHBI HAa MPEABIAYIIEM KIMHHUYECKOM OIMBITE U
(hapMaKoJIOrH4eCKUX CBOMCTBAX UCCIEAYEMOTrO Mpenapara.

8. l'IepequL OCHOBHBIX JOKYMCHTOB KIIMHUYCCKOI'0 HCCIICHOBaHHUSL

8.1. BBenenue.

OCHOBHBIMHM JTOKYMEHTaMU KIMHUYECKOTO HCCIEAOBAHUS SIBJISIIOTCA JOKYMEHTHI,
KOTOpBbI€ MO3BOJISIOT (MO OTAEIBHOCTH WM B COBOKYITHOCTH) OIIGHUTb MPOBEICHUE
MCCIIEIOBAHMS U KQYECTBO MOJTYUYECHHBIX JAHHBIX. DTH JOKYMEHTHI CIyKaT JOKa3aTeJIbCTBOM
COOIONICHUS HCCIIeIoBaTeNIeM, CIIOHCOPOM W MOHHUTOPOM IPHHIIUIIOB HaJIeKalleH
KIIMHUYECKOW MPAKTUKU U MPUMEHUMBIX TPEOOBAHUM.

OCHOBHBIE JOKYMEHTBI MCIIOJIB3YIOTCS Takke B HMHBIX IeiaiaXx. CBOEBpEMEHHOE
MOMEIIEHUE OCHOBHBIX JJOKYMEHTOB B (hailsibl ucciaeaoBatens (MEIUIIMHCKON OpraHU3allim) U
CIIOHCOpPa MOET CIIOCOOCTBOBAThH YCIENIHOMY BBIMOJIHEHHIO B paMKaxX KIMHUYECKOTO
UCCJIEOBAaHUS CBOMX (PYHKIIMI MCClea0BaTeIeM, CIOHCOPOM U MOHUTOpOM. Kpome Toro, 3Tu
JTOKYMEHTBI OOBIYHO SIBIITFOTCS OOBEKTOM HE3aBHCHUMOTO ayJuTa CO CTOPOHBI CIIOHCOpA U
MHCITIEKIIUA CO CTOPOHBI YIOJHOMOUYCHHBIX OPTraHOB B CBSI3U C TE€M, YTO OHM SIBJISIOTCS



YacThIO MpoIlecca MOATBEPKIACHUS 3aKOHHOCTH MTPOBEAEHUS UCCIEA0BaHUS U JOCTOBEPHOCTH
CcOOpaHHBIX TaHHBIX.

Hwuxe nmpuBeneH MUHUMAJbHBIM MEPEYEHb OCHOBHBIX JOKYMEHTOB. JlOKYMEHTHI
CTPYINIUPOBAHKBI B 3 pazfienia B 3aBUCUMOCTH OT CTaJMU KIMHUYECKOTO MCCIIEIOBAHUS, BO
BpeMs KOTOPOH OHHM OOBIYHO CO3/IAF0TCS:

1) mepen HayanoM KJIMHUYECKOU (Da3wl MccieoBaHus (B COOTBETCTBUU C MYHKTOM 8.2
Hactosmux [IpaBun);

2) BO BpeMs KIMHHMYECKOW (a3bl mccienoBaHusi (B COOTBETCTBUU C MYyHKTOM 8.3
Hactosmux [IpaBun);

3) mociie 3aBepIIeHUs] WIH MPEXIAECBPEMEHHOTO MpEKpallleHus uccieqoBaHus (B
COOTBETCTBHHM C MyHKTOM 8.4 HacTosiux [TpaBun).

B ykazaHHBIX HUXKE MOAMYHKTaX MOApa3/iesia 8 HACTOSIIEro pa3jesia YKa3aHbl LENIH
KaXJIOr0 JOKYMEHTa M MECTO MX XpaHeHus (B (aitnmax wuccienoBarens (MeAUIIUHCKOM
opranuzanuu) u (unm) crnoncopa). Jlonyckaercss 00beAMHEHNE HEKOTOPBIX JOKYMEHTOB IIPU
YCIIOBUU, YTO OT/IETBHBIC DJIEMEHTHI JIETKO UACHTUPHUITUPYIOTCS.

@daiinbl McClie0BaHUs JOJDKHBI ObITh CO3/IaHbl B HAdaJle UCCIEIOBAHUS KaK B MECTE
HaxXOXXJICHUS HcclenoBarens (MEIUIIMHCKON opraHu3aluu), Tak U B oduce CrnoHcopa.
UccnegoBanue MOXKHO CUMTATh O(PUIIMAIBHO 3aBEPIIEHHBIM TOJBKO TMOCJIE TOTO, Kak
MOHUTOP TPOBEpHUT Ghalibl ucciaeaoBaTens (MEIUIIMHCKON OpraHW3allii) W CIOHCOpa H
MOJITBEPIUT HAIMYKE BCEX HEOOXOMMBIX TOKYMEHTOB B COOTBETCTBYIOIIUX (haiinax.

[lepeuncnennbie B HacTosinux [IpaBunax TOKYMEHTHI Kak MO OTJAEIbHOCTH, TaK U B
COBOKYITHOCTH MOTYT OBITh IMOJBEPTHYTHI ayJIUTy CIIOHCOpPa M HMHCIEKIUU (MIPOBEPKE)
YIIOJTHOMOUYEHHBIMU OpPTaHaMU U JOJDKHBI ObITh IPEABSIBICHBI MPU MTPOBEJCHUN ayaUTa WU
MHCTIEKIIHH.

CrnoHcop U ucclieioBarelb (MEAUIIMHCKAs: OpraHu3aliysi) 00s3aHbl BECTH JOKYMEHTAIIUIO
O MECTOIOJIOKEHUN (MECTe XpaHEHHs]) MMEIOLUXCS Y HUX OCHOBHBIX JOKYMEHTOB
KJIMHUYECKOTO MCCJIEAOBaHUsI, BKJIIOUas MEPBUUYHYIO JOKyMeHTalnuw. Crucrema XpaHEeHUs,
UCIOJIb3yeMasi BO BpeMsl MCCIEJOBAaHUS W JJiA 1eJeld apXuBauuu (HE3aBUCHUMO OT THIIA
UCIIOJIB3YEMOTO HOCHUTEISI), JOJbKHA oOecreynBaTh BO3MOXKHOCTh HJIEHTU(UKALINH,
MPOCJICKUBAEMOCTh UCTOPUU BEPCUM, IOUCK U U3BJICUCHUE JOKYMEHTOB.

CocTaB OCHOBHBIX JIOKYMEHTOB HCCIIEIOBAHUS HAJICKHUT AOMOIHATE JTUOO JIOMyCKaeTCs
COKpauath (eciu 3T0 000CHOBAHO JI0 Hayaja UCCIIeIOBaHUs), OCHOBBIBAsICh HA BaXKHOCTU U
3HAYMMOCTH KOHKPETHBIX JOKYMEHTOB JIJISl UCCIIEOBAHUS.

CnoHcop o0si3aH yOeauTbCcsi B TOM, YTO HCCJEI0BaTElb KOHTPOJIUPYET JaHHbBIC
WHIVUBUAYAIbHOM PErUCTPAIMOHHON KapThl, MEpeJaHHbIE CIOHCOPY, M paclojiaraet
HNOCTOSIHHBIM J1OCTynoM K HuUM. CIIOHCOp HE BIpaBe yCTaHABIMUBATh HCKIIOUUTEIbHBIN
KOHTPOJIb HAJl STUMU JAHHBIMHU.



Ecnu BMeCTO OpUTrHHAIOB JOKYMEHTOB UCTOJIB3YIOTCA UX KOMUM (HaIIpUMeEp, MEPBUUHBIX
JIOKYMEHTOB, UHJAUBUIYaTbHON PETUCTPAIIMOHHON KapThl), OHU JOJKHBI COOTBETCTBOBATh
TpeOOBAHUSIM, IPEIBIBIAEMBIM K 3aBEPCHHBIM KOIIUSIM.

UccnenoBarens (MeAUIIMHCKAs OpraHU3aIus) 00s3aH OCYIIECTBISATh KOHTPOJIb 32 BCEMHU
OCHOBHBIMU JOKYMEHTAMHM M 3alUCSIMH, CO3JaHHBIMU KM JI0, BO BpeMsi U IIOCIE
HCCJICIOBAHUS.

8.2. Ilepex HauaIOM KIIMHHIECKOH (ha3bl HCCIIEIOBAHA

Ha CTaIHn INNIaHUPOBAHUA HCCICIOBAHUA OO €TI0 q)OpMaJ'IBHOFO Ha4daJia JOJIKHBI 6I>ITI)
CO31aHBI U ITIOMECIICHEI B (bafm CIICAYIOIINEC NOKYMCHTEI:
Haxomutcs B daitmax

HCCIea0BaTeNs (
MeIUIUHCKOHI CIIOHCOpPa
OpTaHU3aIIH)

HaumenoBanue noxymenra llens

JOKYMCHTAJIbHO 3aKpCHIHTH

dakr nepenavyu
8.2.1. Bpomiopa HCCHeHOBaTeJ}}O X
HEOOXOIUMOM 154 X
uccie0BaTeNs . .
aKTyaJbHOW Hay4dHOM
napopmManuu 00
HCCIIeyeMOM Ipenapare
8.2.2.  JIoKyMEeHTHI
MIaHUPOBAHUS JIOKYMEHTAIIBHO 3aKpEIHTh
KIUHUYIECKOTO bakT  yTBEepKACHHS
HUCCIeIOBAHUS: CIIOHCOPOM u
MOJIUCAHHBIM MPOTOKOJ, HCCIEea0BaTEIEM X X
MOJNMCaHHBIE TIONPABKU K NPOTOKONA (HONpPaBOK) U
Hemy (TIpU HAIMYWH), WHIUBUIYaIbHOU
o0pasen HHANBHAAYAIBHOW PETUCTPAIIMOHHON KapThI
PETUCTPAIMIOHHOM KapThl
8.2.3. HMudopmanus,  IOKyMEHTaJIbHO O0()OPMHTH
npenocraBiseMas dakT MOJIy4eHHUSs
CyOBEeKTY HCCIIeIOBaHUs:  MH(POPMHUPOBAHHOTO
_ bopma coracusi, JOKYMEHTaIBHO
HH(GOPMHUPOBAHHOTO HONTBEPAHNTE, 1o
cormacus (BKJTIOUAS BCE cyOBeKTaM HCCIIeT0BaHUS
He06X0HMEE Oyger mpegocTaBieHa X X
pa3bsACHUTEIbHEIC coorseTeTBylomas (¢
MaTepHATH); TOYKH 3PCHHS COZICPIKAHUS

U JOCTYINHOCTH A

NOHMMAaHHU) MUCBMEHHAasA X X
nHpopmamus, KoTopas

IIOMOXET UM C YUYCTOM

- pexiaMHble OOBSBICHHA 110 71 H O i

-  nwbas napyras
MUCbMEHHAs HH()OPMAIIHS;

A7 TpUBJIEYEHHUS HH()OPMUPOBAHHOCTH JATh
CyOBEKTOB B MCCIIE/IOBAHUE cormacue. J|OKyMeHTAIbHO

TIOATBEPAUTH, YTO MEPHI 10



(ecu MCTOB3YIOTCS) MPHUBIICYCHUIO CYOBEKTOB
aJIeKBaTHBI U OTCYTCTBYET
AIIEMEHT MPUHYKICHUS

JOKYMCHTAJIbHO 3aKpPCNHTH
(bHHaHCOBOC COI'IalICHUEC
IO UCCIICAOBAHUIO MEKAY

8.24. @
HHAHCOBBIC CIIOHCOPOM u X X

aCIEKTHI UCCIEIOBAHUS
HCCIENOBATEIEM (

MEIUIUHCKON
OpraHu3aIei)

JAOKYMCHTAJIBbHO
TIOATBEPAUTH, YTO B CITy4dac

MPUYHHEHHUS mepoOa
8.2.5.  CtpaxoBoe P yHepo,
CBA3aHHOTO C

00s3aTeNIbCTBO  (eciu X X
HCCIIeI0OBaHHUEM,

CyOBEKTaM HUCCIICAOBaHUS
Oyner JOCTyIHA
KOMIIEHCAIHS

TpeOyercs)

8.2.6. TloamucaHHBIN
JIOTOBOP BOBJICUCHHBIX
CTOPOH, HATIpUMeEP:

- MeXIy HccieaoBareneM (
MEIUIIUHCKOH
oprasu3alein)

Y CIIOHCOPOM

- MEX]ly HCClieioBaTelieM (

MEIUIUHCKOMN

OpraHu3aIuen) X X

u KOHTPAaKTHOH JIOKYMEHTAIIFHO 3aKperHTh (ecm TpebyeTcs)
UCCIEA0BaTENbCKON mpaBa, OOS3aHHOCTH H

opraHuzanuei OTHOILIEHUS CTOPOH

- MEXly CIIOHCOPOM
u KOHTPAKTHOH
HCCIeJ0BATEIbCKON
opraHu3zanuei

- MeXy uccieaoBarenem (
MEJIUIHUHCKOHN
opraHu3aryen)

W YIOJIHOMOYCHHBIMHU
opraHamu

(ecmm TpeOyeTcst)

8.2.7. JlatupoBaHHOE U
JOKYMEHTAJIBbHO
odopmieHHOE 0700peHHe (
3akmouenne) DCO (HIK),
Kommuccueit mo Bompocam
stuku (KBD) cnemyrommx
JIOKyMEHTOB:

- MPOTOKOJa H JIFOOBIX
MOMNpaBOK K HEMY;,



- HHAMBUIYaJIbHOU
PETHCTPAIOHHON KapThI
(ecmu Tpebyercs);

- bopm™MBbl
UH()OPMUPOBAHHOTO
corjacusi;

-  mwboit  npyroi#
MMMCBMEHHON MH(pOpPMAIIH,
npeacraBiseMoi

CyOBEKTaM UCCIICIOBAHNUS;

- PEeKIIAMHBIX OOBSIBICHHUI
I TpUBJICYCHUS
CyOBEKTOB

B HCCJIC/IOBAHUE

(ecnm UCHONB3YIOTCA);

-  uHpOpMamUU O
KOMITEHCAllUN CyOBhEKTaM
HCCIIeIOBAHUS

(pm HaNTIYUN);

- JTI0 O BIX HHBIX
pa3speleHHbIX (

0JI00PEHHBIX) JIOKYMEHTOB

8.2.8. Cocrae CO (HBK),
Cosera no stuke, KBD

8.2.9. Pazpemenue (
onoOpeHHe IPOTOKOIIA,
YBEIOMJICHHE O MPOTOKOJIE
) OT YHOTHOMOYEHHBIX
OpraHoB (eciu Tpedyercs)

8.2.10. Tekymas penaxius
pesomMe uccienoBaHusa (
curriculum vitae)

U Jpyrue IOKYMEHTHI,
MOJTBEPXKIAOIINC
KBanupUKaIHIO
HccaeqoBaTeled W
coHuccien0BaTenen

8.2.11. HopmanbHBI
JWana3oH 3HAUYCHUH i
MpeayCMOTPEHHBIX
MPOTOKOJIOM METUIIUHCKUX

JOKYMCHTAJIbBHO
MOJTBEPIUTH, YTO JaHHOE
ucciuegoBaHue  ObLIO
pPaccMOTPEHO U pa3peIeHo
(omo6peno) DCO (HIK).
VYka3plBaeTCcsi  HOMED
BEPCHUU U 1aTa JOKYMEHTa

JIOKYMEHTAJIBHO 3aKPEIUTh
COOTBETCTBHE COCTaBa
2CO (H3K) tpeboBanusm
Hactosamux [IpaBun

JIOKYMEHTaJIbHO
MOJITBEP/IHUTH,
4TO TpPU HAIUYUU
COOTBETCTBYIOLIUX

NpUMEHUMBIX TpeOoBanuit X

paspemienue (omobpenue, (eciau TpeOyeTcs)
yBEJOMIIEHUE)

YHOJTHOMOYCHHBIX OPTraHOB

MOJIy4eHO [0 Havana

HUCCICOOBaHUA

ﬂOKyMeHTaHbHO
MOATBEPIUTH
KBaNH(UKAIAIO H
MPUTOJTHOCTD JUTS
MPOBECHMUS UCClenoBaHusT X
u (WIU) OCYIIECTBIICHHS
MECOUIIUHCKOTO
HaOaeHUS 3a
CyOBEKTaMU MCCIICIOBAHUS

JOKYMCHTAJIBHO 3aKpPCIHTH
HOpMaHLHLﬁi Juara3oH

X
(ecmm TpeGyercst)

X
(ecou TpebyeTcst)



(mabopaTopHBIX, 3Ha4YeHUH s
TEXHUYCCKHX) NPOLEAYP H JTa0OPaTOPHBIX TECTOB
(wm) TecToB

8.2.12. MenunuHckue, (
nabopaTopHEbIe,
TEXHUUYECKHE) TPOLETyPHI
u (uam) TecTHl, —
cepTudUKaALUS,
aKKpeauTauus,
BHYTpeHHUH u (Wiu)
BHEIIHUH  KOHTPOJIb
KadecTBa WJIH Jpyrue
METOIBI ITOATBEPIKACHHS (
eciu Tpedyercs)

JOKYMEHTaJIbHO
MOJTBEPIUTDH MPUTOIHOCTD

obopymoBaHUs IS X

npoBeJeHuss TpeOyeMbIX (eciu TpeOyeTcs)
TECTOB M oOecnedeHns

HaJeKHOCTH PE3yJIbTATOB

JOKYMCHTAJIbHO
MOJTBEPIUTH COOITIOIEHHUE
COOTBETCTBYIOUIUX
8.2.13. O0pa3sIbl ITUKETOK . y

TpeGoBaHMi K MapKUPOBKE

Ha ymakoBKax
HCCIIEAYEeMOro Ipenapara
HCCIIEAYEMBIX MPENapaToB

MPUTOTHOCTH
HHCTPYKIUU ons
CyOBEKTOB

8.2.14. VHCTpyKUMS NHO AOKYMEHTAIbHO 3aKpENUTh

oOpameHuIo c HHCTPYKIIUH TSI
uccienyeMbIMU obecmeueHud
npenapatamu u HaJJIeXKAIero XpaHeHUs,
pacxoJHBIMU MaTepHajlaMH yNaKOBKHU, PacIpeesIeHUs
(ecmm He BKIIOYEHA B W YTHIAU3ANUU
MIPOTOKOJI WIIM OpOLIIOPY HCCIENYEMbIX IPEernapaToB
HCCIIEIOBATETIS) 1 PacXOAHBIX MaTE€PHAJIOB

JIOKYMEHTAJIBHO 3aKpENuTh
JIaThl U CIIOCOO MOCTaBKH,
HOMEpa cepui

8.2.15. VYder mnocTaBOK UCCIEIyEMbIX MIPENapaToB

HCCIIElyeMBIX TPETapaToB M PAaCXOAHBIX MaTepPHANOB. X

U pacXoniHbIX MaTtepuanos Ilo3BonseT oOTCIeAUTH
cepuio  Ipemnapara,
KOHTPOJIUPOBATh YCIIOBUS
MOCTaBKU U BECTH y4eT

JIOKYMEHTaJIbHO
HOI[TBep}II/ITI) IIOJJIMHHOCTD
, YHCTOTY HCCIECIYEMBIX
npenaparosn u
KOJIMYECTBEHHOE
coJepKaHhUEe B HHUX
aKTHBHOTO BemecTBa (
JIO3UPOBKY)

8.2.16. Ceprudukarsi
AHAJIM30B TOCTaBJICHHBIX
HCCIIelyeMbIX IIPenapaToB

JIOKyMEHTAJILHO 3aKPEIUTh
HPOIENYPY SKCTPEHHOU
8.2.17. TIlpouenypsl UACHTU(DUKAIUH
PAaCKpBITHA KOJAa OIS MacKHPOBAHHOIO
HCCIIeOBaHHUIA, ucceryeMoro mpemnapara X



MPOBOJUMBIX  CIEMbIM
METO/IOM

8.2.18.
PannomusanuoHHbIN
CIIHCOK

8.2.19. OT4er MoHHTOpA O
BEIOODpE
UCCIIEI0BATEIbCKOTO
HEHTpa

8.2.20. OTuer MOHHTOpPA O
TOTOBHOCTH
UCCIIeZI0BATEIBCKOTO
LEeHTpa

oe3 HapylmeHus
MaCKHUPOBKH s
OCTaJBbHBIX CYOBEKTOB

JOKYMCHTAJIbHO 3aKpCIHTH
MCTOJ paHAOMHU3AIUN
CY6T)GKTOB HUCCIICOA0BaHUA

JIOKYMEHTAJIbHO
NOJATBEPAUTH
MPUEMIIEMOCTH
HCCIIeI0BATEIBCKOTO
LHEeHTpa Uil JaHHOTO
HcciueoBaHUsA  (MOXKET
OBITE O0OBEOIMHEHO C
MYHKTOM 8.2.20
HaCTOsIIIEeH TabIUIThI)

JIOKYMEHTaJbHO
MOATBEPAUTH
03HAKOMJIEHH S

dhakt

HCCIIE0BATENS U 3aHATOTO
B HCClIeJOBAHUHU
MepCcoHaja ¢ MpoLeaypaMu
ucciuefoBaHus (MOXeT
OBITH 00BEIUHEHO C
NYHKTOM 8.2.19
HACTOSIIEH TaOIUITHI)

(TpeThsi CTOpOHa, eciH
Tpebyercs)

X
(TpeThs CTOpOHA, ecliu
TpeOyeTcs)

8.3. Bo BpeMs KIMHIYIECKOH (ha3hl HCCIESIOBAHUS

B noarBepxkenue Toro, 4to BCA HE0OXoumasi HoBas MH(OpMAIUs TOKYMEHTAIbHO
oopMIISIeTCS TI0 MEPE €€ MOCTYIUICHHUS, B JOMOJHEHHUE K BBIIIENIEPEUNCICHHBIM IOKYMEHTaM
, UMeromuMcesl B (hailiie, Mo Xoay HUCCIeIO0BaHHMS HEO0O0XOAMMO A00aBNIATH CIEAYyIOLIUE

JOKYMCHTBLI:

HaunmenoBanue nokymenra lLlens

8.3.1.
BepCcUHU

OO6OHOBIICHHBIE
Opoutopsl
HCCIe0BaTENS

8.3.2. JIroboe m3mMeHeHne:
- MPOTOKOJIA (TIOMPABOK)
W WHIUBUAYAJIbHOH
pPErUCTPaIMOHHON KapThl;
- bopmu
HHQOPMHUPOBAHHOTO
corJacusi;

JOKYMEHTAJIBHO 3aKPEeIHTh
(akT CBOEBPEMEHHOTO
cooOmeHus
HCcCIel0BaTEIIo
HEeoO0X0oIuMOH
nHpopManuu

10 Mepe ee MOCTYIUICHUS

JOKYMEHTAJIBHO 3aKpPEITUTH
U3MCHCHHUA JaHHBIX

Haxonurcs B daiinax

uccaeaoBaTes (
MEAUIUHCKOU CIIOHCOpa
OpraHU3aINH)

X X



-  nwboil  apyroi JOKYMEHTOB, X
MMMCbMEHHOW MH(OPMAINY, IPOU3BEICHHBIC BO BPEMs
MpE0CTaBIsIEMON HCCIIEIOBAHUSA

CyOBEeKTaM HCCIIeIOBAHNS;

- PEKJIAaMHBIX OOBSIBICHUN

I8~ TpUBJIEUYCHUS

CyOBEKTOB B HCCJICIOBAHUE

(ecnu uCNONB3YIOTCS)

8.3.3. JlatupoBaHHOE H
JOKYMEHTAJIbHO
odopmierHoe o00peHwHe (
3akmouenune) ICO (HOK)
CIIEIYIOIINX JJOKYMEHTOB:

- TIOTIPaBOK K MTPOTOKOIY;
- HOBBIX PEIAKIIHI:

- bopmul
MH()OPMUPOBAHHOTO
) JOKYMEHTaIbHO

coryacusi;

MOATBEPAUTE  (axT
- IIPeNoCTaBIISIEMBIX

paccMOTpeHHS u
cydbekTaM

onobpeHuss  (BbIIAYH
HHGOPMATNOHHBIX

3akmouenns) 9CO (HOK) X
MaTepHaoB;

MOTIPAaBOK W (MJIM) HOBBIX
- PCKJIIAMHBIX OOBSBICHUIA peaKiit.

IUIsET  TPUBICYCHUS
CYOBEKTOB B HCCIIEIOBAHHUE
(ecmm nucnonp3yeTcs);

Vka3sIBaroTcs peaaknus
" fata JOKyMCHTa

- Jpyrux pa3pelieHHbIX (
0JI00pEHHBIX) IOKYMEHTOB;

- pe3ynabpTaToB
MEepUOTUIECKOTO
paccMoTpeHHus
JOKYMEHTAlUK 10
HCCIIEIOBAHHIO

(tne TpebyeTcst)

8.3.4. Pazpemenue (

oo0peHue, yBeIOMIICHNE)
JIOKYMEHTAJIbHO 3aKPEIHTh
YIIOJIHOMOYECHHBIX OpPraHoOB

COOTBETCTBUE X
JUIsl BHECCHUS TIONIPAaBOK B
MPUMEHHUMBIM (ecmm TpebyeTcst)
MPOTOKOJI W JpyTHE
TpebOBaHUAM
JIOKYMEHTBI (npu
HEOOXOIUMOCTH)

8.3.5. Tekymiyto penakiuio

pestoMe wuccaenoBaresst ( B COOTBETCTBUH

curriculum vitae) HOBeIX ¢ myHkTomM 8.2.10 X
HccrenoBaTeneii U (WIM) HacTOsIIEN TaOIUIbI
couccienoBaTenen

8.3.6. W3MmeHeHus JIOKYMEHTAJIBHO 3aKpEeNuTh
HOPMAaJIbHOTO JHama3oHa HOPMAalbHBIA JAHMAaNa3oH
3HAaYCHUU IS 3HAa4YeHUH TECTOB,
MpEeyCMOTPEHHBIX N3MEHEHHBIX B XOJe
MIPOTOKOJIOM MEIWIWHCKUX HCCIEI0BAHUS



(mabopaTopHBIX,
TEXHUYECKHX ) MPOLEAYp U
(wm) TecToB

8.3.7.
MEIUIHHCKUX (
1a060paTOpHBIX,
TEXHHYECKHX) TPOIEeypax
u (WIH) TecTax:

NU3meHeHus B

- cepTuduKanys;

- aKKpeIUTaLHs;

- BHYTPEHHUH U (MJN)
BHEIIHUH  KOHTPOJIb
KadecTBa; - WIM Jpyrue
METO/bI HOATBEPKICHUS
(tme Tpebyetcs)

8.3.8. JlokymeHTaIus 1o
MOCTaBKaM HCCICTYEMBIX
MIPEMapaToB U PacXOIHBIX
MaTepHaioB

8.3.9.
aHaJu3a HOBBIX CcepHil
HCCIIEyEMBIX MIPENnapaToB

Cepruduxarsl

8.3.10. OT4eTs MOHUTOPOB
0 BU3UTAX

8.3.11. CymiecTBeHHBIE AJIs
UCCJIEJIOBAHHUS [IEPETOBOPBI
(nepernucka) (TTOMuMO
BU3UTOB):

- IIEPETNCKa;

- 3aIliCH BCTPEY;

- 3amucu TeneOHHBIX
TIEPEroBOPOB

8.3.12. ITlommucauHbIE
bopMH
MH()OPMUPOBAHHOTO
coryiacus rmaueHTa

(B COOTBETCTBUU
¢ nyHktom 8.2.11
HACTOSIIICH TaOIUIIHI)

MOKYMEHTaJbHO
MOATBEPANUTH, YTO TECTHI
MPOJIOJDKAIOT  OTBEYATh
TpeOOBaHUAM B TCUCHHE
TIEPHO/Ia UCCIIeJOBAHUS

(B cOOTBETCTBUU

¢ nyHktom 8.2.12
HACTOSIIEH TaOIUITHI)

B COOTBECTCTBHUH

¢ myHKTOM 8.2.15
HACTOSAIIEH TaOJIHIIBI

B COOTBCTCTBUH
¢ nyHktom 8.2.16
HACTOALIEH TaOIHIIBI

JAOKYMCHTAJIbHO 3aKpPCIHUTH
BU3UTBI MOHHUTOPOB H
PE3YJIbTAaThl TAKUX BU3UTOB

JIOKYMEHTAJIbHO 3aKPEIUTh
JI100BIe corjiamieHus 1ubo
CYIIECTBEHHBIE
MEePErOBOPBI, KaCarOIUecs
BOIIPOCOB  MPOBEACHHS
HCCIeN0BaHMA,  €ro
aIMIUHUCTPATUBHBIX
aCIIeKTOB, HAPYIICHUI
MPOTOKOJIA, OTYETHOCTHU I10

HCXKCIATCIbHBIM SABJICHUAM

JIOKYMEHTaJIbHO
MOATBEPAUTH,  YTO
KaXJ0Tro
cyObeKTa IOIyYeHO B
COOTBETCTBHU c

coriaacuc

HaCTOAIINMU HpaBI/IHaMI/I )54
MPOTOKOJIOM [0 Hayaia
Y4acTHsl B MCCJIEJOBaHHH.
Kpowme
JIOKYMEHTAJIbHO 3aKpENHTh
pa3pellieHre Ha MIpsMoi
JIOCTYTI (B COOTBETCTBHH

¢ nyHktom 8.2.3
HaCTOSIIEeH TabIuIIBI)

TOTO,

JOKYMEHTaJIbHO
NOATBEPAUTH  (akT
CYyIIECTBOBAaHUS CyOBEKTa

X
(ecmu TpeOyeTcst)

X



8.3.13.  IlepBuuHas
JOKYMCHTal A

8.3.14. 3amonHeHHEIE,
JaTHPOBAaHHBIC u
MMOANKMCaHHBIE
WHAUBUYaIbHBIC
pErHCTPAIllMOHHBIE KAPTHI

8.3.15.
JJokyMeHTHUpOBaHuUE
HcrnpaBiIeHUM B
UHAUBUAYATBHBIX
PEerUCTPalIOHHBIX KapTax

8.3.16. VYBemomienue
HCCIIeJIOBATENIEM CIIOHCOPa
o CepbEe3HBIX
HEXXeNIaTEIbHBIX SBJICHUAX
U COOTBETCTBYIOIIHE
OTYETEI

8.3.17. VYBemomieHue
CIIOHCOpPOM ®  (WJIH)
ucciegoBareneM  (4To
MPUMEHUMO)
YIOJIHOMOYECHHBIX OpraHoB
nu OCO (HDBK) o
CepBhE3HEIX
HETpEeIBUICHHBIX
HeXeaTeabHbIX
JIEKapCTBEHHBIX PEAKIHIX
1 00 uHOIt nHdGopManuu no
Oe3omacHoCTH

8.3.18. CooOuenune
CIIOHCOPOM

u JIOCTOBEPHOCTH
COOpaHHBIX JTaHHBIX. X
BxiarouuTh HUCXOIHBIE
JTOKYMEHTBI, OTHOCSIIIHECS

K MCCIIEOBAHUIO, IEYEHHIO

1 aHaMHe3y CyOheKTa

JIOKyMEHTaJIbHO O0()OPMHTH
MOATBEPIKACHUE
UCCIEAOBATENEM MU
YIOJITHOMOYEHHBIMU X
COTPYAHUKAMHU (xorms)
HCCIIeI0BaTENs
3aperucTpUPOBAHHBIX

JTAaHHBIX

JIOKyMEHTAJIBHO 3aKpPEMHTh
BCE N3MEHEHUS (
JIOTIOJHEHHU ) 1581071
UCIIpaBJICHHs, CeNanHble X

B MHAMBHIYaJbHBIX (xommst)
PETUCTPALMOHHBIX KapTax

mnocie 3amucH
NEPBOHAYAJIBHBIX JaHHBIX

yBeJIOMIIEHUE
HCCIIeIOBATENEM CIIOHCOpa
0 CepbhE3HBIX
HE)KEJIATEIbHBIX SIBICHUAX
U COOTBETCTBYIOIIHE
OTYETHI COTIACHO

nyHKTy 4.11 HacTosmux
IIpaBun

YBEIOMJICHHE CIOHCOPOM

u (WIIK) BccaenoBaTeneM

(uto MPUMEHUMO)
YIOJHOMOYCHHBIX OPTaHOB

n OCO (H3K) o
Cepbe3HHBIX
HEeTpeaBUICHHBIX
HEXeIaTeIbHBIX x
JIEKapCTBEHHBIX PEaKIIUIX
B COOTBETCTBHH C
nmoanyHkTamMu 5.17 m
4.11.1 nactrosuux IIpaBun
u 00 UHOI nHQpOpPMANUH 110
0e3zomacHOCTH B
COOTBETCTBUU c
noanyHkramu 5.16.2 u
4.11.2 macrosmux [IpaBun

coO00IIeHNE CIIOHCOPpOM

ncclieJoBaTeI o
nHpOpMATINH mo
6e30macHOCTH B

COOTBCTCTBHH

(ecnu TpebyeTcst)

X
(opurunan)

X

(opurunan)



HCCIIEIOBATEIIO
nHPOpMaIuH mo
6e3omacHoCTH

8.3.19. IIpomexyTouHbIe

WIH TOJOBBIE OTYETHI,

npencrasigemeie OCO  (
H3K) n ynmomHOMOYeHHBIM
opraHam

8.3.20. XypHnan ckpuHUHTa
CcyOBEKTOB

8.3.21. ITepeueHs
HICHTU(HUKAINOHHBIX
KOJIOB CyOBEKTOB

8.3.22. Kypuan
pETHCTpALU BKIFOUYCHHS
CyOBEKTOB

8.3.23. VYuer
HCCIICyeMOro mpernapara B
HCCIIEI0BATEILCKOM
LIEHTpE

8.3.24. Jluctr oOpasuos
HOIIUCEN

¢ nyHkramu 5.16.2 X
Hactosmux [IpaBun

MPOMEXKYTOYHBIE  WJIU
roJ0BbIE OTYETHl B
COOTBETCTBUHU X
¢ mynkramu 4.10 u 5.17.3
Hactoswmx [IpaBun

JIOKyMCHTAJIBHO 3aKPEIHTh
UIEHTH HUKALHIO
cyObekToB, mpomenmux X
nepes HCCIeJOBaHUEM
CKPHHHHT

MOKYMEHTaJbHO
MOATBEPAUTH, 4TO
HCCIIE0BATEND (
MEIUIIUHCKAS OpTraHu3aIus

) XpaHHUT
KOH(UICHINATbHBIN
nepedyeHb HMEH BCEX
CcyOBEKTOB, KOTOPHIM MHpHU
BKIIOUYECHHUU B
HCCIAeIOBaHUE  OBLIH X
MPUCBOCHBI
HaeHTH(DUKAIMOHHBIC

KOJBI. Yka3zaHHBIH
MepeYeHb IMO3BOJISICT
Hccaea0BaTEIio (
MEIHIIUHCKOHU
OpTaHU3ANHUN)
HICHTU(QUIIHPOBATH

moboro cyobekTa

JIOKYMEHTaJIbHO 3aKpPEIHTh
XPOHOJIOTUYECKYIO
MOCIIeTOBATEILHOCTD
BKIIFOUCHHS CyOBEKTOB IO
UACHTUDHUKAITHOHHBIM
KoJIaM

JIOKyMECHTAJILHO 3aKpEIUTh
HCIIONb30BAHUE
HACCIIELYyeMOro npenapara X
B COOTBETCTBUH C
IIPOTOKOJIOM

JIOKYMEHTaJIbHO 0()OPMHTH
o0pa3upl mommucedl u
pacmrpoBOK TOIIHCEH
BCceEX TUI,
YHOJTHOMOYEHHBIX BHOCHTH X
naHHBle H  (Mau)
ucrnpaBJeHHUS B
WHANBHUAYAITbHYIO
PETHUCTPAITOHHYIO KapTy

X
(ecmm TpeGyercst)

X
(ecmm TpeOyercst)



JOKYMCHTAJIbHO 3aKpPCIUTH

8.3.25. Yuer xpaunsuuxcss MCECTOHAXOXKACHHUC U

06pa3IoB GHOMOrnyeckux HACHTH(UKALMIO

. . X X
JKUIKOCTeH (Tkameit) (mpu XPaHAIIMXCs 00pasLoB
HaJIN4HN) (B cimy4ae HEOOXOAUMOCTH
MIPOBEACHUS MOBTOPHBIX
aHaJIM30B)

8.4. TTocie 3aBepmIeHUs MM JOCPOYHOTO IIPEKPAICHNUS HCCIEIOBAHUS

ITocne 3aBepiieHUss UKW JOCPOYHOIO MPEKPAIICHUsT UCCIICAOBAHUSA BCE JOKYMEHTHI,
nepevyuciieHHble B noapasaenax 8.2 m 8.3 Hacrosmwux lIpaBui, MOMKHBI COIEpKAThCS B
(haiisie nccieI0BaHus BMECTE C HIDKCYKa3aHHBIMU JOKYMEHTAMM:

Haxonmurcs B daiinax

HaumenoBanue Llems HCCIIeIOBATEIS (
AOKYMCEHTa MEIUIUHCKOU CIIOHCOpa
OpraHU3aIIH)
JIOKYMEHTAJIBHO
3aKpENUTh
HCIIOJIb30BaHUE
HCCIEeqyEeMOro
npenapara

B COOTBETCTBUH C
MPOTOKOJIOM.
JlokyMeHTanbHO
3aKpEnuTh
pe3ynbTaThl
8.4.1. Yuer OKOHYATEIBbHOTO
HCCIIeyeMOTO mojcueTa
npemapara B KOJMYECTBA X X
HCCIIEIOBATEIIBCKOM  HCCIENYEMOTO
LEHTpPE npemnapara,
MOJY4YEHHOTO
HCCIIEIOBATEIILCKUM
LEHTPOM, BBIJAHHOT'O
cy0beKkTaM
HCCIIe0BaHMS,
BO3BPAILICHHOTO
cy0bexTaMu
HUCCIEIOBaHUS U
BO3BPAIEHHOTO
CIIOHCOPY

JIOKYMEHTaJIbHO
3aKpenuTh (HaxT

HUUYTOXKEHUS
8.4.2. lokymeHTanus Y X
HEHCIIO0Nb30BaHHBIX
0 YHUYTOXEHUIO (ecnu yHHYTOXEH B
HCCIEeNYEMBIX X
HCCIENYEMOTO KJIIMHUYECKOM LIEHTPE
npenaparos
npemnapara )
CIIOHCOPOM WJIM B

HCCIIEIOBATEECKOM
LEHTpPE



8.4.3.
nepeyeHb
UICHTU(UKAITUOHHEI
X KOJIOB CyOBEKTOB

NUroroseiit

8.4.4. Ceptuduxar
ayaura
(pm HATTIIWH)

8.4.5.
OTYET MOHHUTOpPA O
3aBepUICHUU
UCCJEAOBaHUS B
HCCIIE/I0OBATEIbCKOM
LEHTpe

Urtorosmrii

8.4.6. lokyMeHTanus
10 PacIpeaeICHHIO
cyOBeKTOB
rpynmnam
PaCKpBITHIO KOJIOB

mo
u

8.4.7.
OTYET MCCIIEIOBATEIS
, TIpeACTaBJIsIEMbIN

3CO (HOK) (ecnnm

Tpebyercs)
YIOJTHOMOYEHHBIM
opranam  (rme
MIPUMEHHUMO)

Utorosmii

)51

cIenaTh BO3MOYKHOM
HUICHTH(PUKAIIIO
BCEX BKIIFOUEHHEIX B
HCCIIEJOBAHHE
CcyOBEKTOB B Cllydae
HEOOXOJUMOCTH HX
MOCIIeAYIOIIETo
HaOII0ICHHUS.

nmepevYcHb
UACHTU(DUKAITMOHHBI
X KOJIOB CyOBEKTOB
JTOJDKCH XPAHUTHCS C
COOJIFOIEHUEM
TpeboBaHU
KOH(HUIACHIINATEHOCT
U B TEUYEHHE
COTJIaCOBAHHOTO

Cpoka

JOKYMEHTAJIBHO
3aKpenuTh (axT
MMPOBCACHUA ayaUTa

JIOKYMCHTAJIBHO
3aKpPENUTH
OKOHYaHHE BCEX
MEPONPUATHI
HCCIIeT0OBAHHUS,
HEOOXOIUMBIX IS
3aBEPIIAIONIETO
BU3WUTA, U HaJTUYHE
KOIHUNA OCHOBHEIX
JOKYMEHTOB B
COOTBETCTBYIOIINX
daitnax

BO3Bpalaercs
CIIOHCOPY AN
JIOKYMEHTAJIBHOTO
3aKpeNnIeHUs
MMEBIIHNX
CIy4yaeB BCKpPBITHUSA
KOZIOB

MECTO

JIOKYMEHTaJIbHO
3aKpENUTh
3aBeplIeHHE
HCCIICIOBAHUS

JOKYMCHTAJIbHO
3aKpCIUTH



8.4.8. Otyer 0 PE3YJNbTATHI (ecnn mpuMeHUMO)
KJIMHUYECKOM UCCIICOBAHUSA U HX
HCCIE0BaHNT MHTEPIIPETALNIO

2. B npennoxxenun BTopoMm ab3aria neporo nyHkTa 9.4.3 npunoxkenus Ne 1 K yka3aHHBIM
[IpaBunam ciioBo "yupexaeHuil" 3aMEHNUTh CIIOBAMH "MEIUIIMHCKUX OpraHu3auin'.

3. Ilpunoxenue Ne 11 k ykazanubsim [IpaBunaM U310KUTh B CIEAYIOMIEH PeIAKIIUN:
"[IPUJIOXKEHME Ne 11
K [IpaBunam Hajexaniei
KJIMHUYECKOW MpakTuKu EBpasuiickoro
3KOHOMHNYECCKOIo COro3a

TIOPSIZTOK
OpeaACTaBICHHASA an)opMamm o 0e30macHOCTH B XO0Ie NIPOBEACHUS KIIMHUICCKUX HCCJIGI[OB&HI]I:'I

1. O6s13aHHOCTH CIIOHCOpA IO MPEACTABICHUIO HH(popMaIy
1o 6e30IacHOCTH B X0/I€ IIPOBEACHAA KIIMHIIECKOTO HCCIIE[OBAHMA

1.1. Opranu3zanusi CHCTEMbI MMCbMEHHBIX CTAHIAPTHBIX MPOLIETYP.

CnoHcop HeCeT OTBETCTBEHHOCTD 3a OPraHU3al[ii0 CUCTEMbl MUCbMEHHBIX CTAHAAPTHBIX
MIPOLIETYp B IENISIX 0OecrneueHus TpedyeMoro ypoBHs CTaHAAPTOB KaueCTBa MPHU BBHITTOJTHEHUH
GyHKUMI JOKYMEHTHpOBaHMs, cOOpa MaHHBIX, BaJIUJAllMM, OLEHKH, apXUBUPOBAHMS,
pPETIOPTUPOBAHUS W TPEJCTABJICHUS TMOCIenyomneil WHGOpMaIuu MO BBISBISIEMBIM
HEeXeJaTeIbHbIM PEaKIUsIM MPU MPOBECHUN KIMHUYECKUX UCCIICIOBAHUIA.

1.2. IlpeacraBnenne nHGOPMAIMHN O CEPHE3HBIX HEMPEABUICHHBIX HEXKEIATEIbHBIX
peakuusIX B YIIOJHOMOYEHHBIN OpraH rocyaapcrsa — wieHa EBpazuiickoro SKOHOMUYECKOIro
Cor03a (J1ajiee COOTBETCTBEHHO — rocyiapcTBa-uieHbl, Coro3).

1.2.1. CrnoHcop HOMKEH MNpPeACTaBIATh MHPOPMAIHNI0 000 BCEX CEPbE3HBIX
HETIPE/IBUJICHHBIX HEXEJIATEIbHBIX PEaKIUsAX Ha UCCIETyEeMbIHd Mpernapar, BbISBICHHBIX B
X0Jle KIMHUYECKUX UCCIETOBAHUN, 0JJOOPEHHBIX K MPOBEICHUIO B TOCyAapCTBE-4JieHe, Ha
TEPPUTOPUH KOTOPOT'O MPOBOJUTCS KIMHUYECKOE UCCIICIOBAHUE:

HEe3aMeNTMTEIHHO, HO HE MO3/Hee 7 KaJeHAAPHBIX THEH ¢ AaThl MOIyYeHUS HHHOPMAITHH
O BBISIBJICHHHM CEPhE3HOW HENMPEBUJICHHON HEXeIaTeIbHOW peakiuu, B CIydae €CIM OHa
MpUBEJIa K CMEPTHU WM MpeACTaBiIsiia yrpo3y JJis KU3HU;

He mo3aHee 15 kanmeHJapHbIX JHEH C JaThl MOJy4YeHUs MHGOpPMALUHM O BBISBICHUU
CEepbE3HON HENPEABUICHHONW HEXKEIAaTeIbHOW peakuuu JJisi OCTaJbHBIX CEPbhE3HBIX
HEMPEABUICHHBIX HEXKENATEIbHBIX PEAKIUH.

Pemenue o 11e1ecoo0pa3HOCTH CPOYHOro MHPOPMHUPOBAHUS (IKCIPECC-OTUETHOCTH) B
JIPYTUX CUTyalusix (HarmpuMmep, B CIydasiX BaXKHBIX ¢ MEIUIIMHCKOW TOYKH 3pEHUST COOBITHIA,
KOTOpbIE HE MPEJICTABISIOT COOOM HEMOCPEICTBEHHYIO YIpo3y ISl KWU3HU IallMeHTa, HE
MPUBOAAT K CMEPTH WM TOCTUTAIM3AIMN, HO TIOJBEPTAIOT MAIlMEHTa PUCKY WU TPeOyIoT



BMEIIATEIbCTBA JUIS TIPEIOTBPALIEHUS OJHOIO U3 MCXOJOB, MPUBEICHHBIX B ONPEICICHUN)
MPUHUMAETCS Ha OCHOBE MEJMIIMHCKOW M Hay4dHOU oleHku. Takue ciiydan OObIYHO TaKxXe
CJIElyET CUATATh CEPhE3HBIMU HEXKENATEIbHBIMU SIBJICHUSMH.

1.2.2. Ilpu OTCYTCTBUM MOJHON HMHpOpMAIMU HA AATy MNPEACTABICHHUS CPOYHOTO
COOOILEHUS O Clly4ae CMEPTH WIM Pa3BUTUHU KU3HEYTPOXKAIOIIETO COCTOSHUS CIIOHCOPOM
OpeANPUHUMAIOTCAS MEpbl M0 TMPEACTaBICHUI0 TNOJHOW uHbopMmanuu B Qopme
JOTOJIHUTEIIBHOTO CPOYHOI'O0 COOOIIEHUS O BBISIBJICEHHOW CEpbE3HOM HENpEIBHICHHOM
HE)KEJIaTEeJIbHOM pEeaklUUu HE I03JHee & KaJICHAApHBIX AHEH C J1aThl IPEACTaBIICHUS
MIEPBUYHOTO COOOIICHUS.

1.2.3. B cnydae momydeHusi CHOHCOPOM HOBOM 3HAUMMOW MH(POPMAIIMH TI0 BBISIBJICHHOM
CEpbE3HOM HEMPEeABUICHHON HEXeNaTebHON peakluu JaHHas uHGopMalus J0JKHA OBITh
npeJcTaBiIeHa B JOopMe MOCIEIyIOIEr0 COOOUICHHs B TeUeHUE 15 KaneHIapHbIX THEH C 1aThl
€€ MOJIyYECHHS.

1.2.4. TpeGoBanus o NpeACTABICHUIO HH(POPMALMU O CEPHE3HBIX HEMPEIBUICHHBIX
HEXKEJIATENbHBIX PEAaKUMSIX PACIPOCTPAHSAIOTCS Ha MCCIEIyeMbll Ipernapar, BKIOYas
npenapar cpaBHeHHsI. DTH TpeOOBaHUS HE PaCIPOCTPaAHAIOTCS Ha IU1ane0o, 32 UCKIIIOUEHUEM
CIIy4aceB BBISBICHUS CEPbE3HON HENPEIBHUICHHON HEXEJIATEIbHON pPEaKIUH, JUIsl KOTOPBIX
YCTaHOBJIEHA IPUYMHHO-CJIEACTBEHHAS CBA3b C MPUMEHEHHEM I11ane0o.

1.2.5. Tlepuon mpencrtaBineHnus nHGoOpManuu, ykazaHHod B myHkrtax 1.2.1 — 1.2.3
Hacrosimiero Ilopsiaka, mcumcnsiercs ¢ JaThl NMOJYYEHUs pa3pelieHHs Ha NPOBEICHUE
KJIMHUYECKOTO HCCIEAOBAaHUS B TOCYJAapCTBE-WICHE W 3aKaHYMBAETCA IOCJE JaThl
MOCJIEAHET0 BHU3UTA IMOCIETHEr0 CyObeKTa HCCIEJOBaHMUS B TrOCyAapcTBe-ujieHe, Ha
TEPPUTOPUHU KOTOPOTO MPOBOAUTCS HUCCIIETOBAHUE UCCIIETyEMOT0 IIpenapara.

1.3. TpeboBaHus K MpenOCTAaBICHUIO UHPOPMAIIUU O CEPbE3HON HEMPEeBUACHHOMN
HEKEJIATEIIbHON PEeaKLIH.

1.3.1. Tpebyemass muHumanbHas uHGOPMALHS O CEPHE3HON HEMPEABUICHHOMN
HEKEJIATEIbHON PEeaKLIH.

MunumanbHas HHQOpMAIUS MPHU IPEICTaBICHUH B YCTAHOBICHHBIE CPOKH MEPBUYHOTO
CPOYHOT0 COOOIIEHUS O BBISIBICHHON CEphe3HON HENpEeABUICHHON HEeXKelaTeIbHON peakiuu
BKJIFOYAET:

yKa3aHHe MOJ03PEBAEMOT0 MCCIEAYEeMOro Ipenapara, UASHTUPUKAITMOHHBIN KO
cyOBeKTa ucciae0BaHms, y KOTOPOTrO pa3BUIIACh HEXeENaTelbHas peakiiys;

OINMCAHKE HEKETATEIBHON PEAKLIUH UM €€ UCXO0Ja, KOTOPBIE ONPEIEIEHBI KaK CEPhE3HbIE
U HENpEeJIBUACHHBIE M JIsI KOTOPBIX MPEANOoJIaraeTcs Haludue NPUYMHHO-CIIECTBEHHOM
CBSI3M C IPUEMOM HCCIIENYEMOTO IIpenapara;

pe3yJIbTaT OLEHKU TPUYNHHO-CIIEICTBEHHOMN CBSI3H;

MCTOYHUK TOJyUeHUsI HHPOPMAIIUU O HEXKENATeIbHOU PEeaKIy, UACHTU(PUKAITMOHHBIN

HOMEp COOOIIEHUS O HEeXKEIaTeIbHON Peakuy, TIPUCBOCHHBINA CIIOHCOPOM;
HOMED MPOTOKOJIA KIMHUYECKOTO UCCIIEIOBAHNU.



1.3.2. [lonnast uupopManus 0 CEpbe3HON HEMPEIBUICHHON HEXENATEeIbHON PEeaKIIIH.

Cnenyer o0ecnieunth moclienyromue cOop U npeacTaBieHue MoaHON uHpopManuu o
cllyda€ CEpbE€3HOW HENPEABUICHHON HEXKENIATEIbHON peaklIuu, KOTopas JOJKHA
COOTBETCTBOBATh TPEOOBaHUSAM PYyKOBOJICTBA MexayHapoaHoro CoBeTa Mo rapMoHHU3aIuu
E2B "VmnpaBinenue IaHHBIMH 1O O€30MACHOCTH: 3JEMEHTHI JaHHBIX IS Tepeaadyu
COOOIICHHI 00 MHAMBUAYATBHBIX CIy4Yasx HEKeJaTeIbHbIX PeaKiui'.

1.4. CopaBounas undopmaius no 0€30MacHOCTH.

1.4.1. CopaBounass uHpopManusi MO OE30MaACHOCTH HE3aPETUCTPUPOBAHHOTO
HCCIIEyEMOTO Tpernapara.

B nensax onpenenenus npeaBUICHHOCTH BBISIBIICHHOM B XOJI€ MPOBEACHUS KIMHUYECKOTO
WCCIICIOBAHUSI CEPHhE3HON HEXKENAaTeNIbHON peakluyd Ha UCCICAYEMbI Mpenapar
WCTIOJIB3YETCS JEUCTBYIOWIAS HAa JATy BBISBICHUS CEPHE3HOW HEXKENATEIbHOW peakluu
BepCHs OPOIIIOPHI UCCIIETI0BATETIS.

1.4.2. CnpaBouHast uH(popMaius o 6€30MaCHOCTH 3aPETUCTPUPOBAHHOTO UCCIETyEMOTO
JIEKapCTBEHHOTO Ipernapara.

B nensax onpenenenus npeaBUICHHOCTH BBISIBICHHOM B XO/I€ MPOBEACHUS KIIMHUYECKOTO
HCCIIEOBAHUSI CEPbE3HOM HEXKEIATEIbHOM PEAKUMHU HA HUCCIEAYEMBIN Ipenapar, KOTOPbIU
3apErucTpUPOBaH HA TEPPUTOPUM CTPAHBI BBISIBICHUS CEPHE3HOM HEKENATEIbHOU PEAKIINH,
HCTIOJIB3YETCSl JCUCTBYIOIIAS HAa JATy BBISBICHUS CEPHE3HOM HEXKENATEIbHOW pEeakiuu
Bepcusl o0IIel XapakTepUCTUKU JIEKAPCTBEHHOIO Mpernapara Wid €€ aHalor B JIPYTrux
rocyaapcTBax Jubo0 ASHCTBYIOIIAs Ha YKa3aHHYIO JaTy BepCHUs OPOITIOPHI UCCIEA0BATEIIS.

1.5. TlpencraBneHue CHOHCOPOM MHOM WHGOPMAITUH 0 O€30IaCHOCTH.

CnoHcop B TeueHHe 15 KaJlleHIapHBIX JHEW C aThl MOJYy4YeHUS] HTHOM MHQOpPMALIMH 10
0€30MMacHOCTH JOJDKEH MPEACTABUTh B YIOJHOMOYEHHBIM OpraH TOCyJapCcTBa-ujieHa,
HcclieoBaTeNsIM U B AKCIepTHhIM coBeT opranuzanuu ICO (HOK) cooTBeTCTBYRONIUX
MCCIIEIOBATENIbCKUX IIEHTPOB HHYI0 HHGOpPMAIUIO MO OE30MaCHOCTH, KOTOpas MOXKET
M3MEHUTH OIIEHKY COOTHOIIEHHUS "T0JIb3a — PUCK" HCCIIeyeMOoro Impernapara Ju0o CIyXUTh
OCHOBAHHUEM [UISI U3MEHEHHUM B PEKOMEHIAIMIX II0 €ro HAa3HAYEHUIO, a TAKXKE A
nepecMoTpa BO3MOKHOCTH JAJIbHEUILIETO IPOBEACHUS NCCIECIOBAHMUS:

a) O KJIMHUYECKU 3HAUMMOM TPEBBIIIEHUN 0XKUJIAEMON YaCTOThI U U3MEHEHHUH XapaKTepa
0’KHJIAEMBIX CEPbE3HBIX HEKENATEIbHBIX PEAKIIN;

0) O CepbE3HBIX HEMPEBUACHHBIX HEXKEIATEIbHBIX PEAKIUAX, PA3BUBIINXCS Y MAllUEHTA
IIOCJIE 3aBEPIICHUS €r0 y4acThs B KIMHUYECKOM HCCIIEIOBAHUH;

B) O HOBBIX JaHHBIX, CBSI3aHHBIX C MMPOBEJACHUEM KJIMHUYECKOT'O MCCIEIOBAHUS WU C
pa3paboTKON HCCIeAyeMOro mpemnapara, KOTOpble MOTYT MOBIUSTh Ha OE€30MacHOCTh
NAlUEHTOB, BKIIIOYAS:

CEPbE3HBIE HEXKEJATEIbHBIC SABIICHUS, CBA3aHHBIE C NPOLEAYPOW MPOBEACHUSA
UCCJIEJIOBAHUs, HA OCHOBAHUHU KOTOPBIX TpeOyeTcsi BHECEHHWE HM3MEHEHUW B MPOTOKOJI
MPOBEICHUA UCCIENOBAHUS;



otrcyTcTBHE 2P(HEKTUBHOCTH UCCIIEAYEMOTO MpernapaTa, IPUMEHIEMOTO MPH MMaTOJIOTHH,
MPEICTABIIAIONICH YyIpo3y AJI KU3HH;

HOBBIC BaXKHBIC JJAHHBIC TI0 0€30TMIACHOCTH, TIOJTYUYCHHBIE B X0J1¢ HEJJABHO 3aBEPIITUBIINXCS
UCCIICJIOBAaHUN Ha KUBOTHBIX (BBISBICHHBIA KaHIEPOTeHHBIA d(PPEKT U aHAJTOTHUYHBIC IO
TSKECTH U BaXXHOCTHU 3PPEKTHI);

NpEeXKIECBPEMEHHOE MPEKpalIeHUe WIM MPUOCTAHOBKA HMCCIEIOBAHUS B JPYroM
rocyaapctse (rocygapcrBax), OOyCIOBJICHHbIE H3MEHEHHUEM B OIEHKE O€30MacHOCTHU
aHAJIOTUYHOTO UCCIIEAYEMOTO Mpernapara;

WHbIE JaHHBIE IO O€30MaCHOCTH, KOTOPbIE U3MEHAIOT COOTHOLIEHUE "MONb3a-pUCK" IS
CyOBEKTOB HCCIICIOBAHHS;

I') 0 peKOMEH/IalMAX HE3aBUCUMOI0 KOMUTETA 10 MOHUTOPUHTY JaHHBIX B OTHOIICHUU
OLICHKM 0€30MacHOCTH UCCIEAYEMOro ITpenapara.

[Ipencrasnenue nuoi uadpopmaimu no 6e3onacHoctd B 9CO (HOK) cooTBeTcTBYOMIMX
UCCIEN0BAaTENbCKUX LEHTPOB B CPOK, YKa3aHHBIA B a03alle MEpPBOM HACTOSILErO IYHKTA,
MOET OCYHIECTBIISITECS CIIOHCOPOM IOCPEJICTBOM OOECIEeUeHUsl Mepeaadyd JaHHOU
undopmanuu ucciegonrareiem B ICO (HOK) coorBeTcTBYyIOIIEro MCCIEI0BATENHCKOTO
LIEHTpA.

1.6. ®opma npencTaBiaeHUs: CIIOHCOPOM HHGOPMAIIUU 110 OE30MaCHOCTH.

1.6.1. ®opma mpecTaBieHUs CIOHCOPOM HH(OPMAIIUK O CEPHE3HBIX HEMPEABUICHHBIX
HE)KeJIaTeJIbHBIX PEaKUAX B yIOJTHOMOUYEHHBIE OPTaHbl TOCY1apCTB-YJICHOB.

Nudopmanus o cepbe3HbIX HENPEIBUICHHBIX HEKENATEIbHBIX PEAKIUSIX B COOTBETCTBUU
C MyHKTOM 1.2 HacTOAIIEro MOpsiiKa MPEACTABIAECTCS CIIOHCOPOM B (popMe COOOIIeHUS O
HexenaTenbHol peakuuu. PopmaT COOOHIEHUN JOJKEH COOTBETCTBOBATh PYKOBOJCTBY
Mexnynaponnoro Coerta o rapmonusanuu E2B "Ynpasnenue gaHHpIMU 110 6€30MIaCHOCTH:
AJIEMEHTHI JaHHBIX JJIs Mepe/ladyn COOOIEeHUN 00 MHANBUIYATbHBIX CIIydasx HexXeIaTeIbHbIX
peakumit”". Ilpu dopMHpOBaHMHM COJCpPKAHUS HHIWBUIYATbHOTO COOOIICHHUS JOJDKHA
HCIIOJIB30BaThCA TEPMHUHOJIOTHSI MEIUIIMHCKOTO CII0Bapsi TEPMHUHOB HOPMATUBHOM MPABOBOM
nesteabHocTd (MedDRA). IIpu 3ToM B COOOIIEHUM TOMAKHBI MCIIOJIb30BATHCS TEPMUHBI
HukHero ypoBHs (LLT).

1.6.2. ®opMma npeacTaBieHrs CHIOHCOPOM HH(POPMALIUU O CEPbE3HBIX HEMPEABUIACHHBIX
HEeXKeJlaTeIbHBIX peakuusax uccienosarensMm u B 9CO (HOK).

1.6.2.1. Undopmanusi 0 cepbe3HON HENMPEABUICHHONW HEXKENATCIbHOU peaKIuu
MIPEICTABIISIETCS IPEATIOUTUTENHHO B 0000IIIEHHOM BHJI€ B (JopMe MepeyHs HeXKelaTeIbHbIX
peakiui 3a Mepuoji, MPOJOLKUTENBHOCTh KOTOPOrO JOJKHA OMNpPENensaThecss mpoduiemMm
0€30MacHOCTH MCCIEIyeMOro TMpemapaTa M KOJHMYECTBOM BBISIBISIEMBIX CEPbE3HBIX
HENpeABUACHHBIX HEXKeNaTeIbHbIX peakiui. /JJaHHbIN nepeyeHb TOJKEH COMPOBOXKAATHCS
KpPaTKUM 3aKIIOYEHUEM IO TEKyIIeH oneHke mpoduis 0e30macHOCTH 3a JaHHBIN nepuoi. B



ClIy4astX HEBO3MOKHOCTH Ipe/iCTaBICHUs UHpOopMaIi B 0000IIEHHOM BUJIE WM B CIIy4yae
HE0OXOAMMOCTH JOIyCKaeTcs mpecTaBieHue nHdpopmai B GopMe CpOUHOro COOOLIEHUS O
CEpPbE3HON HENMPEABUICHHON HEXKEIATEIbHON PEAKIINH.

1.6.2.2. TlpeacraBnenune nHGOPMAIIMU O CEPHE3HOM HEMPEABUICHHON HEXenaTeIbHON
peakuuu B OCO (HOK) coOTBETCTBYIOMIUX UCCIEAOBATEIBCKUX I[EHTPOB MOXKET
OCYIIECTBISATHCS CIIOHCOPOM IMOCPEICTBOM oOecleueHus nepeayu JaHHOW HHPOpMaLUU
HcCle0BaTeIeM COOTBETCTBYIONIEro wuccieaoBarenbckoro uentpa B OCO (HDK)
COOTBETCTBYIOIIETO UCCIIEIOBATENIHCKOIO LIEHTPA, B COOTBETCTBUU ¢ myHKTaMu 3.3.8 u 4.10.2
IIpaBui Hammexamen KIMHUYECKOM IPAKTUKU EBpasuiicKoro 3KOHOMHUYECKOTO COX03a,
yTBepxkaeHHBIX Pemennem CoBeta EBpa3uiickoii 95KOHOMHYECKON KOMHCCHH OT 3 HOSIOps
2016 r. Ne 79.

1.6.2.3. Ilepuon npexacraBinenus nHGoOpMalny, ykazaHHOW B myHkTax 1.6.2.1 — 1.6.2.2
HACTOSIIIETO MOPSAKA, HAYMHACTCS HE MO3JHEE MOMEHTa OTKPBITHS HCCIEAOBATEIHCKOIO
LEHTpa U 3aKaHYMBAETCA MOCIJIE MOCIEIHEr0 BU3UTA MOCIEIHEr0 CyObeKTa UCCIeOBaHuUs B
UCCJIEIOBATEIBCKOM IIEHTPE, B KOTOPOM MPOBOJIUTCS UCCIIEAOBAHHE.

1.6.3. ®opma npecTaBieHUs] CIIOHCOPOM MHOM MHGOPMAIUU 110 OE30MaCHOCTH.

WNnas unpopmaius no 6€300aCHOCTH B COOTBETCTBUU C MYHKTOM 1.5 Hacrosiero
MOpsIAKA MPEJICTABISIETCS CIIOHCOPOM B NMHCBMEHHOM BHUJE C YKa3aHMEM HaWMEHOBaHUS
KJIMHUYECKOTO MCCIIEIOBAHMS, HOMEpa MPOTOKOJIA MCCIEAOBAHUS M KPaTKOro ONMMCAaHUs
HOBOM MH(OpMaIUU 10 0€30M1aCHOCTH.

1.7. O6macTs pacmpocTpaHeHus TpeOOBaHUS MO TMPEICTABICHUIO CEPhE3HBIX
HENPEIBUICHHBIX HEXKENATEIbHBIX PEAKIUH.

TpeboBanust myHKToB 1.2 — 1.4 u 1.6 HacTosIEro MOpsJiKa pacCIpOCTPAHSIIOTCS HA BCE
CEPbE3HBIE HENIPEBUICHHBIE HEXKEIATEIIbHbIE PEAKI[UH, BBISIBIICHHBIE B HCCIIEJOBATEIbCKUX
LEHTpaX, PacnoyioKeHHbIX Ha TeppuTopun Coro3a M IPYrux rocyapcTs, Ill€ CIOHCOPOM
aub0 ero mMapTHEpPOM NPOBOAUTCA UCCIEJOBaHHE, OJOOpPEHHOE Ha TEPPUTOPUU
rocyJapcTBa-4JieHa, a TaK’Ke€ HAa PEaKIUHU, BBISBICHHBIC B KIMHUYECKUX HCCIEIOBAHUSAX C
MPUMEHEHUEM JTaHHOTO JICHCTBYIOIIETO BEIIECTBA, HE 3aBUCUMO OT JIEKAPCTBEHHOM (HOPMBI,
JO3UPOBKHU, PEXUMa JO3UPOBAHUS U MOKa3aHUN K MPUMEHEHHIO, TPOBOJUMBIX CIIOHCOPOM
MO0 €ro MapTHEPOM.

1.8. Cepbe3Hble HexXeNaTeIbHbIE PEAKIINU, HE CBSI3aHHBIE C UCCIIEAYEMbIM IIPenapaToM.

Nudopmanuio o cepbe3HbIX HEXKENATEIbHBIX PEAKIUAX, BbISBICHHBIX MPU IPOBEICHUH
KJIMHUYECKOTO MCCIIEIOBaHUSA, JUISI KOTOPBIX ONpPENENsieTCs B3aUMOCBS3b C
3apEeruCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU TpenapaTamMu, He SBJISIOMUMHUCS HCCIEyEMbIMU
npernaparaMd ¥ Ha3HAYa€MbIMU B KaueCTBE COMYTCTBYIOIIEH Tepamuu, IPU OTCYTCTBUU
peakuuu B3aUMOJIEUCTBHUS C HCCIEAYEMBbIM IMpenapaToM HCCIENI0BATEN0 CIEeAYyeT
NPEICTABIATh B YIOJHOMOYEHHBIE OpraHbl TOCYJApCTB-YJIECHOB MM JEpiKATEIIO
PETHCTPAaMOHHOTO YAOCTOBEPEHHS 3aperHCTPHPOBAHHOIO JIEKAPCTBEHHOr'O IIpemapara B
COOTBETCTBHHM C akTamu opraHoB Coro3a 1o ¢papmMakoHaa30py.



1.9. PackpbiTHE paHIOMU3AIIMOHHOTO KOJA.
1.9.1. TpeboBaHus MO PACKPHITUIO PAHJOMU3AIMOHHOTO KOJa B CJIydyae CEpbhe3HOM
HENPEBUICHHON HEXKEIATEIbHON PEAKIINY.

PackpeiTe paHAOMU3AIMOHHOTO KOJa B Cliydyae IOJYy4YE€HHUsS COOOIIEHUS O
HEXKEJIATEIIbHOM SIBJICHUH, KOTOPOE OLIEHUBAETCS KakKk CEpPbEe3Has HENpeABUICHHAA
HEeXeJlaTeJIbHasl PeakKIlus, BBIMOJHICTCS TOJBKO MO CYOBEKTY HCCIEJAOBAHUS, Y KOTOPOTO
pa3BWIACH JAHHAS HEXKEJaTeNbHas peakiusa. B cooTBeTcTBUM ¢ MOANMYHKTOM 1.2 HacTOsIIEro
MOPS/IKA CIIOHCOPY HEOOXOIWMO He3aMeJIUTEIbHO MPEACTaBUTh HHOOpPMAIHIO O
BBISIBJICHHON CEPbE3HOW HENPEABUACHHOW HEXKENaTEIbHON pEeakUUU B YIIOJHOMOYECHHBIN
OpraH rocy/1apcTBa-4jieHa C YY€TOM PEe3yJbTaTOB PACKPBITHS KoJa panaomusanuu. [Ipu stom
CIIOHCOPOM JIOJKHO COXPAHSITHCS OCJICTUICHUE B TAKUX CIy4dasx JJisl JIMI, OTBETCTBEHHBIX 3a
JanbHEHIlee MPOBEICHUE KIWMHUYECKOTO HCCIeNoBaHUs (TakKUX Kak pPYyKOBOJUTEIH,
MOHHUTOPBI, HCCIIEAOBAaTEIN), a TakKXXe JHIl, OTBETCTBEHHBIX 3a aHalIW3 JaHHBIX H
MHTEPIPETALUIO PE3YyJIbTATOB MOCJE 3aBEPUICHUS] HCCIENOBaHUS (TaKMX KaK IMEepCOHA
oTaena OuoMeTpuu). HMHDOpManus Mo HEXeJIaTeJIbHBIM PEAKIHUsIM C PaCKpPhITHEM
PaHIOMU3AIMOHHBIX KOJOB CyObEKTOB UCCIIEIOBAHUS MOXKET OBITh TOCTYITHA TOJBKO JIUIIAM,
OTBETCTBEHHBIM 3a BBINOJHEHUE TPEOOBAHUN MO TPEJCTABICHUIO HHPOPMAIMU O
HEeXeJaTeIbHbBIX PEaKIUsIX B YIOJHOMOYEHHbBIE OpraHbl rocyaapct-uieHoB, B 9CO (HOK) u
HE3aBHCUMBbIC KOMHUTETHI 10 MOHUTOPUHTY AAHHBIX WM MHBIM JIMIIAM, OTBETCTBEHHBIM 3a
BBITIOJIHEHUE TMOCTOSTHHOM OIIEHKHM O€30MacHOCTH B XOJi€ IPOBEACHUS KIUHUYECKOTO
uccienoBanusa. [ wccienoBaTenel pacKpbhITUE PAHAOMHU3ALMOHHOTO KOJAa B XOJ€
BBIMOJTHEHUSI KJIMHUYECKOTO MCCIECIOBAHUA BBIMOJHSIETCS TOJBKO B ClIydae, €CIU H3TO
MpEACTaBIAECTCS HEOOXOAUMBIM JJisl o0ecreueHus 0€30MaCHOCTU CYObhEKTa UCCIICIOBAHMUS.

1.9.2. Pe3ynbpTaThl pacKpbITHS PaHIOMHU3AIMOHHOTO KOJIa OTpakaroTcs B 0a3axX JaHHBIX
CIIOHCOPA M YIIOJITHOMOYEHHBIX OPTraHOB rOCyAapCTB-WICHOB. AKTyanu3aius nHGopMaIuu 1mno
0e30macHOCTH B OpOIIIOpE MCCIIeIOBATENs BHITIOJIHICTCS HA OCHOBAHHMH aHANIW3a JTaHHBIX C
PACKPBITHIM KOJIOM JICUCHUS.

1.9.3. Ocob6ble momyIsIHH.

IIpu npoBeeHNN KIMHUYECKUX HUCCIIEAOBAHUN C YUYacCTHEM MOMYJISIUU, 11 KOTOPOU
XapaKTEPEH BBICOKHI YPOBEHb OCJIOKHEHUN U CMEPTHOCTH, B CIIy4ae, €CJIM KOHEUHBIE TOUKH
10 o1eHKe d(PPEKTUBHOCTU MOTYT SBJISATHCS OJTHOBPEMEHHO CEPhE3HBIMH HEIPEABUICHHBIMU
HEeXeNlaTeIbHBIMU PEaKIUsIMM MO0 KOT/1a CMEPTh WM MHOM Cephe3HbI HEOJaronpusiTHhIN
HCXOJ MOXKET SIBIATHCS KOHEYHOM TOUKOM 1O oreHKe 3(h(HEKTUBHOCTH HCCIETyEMOTO
npemnapara, JOCTOBEPHOCTb pPe3yJbTaTOB KIMHUYECKOTO MCCJIEIOBAHUS MOXET OBITh
HapyllIeHa MPU CUCTEMATUUYECKOM PACKPBITHU PaHAOMHU3AIIMOHHBIX KOJIOB. B Takux ciyuasx
CIIOHCOPY MPH MOTYUYCHUH 0A00pEHUsI MTPOTOKOJIA KIMHUYECKOT'O UCCIEOBAHUS CIAEIYET 10
COIJIaCOBAaHUIO C YIIOJJHOMOYEHHBIM OpPraHOM TOCYAAapCTBa-djieHa OIPEACINTh, KaKue
Cepbe3HbIC HEXKENIaTeNIbHBIC SIBJICHUS, 00YCIIOBIICHHBIC TEUCHHEM OCHOBHOTO 3a00JIeBaHus, HE
OylyT MOJIEKATh CUCTEMATUUECKOMY PACKPBITHIO PAHIOMHU3AIMOHHBIX KOJOB U CPOYHOMY



MpeACTaBICHUI0 MH(OpMAIMK B YIIOJTHOMOUYEHHBIH OpraH TocyJapcTBa-ujieHa. B aTux
ciaydasix o00si3aTeNbHBIM SIBJISIIOTCA Ha3HadeHHe W olecreueHue (HYHKIIMOHUPOBAHUS

HE3aBUCUMOT0 KOMUTETA IO MOHUTOPUHTY JAHHBIX [JI BHIIOJIHEHUSI IOCTOSHHOW OIIEHKH U
aHajgu3a JaHHBIX O OE30MacHOCTHU BBHIMOJIHAEMOrO KIMHUYECKOTO HCCIENIOBaHUS U

ONpeeJICHUsT PEKOMEHJAIMN ISl CIHOHCOpAa B 4YacTH BO3MOXHOCTH JalbHEHIIEro

IPOBEAECHUS KIMHUYECKOTO UCCIEN0BAHNS, BHECEHHS] U3MEHEHUI B MTPOTOKOJI UCCIIEI0BAHUS
WJIM OCTAHOBKH KJIMHUYECKOTO UCCIEOBAHUS.

1.9.4. ExxeroaHoe mpejcTaBieHne nHGpopMaiuu mo 0e30MmacHOCTH.

CrnoHcop B TE€UEHHE BCETrO CpOKa MPOBEICHUS HMCCIEAOBAHUS IOJDKEH €XKEroJHO
MPEJCTABIATh B YIOJTHOMOYEHHBI OpraH rocyaapcTBa-4i€Ha, Ha TEPPUTOPUH KOTOPOTO
MPOBOJUTCS HCCIEJOBAHUE JIEKAPCTBEHHOTO IIpenapara, NEPUOAUYECKUNA OT4eT (
MEPUOAUYECKHE OTUYETHI) MO 0€30MaCHOCTH pa3padaThIBAEMOTO JIEKAPCTBEHHOTO Mpenapara,
COJIep’)KaHue KOTOPOTOo (KOTOPBIX) MOMKHO OTBEYaTh TPEOOBAaHMSAM, MPUBEIACHHBIM B
npunoxkennu Ne 12 k IIpaBunam Hauexamen KIMHUYECKOM NpPakTUKU EBpasmiickoro
PKOHOMHUYECKOTO coro3a. He TpeOyercs B 00s3aTelbHOM TOPSAIKE MPEICTABIATDH
MEPUOJINYECKHE OTUETHI IO OE30MaCHOCTH pa3padaThIBa€MOro JIEKApCTBEHHOrO Mpenapara B
KIIMHUYECKUX UCCIENOBAHUSX, TPOJAOIKUTEILHOCTh KOTOPBIX COCTaBIIAeT MeHee | roza.

B 5CO (HOK) cnoncopoMm mpenacTtaBiseTcss Ju00 MEPUOAUYECKUN OTYET MO
0e30macHOCTH pa3pabaThiBa€MOro IMpermapara, Ju00 KpaTKOe H3JI0KEHHE OCHOBHOTO
colepkaHus oT4yeTa. B mocimenHem ciydae CTPYKTypPUPOBAaHHBIM IEPEUEHb CEPbE3HBIX
HEXEJNATeNbHbIX peakuuii corjacHo npuioxkeHuto Ne 12 k [IpaBunam Hagnexameu
KJIIMHUYECKOMN MPaKTUKUA EBpa3niickoro 3KOHOMUYECKOTO COK03a MPEACTABISAETCS CIOHCOPOM
Ha ocHoBaHuu 3arpoca ICO (HOK).

2. O0s3aHHOCTH HCCIEe0BATENA IO MPEACTaBICHII0 HHGOPMAIAH O BEIABICHHBIX B X0
HCCJIEIOBaHHUA HE)KEJIATSIBHBIX SBJICHUAX CIIOHCOPY

2.1. UccnenoBatens AOJDKEH HE3aMeNIUTEIIBHO, B TeUCHUE 24 YacOB C JaThl BBISIBICHUS (
100 monydeHuss WHGOpPMAIMU O BBISBICHUHU) MPEICTaBUTH CIOHCOPY HHMOpMAIUMIO B
OTHOIIICHUH CEPhE3HBIX HEXKEIATEIbHBIX SBJICHUN, KPOME TEX, KOTOPHIE OIMpECICHHI B
IPOTOKOJIE WM B JIPYroM JOKyMEHTe (HampuMep, B OpoImope HccieaoBarels), Kak He
TpeOyIomue HEMETICHHOTO YBEIOMIICHHSI.

2.2. Ilocne npeacTaBiIeHUs] CPOYHOT'O COOOIICHUS O CEPhE3HOM HEXeIaTeIbHOM SBJICHUU
HCCJIeI0BATelb JOJDKEH MPEACTaBUTh CIIOHCOPY COOOIIEHHE ¢ MOAPOOHONW MH(pOopManuen o
CEepbE3HOM HEXKEJaTCIbHOM SBJICHHH, II03BOJISAIONICH CIIOHCOPY CJellaTh OILEHKY
HEO0OXOIMMOCTH MEPECMOTPa COOTHOIICHHS "MOJIb3a — PUCK" KIMHUYECKOTO UCCIIeI0BaHUS.

UccnenoBaTtens nmpeacTaBiseT CIOHCOPY WH(POPMAIIMIO O HEXEIATSIbHBIX SIBJICHUSAX H
OTKJIOHEHMSIX JIabOpaTOPHBIX TMoOKa3zaTeliel, KOTOpbhle OmpejesieHbl B MPOTOKOJE
WCCIICIOBAHMUS KAaK KPUTHYECKHE, I OLECHKHA Oe30TMacHOCTH B CPOKH, OMpEAEIIsIeMbIC
IIPOTOKOJIOM KIIMHUYECKOT'O UCCIICIOBaHMS.".



4. B npunoxxenuu Ne 12 k ykazanusim [IpaBunam:
a) B a03ale oAMHHAAIATOM paznena | cioBa "MHCTPYKUMEH MO MEAUIUHCKOMY
MPUMEHEHUIO" 3aMEHUTH CIIOBAaMU "00IIIeH XapaKTepUCTUKOM JIEKapCTBEHHOTO mpemnapara’;
0) B ab3arie nepBoM mojpazjeina 3.5 cjioBa "MHCTPYKIIHUS 1O METUIIUHCKOMY TPUMEHESHUIO
" 3aMEHHTH clIOBaMU "0011as XapaKTepUCTUKA JIEKAPCTBEHHOI' O ITpenapara';
B) B pazjeie 4:
B HAUMEHOBAHUH Pa3/ielia CJI0BA "U COACPHKAHUIO" 3aMEHUTH CIIOBAMU ", COICPKAHUIO U
dbopme nmogaun";
B HAUMEHOBAHMU TToapasaeina 4.2 ¢ioBo "OCHOBHOTO'" UCKIIIOUYNTH;
B a03alle mecTHaAIaToOM Tojpasznaena 4.6 cioBa "MHCTPYKUMHU MO MEAUIIMHCKOMY
MIPUMEHEHUIO" 3aMEHUTD CIIOBaMH "00IIeH XapaKTEpUCTUKE JICKAPCTBEHHOTO Ipenaparta’;
nocjeaHee npeasioxkeHue noapasnaena 4.14 u3noxute B cienyrouieit penakuuu: "Jlanubie
no 0e30MacHOCTH B HACTOSIIEM IMOJpas3ieie MOTYyT BKIIOYaTh B ceOs pe3ysibTaThl
MPUMEHEHHUS KaK B COOTBETCTBHUM C OOIIEH XapaKTEPUCTUKON JIEKAPCTBEHHOI'O Ipernapara
WIM MHCTPYKIUEH MO MEIUIIMHCKOMY MPUMEHEHHUIO TaK U HE B COOTBETCTBUHU C OOIIeiH
XapaKTEPUCTUKOM JIEKapCTBEHHOr0 IMpemnapara WM HHCTPYKIHMEH MO MEIUIIMHCKOMY
MPUMEHEHUIO (pe3yJbTaThl OIIMOOK HA3HAYEHHUs, CIydaW TIEePeIO3UPOBKH, Pa3BUTHS
3aBUCUMOCTH, TIPUMEHEHHS Y OCOOBIX TPYIII MAIIUEHTOB (Hapumep, y OepeMEeHHBIX JKESHIIUH
N
B MPEAJIOKEHUU BTOPOM mojapaszaena 4.22 cioBa "MHCTPYKUMIO MO MEIUIIMHCKOMY
MPUMEHEHUIO" 3aMEHHUTH CITIOBAaMU "0OIIYI0 XapaKTePUCTUKY JICKaPCTBEHHOTO Mpernapara';
T') JOTOJHUTH ToJIpa3ienoM 4.25 cieyomero coaepKaHus:
"4.25. ®opma nmogayu MEPUOJUYECKOr0 OTYETa MO OE30MAaCHOCTH HCCIEyEeMOro
npemnapara
[Tepuoauyeckuii OTYET MO OE30MACHOCTH UCCIETYEMOTO Mpenapara MoAJICKUT Togaue B
AJEKTPOHHOM BHJIE C BO3MOXHOCTHIO TEKCTOBOTO MOKMCKA HA PYCCKOM WJIM aHTIUMCKOM
S3bIKE C 00S3aTEeIbHBIM TEPEBOJOM Ha PYCCKUHU S3BIK CIEIYIONIUX Pa3esioB: KpaTKoe
U3JI0KE€HUE U 3akiouyeHue (BbIBOAbI). [lo 3ampocy yHNoOJIHOMOYEHHOrO OpraHa
rocyzapcTBa-ujeHa 3asBHUTeNb 00s3aH B TeueHue 30 KaleHAapHbIX AHEH CO THSA MOJIyYeHUS
TaKOTO 3arpoca NpeICTaBUTh NMEPEBOJ] HA PYCCKUM A3BIK APYTUX pa3/iesIOB NEPUOAUYECKOTO
oTyeTa 1o 0e30MacCHOCTH MCCIIeyeMOoro npemnapara.”.
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