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BBeneHune

Hapgnexawass knuHudeckass npaktuka (Good Clinical Practice; GCP) npeacraBnsieTr cobon
MEXOYHaAPOAHbIA 3TUYECKUA M HayYHbIW CTaH4apT NNaHMPOBaHUSA U NPOBEAEHUS UCCNefoBaHui C ydacTuem
YyenoBeKa B KayecTBe CyOBbEKTa, a Takke AOKYMEHTanbHOro opopMneHnst n npeactaBneHnsa pesynbTaToB Takux
nccnegoBaHum.

CobntofgeHne ykasaHHOro cTaHgapTa CryXuT ans obecTBa rapaHTUen Toro, YTo npaea, 6e3onacHocTb
n ©Onarononyyne cyObLEKTOB WCCreaoBaHUs 3allMLLEHbl, COMMacytTcss C NpUHUMNaMW, 3anoXeHHbIMU
XenbCUHKCKOW Aeknapaunen BcemupHon megmumHckon accoumaummn (BMA), m 4TO [aHHbIE KINMHUYECKOTO
nccrnefoBaHus 4OCTOBEPHBI.

Llenblo HacTosiLero HauMoHanbHOro CTaHgapTa (Janee - HacTosWMW  CTaHgapT) sBNAeTcs
YCTaHOBIEHME efuHbIX co cTpaHamu EBponenckoro Coto3a, CoegmHeHHbIMK LUTaTamu Amepukn n AnoHnen
npaBun, 4TO [JOMKHO CnocobCcTBOBaTb B3aMMHOMY MPWU3HAHWIO AaHHbIX KIWMHWYECKMX UCCedoBaHun
YNOMHOMOYEHHBIMN OpraHamMm Ha3BaHHbIX CTPaH.

Hactoswun crangapt nageHtmyeH ICH GCP - PykoBoacTtBy Mo Hagnexallen KINMHUYECKON MpakTuke
(Guideline for Good Clinical Practice) MexayHapogHon KOH(bepeHUMM no rapMOHM3aUUn TEeXHUYECKUX
TpeboBaHuin K pernctpauumn dapmaleBTUYEeCKUX NPOAYKTOB, NpeaHa3Ha4YeHHbIX ANsi TPUMEHEHMST YENOBEKOM
(International Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for
Human Use; ICH), koTopoe, B cBOl o4epeab, pa3paboTaHo ¢ y4eToM AeNCTBYOWUX TpeboBaHWIA Hagnexailen
KnMHnyeckon npaktukn EBponenckoro Cotosa, CoeanHeHHbIx LLTaToB AMepukn n AnoHuun, a Takke ABCTpanuu,
KaHnagbl n BcemypHow opraHm3aumm 3agpasooxpaHenunsi (BO3).

Obnactb NpMMeHeHus

HacTosawmn ctangapT Heobxoammo cobnoaath NPy NPOBEAEHUN KITMHUYECKMX UCCNeoBaHuiA, JaHHbIe
KOTOPbIX 3anfaHMpoBaHO NpeacTaBnUTb B YNONHOMOYEHHbIE OpraHb!.

MPUHUMNLI, YCTaHOBMNEHHbIE HACTOSALWMM CTaHAApTOM, MPUMEHUMbI Takke U K MHbIM KIMHUYECKUM
vccrnenoBaHUAM, KOTOpble MOTrYT oOKasaTb BRusiHME Ha GesonacHocTb U Grarononyyne  4Yenoseka,
BbICTYMNaloLLEro B kayecTBe CyGbekTa.

1 TepMuHbI M onpepeneHus

B HacToslLemM cTaHgapTe NPUMEHSIIOTCA cneyloLlme TEPMUHbI C COOTBETCTBYIOLLMMM ONpeaeneHnsamu:

1.1 ayamt (audit): KomnnekcHas u HesaBucumasi MpoBepKa OTHOCALUXCA K WCCregoBaHUio
OEesaTenbHOCTU N AOKYMEHTauu1, npoBoanmas Ans noarBepXaeHns COOTBETCTBUS 3TON OEATENbHOCTH, a TakkKe
npouenyp cbopa, aHanusa u NpeacTaBneHns AaHHbIX NPOTOKONY, CTaHAAPTHBIM ONepaLMoHHbIM npoueaypam
CMoHcopa, Hagnexawen knuHnyeckon npaktuke (GCP) n HopMmaTuBHbIM TpeboBaHUSIM.

1.2 onaronony4yue cybbektoB uccnegoBaHus (well-being (of the trial subjects)): ®usnyeckoe un
ncnxm4yeckoe 3fopoBbe Cy6'beKTOB, y4qyacTByHOLWKUX B KIMMHNYECKOM nccnenosaHun.

1.3 O©powrpa uccnepoBartens (investigator's brochure): CsogHoe wu3noxeHwe pesynbTaToB
KNMUHWUYECKOTO U AOKITMHUYECKOTO U3YYEeHWUsl UCCredyemMoro npoaykTa, 3HauMMblX ANsi ero UccrefoBaHusl Ha
yenoseke (CM. pasgen 7 HacTosLero ctaHgapTa).

1.4 poroBop (contract): [JatupoBaHHOe M MNOANUCAHHOE COrMawleHne Mexay OBYyMSA unu bonee
CTOpPOHaMMu, KOTOpPOe yCTaHaBNMBaeT [OrOBOPEHHOCTM, Kacawwmecsa pacnpegeneHusa obbema paboTr wu
06si3aHHOCTEN MpU NPOBEOEHWM KITMHUYECKOrO WCCNEedoBaHWs, a Takke, €CNU YMeCTHO, (OMHaHCOBbIX
BonpocoB. OCHOBOW JOrOBOpa MOXET CINY>XUTb NPOTOKOST UCCINEeL0BaHUS.

1.5 pokymeHTanbHbIN cnepq (audit trail): JokymeHTaums, no3sonsiowas BOCCTAHOBUTb X0 COObITUN.

1.6 pokymeHTauus (documentation): Bce 3anncu B nobon opme (BkMoyas 3anmcym Ha OymMakHbIX,



SMNEKTPOHHbIX,  MarHWTHbIX WX OMNTUYECKUX  HOCUTENSX, CKAHOTPaMMbl, PEHTFEHOBCKUE  CHUMKMW,
3MNeKTpoKapavMorpamMmmbl M T.M.), KOTOPble OMUCLIBAT NMOO PErMcTpypyloT MeTOoAbl, OpraHu3auuio u/unm
pes3ynbTaThbl KNMMHUYECKOrO UCCNEAOBaHUS, a Takke BNUSIOWLME Ha uccnegosaHe akTopbl Y NPUHATLIE MepPbl.

1.7 3aknroyeHue (npumeHuTensbHo K HesaBucumomy atuyeckomy komutety) (opinion (in relation
to Independent Ethics Committee)): 3akniouyeHve w/vnn pekomeHgauum HesaBUCUMOrO 3TUYECKOTO
KomuTeTa.

1.8 3akoHHbIN npeactaBuTensb (legally acceptable representative): duanuyeckoe nnm opmgmyeckoe
nnUO, UK MHOWM CYOBEKT NpaBa, MMEKLLMI B CUITYy 3aKOHa NMpaBo AaBaTb COrfacue Ha yyactue B KITMHUYECKOM
NCCrnegoBaHUM OT UMEHW NOTEHUManbHOro cybbekta nccrnegoBaHus.

1.9 unpeHTMdMKaUMOHHbLIN Kopa cybObekTa (subject identification code): YHukanbHbIn KOA,
npvuceBanBaembli UCCnegoBaTenemM KaxaoMy cybbekTy nccnegosanus ans obecneveHns kKoHuaeHUmMansHOCTH
€ro NNYHbIX AaHHbIX U UCNOMb3yeMbIi BMECTO MMEHN CyObekTa B OTYeTax No HexenatenbHbIM ABAEHUAM U/nnu
OPYrX AaHHbIX, OTHOCALLUXCS K MCCNEeaoBaHMIo.

1.10 nHauBnpgyanbHasa peructpauuoHHasa kapta; UPK (Case Report Form; CRF): [JokymeHT Ha
OyMaKHOM, SNEeKTPOHHOM MMM OMTUYECKOM HOCUTene, npefHasHadyeHHbli [Ans  BHECeHMs  BceWn
npegycMOTPEHHOW MPOTOKOMOM W noArnexallen nepefadve CroHCOPY MHoOpMauMM MO Kaxaomy CyObekTy
nccrnegoBaHus.

1.11 wnHcnekumsa (inspection): [enictBue yNONMHOMOYEHHBIX OPraHoOB, 3aknlovawlleecs B
odmuMansLHON MpPOBEPKE [OKyMEHTauun, o0OpyaoBaHWs, WHbIX MaTepuanoB, WMEKLWUX, MO MHEHUIO
YNOMTHOMOYEHHbBIX ~ OPraHoB, OTHOLWIEHWE K  KIWHUMYECKOMY  MWCCMEdOBaHWMIO U Haxodswwmxcs B
nccrnegoBaTenbCKOM LiEHTPe, B MOMELLEHMAX CMOHCOPa W/ KOHTPAKTHOW MccregoBaTenbCKon opraHn3aumm,
a Takke NHbIX OpraHn3aumsax, UMeLMX, MO MHEHUIO YNONTHOMOYEHHbIX OPraHoB, OTHOLLEHWE K UCCNeAOBaHNIO.

1.12 wuHdopmupoBaHHoe cornacue (informed consent): [lpouegypa [oBpoBoNbHOrO
NoATBEPXAEHUA CYOHLEKTOM CBOEro COrfiacus Ha yyYacTue B KOHKPETHOM MCCredoBaHuM Mocne MornyyYeHus
nHdopmMaumm 060 BCex 3Ha4YMMbIX ONS NPUHATUS UM peLleHns acnekTax uccnegosanus. VIHpopmupoBaHHoe
corrnacue JOKyMeHTUpyeTcs nocpeAcTBOM nognucaHnsa 1 gatnposaHus opmbl MHPOPMUPOBAHHOIO Cornacusi.

1.13 nccnepoBartenb (investigator): ®unanyeckoe nnuo, Hecyllee OTBETCTBEHHOCTL 3a NpoBedeHne
KNMHWMYECKOTO WCCNedoBaHWs B UCCregoBaTeNbCkOM LeHTpe. B crnyyae npoBedeHus uvccnenoBaHust B
NCCrnegoBaTeNbCKOM LEHTpe T[pynnon nuy  uccnegosateneM (fMaBHbIM — MCCriegoBaTeneM) SBnseTcs
pykoBoauTenb rpynnel. CM. Takke TepmuH "conccriegosatens” (1.54).

1.14 uccnepoBartenb-KoopauHaTop (coordinating investigator): ccnegosartens, oTBevarowmnn 3a
KOOpOVHAUMIO OedATenbHOCTU uccregoBaTenen BCeX WCCNedoBaTeNibCKMX LEHTPOB, Yy4acTBYHOLMX B
MHOTFOLIEHTPOBOM KITMHUYECKOM UCCNeaoBaHnN.

1.15 uccnepgoBartenb/opraHusauus (investigator/institution): TepmuH, O3HavalLWun:
"nccneposarenb U/unn opraHusauuns B 3aBUCUMOCTU OT HOPMaTUBHbIX TpeboBaHnA".

1.16 wuccnepoBatenbckun LUeHTp (trial site): PakTnyeckoe mMecTo NPOBEAEHWUS KIMHUYECKOTO
nuccrnefoBaHus.

1.17 wuccnepyembin npopykT (investigational product): JlekapcTBeHHass dopMa aKkTMBHOMO
BellecTBa unu nnauebo, nsyyaemas unu ucnonb3yemasi AN KOHTPONSA B KNMHUYECKOM UCCNeaoBaHn1, B TOM
yncne 3aperncTpMpoBaHHbIN NEKAPCTBEHHbIV NPOAYKT B CriyYae, ecnu cnocob ero npMMeHeHus oTnnyaeTcs oT
YTBEPXOEHHOTO, a TaKKe NpW ero NCMosfib30BaHMU MO HOBOMY MOKa3aHWIO UMK A1 NOMyYeHUs JONONHUTENbHOM
WHOpMaLMK NO YyTBEPXKOEHHOMY NMOKa3aHMIO.

1.18 knuHM4eckoe wucnbiTaHne/uccnegoBanme (clinical trial/study): Jlio6oe wuccnenoBaHue,
NpoBOAMMOE C y4acTMeM 4YerioBeka B KadecTBe CyObekTa ANSA BbISABIEHWUS UIUM NOATBEPXKAEHUSA KIMHUYECKNX
n/vnn papmakonornyecknx aP@eKToB nccnegyemMbix NPOaYKTOB U/WNWN BbISABIEHNS HeXenaTerbHbIX peakumn
Ha uccnegyemble NPoayKTbl, UMK U3y4eHNss UX BCacblBaHUA, pacnpeaeneHunsi, metabonmama v BblBeAeHUs C
Lenblo oUueHUTb nX 6e3onacHoOCTb U/nnu apHEKTUBHOCTD.

TepMuHbI "KNMHUYECKoe ncnblTaHne" 1 "KNMHUYeckoe nccnegosaHme” aBnATCS CUHOHMMaMM.

1.19 KoHTpaKTHas uccnepoBaTenbckasi opraHusauusa (contract research organization; CRO):
®dusnyeckoe NULO MU opraHusaumns (Kommepyeckasi, Hay4YHo-uccriegoBaTenbckas WU uHas), koTopasi B
pamKax JOroBopa CO CMOHCOPOM BbINOMHAET OHY unn dornee n3 ero ob683aHHOCTEN N PYHKUMIA, CBA3AHHBIX C
NpoBeAEeHNEM KIMHUYECKOTO UCCIEeO0oBaHMS.

1.20 koHTponb Ka4decTtBa (quality control; QC): MeToabl u Mepbl, SBNAOLWMNECH YaCTbi0 CUCTEMBI
obecneyeHns KayecTBa M MCMONb3yeMble ONA MPOBEPKM COOTBETCTBUSA BbINOMHAEMbIX MpU MNpOBeAEHMU
nccrnegoBaHus npoueayp npeabssnseMsiM TPeO0BaHUSAM K UX KadecTBy.

1.21 KoopAauHauuoHHbIN komuTeT (coordinating committee): KomuteT, koTopbii MOXeT ObITb
OpraHM3oBaH CMOHCOPOM AN KOOPAMHALMM NPOBEAEHUS MHOTOLEHTPOBOIO KIMHUYECKOrO UCCNefoBaHus.

1.22 koHdmaeHumanbHocTb (confidentiality): CoxpaHeHve B TaliHe OT HEYNONMHOMOYEHHbIX Nuu
WHoOpMaLUnK, NpUHaanexallen CroHCOpY, Unu MHgopmMauun, NO3BOMALWEN MAESHTUMOULNPOBATL CybbekTa
nccrnefoBaHus.

1.23 MHoOroueHTpoBOe KNMHU4YecKoe wuccrnegosaHue (multicentre trial):  KnuHuueckoe
uccnegoBaHue, NPoOBOAMMOE MO €AMHOMY MpoToKony 6ornee yem B OOHOM MCCMeOoBaTerNibCKOM LEHTPE W,
3HauuT, bonee Yem OOHMM MCcneaoBaTenem.

1.24 moHuUTOPUMHI (Monitoring): [JeaTenbHOCTb, 3aKMnoyarLWwasacs B KOHTPOSe 3a XO40M KITMHUYECKOTO
nccnegoBaHus, obecnevyeHnn ero nposegeHns, cbopa gaHHbIX U NPeacTaBneHnss pedynbTaToB B COOTBETCTBUM



C MPOTOKONOM, CTaHAapPTHbIMM ONepaunoHHbLIMK Npouedypamn, Hagnexallen knnHmdeckon npaktmkon (GCP) un
HOpPMaTMBHbLIMU TPEBGOBAHUSAMMU.

1.25 Hagnexawas knuHudeckaa npaktuka (Good Clinical Practice; GCP): CraHgapt
NNaHUPoOBaHUS, oOpraHMsauuyM, npoBeAEeHUs, MOHUTOPUHra, ayamta, [OOKYMEHTUPOBaAHMS  KIMHUYECKUX
NCCrnefoBaHUN, a Takke aHanu3a U NpeacTaBeHns X pesynbTaToB, CyXallui rapaHTuen JOCTOBEPHOCTU U
TOYHOCTU MOMYYEHHbIX OAHHBIX M NPEeACTaBMEHHbIX Pe3ynbTaTtoB, a Takke obecnevyvBalMi 3alMTy Mpas,
30,0pOBbsi U KOH(PMAEHUNANBHOCTU CYyOBEKTOB MCCNEROBAHMS.

1.26 HexenatenbHasa peakuusa; HP (adverse drug reaction; ADR): OtHocutensHo
NpeaperncTpauuoHHOro KIMHNYECKOTo NMPMMEHEHMS HOBOrO NTEKapCTBEHHOMO MPOAYKTa UMK ero NPUMEHEHNs No
HOBbIM MOKa3aHMAM, OCOBEeHHO ecnu TepaneBTUYecKne O03bl TOYHO He YCTaHOBIMEHbl, - BCE HeratuMBHblE
peakuun, CBS3aHHble C MNpUMeHeHueM nbor [03bl NeKkapCTBEHHOro NpoAaykta. TepMuH "CBSA3aHHble C
NPMMEHEHNEM FNeKapCTBEHHOrO NPoAdyKTa" O3HayaeT, YTO CylecTBYeT XOTd Obl MUHMManbHas BO3MOXHOCTb
HanNUunst NPUYNHHO-CNEACTBEHHON CBA3M MeEXAY NEKapCTBEHHbIM MPOAYKTOM W HexenaTenbHbIM SIBIIEHUEM,
T.€. B3aUMOCBSA3b HE UCKIoYeHa.

Ona 3aperncTpupoBaHHbIX NEeKapCTBEHHbLIX MPOAYKTOB 3TOT TEPMWUH O3HayaeT BCEe HeraTtuBHble
peakumu, CBA3aHHble C NPUMMEHEHMEeM FeKapCTBEHHOro MPOoAykTa B OObIYHbIX [03aX, UCMOMb3yemblX Afs
NpodUNaKTUKK, OUArHOCTUKM UK fnedeHns 3abonesaHnn, a Takke Ans U3MeHeHUs pranonornyecknx gyHKLUMMN
(cm. PykoBogctBo ICH "OueHka QaHHbIX MO KNMHMYEecKon ©e30macHOCTU: TEPMWHOMOTMUSA W CTaHOapThl
3KCnpecc-oT4eTHOCTH").

1.27 HexenartenbHoe saBneHue; HA (adverse event; AE): Jlioboe BbISBNEHHOE Yy NaumMeHTa wunu
cybbekTa KIMHUYECKOro MCCneaoBaHust nocrie NPUMEHEHUs NEeKapCTBEHHOro npoAykta HebraronpusitHoe C
MEOULMHCKON TOYKN 3pEeHUst coBbiTMe, KOTOpOe MOXET U He UMeTb MPUYMHHO-CNEACTBEHHOW CBA3W C €ro
npumeHeHnem. Takum obpasom, HexenatenoHoe saBneHve (HA) moxeT npeacTtaBnsaTb cobonm nwobon
HebnaronpuaTHbIN CUMMTOM (BKMOYas OTKINOHEeHWe rabopaTopHOro nokasatens OT HOPMbI), Xanoby unu
3aboneBaHve, BpeMsi BO3HVKHOBEHWNSI KOTOPOrO He UCKIOYaeT NPUYMHHO-CNEACTBEHHON CBA3W C MPUMEHEHNEM
nekapcTBeHHOro (Mccrnegyemoro) npodykrta BHE 3aBMCMMOCTU OT Hanu4ums UIM OTCYTCTBUSI TakoW CBS3W (CM.
pykoBoactBo ICH "OueHka p[aHHbIX MO KAMHUYECKoW ©e30MmacHOCTU: TEepMWHOMOMMs W CTaHgapThl
3KCnpecc-oT4eTHOCTH").

1.28 He3aBMCUMbIA KOMUTET MO MOHUTOPUHry AaHHbix; HKMI (Independent Data-Monitoring
Committee; IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring
Committee)): HesaBucuMbIN KOMUTET, KOTOPbIA MOXET OblITb 00Opa3oBaH MO WMHMUMATMBE CMOHCOpa AJis
NneprMoaguyveckoro paccMOTPEHMST XO4a KIMHUYECKOro WCCNedoBaHus, AaHHbIX N0 6e3onacHocTn  w/mmu
OCHOBHbIX napameTpoB 3dEKTMBHOCTK, a Tawkke ANna BblpaboOTKM pekoMeHZauun CrhoHCOopy O
LenecoobpasHOCTM NPOAOIPKEHNS, NPeKpaLLeHUs NCCregoBaHNS UM BHECEHWUS B HErO N3MEHEHWI.

1.29 HesaBucumbin atnveckmn komutetr; HIK (Independent Ethics Committee; IEC):
HesaBuncuMbIn opraH (SKCnepTHbIN COBET UM KOMUTET, AENCTBYIOLWUIN Ha YPOBHE OpraHu3aummn, permoHanbHOM,
HaLMOHaNbHOM WM MEeXZYHapOAHOM YPOBHE), COCTOSILLMIA U3 MeAMUMHCKMX paboTHUKOB, a Takke nuu, He
UMEILLMX OTHOLUEHWUs K MeauLMHe, KOTopbi obecneyvBaeT 3awuTty npas, 6e3onacHocTM 1M Bnarononyuuns
CcyObEeKTOB uccneaoBaHUss M BbiCTynaeT Ans obuwiecTBa rapaHTOM TakoW 3alWTbl, B 4YaCTHOCTM MNyTeMm
paccMoTpeHusl, yTBepxaeHus/oqobpeHns NpoTokona MCCNedoBaHus, KaHOMgaTyp — MccregoBaTtenen,
nccrnegoBaTenbCKMX LEHTPOB, a Takke MaTeprarioB U METOAOB, KOTOpble NpeanonaraeTcs MCnonb3oBaTh AN
Nony4YeHnst 1 JOKYMEHTUPOBaHMS MHPOPMUPOBAHHOTO COrfiacus CyGbEeKTOB UccrnegoBaHus.

lMpaBoBow cTaTyc, cocTaB, (PYHKUUWN, AEATENbHOCTb HE3aBUCUMMbIX 3TUYECKMX KOMWUTETOB, a Takke
OTHOCSILLMECH K HUM HOpMaTuBHble TpebOBaHUA MOryT pas3nuyaTtbCs B pasHblX CTpaHax, TeM He meHee, HOK
OOMKHbI pyHKUMOHMpPoBaTL B cooTBeTcTBUM ¢ GCP.

1.30 He3auHTepecoBaHHbIM cBugeTenb (impartial witness): ®usnyeckoe nuuo, HenpuyacTHoe K
NpoBEeAEHNIO KITMHUYECKOro UccneaoBaHns, Ha KOTOPOe He MOryT OKasaTb JaBMeHUe YYaCTHUKU KITMHUYECKOro
nccnefoBaHUsi U KOTOpPoe B Criydae, ecnv cyObekT NccrnefoBaHns Uy ero 3aKOHHbIV NPeacTaBUTeNb He ymeeT
UIn He MOXET YNTaTb, MPUCYTCTBYET BO BpeMsi NOSyYeHns MHPOPMUPOBAHHOIO COrnacus, a Takke 3auynTbiBaeT
TEKCT WHMOPMUPOBAHHOTO cormacusa K nobble  Apyrne npegocTaBnsemble CyObLekTy wuccrnefoBaHus
NMCbMEHHbIE MaTepuansi.

1.31 poknuHu4yeckne wuccrnegoBaHmsa (nonclinical study): BuomeguumHckme unccnepoBaHus,
npoBoanMble 6e3 y4yacTusi YenoBeka B Ka4ecTBe cyObekTa.

1.32 HenpepBuaeHHas HexenartenbHasa peakuua (unexpected adverse drug reaction):
HexxenatenoHas peakuusi, CyLLHOCTb UMK TSXKECTb KOTOPOW He corflacyetcs C U3BECTHOW MHopmaumen o
npoaykTe (Hanpumep, ¢ GPOLLIOPON MCCrneaoBaTens s He3aperMcTPUPOBAHHOIO NCCregyemMoro NpoaykTa unm
C NMCTKOM-BKIagbILLeM/CBOAHON XapaKTepUCTUKON NeKapCTBEHHOMO NPOAYKTa B Criydae 3apermcTpypoBaHHOro
npoaykta) (cm. pykoBoactBo ICH "OueHka AaHHbIX MO KAMHWYECKOW ©6e30nacHOCTU: TEePMUHOMOMNSA WU
CTaHgapTbl 3KCNpecc-oT4eTHOCTU").

1.33 HopmaTuMBHble TpebGoBaHuAa (applicable regulatory requirement(s)): Bce 3akoHbl 1
NoA3aKOHHbIE aKTbl, PerynupyoLime npoBeaeHne KIMHNYECKNX nccnegoBaHni nccnegyemMblx NpoayKToB.

1.34 oGecneyeHue kayvectBa (quality assurance; QA): COBOKYNHOCTb CUCTEMATUYECKMX U
NnaHOMEPHbIX OEWCTBUWA, KOTOpble UMEKT Lenblo obecneynte COOTBETCTBME MPOBEAEHWS MCCNEAOBaHWS,
cbopa, peructpaumm 1 npeacTaBneHns OaHHbIX Hagnexaiwen knmHudeckon npaktuke (GCP) n HopMaTuBHbIM
TpeboBaHUAM.



1.35 opraHusauums (MeguumHckas) (institution (medical)): Jliob6as opraHnsaums BHe 3aBUCUMOCTM OT
ee opraHu3auvoHHO-NpaBoBol opmbl NMBO MeamuMHCKoe, NMBO CTOMaTorornyeckoe nogpasfeneHve, rae
NPOBOASAT KNUHMYECKOE UccneaoBaHue.

1.36 opurMHanbHble MeauuMHCKMe 3anucu (original medical record): Cm. TepMmuH "nepBuyHas
pokymeHTaums" (1.41).

1.37 ocHOBHble fOKyMeHTbI (essential documents): [JokymeHTbI, KOTOpble B COBOKYMHOCTW MMM MO
OTOENBbHOCTU MO3BOMSAIT OLEHWUTb X0 KIMHUYECKOTO WMCCIEeOOBaHWS M Ka4yeCTBO MOMYYEHHbIX AAHHbIX (CM.
pasgen 8 HacToswero ctaHgapTa).

1.38 oT4yeT MoHMTOpa (Monitoring report): NMMCbMEHHBIN OTYET MOHUTOPA CMOHCOPY MOCHE KaXOAoro
BM3MTa B UCCMNEOOBATENbCKMN LEHTP U/MNWN KOHTaKTa C nccregoBaTensiMv B COOTBETCTBUM CO CTaHAAPTHLIMM
onepauunoHHbIMK npouegypamu (COI) cnoHcopa.

1.39 oTueT 06 ayamTe (audit report): NucbmeHHOe 3akntoyeHVe ayauTopa CroHcopa O pesynbTaTax
ayauTa.

1.40 otyeT O KNMHMYeCKOM wucnbiTaHun/uccnegosaHuu (clinical trial/study report): OtyeT B
nMcbMeHHOM dopMe, nNpeacTaBnAlOWMN  coboM  onucaHue  KMMHWYECKOro  MCNblTaHus/uccrneaoBaHus
Kakoro-nmbo TepaneBTMYeCcKoro, NPOMuUNaKTM4ecKoro UM AUarHoCTUYeCKoro cpeacTaa C yJacTueM YerioBeka B
KayecTBe cybbekTa, 00beanHAIOLMI KITMHUYECKOE N CTAaTUCTUYECKOE ONUCAHWSA, NPeACTaBeHne AaHHbIX U NX
aHanms (cm. pykoBoacTeo ICH "CTpykTypa 1 cogepxaHne OTY4ETOB O KITMHUYECKOM MccnegoBaHmmn™).

1.41 nepBMYHaA AoOKyMeHTauus (source documents): VicxogHble OOKYMEHTbI, AaHHbIE U 3anucu
(Hanpumep, nctopumn GonesHn, ambynaTtopHble KapTbl, TabopaTopHbIE 3anncu, 3amMeTku, OHEBHUKA CyOBbEKTOB
NCCrNegoBaHUsA, BOMPOCHWKW, >KypHamnbl BblAaynM MeOVUKaMeHTOB, 3anncyu aBTOMAaTUYECKMX YCTPOWCTB,
BEPUULMPOBAHHBIE N 3aBEPEHHbIE KOMWUWM UMW BbINUCKU, MUKPOMULLIK, (DOTOHEraTMBbl, MUKPOMIEHKM WX
MarHWTHbIE HOCUTENW, PEHTreHOBCKME CHUMKW, Niobble 3anncu, OTHOCALUMECH K MNauMeHTy, B TOM 4ucre
XpaHsilmecs B anteke, nabopaTopusx U OTAENEHUSX WHCTPYMEHTaNbHOW AMAarHOCTMKW, WCMOMb3yeMblX B
KNMHMYECKOM UCCrefoBaHnN).

1.42 nepBu4Hble AaHHble (source data): Bca uHdopmauusa, cogepxalwiascss B OPUTMHANbHbIX
MEOMLIMHCKUX 3anucsax U KX 3aBEePeHHbIX KOMWsX, OMMCbIBaloLlas pesynbTaTbl KMMHWYECKUX HabniogeHuw,
obcrneqoBaHun 1 Opyron OesTenbHOCTW, MNO3BONSALWAs BOCCO34aTb XOA4 KIMHUYECKOrO WCCNefoBaHus U
ouUeHUTb ero. MNMepBrYHbIE AaHHbIE COAEPKATCH B NEPBUYHOW AOKYMEHTAUMKN (MOSSIMHHMKAX UMK UX 3aBEPEHHbIX
Konusix).

1.43 nonpaBka (k npoTokony) (amendment (to the protocol)): Cm. TepmuH "nonpaska k npotokony"
(1.44).

1.44 nonpaBka k npoTtokony (protocol amendment): OcdopmneHHoe B NCbMEHHOM BUAE onucaHme
U3MEHEHU Unu ourumansHoe pasbsiCHEHE NPOTOKoNa.

1.45 npenapaT cpaBHeHuss (comparator (product)): Vccrnegyembii mnnu 3aperMcTpupoBaHHbIN
nekapCTBEHHbIN NPOAYKT (T.e. aKTUBHbIA KOHTpoOnb) nubo nnauebo, ncnonb3yembli(oe) Kak KOHTPOSb B
KNMMHNYECKOM 1CCregoBaHnu.

1.46 NPOMEXYTO4YHbIA OTYET O KIIMHMYECKOM ucnbiTaHuu/uccnegoBaHmmn (interim clinical
trial/study report): OT4eT 0 NPOMEXYTOUHBIX pesynbTaTax U UX OLEeHKe, OCHOBaHHLIN Ha NMPOBEAEHHOM B Xo4e
KNMMHWMYECKOTO MCCNEAOBAHWS aHanm3e AaHHbIX.

1.47 npotokon (protocol): [OKyMeHT, KOTOpbii ONWCbIBAET LEnW, Au3aviH, MeTohorormio,
CTaTUCTUYECKME acnekTbl W OpraHusauuio mccrnegoBaHus. [MOMMMO 3TOMO MPOTOKON OObIMHO COOEPXKUT
nofnyyeHHble paHee pfaHHble M OOOCHOBaHME MWCCNedoBaHWs, OfHAKO dTa MHdopmauus MoxeT ObITb
npeactaBneHa M B OPYrnx OOKyMEHTaX, Ha KOTOPble CCbiNaeTca MPOTOKON mccrnegoBaHus. [puMeHnTEnBHO K
HacTosLeMy cTaHaapTy TepMUH "npoTokon" nogpasymeBaeT kak cam NPOTOKOS UCCNeA0BaHUs, Tak U NONpaBKu
K HEMY.

1.48 npsaimon poctyn (direct access): Pa3pelweHne Ha nsyyeHve, aHanus, NPOBEPKY U KONMpPOBaHUe
nobbIx 3anucert n 0T4ETOB, HEOOXOANMBIX ANS OLEHKM KIMHUYECKOro nccrnegosaHus. Jluua, umetowme npaso
npsiMoro goctyna (Hanpumep, NpeacTaBUTENN HaUMOHAMNbHbLIX UM MHOCTPAHHLIX YMOSTHOMOYEHHbLIX OpPraHosB,
MOHMTOPbI U ayAUTOPbI CMIOHCOpPA), AOMKHbI NMPUHMMAaTL BCE pas3yMHble Mepbl AN cobnioaeHNs HOPMaTUBHbIX
TpeboBaHu Mo 3awmnTe KOHPMAEHUNANbHOCTM MHpOpMaLun, NO3BONSAOLLEN naeHTUdMLMpoBaTh CyObEKTOB, 1
WHcopMaumn, NpuHagIeXallen CrioHcopy.

1.49 paHpomusauus (randomization): [llpouecc pacnpegeneHuss cybbekTOB MccnenoBaHWss No
rpynnam fie4eHUs: NN KOHTPOMS CriyYariHbiM 06pa3om, MO3BOMSIOLWLMI CBECTU K MUHUMYMY CyOBbEKTUBHOCTb.

1.50 ceptudpmukar ayguta (audit certificate): [JokyMeHT, cocTaBneHHbI ayanTopoM B NOATBEPXKAEHME
¢akTa npoBeaeHus ayguTa.

1.51 cepbe3Hoe HexenaTenbHoe siBrneHue; CHA n/unu cepbesHan HexxenaTtenbHas peakuusa; CHP
(serious adverse event; SAE or serious adverse drug reaction; serious ADR): Jlioboe HebnaronpuaTHoe
MeauunHcKkoe cobbiTue, KOTOPoe BHE 3aBUCUMOCTM OT A03bl NIeKapCTBEHHOIo NpoaykKTa:

- MIPUBENO K CMepTH;

- npeacTasnsieT cobon yrposy Ans XUsHu;

- TpebyeT rocnuTanusaumm Unu ee NPoaneHus;

- MPUBENO K CTOMKOW UINN 3HAYUTENBHON HETPYAOCNOCOOHOCTUN MW MHBANMOHOCTY I

- NpegcTaBnsieT cobor BPOXKAEHHYI0 aHOManuo unm gedext poxageHus

(cm. pykoBoacTtBo ICH "OueHka gaHHbIX MO KnMHMYeckon 6e30MacHOCTU: TEPMUMHOMOIMSA U CTaHO4apTbl



aKcnpecc-oTyeTHOCTH").

1.52 cnenon metoa/mackupoBka (blinding/masking): Metoa, npu npMmMeHeHUM KOTOPOro OAHOW WK
HECKOJSTbKMM YYaCTBYIOLMM B KITMHUYECKOM UCCNEAOBaHUM CTOPOHAM HEW3BECTHO, Kakoe fneyeHue HasHa4eHo
cybbekTy uccrnenosaHus. MNpocTon crnenon MeToA npegycmMaTtpuBaeT HeOCBe4OMIEHHOCTb O Ha3HaYeHHOM UM
BUAOE IeyeHus CcyObeKkTOB MWCCredoBaHMs, B TO BpPEMsi Kak [OBOWMHOW Crienov MeTod nogpasymeBaeT
HEeOCBEJOMIIEHHOCTb CyOBbEKTOB UCCNEeQOBaHUs, nccnegoBaTenen, MOHUTOPOB M, B HEKOTOPbLIX Crydasx, fvy,
BbIMOSHSAIOLLMX CTAaTUCTUYECKYIO 06paboTKy OaHHbIX.

1.53 cobniogeHne Tpe6oBaHNM (MPUMEHUTENBHO K KITMHUYECKUM uccnepgoBaHusim) (compliance
(in relation to trials)): CnegoBaHMe BceM CBSi3aHHbIM C KIMHWYECKUM WCCreaoBaHUEM TpeboBaHUSM,
Hagnexawen knnHmnyeckon npaktuke (GCP) n HopMaTuBHbIM TpebGoBaHUSIM.

1.54 couccnepoBatenb (subinvestigator): JlioGo uneH wuccnegoBaTenbCKOro KOMMEKTMBA,
Ha3Ha4YeHHbIN nccnegoBaTernemM U OCyLLEeCTBASIOLWNIA NOA ero KOHTPOeM 3HauYnMble npoueaypbl KINMHUYECKOro
uccrnefoBaHUA B UCCReoBaTeNbCKOM LEeHTpe (Hanpumep, WHTEPH, OpAVHATOP, Hay4HbI COTPyAHMK). CMm.
Takke TepMmuH "uccneposarens” (1.13).

1.55 cnoHcop (sponsor): dusmyeckoe wnu wPUOUHECKOe nNULO, HABASKOWEecs WMHULMATOPOM
KNMHNYECKOTO UCCNEAOBaHUA N HeCyLLee OTBETCTBEHHOCTb 3a €ro opraHnsaumnio u/mnm puHaHcuposaHue.

1.56 cnoHcop-uccnegoBaTenb (sponsor-investigator): JlMuo, KoTopoe CaMOCTOSTENBHO UMK
COBMECTHO C APYrMMM §MUaMM  MHUUMWPYET U MPOBOAMT  KIIMHMYECKOE MWCCredoBaHMe W nog
HenocpeaCTBEHHBIM PYKOBOACTBOM KOTOPOro UCCHeAyeMbI NpoayKT Nnnbo HasHavaroT, MO0 BblgaloT CyObeKTY
uccrnegoBaHud, nnbo nocrnegHun npuHMmaeT ero. CnoHcopom-mccnegoBaTeneM MoXeT ObiTb  TONbKO
duanyeckoe nmuo. O6A3aHHOCTU CNOHCOpa-UcCrefoBaTens BKIIYaT B cebs 06593aHHOCTM Kak CNoHCopa, Tak
n nccnegosaTensi.

1.57 ctaHpapTHble onepauuoHHble npoueaypbl; COIN (standard operating procedures; SOPs):
MoapobHble NUCbMEHHbIE  WHCTPYKUWMW, NpedHasHadYeHHble Ans  OOCTUXEHUs  eguHoobpasvs  npwu
OCYLLECTBMNEHUN ONpeaeneHHON AeATENbHOCTU.

1.58 cy6bekT/cy6bekT uccnegoBaHus (subject/trial subject): duanueckoe nuuo, yyacTsylouee B
KNMMHWYECKOM WCCMefoBaHMM B COCTaBe [pynnbl, Mosyyarollen uccrnegyembln MpoaykT, nvbo B cocTaBse
KOHTPOSbHOW rpynmbl.

1.59 ynonHomo4eHHble opraHbl (regulatory authorities): OpraHbl, obnagawowue npasom
OCYLLECTBMNATL  perynupylowme  @yHKuMn.  [pMMeHuTenbHO K HacTodwemy  CcTaHgapTy  TepMuH
"YrNONTHOMOYEHHbIE  OopraHbl"  BKOYaeT B ceba  MHCTaHUMM,  YNOJTHOMOYEHHLIE  paccMaTpuBaTtbh
NpeaocTaBfieHHbIE UM KIMHUYECKME AaHHble, a Takke MpoBOoAUTb MHcnekumn (cM. 1.11). DT opraHbl Takke
WHOrAa Ha3bIBalOT KOMMNETEHTHLIMU OpraHamu.

1.60 yTBepxaeHne (NpUMEHUTENbHO K DKCNEepTHOMY coBeTy opraHusauuu) (approval (in relation
to Institutional Review Boards)): lNpuHsaTtoe 3kcnepTHbiM coBeTom opraHusauum (3CO) 3aknodeHue,
noateepxaatollee pakt NpoBeAeHUs 9KCNepTUsbl KINMHUYECKOr0 UCCNEeA0BaHNA U ABASIOLWEECs paspeLleHnem
Ha ero nposefdeHve B [OaHHOW oOpraHusauum B COOTBETCTBMM C MUHCTpyKumsamum OCO, HopmaTUBHLIMU
OOKyMeHTaMM MeOULIMHCKOW OpraHusaumm, a Takke Haanexawen knuHudeckorm npaktukon (GCP) wn
HOpMaTMBHbIMK TpeboBaHUAMM.

1.61 ysA3BuMble cyb6bekTbl uccrnepoBaHusa (vulnerable subjects): Jluua, Ha 4be xenaHue
y4yacTBOBaTb B KIIMHWYECKOM MCCMEAOBAHMU MOXET OKa3aTb Ype3mMepHoe BNusHWE oxugaHune (06ocHoBaHHOe
unn HeobOCHOBAHHOE) T€X UMW UHbIX MPEUMYLLECTB, CBA3aHHbIX C y4acTMeM B UCCNeaoBaHUW, UK CaHKLMK
BbILLECTOSALLMX B Mepapxumn nuvy B criyyae oTkasa OT yyacTus. B kayecTBe nmpumepa 4neHOB Mepapxuveckmx
CTPYKTYp MOryT ObiTb Ha3BaHbl Yy4allMecs BbICWIMX W CPEedHVUX MEAVLMHCKMX, (apMaueBTUYECKMX |
cToMaTonormyeckux y4ebHbix 3aBefeHuin, MNafwuin nepcoHan KIvHWK u  nabopaTtopui, chnyxaiume
apmMaLeBTUYECKMX KOMMAaHUIN, BOEHHOCNYyXalme 1 3akmnoyeHHble. K ysa3BUMbIM CyObekTaMm uccnegoBaHus
Takke oTHocATCcH BonMbHblE, CTpagalLlue HensnedMMmbiMu 3abonesaHnsamMmn, nuua, Haxogsawmnecs B goMax no
yxogy, Huwme un 6e3paboTHble, NauUMeHTbl, HaxoAdslMecs B HEOTMOXHOM COCTOSiHMM, npeacTaBUTenu
HaLMOHanNbHbIX MEHbLUWHCTB, 6e340MHble, KOYEBHUKM, BexeHLbl, HeCOBEPLUEHHONETHUE M NULa, HaxoasLmecs
noz, oneKon Unm NonevYnMTenbLCTBOM, a Takke nuua, HecnocobHble AaTh cormnacue.

1.62 OkcnepTHbIn coBeT opraHusaummu; 3CO (Institutional Review Board; IRB): HesaBucumbin
opraH, COCTOAWMA M3 nud, paboTalwmx B 00MacTM MeduuMHbl, B TOM 4WCME Hay4yHOW, a Takke He
OTHOCALUMXCA K MeauuMHe creuuanbHoCTen, KoTopbli obecnedvBaeT 3awuTy npas, Ge3onacHoCTM U
fbnarononyynsi cybbeKToB MccrnegoBaHUsa U NpeaocTaBnsaeT OOLWEeCTBEHHYI0 rapaHTUi0 Takon 3alinTbl, B TOM
yncne NyTeM pacCMOTPEHUs], yTBepXKAeHUA/0gobpeHns NpoToKoNa UCCNeaoBaHns U NOMPaBoK K HEMY, a Takke
MaTepvanioB U MeTodOB, KOTOpble npeAnonaraeTcs WCMNonb30BaTb AMs MOMyYeHUs U OOKYMEHTUPOBaHMWSA
WHOPMUPOBAHHOIO Corfacus CyGbekToB NccregoBaHms.

2 MpuyHUMNbI Hagnexallen KnuHu4Yeckomn npakTuku (GCP)

2.1 KnuHuyeckmne uccnefoBaHus OOMKHbI NPOBOAUTLCA B COOTBETCTBMM C STUYECKUMWU MpUHLMNAMW,
3anoXeHHbIMK XenbCcuHkcKkon geknapaunen BMA n otpaxeHHbiMu B GCP 1 HopMaTuBHbIX TpeboBaHUSIX,

2.2 [Jo Hayana wuccregoBaHusa AomkHa ObiTb NpoBedeHa OLEeHKa COOTHOLUEHMSI MPOrHO3MPYEMOro
puycka n HeyaoOCTB C OXuaaeMon Nonb3on Ans cyObekTa nccnefoBannst u obecTtsa. ViccnegoBaHne MoxeT



ObITb HAYaTO M NPOJOIMKEHO TONBKO B TOM CIlyyae, ecriv oxugaemasi nonb3a onpasabiBaeT PUCK.

2.3 TpaBa, 6esonacHocTb M Onarononyyve cybbekTa MWCCNedoBaHUS WMEKT MNepPBOCTENEHHOE
3Ha4YeHVe 1 JOMMKHBI NMPeBanMpoBaTh Ha4 NHTepPecaMn Haykm 1 obLiecTBa.

2.4 VHdopmauusa (OOKNMMHWMYEcKass M KNUHMYeckas)) ob wuccriegyemMom NpoaykTe [OIbkHa ObiTb
[ocTaTto4HONM ANnsa 060CHOBaHWS NPeAnosiaraeMoro KIMHUYECKOro nccregoBaHus.

2.5 KnuHuyeckne nccrnegoBaHUs OOMKHbI OTBeYaTb Hay4HbIM TpeboBaHMAM 1 ObITb YETKO 1 Nogpo6HO
onucaHbl B NPOTOKOSE.

2.6 KnuMHuyeckoe wuccrnegoBaHue OOIDKHO  NPOBOAUTBCA B COOTBETCTBMM C  MPOTOKOMIOM,
YTBEPXKAEHHLIM/OOOOPEHHBIM  JDKCMEPTHbIM  cOBETOM  opraHudauum  (3CO)/HesaBUCUMBLIM ~ 3TUYECKUM
komutetom (HIK).

2.7 OTBETCTBEHHOCTb 3a OKa3blBaeMyl CYOBLEKTY MEAMLMHCKY0 MOMOLWb M NPUHATUE peLueHui
MEeANLIMHCKOro Xapaktepa HeceT Bpau.

2.8 Bce npuBnekaembie K MpPOBEOEHUIO UCCNeOoBaHUS nuua LOMKHbl MMETb COOTBETCTBYHOLLME
obpa3zoBaHue, MOArOTOBKY M OMNbIT A1 BbIMOSTHEHMS BO3MNOXEHHbIX HA HUX 3afau.

2.9 [lo6poBonbHOe MHAOPMUPOBAHHOE Corflacne OOSMKHO ObITb NOMYYEHO Y KaXaoro cyobekTa oo ero
BKIMIOYEHUSA B UCCneaoBaHue.

2.10 Bcio nony4yeHHy0 B KITMHUYECKOM MCCriegoBaHnn MHGOpPMauMio Heobxoanmo permctpupoBathb,
nepegaBaTtb M XpaHWTb Takum obOpasom, 4Tobbl OblM  0bGecneyeHbl TOYHOCTb W MPaBWUMBHOCTL €€
npeacTaBneHns, MHTepnpeTaLmmn 1 Bepudukauun.

2.11 KoHdwuaeHumanbHOCTb 3anucer, no3BossaWwmX naeHTMduumMpoBaTte CyObekToB UcCcnenoBaHus,
JomkHa b6biTb obecneyeHa c cobniogeHnem npaBa Ha YacTHYH XKM3Hb U 3alUMTy KOHMAEHUManbHOCTU B
COOTBETCTBMM C HOPMATMBHLIMU TPEBOBaHUAMMN.

2.12 MNponsBoAcTBO U XpaHEHUe nccregyemblX NpoaykToB, a Takke obpalleHue ¢ HUMKM Heobxoaumo
OCYLLECTBMNATb B COOTBETCTBUM C NpaBunammn Hagnexawen npousBoaCcTBEHHON npakTukm (good manufacturing
practice; GMP). Wccnegoyemble npoaykTel AOMKHbl MNPUMEHATLCS B COOTBETCTBUM C  YTBEPXKAEHHLIM
NPOTOKOSIOM.

2.13 [Ons obecnevyeHnss KayecTBa KaXOoro acnekta uccrnefoBaHust AOMKHbl ObiTb BHeOpeHbl
COOTBETCTBYIOLLNE CUCTEMBI U OMEPaALIMOHHbBIE NPOLEaypbI.

3 SkcnepTHbIN coBeT opraHusaumn/HesaBucumbin atndeckum komurteT (ACO/HIK)

3.1 O653aHHOCTH

3.1.1 DKCNepTHbIN COBET opraHu3aumn/He3aBUCMMbIA 3TUHECKUI KOMUTET MPU3BaH 3aluMaTb Npaea,
HesonacHocTb M Gnarononyyne Bcex CyOBbEKTOB uccrnepoBaHus. MccrnegoBaHusiM € yvacTUeM YS3BUMMbIX
Cy6beKTOB AOMKHO BbITh yaeneHo ocoboe BHMMaHuMe.

3.1.2 3CO/H3K gomkeH nonyyntb crnegyrolme JOKYMEHTbI:

- MPOTOKOJ UCCIef0BaHNUS/NoNpaBky;

- NMUCbMEHHYI0 hopMy MHEOPMMPOBAHHOIO COrnacus 1M ee nocriegylolime peaakumm, npeanaraemblie
uccrnegoBartenem Ans UCMoNb30BaHUS B UCCIeL0BaHUN;

- OnucaHuWe OEeNCTBWI, HanpaBfe€HHbIX Ha MpUBMAEYeHMEe CYOBLEKTOB K y4acTUO B WUCCReLoBaHUM
(Hanpumep, peknamMHble 06bABNEHUS);

- MMCbMEHHbIE MaTepuanbl, KoTopble ByayT npegocTaBreHbl CybbekTam;

- BpoLutopy nccrnegoBaTens;

- N3BECTHYIO MHpopMauuto, kacaroLytocs 6e3onacHoCcTu;

- MHPOPMALMIO O BbIMnaTax M KoOMMeHcauusix cybbekTam nccnenoBaHuns;

- TeKyLLYyl Bepcuio Hay4Hon buorpadumn nccnegosartens (curriculum vitae) n/wnu gpyrne matepuansl,
noaTBepXaaLLme ero KBannukaumio;

- nmobble gpyrMe AOOKYMeHTbl, KoTopble MoryT notpeboBatbcss OCO/HOK ana BbinonHeHus ero
obsa3aHHOCTEN.

OCO/H3K pgomkeH paccmMoTpeTb BOMPOC O NPOBEAEHMM NpeaniaraeMoro KNMHUYECKoro nccrnegoBaHns
B pa3yMHble CPOKUW W [OKYMEHTANbHO O(OPMUTE CBOE MHEHME, YE€TKO MAEHTUUUMPYS MCCredoBaHue,
pacCMOTPEHHbIE JOKYMEHTbI U AaTbl NPY BbIHECEHUN CREAYIOLLNX PELLEHNIA:

- yTBepxaeHus/ogobpenns;

- TpeboBaHUSA O BHECEHUN U3MEHEHNI, HEODXOANMBIX OJ1S NONyYeHUs1 yTBepXaeHus/oqobpeHuns;

- OTpMLATENBHOrO 3aKI4YeHns/HeogobpeHNs;

- OTMEHBI/MPUOCTAHOBIEHNS OAHHbIX paHee yTBepxaeHus/oqobpeHuns.

3.1.3 O3CO/HOK pomxeH oueHMTb COOTBETCTBME KBanudukaumm uccrnegoBaTtens npegnaraeMomy
NCCNefoBaHUI0O Ha OCHOBaHWUM ero Hay4yHown Guorpadumm (curriculum vitae) w/unn gpyro COOTBETCTBYHOLLEN
nokymeHTauun, 3anpoweHHon SCO/HIK.

3.1.4 3CO/H3K pomxeH paccmaTpuBaTb Kaxaoe Tekyllee wuccrnegoBaHue C NepuoguyHOCTbIO,
afeKkBaTHON pUCKY Ansi CyObeKTOB UCCNEAOBaHNs, HO He pexe OJHOro pasa B rof.

3.1.5 OCO/H3K moxeT noTpeboBaTtb, 4TOObI CyObekTam wWccrnegoBaHWs MOMUMO  MHdpopMauuu,
ykasaHHon B 4.8.10, 6binv npegocTaBneHbl AOMNOSHUTENbHbIE CBeAeHNst 06 nccrnegoBaHnn, €cnv, No MHEHUIO
OCO/H3K, ata vHdopMaLms NO3BOMUT CYLLECTBEHHO MOBbLICUTbL CTEMEHb 3aluTbl NpaB, 6e3onacHocT N/mnm



Bnaronony4nsi cybbekToB.

3.1.6 Ecnu cornacue Ha ydactue cybbekta B UCCNELOBaHMU, HE CBSI3@HHOM C Jle4YeHWEM, [aeT ero
3aKOHHbIM npefctasutenb (cMm. 4.8.12 u 4.8.14), O3CO/HOK pomkeH ybeguTbecs, YTO NpPenoCTaBrEHHbIN
NPOTOKON W/Unn gpyrasi OKYMEHTaUUsi COOTBETCTBYIOT 3TUYECKMM HOPMaM Y HOpPMaTUBHbLIM TpeboBaHUAM A4S
Taknx nccnegoBaHun.

3.1.7 Ecnu npoToKon npegycmaTpvBaeT HEBO3MOXHOCTb MOMyYEHUs] COrfacua Ha y4yacTue B
nccrnegoBaHuM y cybbekTa UM ero 3aKoHHoOro npeacrtasutens (cm. 4.8.15) 4o MOMeEHTa BKITOYEHUSA cybbekTa B
nccneposaHme, 9CO/HIK gomkeH ybeantbesi, YTO NpeoCTaBeHHbIA NPOTOKON W/unu gpyrast QOKyMeHTaums
COOTBETCTBYIOT 3TUYECKUM HOPMaM U HOpMaTUBHbIM TpeboBaHMAM ONSA TakMx UCCneaoBaHui (HanpvuMep, npu
HEOTINOXHbIX COCTOSIHUSAX).

3.1.8 3CO/H3K paccmatpuBaeT pasmep W MNOpPSAOOK BbINNaT CyObekTy uccnegoBaHus, YTOObI
yb6eauTbca B OTCYTCTBUM HEOHOCHOBAHHOW 3aUHTEPECOBAHHOCTM UMW NPUHYXOEHUSA CyOBbEKTOB UCCeL0oBaHuS.
Pasmep Bbinnat cybbektam JormkeH ObiTb 3apaHee onpedeneH U He OOSMKEH LLeNWKOM 3aBuceTb OT TOro,
3aBepLUMn cyObLEeKT uccrnegoBaHue MONHOCTLIO UMK HeT.

3.1.9 OCO/H3K pomkeH ybeautbcs B TOM, 4TO MHOpMaLuMs, KacawLwasica BbinnaT cybbekTam
uccnefoBaHus, BKMoYasi MeTodbl, CyMMbl W rpaduk BbINAaT, OTpaXeHa B MNUCbMEHHOW dopme
WH(OPMUPOBAHHOIO cornacus 1 nbor Apyrod NUCbMEHHOW WHGOPMaUMK, NpefocTaBnsemMon cyObekTam.
HomxHo 6bITb yKa3aHo, Kakum obpasom byaeT onpegeneH pasmep Bbinnar.

3.2 CoctaB, hyHKLMN 1 NOPSIAOK paboThl

3.2.1 3CO/H3K gomkeH uMeTb B CBOEM COCTaBe JOCTATOYHOE YMCMO Nuu, CyMMapHO obnagaroLlimx
HEeOOXOAMMbIM OMbITOM W KBanudmkaumen Ans OLUEHKM Hay4vHbIX, MEOULMHCKMX W 3TUYECKUX acneKToB
npeanaraemoro uccnegosaHus. Pekomengyetcs, ytobel B SCO/HOK Bxogunu:

a) He MeHee MATU YIEHOB;

0) Kak MMHUMYM OJMH YIEH, YbM UHTEPECHI NexaT BHe chepbl HayKu:

B) KaK MMHUMYM OfIVH YNeH, KOTOPbIA He 3aBUCUT OT OpraHu3auun/mccneaoBaTenbCKoro LeHTpa.

"onocoBaTb/BblpaXkaTb MHEHME MO UCCMEeAOBaHUI0O UMEIOT NpaBo Tonbko Te YneHbl SCO/H3K, koTopble
He 3aBUCAT OT uccnegosaTens u cnoHcopa AaHHoro nccnegosaHud. CO/HOK gomkeH BeCTU CMMCOK CBOUX
YIIEHOB C yKa3aHWeM Mx KBanuduvkaumm.

3.2.2 3CO/H3K gomkeH ocyLecTBnATe 4EATENBHOCTb B COOTBETCTBUM C MMCbMEHHbLIMU Npoueaypamu,
OOKyMeHTUpoBaTb CBOK paboTy, BECTU MPOTOKOMbI 3acedaHui, a Takke cobniogate GCP u HopmaTtuBHbIE
TpeboBaHus.

3.2.3 OCO/H3K npuHumaeT pelieHnss Ha OObBSBMEHHbIX 3acefaHusx npu Hanuuum KBOPyMa,
YCTaHOBMNEHHOIO €ro MMCbMEHHbIMW NpoLeaypamMu.

3.2.4 lpaBo ronocoBaTb/BbiCKa3biBaTb CBOE MHEHWE W/UNKM pEKOMEHAALUN UMEIKT TOMbKO Te YNeHbl
OCO/H3K, koTopble y4acTBYHOT B paCCMOTPEHUN AOKYMEHTALMN N OOCY>XAEHWMN.

3.2.5 UccneposaTenb MOXeT NpedocTaBnATb MHopMauuio no nobbiM acnekram MccrnegoBaHusl, HO
He MOXET y4acTBOBaTb B NPEHMAX UK B rofilocoBaHum/BeipaboTke MHeHnss QCO/HIK.

3.2.6 OCO/H3K moxeT obpaliatbcs 3a MOMOLLBIO K 3KCrepTaM, He SIBNSALUMCS ero YreHamu.

3.3 MNpoueaypsl

OCO/H3K pomkeH paspaboTtaTb, [OKyMEHTanbHO odopmMuTe U cobniogatb CBOM MNpoueaypbl,
onpegensoLme:

3.3.1 Ero coctaB (pamunum n kBanudumkaumio YreHoB) U y4peauBLLMIA €ro opraH.

3.3.2 MNopsigok Ha3Ha4YeHnsa 3acedaHnii, ONOBELLEHUS Er0 YIIEHOB O MPEACTOSALWMNX 3acedaHusX, a Takke
opraHuMsaumio 3acegaHun.

3.3.3 lNopsgok NnepBUYHOIO M NOCNeAyOLWEro pacCMOTPEHNS JOKYMEHTaUUn No nccnegoBaHuio.

3.3.4 lNeproanyHOCTb NOCNeAyoLWEro pacCCMOTPEHNSA AOKYMEHTALMM NO UCCNEA0BaHUIO.

3.3.5 [lopsagok, cormacHoO HOpMaTMBHbIM  TpebOBaHUSAM, YCKOPEHHOrO  PacCMOTPEHUs W
yTBEpXAeHUsA/ofobpeHns He3HauYUTENbHbIX NU3MeHeHni ans nccnegoBaHum, paHee
YTBEPKAEHHBIX/OA0BPEHHBIX 1M Xe.

3.3.6 HeponyctnmocTb BKNOYeHUs CyObeKkToB B uccnegoBaHue no Toro, kak QCO/HIK BblgacT
NMCbMEHHOE yTBEPXKAeHNe/ogobpeHne Ha NpoBeAeHME NCCIIEN0BaHNS.

3.3.7 HeponycTUMOCTb OTKIIOHEHUA OT MNPOTOKOMa WNW €ero U3MeHeHun 6e3 npeaBapuTENbHOMO
yTBEepXaeHus/ogobpeHns cooTBeTcTBylOWMX nonpaBok DCO/HOK, kpome Tex cnydaes, korga Heobxoaumo
YCTPaHUTb HEMOCPEACTBEHHYI0 Yrpo3y CyObekTam WUCCrefoBaHusA WM KOrga W3MEHEHWs KacalTCs TOMbKO
agMVHUCTPATUBHBIX UMM TEXHUYECKUX acCMeKkTOB MCCredoBaHus (Hanpumep, 3aMeHa MOHMTOpa, U3MEHeHue
Homepa TenedoHa) (cm. 4.5.2).

3.3.8 O6asaHHOCTb UccnegoBaTtens HedameanuTenbHo coobuwate QCO/HIK:

a) 06 OTKMOHEHMAX OT NPOTOKOMa WM U3MEHEHUAX MPOTOKOMA, MPOM3BEAEHHbIX ANA YCTpaHeHus
HenocpeacTBEHHOM yrpo3sbl cybbektam ncenegosaHus (cm. 3.3.7, 4.5.2, 4.5.4);

©) 00 uM3MeHeHusIX, yBenuMuMBalOLWUX PUCK ANA CYOBLEKTOB W/MNWM CYLIECTBEHHO BIMSAOWMUX Ha
npoBeaeHue uccnegosaHus (cm. 4.10.2);

B) 000 Bcex HexenaTemnbHbIX peakuusiX, KOTopble SBMAKTCH OOHOBPEMEHHO CEpPbE3HbIMU U
HenpeaBUAEHHbBIMY;

r) O HOBbIX AaHHbIX, KOTOpPble MOIyT CBUAETENbCTBOBATb O BO3pacTaHUM pucka ANnd cyObekToB wnm
HebnaronpuaTHO NOBMUATL Ha XOA4 UCCNEe40BaHMS.




3.3.9 O6#asaHHocte  3CO/HOK  HesamegnuTensHO B NWUCbMEHHOM  Buae  cooblatb
nccnegoarento/opraHn3auum:

a) O CBOWX pELUEHUSIX/3aKINIOYEHNSIX, KacatoLUXCa NCCref0BaHNS;

©) 0 NpUYNHaXxX NPUHATUS PELLEHWNIA/3aKIIOYEHWN;

B) 0 nopsake o6XanoBaHWs ero peLleHnn/3akno4eHNI.

3.4 JokymeHTauus

OCO/H3K gomkeH xpaHuTb BCce JOKYMEHTbI (Hanpumep, CBOU npoueaypbl, CIUCKM YNIEHOB C yKa3aHUeM
poda OeaTenbHOCTU 1 MecTa paboTbl, MPeAcTaBeHHbIE HA PacCMOTPEHNE AOKYMEHTbI, MPOTOKOSbI 3acedaHunn
W Mepenucky) B TeYEeHMEe MUHUMYM Tpex feT MOCMe 3aBepLueHVs WUCCnefoBaHWs U NpedocTaBnATb MX MO
3anpocy ynorHOMOYEHHbIX OpraHoB. VccrnegoBaTtenu, COHCOP, YNOSTHOMOYEHHbIE OpraHbl MOTyT 3anpalmsaTb
y QCO/HO3K ero npouenypbl U CINCKK YNEHOB.

4 UccnepoBaTenb

4.1 KBanudmkauusa n obasaTensctea uccrnegoBartens

4.1.1 Wccnepoatenb [omkeH MMeTb obpasoBaHue, NpodeccuoHarnbHylo MNoAroTOBKY W OMbIT,
Nno3BonswLINE €My MpUHATb Ha cebsi OTBETCTBEHHOCTb 3a Haanexallee npoBedeHME KITMHMYECKOrO
nccnegoBaHus. Ksanndukaumsa nccnegosaTens 4OMMKHA COOTBETCTBOBATb HOPMaTUBHBIM TPEBOBaHNSIM U ObITb
NoATBEPXAEHA ero Hay4yHon bruorpacdmen (curriculum vitae) n/unu gpyrmmm OOKyMeHTaMm, KOTopble MOryT ObITb
3anpotueHbl cnoHcopom, ACO/HIK n/mnu ynonHOMOYEHHBIMM OpraHamu.

4.1.2 NccnepoBatenb AOMKeEH AeTanbHO 3HaTb, Kak MPUMEHSITb UCCNeayeMbli MPOAYKT B COOTBETCTBMM
C MNpPOTOKONIOM, TeKylwen pedakuuen 6polopbl uccriegoBaTtend, MHOpMauven o Npoaykte u Apyrumu
WCTOYHMKaMM1, NPeSOCTaBNAEMbIMU CITIOHCOPOM.

4.1.3 Nccneposatenb JormkeH 3HaTh U cobntopgate GCP u HopmaTuBHble TpeboBaHuS.

4.1.4 WccnepoBaTenb/opraHnsaunsa He OOMKHbI NPEnATCTBOBaTb MOHUTOPUHIY U ayauTy CO CTOPOHbI
CMOHCOpPAa, a Takke MHCNEKUUAM YNONTHOMOYEHHbIX OPraHoB.

4.1.5 VccneposaTenb AOMKEH BECTU CNMCOK oObnagawwmx Heobxoammown keanudukauven nuu,
KOTOpbIE MO €ro NOPYHEHUIO OCYLLECTBISIOT ONpeAerneHHyo AeSTENbHOCTb B paMKax UccregoBaHus.

4.2 CooTBETCTBYIOLLNE PECYPCHI

4.21 Wccneposatenb [ofmkeH ObiTb cnocobGeH npoAeMOHCTpupoBaTh (Hanpumep, Ha OCHOBaHMM
PEeTPOCNEKTUBHbLIX AaHHbIX) BO3MOXHOCTb Habopa B TeYeHne OroBOpPEeHHOro nepuoga tpebyemoro konuyecTaa
NoAXOAALMNX CyOBEKTOB UCCreqoBaHUS.

4.2.2 WccnegosaTtenb OOMKEH WMMETb AOCTATOMHOE KOMMYECTBO BpEMEHM, 4TODbI Hagnexawum
0bpa3om NpoBeCTU 1 3aBEPLLMTbL NCCNEAOBaHNE B TeYEHME OrOBOPEHHOMO Nepuoaa.

4.2.3 VccnepoBaTtenb [AOMKEH pacnonaratb AOCTaTOYHbIM  KOMMYECTBOM  KBANMPULMPOBAHHbIX
COTPYOHWMKOB U MaTepuarnbHbIX pecypcoB (nMomelleHusi, obopyaoBaHue) B nepuon uccnegoBaHus, Anst Toro
4YTOObI MPOBECTUN ITO UCCNeAoBaHNE Hagnexawum n 6esonacHsiM obpasom.

4.2.4 ViccnepoBaTenb OTBEYAET 3a TO, YTOObI BCE 3aHATbIE B KMMHUYECKOM UCCNELOBAHMN COTPYOHUKM
OblNN XOPOLLO 3HAKOMbl C MPOTOKONIOM M UCCefyeMbiM MNPOAYKTOM, a TakkKe CO CBOUMU DYHKLMSMWU U
00s13aHHOCTAMMN.

4.3 OkasaHvne MegMLUHCKON NOMOLLM CyObekTaM nccnegoBaHuns

4.3.1 Asngawowmincs nccnegoBatenem uUnu couccriefoBatefnieMm Bpay HeceT OTBETCTBEHHOCTb 3a BCe
NpYHUMaeMble B pamMKax UCCnegoBaHns pelleHns MeanumHCKOro Xxapakrepa.

4.3.2 Bo Bpemsi 1 Mo 3aBepLUeHUM yyYacTusa cybbekTa B MCCrefoBaHUM uccnegoBaTtenb/opraHn3anms
[OIMKHbI 06ecneynTb okaszaHme cybbekTy HeobXxoaumMon MeauLMHCKON NOMOLLM B Crnydae nobbix CBA3AHHbIX C
nccnegoBaHMEM HeXenaTenbHbIX SABMAEHMMW, BKMOYAs KIAWMHWYECKU 3Ha4YuMble WU3MEHEeHUst nabopaTopHbIX
nokasartenen. Vccnegosatens/opraHu3daums obs3aHbl MHPOPMUPOBATL CybbekTa O CTaBLUIMX W3BECTHLIMU
nccrnefoBaTenio MHTEPKYPPEHTHbIX 3a6oneBaHusx, TPebyoLwmMx MegMLUUHCKON NMOMOLLN.

4.3.3 WccnepgoBatentio pekoMeHAyeTcsi COoobOLMTb fedaliemy Bpady, ecrnv TakoBOW umeeTtcsi, 06
yyacTum cybbekta B MCCnegoBaHWM MpU yCrioBWMM, YTO CYOBLEKT He Bo3paxaeT MpoTUB WMH(OPMUPOBaHMS
nevatero Bpaya.

4.3.4 XoTsa cyObekT He 0653aH coobLiaTe O NpuMyMHaX, NobyaAMBLUMX €ro JOCPOYHO MpeKpaTuTb yvacTue
B UCCNEeLOBaHUN, UCCrefoBaTeNb JOJPKEH MONbITATbCA YCTAHOBUTL 3TU NPUYUHBI, NPOSIBNAS MPU 3TOM MOSTHOE
yBaXkeHue K npaBam cybbekTa.

4.4 KoHtaktbl ¢ 3CO/H3K

441 Tlepeq TeM Kak HadaTb UCCNegoBaHMe, uWccregoBaTenb/opraHvM3aumnst OOMMKHbI MONyYnTb
NMUCbMEHHOE N JaTupoBaHHoe yTBepxaeHue/onobpenne SCO/HIK npoTtokona uccnegoBaHusi, MUCbMEHHON
dopMbl MHPOPMMPOBAHHOIO COrfacus U ee MnocrneaylLwmx pegakunn, Mep, HanpaBfeHHbIX Ha NpuBneYeHne
CybbEeKTOB K y4acTuio B MccnegoBaHuy (Hanpumep, peknamHbiX 00bABneHn), n niobbix Apyrnx NMCbMEHHbIX
MaTepuarnoB, KOTOPbIE NpeanonaraeTcs NpeaocTaBUTh CyObekTam.

442 Bwmecte C Jpyrumum [AOKYMEHTaMu uccrnegoBaTernb/opraHvM3auus [OMKHbl NpefocTaBuTb
OCO/H3K nocnegHoo pepakumio bpolltopbl MccnegoBatens. Ecnn Gpolwtopy MccnegoBartens AOMOSHST B
X04e wuccregoBaHus, uccriegoBatenb/opraHm3auns obs3anbl npegoctaBute ACO/HOK HoBylo pepakumio
OpoLutopbl ccrnegoBaTerns.



4.4.3 B TeyeHvne nccnegoBaHusa uccnegosartenb/opraHnsauusa 4omkHel npegoctaensate OCO/HI3K Bee
noanexatime paccCMOTPEHMUIO JOKYMEHTHI.

4.5 CobnitogeHne npoTokona

4.5.1 NccnepoBatenb/opraHn3auust AOMKHbI MPOBOAWTL UCCNeAOBaHME B COOTBETCTBUM C MPOTOKOIIOM,
COIMacoBaHHbIM  CO  CMOHCOPOM U, MpU  HeoOGXOOMMOCTW, C  YMOSTHOMOYEHHBIMW  OpraHamu, MU
yTBepxaeHHbIM/ogobpeHHbim QCO/HOK. B nogTBepxaeHne OOrOBOPEHHOCTM mMccrefoBaTens/opraHnsaums m
CMOHCOpP NOAMNMCLIBAKOT NPOTOKOJT UMW OTAENbHbIV AOrOBOP.

4.5.2 Nccneposatenb He OOMKEH OTKIOHATLCA OT MPOTOKOMAa WM BHOCUTb B HEro M3MeHeHus 6es
cormacus  crnioHcopa w 6e3 npeaBapuTENbHOMO  PacCMOTPEHUSs M OOKYMEHTanbHO  OgOPMIIEHHOro
yTBEpXaAeHus/onobpennsa nonpasku k npotokony QCO/HI3K, kpome Tex cnyvaes, korga Heo6xoaAnMOo yCTpaHUTb
HEnocpeaCTBEHHYIO Yrpody cybGbekTam MWCCNedoBaHWMs WM KOrAa W3MEHEeHWst  KacalTcs  TONbKO
agMVHUCTPATUBHbIX MMM TEXHUYECKUX acCMeKTOB MCCredoBaHusi (Hanpumep, 3amMeHa MOHMTOopa, U3MeHeHue
Homepa TenedoHa).

4.5.3 ViccnepoBaTenb MM Ha3Ha4YeHHOE MM JIMLO OOMKHO OOBACHATE M AOKYMEHTanbHO 0OpMNATb
nobble OTKNIOHEHUSI OT YTBEPXKAEHHOIO NPOTOKOMA.

4.5.4 WccnepoBatenb MOXET OTKIOHATBCA OT MPOTOKOMA WM BHOCUTL B HEr0 W3MEHEHWUs Anis
YCTpPaHeHNst  HEMoCPedCTBEHHOM  yrpo3bl  cybObekTam uccriegoBaHua  6e3  npegBapuTenbHOro
yTBepxaeHus/ogobpeHns I3CO/HOK. B «kpatyavwme Cpoks onucaHue OTKIIOHEHUA WM WU3MEHEHWA C
yKasaHveM WX MpuUYMH KU, NpyM HeobxoaMMOCTW, Npeanaraemble MONpaBKM K MPOTOKONY AOMMKHbI ObiTb
HarnpaBfeHb:

a) 3CO/HBK gnsa paccmoTpeHus n yTBepxaeHusi/oqobpeHus;

©) cnoHcopy Ans cornacoBaHus C HUM;

B) YNONMHOMOYEHHbIM OpraHam, ecrnm HeobxoamMmo.

4.6 Uccnepyemble NpoayKTbl

4.6.1 OTBETCTBEHHOCTb 3@ y4eT uccrieqyemMbix NPOAYKTOB B MCCeoBaTENbCKOM LIEHTPE BO3JOXEHA
Ha nccnegosaTtensi/opraHn3aumio.

46.2 Ecnn 9aTto pa3spelleHo/TpebyeTcs, uccnegoBaTenb/opraHnsanms  MOryT/OoSmkHel  nepenatb
HekoTopble UM Bce 00s3aHHOCTU uccregoBaTens/opraHM3auum Mno y4eTy Mccnegyembix MpoOyKTOB B
NUCCNefoBaTENbCKOM  LEHTPE  anTeyHoMy  pabOTHWKY  WAM  MHOMY  §vuy,  NOAKOHTPOSbHOMY
nccrnegoBarento/opraHnsauum.

4.6.3 Wccneposartenb/opranmsaumsi W/vnm  anteyHbli  paboOTHMK  WMAM  MHOE  YNMOJSTHOMOYEHHOEe
nccrnegosartenem/opraHnsanmen nuuo AOMKHbI BECTU y4YeT NOCTaBOK MPOAYKTOB B MCCNEAOBATENbCKUNA LEHTP,
nx hakTUYeCKOro KomnMyecTBa B LIEHTPe, MCMOMb30BaHUSA KaKObIM CyOBEKTOM, a Takke BO3BpaTa CMOHCOpY
nnbo MHOro pacnopsiKeHUsI HEUCMNOoNb30BaHHLIMU MPoAyKTaMu. 3anncu no yvyeTy OOSPKHbl BKMOYaTb B cebs
JaTtbl, KOMWYeCcTBO, HOMepa napTui/Cepuin, CPOKU roAHOCTM (r4e MNPUMEHUMO) U YHUKaNbHbIE KOAbl
nuccregyemMblX NpoOyKTOB U CyObEeKTOB  uccrepoBaHusi.  MccnepoBaTenb [[OSPKEH BECTM  3anuci,
NnoATBepXAalWmMe, YTO CyObekTbl MonyyYanu uccnegyemble MNpoaykTel B [03ax, NpPefyCMOTPEHHbIX
NPOTOKOSOM, B KOJIMYECTBAX, COIMacylLMNXCcs C 0OLUM KONMMYECTBOM UCCregyeMbIX NPOAYKTOB, MOMYyYEHHbIM
OT crnoHcopa.

4.6.4 WNccnegyemble NpoaykTbl CMeQyeT XpaHWTb B COOTBETCTBUM C WMHCTPYKUMSMK CroHcopa (Ccwm.
5.13.2 1 5.14.3) 1 HOpMaTUBHbLIMU TPEBGOBAHNUSIMMU.

4.6.5 WccnepoBatenb pomkeH obecneunTb, YTOObI Mccrnegyemble NPoAyKTbl ObIMM MCMOMb30OBaHbI
TOJTBKO B COOTBETCTBUM C YTBEPKAEHHBIM NPOTOKOOM.

4.6.6 Viccnegosaternb Unmn ynosIHOMOYEHHOE uccnegoBartenem/opraHmsaumnen nmuo OIMKHO OO bACHUTb
KaxxaoMy cybbekTy npaBuna MNpPUMEHEHUS UCCredyeMbiX MPOAYKTOB W Yepe3 npuemriemble UHTepBarbl
BPEMEHM (B 3aBMCUMOCTU OT UCCNEeAOBaHNS) NPOBEPSATbL COBMIOAEHNE 3TUX MHCTPYKLUMI KaxXablM CyObEKTOM.

4.7 PaHgomu3aumsi n packpbiTue koga

WccnepoBatenb formkeH cobnogaTe NpeayCMOTPEHHYI0 B UCCNEAOBaHMU METOAMKY paHaoMuM3auuu,
ecnvu TakoBasi MMeeTcs, U obecneunTb packpblTMe Koga TOMbKO B COOTBETCTBMM C MpoTokosniom. Ecrnu
nccrnefoBaHue NpoBOAWUTCS crienbiM METOAOM, MUccrnefoBaTenb OOMKEH He3ameaMTENbHO [OKYMeEHTanbHO
0hopMUTL U OOBSCHUTBL CMOHCOPY Mboe npexaeBpeEMEHHOE pacKpbITUE Koda MccrnedyemblX MNpOAyKTOB
(Hanpumep, criyyariHoe packpbiTUe KoAa, PackpbiTUe Koa B CBA3M C CEPbE3HbIM HEXenaTeNbHbIM SIBIIEHVEM).

4.8 lHdhopmmpoBaHHOE cornacue cyobekToB NccrefoBaHNs

4.8.1 MNpwn nonyyeHnn n JOKyMeHTanbHOM OOPMITIEHNN MHPOPMMPOBAHHOIO COrnacus uccnegoBartenb
JormkeH cobnogate HopmaTtuBHble TpeboBaHus, npugepxmeatbcd GCP 1 3TMYECKMX NPUHLUMMIOB, 3anOXeHHbIX
B XenbcuHKckon geknapaumm BMA. [lo Havana nccnefgosaHus nccnegosaTenb JOMMKEH NOAYyYnTb MMCbMEHHOE
yrBepxaeHne/ogobpeHne SCO/HOK nucbMeHHOM opMbl MHEPOPMUPOBAHHOIO cornacusa n nobbix Apyrux
NMCbMEHHbIX MaTepuarnoB, NPeSoCTaBNAEMbIX CyObeKkTam.

4.8.2 lNnucbmeHHasa opma MHDOPMUPOBAHHOTO cornacus u nobble apyrne NMCbMEHHbIe Matepuansl,
npegocTaBnsieMble cybbekTam, criegyeT [[ONOMHATH/MCNPaBNATb MO MeEpPe MOSBMEHUST HOBOW  BaXKHOM
WHcdopmaumn, KoTopass MOXEeT  OKasaTbCs  CYLIeCTBEHHOW ana  cornacus  cybobekta.  Jliobas
JOMoNHeHHas/ucnpaBneHHasi MNUCbMEHHas dopMa  WH(OPMUPOBAHHOIO corracuss 1 nobble  gpyrue
[OOMOSTHEHHbIE/VCMPABNEHHbIE MUCbMEHHbIE MaTtepuanbl, npegocTaBnsemMble cybbekTamM, [AOMKHbl ObITb
yTBepxaeHbl/ogodbpeHsl ACO/HOK po ux wncnomnb3oBaHuua B wuccnegoBaHun. CyObekT unmu ero 3akoHHbIN
npeacraBuTenb OOMKEH ObiTb CBOEBPEMEHHO O3HAKOMIIEH C HOBOW WHMpOpMaLMen, CrnocoOHOM NOBMUATL Ha



XenaHue cybbekTa npodornxkartb ydyactue B uccrnegosaHun. ®akt nepegaydm aton nHdopmaumm ormkeH bbiTb
[OKyMeHTanbHO 0OpMIIEH.

4.8.3 Hu uccneposatenb, HW Apyrne 3aHATble B WCCNEAOBaHUM nuvua He [AOMKHbI MPUHYXAaTb
cybbekTa unn ncnonb3oBaTb MHblE HEKOPPEKTHbIE METOoAbl BO3LENCTBMS C LENbIO CKIMOHUTbL €ro K y4acTuio
NnB0o NPOAOIHKEHNIO Y4aCTUS B UCCNES0BAHNN.

4.8.4 Hn ycTHad, HN NUCbMEHHast MHOPMaLMs, Kacalowasacs UCCrefoBaHns, BKIOYasS NMUCbMEHHYIO
dopMy MH(OPMMPOBAHHOIO COrfacusl, He [AOIMKHa coAaepxaTb (QOPMYMMPOBOK, MNPSMO WM  KOCBEHHO
CKMOHAILWNX CyObEeKTa WM €ro 3aKOHHOro MpPeACcTaBUTENS OTKal3aTbCsl OT 3aKOHHbIX MpaB, a Takke
OpPMYNMPOBOK, MPSIMO WUIIM KOCBEHHO OCBOOOXOAMOWMX UCCNenoBaTensi, OpraHn3aumio, CroHcopa WM Ux
npeacraBuTenen OT OTBETCTBEHHOCTU 3a XanaTHOCTb.

4.8.5 NccnepoBatenb WM HasHayeHHOE MM NULUO OOSMPKHO B MOSIHOW Mepe MpouHEOPMUpPOBaTh
cybbekTa unu, ecnun cydbekT He cnocobeH AaTb MHPOPMUMPOBAHHOE COrflacue, ero 3aKOHHOro NpeacTaBUTENS
000 BCEX 3HAYMMbIX acrnekTax UCCreaoBaHusi, B TOM YUCE O3HAKOMUTb C MUCbMEHHOW WHopmaumen ob
nccrnefoBaHumn 1 ogobperHnemM/nonoXxmTensHbIM 3akntoveHnem 3CO/HIK.

4.8.6 YcTHas M nucbMeHHas wuHdopmaums o6 uccnegoBaHuM, BKIHOYAs MUCbMEHHYK dopMy
WH(POPMUPOBAHHOIO COrfnacusi, AOMMKHA COAEepXaTb Kak MOXHO MeHblue creuuanbHbIX TEPMUHOB U ObITb
NnoHATHa CyObeKTy unu, B  COOTBETCTBYKOLUMX  Cryyasix, €ro 3aKkoOHHOMY MNpPeACTaBUTEND U
He3anHTEPECOBaHHOMY CBUAETENIO.

4.8.7 lepen nony4YeHMem MHOOPMUPOBAHHOIO COrfacusi nccnegosaTernb UM Ha3Ha4YeHHoe MM Nnuo
OOJDKHO MpefocTaBUTb CyObeKkTy UM ero 3akOHHOMY MpencTaBUTENIO OOCTAaTOYHOE KONIMYECTBO BPEMEHU U
BO3MOXHOCTb And nosny4veHus Gornee nogpobHon nHdopmaumm 06 nccrnegoBaHUM M NPUHATUSA pelleHnsa ob
y4acTum B HEM UMM OTKase OT Takoro yvactusi. CyGbekT unm ero 3akOHHbIN NpeacTaBuTeNb AOMKEH NOMyYnTb
ncyepnbiBatoLLMe OTBETbI HA BCe BONPOChI 06 nccneaosaHuu.

4.8.8 [lo Ha4yana y4yacTtus B uccrnenoBaHum cybbekT UM ero 3akOHHbIN NpeacTaBuTenb, a Takke nuuo,
NpOBOAMBLLEE Pa3bACHUTENbHYIO Beceny, OOMMKHbI MognMcaTtb U COOCTBEHHOPYYHO AaTUPOBATb MUCbMEHHYIO
dopMy MHPOPMUPOBAHHOIO COrfacus.

4.8.9 Ecnn cybbekT unn ero 3akoHHbIM MpeacTaBuTeNb He cnocobeH umTatb, TO B TEYEHME BCEN
pasbscHUTENbHON Oecedbl OOMKEH MNPUCYTCTBOBAaTb HE3aUMHTEPECOBaHHbIM cBuaeTenb. [locne Toro Kak
cyObeKkTy wnM €ero 3akoHHOMY MpeacTaBuMTENto MpouMTany WM PasbsCHUIM  MUCbMEHHY  opmy
WH(POPMUPOBAHHOIO COrnacusa u gpyrve npeaoctaBnsieMble CyObeKTy MMCbMEHHbIE MaTepuarnbel U Nocne Toro
Kak CyOBEKT MM ero 3akOHHLIN NpeacTaBuUTENb Aan YCTHOE Corfacue Ha yyactme cybbekTa B MCCreaoBaHUN U,
ecnu cnocobeH, noanucan n cobCTBEHHOPYYHO AAaTUPOBan NMMCbMEHHY (OOPMY MHGOPMUPOBAHHOIO COrnacus,
CBMAETENb OOIMKEH ee nognucaTb N cCOBCTBEHHOPYYHO AaTupoBarth. [NoanuceiBas opmy cornacusi, CBUAETENb
noaTBepxaaeT, 4To MHdopmauus, coaepxawascas B dopme cornacma M BCeX ApPYrMxX MUCbMEHHbIX
MaTtepuanax, bbina TOYHO pas3bsiCHEHA M MOHATA CYOBEKTOM MMM €ro 3aKOHHbIM NpeacTaBUTENeM U 4YTO
cornacue Ha yvyactve B uccrnegoBaHum aHo cyObekToM Unmn ero 3akoHHbIM nNpeacraBuTenemM 4oOpOBOSbHO.

4.8.10 Kak B xoge pasbsicHUTENbHOW Oecedbl, TaKk U B NMUCbMEHHON opme MHPOPMUPOBAHHOIO
cornacusi, a Takke nobbIX OpPYrnx NUCbMEHHBLIX MaTepuanax, NpefocTaBnsieMblX CyObekTam, OOMKHO ObiTb
pasbsCHEHO creayollee:

a) NiccnegoBaHue HOCUT 3KCNepMMEHTanbHbIN XapakTep.

©) Llenb nccnegoBanus.

B) BapmaHTbl neveHus B npouecce MccnegoBaHusi U BEPOSITHOCTb CINyYanHOro pacnpegeneHnsi B ogHy
N3 rpynn feyveHuns.

r) Mpouenypbl nccnegoBaHus, BKITOYasa BCe MHBA3MBHbIE MPOLEaypbl.

) O6sa3aHHoCTM cybbekTa.

€) Te acnekTbl UccnegoBaHus, KOTOPbIE HOCAT 3KCNEPMMEHTAarbHbIN XapakTep.

X) Oxupgaemblnl puck nnn HeynobceTBa anda cybbekTa, a Takke, B COOTBETCTBYHOLUMX Crydasix, Ans
ambpuroHa, nnoga unu rpygHoro pebeHka.

3) Oxwupaemble Bbiroga wunu nonb3a. Ecnv nonb3bl € MEOUUWHCKOW TOYKM 3pEHUS  He
npegnonaraeTcs, To CyObEKT JOIMKEH ObITb NOCTaBneH 06 3TOM B U3BECTHOCTb.

1) ViHble, NOMUMO NPeayCMOTPEHHbIX B UCCNeAoBaHWM, Npoueaypbl UM METOAbl NeYeHusl, KoTopble
MoryT BbITb JOCTYMHbI CYOBEKTY, @ TakKe UX 3Ha4YMMble NOTEHLMANbHbIE BbIroga U/unmv nonb3a, a Takke puck.

K) KomneHcaumsa n/vunm nedeHue, OOCTyMHble CyObEKTY B Criyvyae NpUYMHEHWUs Bpeda ero 340pOBbi0 B
pesynbTaTe y4acTusi B UCCreA0BaHUN.

n) MNnaHupyemeble BbiNnaTbl CyOBLEKTY 3a €ro yyacTue B UCCriefoBaHNN, €CNN TaKOBbIE NPeayCMOTPEHbI.

M) lnaHupyemble pacxogbl CyObekTa, €Cnu TakOBble OXMAAKTCS, CBA3aHHblE C €ro yyacTuem B
nccnegoBaHum.

H) YyacTne cybbekTa B uccnegoBaHum saBnsgeTcs 4OOPOBONbHLIM, U OH MOXET OTKasaTbCs OT yyacTus
Unn BbIUTK U3 UCCrEeLOBaHUsS B NMoOOM MOMEHT 6e3 Kakmx-nmbo caHkuum gns ceba nnm notepu NosoXeHHbIX
BbIroA.

0) MoHnuTopsl, ayautopsbl, SCO/HOK 1 ynornHoMOYeHHbIe OpraHbl B TOW Mepe, B Kakon 3TO JonyckaeTcs
3aKoHo4aTenbCTBOM, OyayT MMeTb NPSIMON [OCTYN K OpUIMHarbHbIM MEOULMHCKMM 3anucam cybbekta ans
NpOBEpPKU Npouenyp W/vnm gaHHbIX KNMMHUYECKOTO MCCIeAoBaHWs, He HapyLlasa Nnpyu 3TOM KOHUAEHUMAaNbHOCTH
OaHHbIX CyObeKTa, U 4YTO CyOBbEKT MNM ero 3aKOHHbIM MpeacTaBuTerb, NOAMMCHIBAs MUCbMEHHYIO opMy
MHOPMNPOBAHHOIO cornacus, JaeT paspeLleHre Ha Takom 4oCTynm.



n) 3anucu, ngeHtuduumpyrowme cybvekra, 6yayT CoxpaHeHbl B TaHEe U MOTYT BbITb PaCKPbIThl TOMBLKO
B TOMN Mepe, B KakOW 3TO AOMycKaeTcs 3akoHoaaTenbCTBOM. [Mpu nybnukauum pesynbTaToB UCCreaoBaHUS
KOHbnaeHUManbHOCTb AaHHbIX CyObekTa byaeT coxpaHeHa.

p) CybbekT unu ero 3akoHHbI npeacTaBuTeNnb OyaeT CBOEBPEMEHHO O3HAKOMMEH C HOBOW
nHdopMaLmen, cnocobHoW NOBNMATL Ha XenaHne cyGbekTa NpoaosKaTh y4acTme B UCCIe4OoBaHNM.

c) INwuua, K KOTOpPbIM MOXHO 0OpaTUTbCA Ans MONyYeHWs AONONHWUTENbHOM WHopmauun o6
nuccnegoBaHuM 1M npasax CyObEKTOB NCCNedoBaHNs, a Takke B Cllyyae NpUYvHeHUs Bpeaa 300poBbio cybbekTa
B pesynbTaTe ero y4actusi B MCCreoBaHuu.

T) BoamoxHble obcTosATENnbCTBA U/MNWM MPUYMHBI, MO KOTOPbIM yyacTue cybbekTa B UCCredoBaHuu
MOXET ObITb NpPeKpaLleHo.

y) MNpegnonaraemasa onNUTENBHOCTb y4acTna cyGbekTa B uccregoBaHuu.

@) MNpnbnunauntenbHoe KONMYECTBO CyOBLEKTOB, KOTOPOE NpeanoriaraeTcs BKNIOYUTL B UCCNEAOBaHNE.

4.8.11 lNepen BkMYeHveM B uccnegoBaHWe CyObeKT Unu ero 3aKOHHbIM NpeAcTaBuUTENb AOMKEH
nony4nTb NOAMUCaHHLIN U AATUPOBAHHBLIN 3K3EMMMAP MUCbMEHHON (POPpMbI MHPOPMUPOBAHHOIO cornacus u
BCe [pyrne npegoctaBnsieMble cybbekTam nUCbMeHHble MaTtepuanbl. Bo Bpemsi yyactusi cybbekrta B
nccnefoBaHuy CyObEKT UMM ero 3aKOHHbIM NpeacTaBUTENb AOMKEH NonyyaTb NOANMCaHHbIE U AaTUPOBaHHbIE
3K3eMnNsApbl BCeX nocnegylwmnx pegakumn opmbl MHHOOPMMPOBAHHOIO COMfacus M KOMMU BCEeX NOMPaBoOK K
OPYrMM MUCbMEHHbIM MaTtepuanam, npegocTaBnseMbiM cybbekTam.

4.8.12 Ecnn B KNMHUYECKOM MCCNeaoBaHUM (CBA3aHHOM MO0 He CBA3AHHOM C fleYeHneM) y4acTByoT
CyObekTbl, KOTOpble MOryT ObiTb BKMIOYEHbI B UCCNEAOBaHME TOMbKO Ha OCHOBaHWM COMMacus UX 3aKOHHbIX
npeacrasutenen (HanpuMmep, HECOBEPLUEHHONETHWE, MaUUEHTbl C BbIPaXEHHbIM criaboymmuem), To cybbekT
JormkeH ObiTb nNpouHdopmuposaH 06 uccnegoBaHWM B COOTBETCTBUM C €ro CMOCOBHOCTBbIO MOHATb 3Ty
WHoOpMaUnio, M, ecrnm CcybbekT B COCTOSHMM, OH AOMKEeH nognucaTb M COBCTBEHHOPYYHO AAaTUPOBAaTb
NUCbMEHHY0 hopMy MHOPMUPOBAHHOTO COrfacus.

4.8.13 Kpome crniyyaeB, onucaHHbix B 4.8.14, B uccnegoBaHue, He CBfA3aHHOE C JieveHnem (T.e.
uccrniefoBaHue, B KOTOPOM He npeanonaraeTcsi HENOCPEeACTBEHHON C MEAMLMHCKON TOYKU 3PEHUS MOonb3bl AN
cybbekTa), MoryT ObiTb BKIHOUYEHbI TONBKO CyObEeKTbI, KOTOpble IMYHO Aal0T CBOE corfiacme n cobCTBEHHOPYYHO
MOANVCBLIBAIOT U AaTUPYIOT MUCbMEHHY0 (POPMY MH(POPMUPOBAHHOIO COrfacus.

4.8.14 B uccnegoBaHus, He CBA3aHHble C NeYyeHneM, CyObeKkTbl MOryT ObiTb BKIHOYEHbI C COrNacus mx
3aKOHHbIX NpeAcTaBuTener npu cobnoaeHn crnegyowmx yCrnoBui:

a) Uenn uccnepoBaHna He MoryT ObiTb AOCTUTHYTHI MOCPEACTBOM WCCNEAOBaHUS C yyacTuem
CcybbeKTOB, KOTOPbIE MOrYT AaTbk CBOE COrfiacue finyHo.

0) Oxxmgaemblii puck onsi CybbekToB HE3HAUMTENEH.

B) OTpuuaTensHoe BO34eNCTBNE Ha 300pOBbe CyObekTa CBe4EeHO K MMHUMYMY N HE3HAUYNTENbHO.

r) ViccnegoBaHue He 3anpeLueHo 3aKoHOo4aTeNnbCTBOM.

A) [Ans BKMYeHMs Taknx cy6bekToB AOMKHO BbiTh 3anpoLleHo cneunanbHoe yTBepxaeHue/ogobperHve
OCO/H3K, yuuTbiBatoLLee 3TOT acnekT.

MogobHble wccnemoBaHua (3a MCKMOYeHMEM OOOCHOBaHHBIX CryyYaeB) [AOMKHbI MPOBOAUTLCH C
yyacTMeM nauueHTOB, UMetoLmx 3aboneBaHne, AN fevYeHrs KOToporo npegHasHavyeH nccneayemMblvi MPOayKT.
CybbekTbl B TakUX MCCNEAoBaHNAX AOMKHbI HAXOANUTLCA NoA 0cob0 TwaTenbHbIM HabnaeHeM, N UX yyactue
OOMKHO ObITb NpeKpaLLeHo, ecnu eCTb OCHOBaHWA nonaraTb, YTO OHW UCMbITLIBAIOT Ype3MepPHbI AUCKOMAOPT.

4.8.15 Tlpn HEOTNOXHbLIX COCTOSHUAX, KOrda A0 BKIYEHWS B MCCNeAoBaHWE HEBO3MOXHO MONy4nTb
cornacmve camoro cybbekTa, OHO AOMKHO ObiTb 3aMpOLLEHO Yy ero 3aKOHHOro NpeacTaBUTEnNs, ecnn TakoBOW
npucyTcTByeT. Ecnn npegsaputensHoe cornacve camoro cybbekta HEBO3MOXHO U OTCYTCTBYET ero 3aKOHHbIV
npeacrtaBuTenb, TO ANA  BKNOYeHWss cybbekta B uMccrnegoBaHWe OOSMKHbl  ObITb  MpeanpuHATHI
nNpeayCMOTPEHHbIe NPOTOKONOM W/Mnn ApyrumMn JOKyMeHTaMu 1 yTeepxaeHHble/ogobpeHHble SCO/HIK mepbl,
HanpaBfeHHble Ha 3awuTy npas, G6esonacHocTM K GBnarononyyms cybbekta, a Takke obecneuusatoLime
COOTBETCTBME HOPMATUBHbIM TpeboBaHusM. CyObeKT unu ero 3akoHHbIA npeacTaBUTeNb OOMMKEH ObiTb B
KpaTyalLumMe CpPOKU NOCTaBIieH B M3BECTHOCTb 06 MccrnenoBaHuK, My HEro JOSMKHO ObITb 3anpoLUeHo cornacue
Ha NpoJorkeHve y4acTusi B UCCrefoBaHuy, a Takke Apyroe cornacue, kak ato nonoxeHo (cm. 4.8.10).

4.9 3anncu n oTyeThl

4.9.1 Wccneposatenb pgorkeH obecneumBaTb NPaBWUbHOCTb, MOMHOTY, pas3bopunBOCTb U
CBOEBPEMEHHOCTb NPeAoCTaBNeHNs CNOHCOPY AaHHbIX, cogepxalumxcs B VIPK n Bo Bcex TpebyemMbix oTyeTax.

4.9.2 [aHHble B WPK pomkHbl COOTBETCTBOBATb MNEPBUYHOM [AOKYMEHTaUMWM, U3 KOTOPOW OHU
nepeHeceHbl; MMEeLLMECH PacXOXAEHNs OOMKHbI ObiTb 06 bACHEHbI.

4.9.3 Jlobble uameHeHuss unu ucnpaeneHns B WMPK pomkHbl ObiTb nognucaHbl, OaTUPOBaHbI,
06bACHEHb! (NpU HEeoBXoOUMOCTU) M He AOIDKHbI CKpblBaTb MEepBOHAYanbHyl 3anucb (T.e. AOMKeH ObiTb
COXpaHeH "OoKyMeHTanbHbIV cnea"); 3T0 OTHOCUTCS Kak K MMCbMEHHbIM, Tak U K 9NEKTPOHHBLIM N3MEHEHWUSIM UIu
ucnpasneHuam (cM. 5.18.4, 0)). CnoHcop AoMKeH NPeaoCcTaBnTb UCCneaoBaTensam U/nnm nx YynosIHOMOYEHHbIM
NPeacTaBUTENAM WHCTPYKUMIO O nopsgke OodopMreHns Takux ucnpasrneHnid. CnoHCop [OMKEH WMETb
NMCbMEHHble Npoueaypbl, NpegycmatpuBarolne, 4To naMmeHeHuss unu ucnpasneHns B UPK, BHocuMble ero
YNOSIHOMOYEHHBbIMU  MPEeACTaBUTENAMKN, [OOKYMEHTANbHO OMOPMIISIOTCS, SBMASOTCA HeobxXxoaumbiMU U
opobpsTca uccnegosateneM. lMccneposaTtenb LOMMKEH XpaHWTb  3anMcu 06 3TUX  U3MEHEHUsX W
NCnpaBreHusX.

4.9.4 ViccneposaTenb/opraHnsaums OOMKHbI BECTW AOKYMEHTauuio Mo MCCrefoBaHMI0 COrnacHo



pasgeny 8 HacTosilero ctaHgapTa M HopMaTtuBHbIM TpeboBaHuaM. WccnepoBaTtens/opraHu3auns OOMKHbI
NpUHMMaTh Mepbl, NpegoTBpaLLaloLLme CryYaiHoe Unu NpexaeBpeMeHHoe YHUHTOXEHNE STUX JOKYMEHTOB.

4.9.5 OCHOBHble JOKYMEHTbI AOIMKHbI XpaHUTbCS He MeHee ABYX NeT Mnocrne yTBepXAeHUs nocnegHen
3asBKM Ha perncTpaumio npenaparta B Poccun unu ctpaHe - yyactHuue ICH 1 go tex nop, noka HY ogHa 13
3asBOK He OygeT HaxoAMTbCHA Ha pacCMOTPEHUN U He ByaeT NNaHMpoBaTbCS HOBLIX 3aSBOK, UMM HE MEHee OBYX
net nocne ouumManbHOro NPeKpaLleHns KNMHUYECKoW pa3paboTkn nccneayemoro npogykra. OTv OOKYMEHTbI
OOMKHblI XpaHWTbCcA 6onee ONWTENbHbIM CPOK B Crydae, €cnvM 3T0 NPeayCMOTPEHO HOPMaTUBHbLIMU
TpeboBaHNsIMM UNM JOroBOpOM CO CrnoHcopoMm. OTBETCTBEHHOCTbIO CMOHCOpPa SBMASETCA MH(OpPMUMpOBaHWE
nccneposarensi/opraHnsaumm 06 NCTEYEHNN CpoKa XpaHeHUs AoKyMeHTauum (cm. 5.5.12).

4.9.6 duHaHCoBLIE acneKkTbl UCCNeoBaHMs OOIMKHbI OblTb OTPaXKeHbl B JOrOBOPE MEXAY CMOHCOPOM U
uccneposarenem/opraHnsaumnen.

49.7 Tlo 3anpocy MoHuTOopa, aygutopa, OCO/HOK wunn  ynonHOMOYEHHOro  opraHa
uccnepoBartens/opraHm3aums  OOMmkHbl obecneynTb NPsSMOW OCTYNn KO BCEM 3anucsiM, OTHOCALUMMCH K
nccrnefoBaHuio.

4.10 OTyeThl 0 X0A€e uccneanoBaHus

4.10.1 WNccneposatens pomkeH npeactaenate OCO/HOK kpaTkMe NUCbMEHHble OTYeTbl O XoAe
NCCrefoBaHUA eXXerogHo unu yatle, ecnu atoro tpebyet 3CO/HIK.

4.10.2 ViccnepoBaTenb OOMKEH He3ameanMTENbHO MpefoCTaBniATb MUCbMEHHbIE OTYETbl CMOHCOPY,
OCO/H3K (cm. 3.3.8) u, B COOTBETCTBYIOLMNX Cry4vasx, opraHm3aumm o NobbiX M3MEHEHWSAX, CyLLECTBEHHO
BMWSIOLLMX HA NPOBEAEHNE NCCneaoBaHns U/nnv yBenumumBatoLLMX pUCK AN CyObeKTOB.

4.11 OtyeTHOCTb NO 6e30NacHOCTK

4.11.1 OB6o BCcex cepbesHbiX HexenatenbHbiX asneHuax (CHA) Heobxoammo HemegneHHO cooblaTtb
CMoHcopy, 3a ucknoveHnem tex CHA, koTopble B NpOTOKONE Unn B pyrom JOKyMeHTe (Hanpumep, B 6poluope
uccrneposatens) onpegeneHbl kak He Tpebyowme HemeaneHHoro coobuweHus. [locrne nepBuUYHOro
HemeaneHHoro coobleHna HeobxoaMMo B KpaTyanlllme CPoKu MpeacTaBuMTb NOAPOOHLIV MUCbMEHHbIV OTYeT.
MepBUYHBIN 1 Nocneaylowme oT4eTbl 4OMKHbI MAEHTUMMUMPOBaTL CYOBEKTOB MCCreAoBaHUS NO NPUCBOEHHbIM
UM YHUKanbHbIM KOAaM, @ He Mo MMeHaMm CyObeKTOB, NMepcoHarnbHbIM MAEHTUMMKALNOHHBIM HOMEpaM W/unm
agpecam. WccrnepoBaTtenb [JOMMKEH Takke cobniogate HOpMaTMBHblE TpeboBaHWS, pernameHTupyloLme
NPegoCTaBNeHNE OTYETOB O HENPEeABUAEHHbIX CEPbE3HbIX HeXenaTemnbHbIX Peakuusx YMOSTHOMOYEHHbLIM
opraHam n 9CO/HOK.

4.11.2 OGo Bcex HexenaTerbHbIX SBNEHUSIX W/UIM OTKINOHEHUAX NnabopaTopHbIX MokasaTenen oT
HOpMbI, OonpedeneHHbIX MPOTOKOMNIOM KakK KpuUTudeckue Ans oueHkn BesonacHocTw, Heobxogmmo coobuiatb
CMOHCOpPY B COOTBETCTBMU C TPeDOBaHMAMM K OTYETAM M B CPOKU, ONpeAeneHHble CIOHCOPOM B NPOTOKOJE.

4.11.3 Tpun cooblieHnsax o cmepTu uccregoBatens 00s3aH no 3anpocy cnoHcopa u OCO/HOK
npegoctaBuTb MOy AOMNOMHUTENBHYIO WHGOPMaUMo (Hanpumep, MNPOTOKOM BCKPbITUS U MOCMEPTHbIN
3MMKPU3).

4.12 lMpexgeBpemMeHHOe npekpaLleHne nunm NpruocTaHoBKa nccneoBaHns

Ecnn no kakon-nmbo npuuvHe uccrefoBaHue NpexaeBpPeMEHHO MpeKpaLleHo Mu NpUOCTaHOBMEHO,
uccnegoBarenb/opraHu3aums  OOSMKHbI - He3aMeanuTenbHO  MHopMMpoBaTb CyOBEKTOB  MCCredoBaHus,
obecneunte MM COOTBETCTBYHOLLEE fleyeHne W HabngeHne wun, ecnu npeaycMOTPEHO HOPMaTMBHBIMM
TpeboBaHNsIMK, HHOPMUPOBATL YNOMHOMOYEHHbIE OpraHbl. Kpome Toro:

4.12.1 Ecnu uccnegoBatenb NpexneBpeMEHHO MpekpallaeT unvM npuocTaHaBnvMBaeT UccnegoBaHue
0e3 npegBapuTenbHOro cornacus CnoHcopa, OH AOIMKEH coobwute 06 3TOM opraHu3auuu, rge NpUMeHNMOo, 1
nccnepoartenb/opraHM3anms AOMKHbI He3aMmeanmTenbHO nponHdgopMupoBaTk 00 3ToM cnoHcopa n ACO/HIK
n npegoctaBuTb crnoHcopy n ICO/HBK nogpobHoe nMMCbMEHHOe OBGBbACHEHWE MPUYMHBI MPUOCTAHOBKU UIU
npekpaLeHns nccriegoBaHums.

4.12.2 Ecnn cnoHcop npekpawiaeT unu npuoctaHaenveaeT uccrnegosaHune (cM. 5.21), nccnegosartens
OOMKeH He3aMeanuTenbHO coobwmnTb 06 3TOM opraHu3aumu, rae NpUMEHUMO, U nccrnegoBaTenb/opraHnsaums
OOIMKHbI HesameanutensHo npovHdopmupoBaTb 06 aTom ACO/HIK n npepoctauts ACO/HIK nogpobHoe
NMCbMEHHOe 0O BbSACHEHME NPUYMHBI MPUOCTAaHOBKM UMW NpeKpaLLeHns nccnegoBaHus.

4.12.3 Ecnm 3CO/HOK okoHYaTenbHO WM BPEMEHHO OT3biBaeT YyTBepXaeHue/ogobpeHne Ha
nposegeHne nccnegosaxusa (cm. 3.1.2 u 3.3.9), nccnegosaTtenb OOMMKEH COOOWMTL 06 3TOM opraHmMsauun, rge
NPMMEHUMO, W UccrnegoBaTenb/opraHM3auns LOIDKHbl He3aMegnuTenbHO MpoMHGOPMUPOBaTb 06 3TOM
CMOHCOpa W MpefocTaBUTb CMOHCOPY MNOAPOGHOE MUCbMEHHOE OOBACHEHWE MPUYMHBI NPUOCTAHOBKN UMK
npekpaLeHns nccregoBaHums.

4.13 ToroBbI OTYET UccneaoBaTens

Ecnn TpebyeTca, no 3aBeplieHWV uccnedoBaHWs wuccriegoBaTeNb AOMMKEH coobwmnTs 06 aToMm
opraHusaumu; uccnegosartenb/opraHusauns JormkHbl npegoctaButb DCO/HOK kpaTkum oTtyeT 06 wutorax
nuccnefoBaHus, a Takke Bce Tpebyemble oTYeThl YNONHOMOYEHHbIM OpraHaMm.

5 CnoHcop

5.1 ObecneyeHne kadyecTBa 1 KOHTPOJ1b Ka4eCTBa
51.1 CﬂOHCOp OTBeYaeT 3a BHeapeHne n nogaepxaHme cuctem obecneyeHuns u KOHTpPOJA Ka4vecTBa C



nucemeHHeiMn  COIN, KoTOpble UMEKT CcBOen uenbio obecneunTb nNpoBedeHMe uccrnenoBaHus, cbop,
perucTpaumio M MpeacTaBfieHne [AaHHbIX B COOTBETCTBUM C npoTtokonoM, GCP 1  HopmaTMBHBIMM
TpeboBaHUSAMN.

5.1.2 CnoHcop oTBevaeT 3a obecnedeHne cornacus BCeEX BOBIEYEHHLIX CTOPOH Ha MpPefocTaBreHne
npsmoro pgoctyna (cm. 1.21) BO Bce y4acTBylLME B MWCCEAOBaHWMM LIEHTPbl, KO BCEM MEPBUYHbLIM
OaHHbIM/OOKYMEHTaM U oTyeTaM B LENsX WX MOHWUTOPWMHIa W ayguTa CrOHCOPOM, a TakkKe WHCNEeKuun
HaLMOHaNbHBIMN U UHOCTPaAHHBIMM YNONTHOMOYEHHBIMY OpraHamu.

5.1.3 KoHTponb KayecTBa criegyetr OCYLIECTBIATb Ha BCex aTanax paboTbl C AaHHbIMW, 4TOObI
obecneuntb nx JOCTOBEPHOCTb M NPaBUiIbHOCTb 06paboTKK.

5.1.4 [oroBopbl MexXgy CMOHCOPOM W uccnegoBartenem/opraHmsauuen wunu nwbon  gpyrom
y4yacTByOLEN B MUCCregoBaHUM CTOPOHOM OOMMKHbI BbiTb COCTaBneHbl B MUCbMEHHOW (opMe Kak 4acTb
NPOTOKOMa UM B KAYECTBE CaMOCTOSITENbHbIX JOKYMEHTOB.

5.2 KoHTpakTHas nccnepoBaTenbckasi opraHnsaumsi

5.2.1 CnoHcop MOXEeT MOMHOCTBbK MMM YacTUYHO NepedaTb 00A3aHHOCTU U (DYHKUMW, CBSA3AHHbIE C
npoBeeHMeM UCCNeaoBaHUs, KOHTPAKTHOW MCCneoBaTenbCKON OpraHu3auum, ogHako OTBETCTBEHHOCTb 3a
Ka4yeCcTBO W MOSMHOTY MOMYyYEeHHbIX B XO4€ WUCCnedoBaHWsi AaHHbIX Bcerga fnexuT Ha cnoHcope. KoHTpakTHas
nccrnefoBaTtenbckas opraHM3aumsi JOKHA OCYLLECTBMASATb MepbI N0 06eCneYEeHN0 U KOHTPOSIO KavyecTsa.

5.2.2 lMNepepaya KOHTPAKTHOWM MCCneaoBaTeNlbCKON opraHmM3auumn nobbix CBSA3aHHbLIX C MCCNegoBaHNEM
06s3aHHOCTEN U (byHKUMIA OOMmMKHaA ObiTb JOKYMEHTanbHO oopMrieHa.

5.2.3 Bce cBsA3aHHble C uMccnegoBaHMeM 00A3aHHOCTU U (DYHKLUMK, HE NepedaHHble KOHTPaKTHOW
nccrnegoBaTenbCKoN opraHM3auum, OCTaloTCs B KOMMNETEHLMN CIOHCOPA.

5.2.4 Bce, 4TO B HacTosLeM CTaHOapTe KacaeTCsd CMOoHCopa, Takke MNPUMEHUMO K KOHTPaKTHOW
nccnenoBaTenbCKkoOn opraHvM3aumMmM B TOW Mepe, B KOTOPOW KOHTpaKTHas MccnegoBaTernbCkas opraHv3aums
npuvHUMaeT Ha cebs 0693aHHOCTY M PYHKLUKM CMOHCOPa MO NPOBEAEHUIO UCCNEAOBAHNS.

5.3 MeguumHckas kBanudukaums

CrnoHcop [OSKEH HasHauuTb OOnagalrolwmMin  COOTBETCTBYIOLLEN MeLMUUHCKON KBanvdukaumnemn
nepcoHarsn, KoTopbl AOMmKeH ObiTb Bcerga AOCTYNeH Ansi peLleHnst CBsI3aHHbIX C UCCrefoBaHMEM BOMPOCOB
MeOUUMHCKOro xapaktepa. [lpy HeobxogMmocTn And 3ToM uUenu MOryT OblTb MNpMBMEYEHbl BHELLUHUE
KOHCYIbTaHTbI.

5.4 In3zanH nccnegoBaHus

541 CnoHcop MOO/MKEeH npuBnekaTb KBanMUUUPOBaHHbLIX vy (Hanpumep, 6GMOCTAaTUCTUKOB,
KIMHUYECKMX hbapmakonoros, Bpayeln) Ha BCexX dTanax MCccrefoBaHusl - OT paspaboTkm npotokona, PK u
nnaHa cTaTtMCTMYECKOro aHannsa 4o NOAroTOBKM MPOMEXYTOYHOIo 1 OUHANbHOrO OTYETOB.

5.4.2 Takke cm. pasgen 6 Hactosiwero craHgapta, pykosoactso ICH "CtpykTtypa n copepkaHue
oT4eTa O KIMHWYECKOM uccregoBaHun” n apyrue coorseTcTyowmne pykosogctea ICH no gusariHy, npoTtokony
W opraHuM3aLmm uccnegoBaHms.

5.5 MeHegXMeHT uccnegoBaHus, paboTa ¢ AaHHBIMU U BEAEHNE AOKYMEHTaL MK

5.5.1 CnoHcop 065a3aH npuenekatb obnagarLmx cooTBETCTBYOLEN kKBanudukaumen nuy ansa obiero
pyKoBOACTBa MccrnefoBaHveM, paboTbl C AaHHbIMW, BepudUuKauMu OaHHbLIX, NPOBEOEHUS CTAaTUCTUYECKOrO
aHanusa u NOAroToBKM OT4ETOB 06 MccnegoBaHNN.

5.5.2 CnoHcop MOXeT NMpuHATL pelleHne o6 obpasoBaHUM HE3ABMCMMOrO KOMUTETA MO MOHUTOPUHIY
AanHbix (HKML) ana paccMmoTpeHus xoda KIMHUYECKOro UCCnenoBaHusl, BKIOYas pacCMOTPEHNE OaHHbIX MO
©e30nacHOCT! U OCHOBHbLIX NapaMeTpoB 3PHEKTMBHOCTU, a TakkKe AN BblpabOoTKM pekoMeHAaLmMn ClIOHCopY O
LenecoobpasHOCTU MPOAOIKEHUS, NPEKPALLEHNss UCCNenoBaHUs UM BHECEHUSI B Hero mameHeHun. HKM[
OOIMKEH UMEeTb NMCbMEHHbIE onepauMOoHHbIe Npoueaypbl U BECTU NMUCbMEHHbIE 3annch BCeX CBOUX 3acefaHni.

5.5.3 MNpn nCnonbL30BaHMU SMEKTPOHHBIX CUCTEM Ans paboTbl C OaHHbIMU UCCregoBaHus w/unm
3NEKTPOHHbIX CUCTEM yOANEHHOro A0CTyNa K AaHHbIM CMOHCOP OOIMKEH:

a) ObecneunTb N OOKYMEHTarnbHO 0QOPMUTL COOTBETCTBME CUCTEM IIEKTPOHHON 0OpaboTKM AaHHbIX
YCTaHOBEHHLIM CMOHCOPOM TPeBOBaHMAM K MONTHOTE, TOYHOCTU U HAAEXHOCTU AaHHbIX, @ Takke CTabunbHOCTb
JocTuxkeHus Tpebyemoro pesynbTaTta (T.€. BanMgaumio).

©) meTb COIT No MCNONB30BaHUIO 3TUX CUCTEM.

B) ObecneunTtb paboTy cuctem Takmum o6pa3om, YTOObl MOXHO ObINIO M3MEHATH AAHHbIE U NPU 3TOM
BHOCMMbIE N3MEHEHWS Oblnn Obl 3aA0KyMEHTUPOBAaHbI, @ paHee BBEAEHHbIE AaHHble He Obiny Obl yaaneHs (T.e.
nmencs AOKyMeHTanbHbI creq).

r) imetb cuctemy 3awutbl, NpegoTBpaLLaoLLY0 HECAaHKLUMOHNPOBAHHbIA AOCTYN K AaHHbIM.

n) meTb cnucok nuu, HageneHHbIX MpaBoM BHOCUTb U3MEHEHUS B faHHble (cM. 4.1.5 1 4.9.3).

e) ObecneymBaTtb agekBaTHOE pe3epBHOE KONMPOBaHWE OaHHbIX.

%) CoxpaHsiTb MacKUMpPOBKY B WCCNefoBaHWUsIX, MPOBOAWMbLIX CrenbiM MeToOooM (T.e. COXpaHsTb
MacKMpOBKY Npu BBOAE 1 06paboTke AaHHbIX).

5.5.4 Ecnn B npouecce obpaboTkM [aHHble TpaHcOopMUPYHOTCHA, BCErda [[OSPKHa CyLiecTBOBaTb
BO3MOXHOCTb CPaBHEHWSI UCXOAHbIX AaHHbIX C 00paboTaHHbIMK.

5.5.5 CnoHcop AOMMKEH MCMNONb30BaTh YHWKANbHbIA MAEHTUMUKALMOHHBIN Kof cybbekTa (cm. 1.58),
NO3BONSAKLLINA MOEHTUMULMPOBATL BCE AAHHbIE MO KAXO0MY CyOBeKTY.

5.5.6 CnoHcop wnu gpyrue Bragernblbl OAHHBIX AOMKHblI XPaHWTb BCE OTHOCSLUMECS K CMNOHCOpPY
OCHOBHbIE€ JOKYMEHThI MO UCCreAoBaHMio (CM. pasgen 8 HacToswero ctTangapTa).



5.5.7 CnoHcop OOMmKeH XpaHUTb BCE OTHOCALLMECS K HEMY OCHOBHbIE JOKYMEHTbI MO MCCNe0BaHWIO B
COOTBETCTBMU C HOPMAaTUBHbIMW TPeOOBaHUSIMM Tex CTpaH, B KOTOPbIX MPOAYKT odobpeH u/vnm B KOTOPbIX
cnoHcop cobupaeTcsa 0bpaTUTbCA 3a 0400pPEeHUEM.

5.5.8 Ecnu cnoHcop npekpallaeT KnMHUYeckyto pa3paboTky Mccnegyemoro npoAaykra (no ogHoMy mnu
BCEM MOKa3aHuAM, MyTAM BBEAEHMWS, NEKapCTBEHHbIM dOpmMam), OH OOJPKEH XPaHWTb BCE OTHOCALLMECH K
CMOHCOPY OCHOBHbIE [OKYMEHTbI MO WMCCREeOBaHU0 B TEYEHWE MO KpamHen Mepe OBYX JieT C MOMEHTa
odhmUManbHOro NpekpalleHus pa3paboTKu UM B COOTBETCTBMM C HOPMATMBHBLIMU TPEOOBaHUSMMU.

5.5.9 Ecnu cnoHcop npekpallaeT KIMHUYECKYIo pas3paboTKy muccnegyemMoro npopykta, OH AOSDKeH
€coo6WKnTL 06 3TOM BCEM y4acTBYOLLMM B UCCMEAOBaHUN nccregoBaTensam/opraHm3aumsiM 1 ynoSTHOMOYEHHbIM
opraHam.

5.5.10 Jliobasa nepemaya npaB COBCTBEHHOCTM Ha [aHHble OOMMKHA ObITb gOBeAeHa [0 cBedeHus
YMONMHOMOYEHHbIX OPraHOB B COOTBETCTBUM C HOPMATMBHbLIMW TPEBGOBaAHUAMMN.

5.5.11 OTHOCALWMECS K CMOHCOPY OCHOBHbIE AOKYMEHTbI AOIMKHbI XPaHUTLCSt HE MeHee ABYX NeT nocre
yTBEpXOEHUsI NocrneaHen 3asaBKk1 Ha perucTpaumio npenaparta B Poccun nnum ctpaHe - yyactHuue JCH n oo tex
nop, Moka HW odHa W3 3asBOK He OyadeT HaxoAMTbCA HA PacCMOTPeHWM M He OyaeT MnaHMpoBaTbCS HOBbIX
3asiBOK, MNM He MeHee [AByX neT nocrne oduumanbHOro npekpaweHus KnuHudeckonm pasbl pa3paboTku
nccrnegyemMoro npoaykra. OTM JOKYMEHTbl JOMKHbI XpaHUTbCA Oonee AnuTenbHbIA CPOK B Crydae, ecnv 3710
NpeaycCMOTPEHO HOPMATUBHBIMU TPeOOBaHMAMU UM HEOBXOANMO CMOHCOPY.

5.5.12 CnoHcop OomkeH B MMUCbMEHHOW copMe MHGOpPMUMpOBATL MccnegoBaTtenen/opraHnsaunum o
HEOOXOAMMOCTN XpaHEHUs1 CBSA3aHHbIX C MCCNEedOBaHWEM 3anucen, a Takke MUCbMEHHO U3BEeCTUTb MX, Kak
TONbKO HEOOXOAMMOCTb B AanbHEWLEM XpaHeHU OTNageT.

5.6 Bbibop nccnegosatens

5.6.1 CnoHcop HeceT OTBETCTBEHHOCTb 3a BblbOp wuccnegosaTenen/opraHnsaumn. Kaxabin
uccnepoBarenb AOMKEH MMETb KBanudukauuio, onbIT U pecypcbl (cm. 4.1, 4.2), ocTaTouHble Ans NpoBeaeHus
uccnefoBaHusi, ONA  KOTOporo OH BblibpaH. Ecnv B MHOrOUEHTPOBbLIX UCCreaoBaHUsX Heobxoaumo
OpraHn3oBaTb KOOPAWHALUMOHHbIA KOMUTET W/unn BeibpaTe KOOPAMHATOPOB U3 YMCra uccrnegosartenem, T0 310
ABNAeTCA 0053aHHOCTBIO CMOHCOpa.

5.6.2 [lo nognucaHusa goroBopa C uccrnegoBaTernem/opraHusauven Ha npoBedeHVe UCCrefoBaHus
CMOHCOp [OJPKEeH NpedoCTaBWTb MCcriedoBaTento/opraHnsaumMm npoTtokon v Gpowopy uccrnegosaTtens B
TeKylWen pedakuum w AaTb MCcnegoBaTento/opraHu3aumMm [oCcTaTOdHOe BpeMs AN O3HAKOMIEHUS] C
NPOTOKOSIOM W NpefocTaBreHHON UHopMaLmen.

5.6.3 CrnoHcop AomKeH Nony4nTb cornacue uccnegoBarens/opraHn3aumm:

a) npoBoauTb uccnegosaHme B cootBeTcTBuM ¢ GCP 1 HopmaTuBHbIMKM TpeboBaHusamn (cm. 4.1.3), a
TaKke C NPOTOKOSIOM, COrfacoBaHHbIM CO CMIOHCOPOM M yTBePXAeHHbIM/0go6peHHbIM OCO/HIK (cm. 4.5.1);

©) cobnogaTth npoueaypbl peructpaumm/npeactaBneHnst AaHHbIX;

B) Ha npoBefeHe MOHUTOPUHra, ayauta n nHenekummi (cm. 4.1.4);

r) XpaHWTb OCHOBHblE€ [OKYMEHTbl, CBA3aHHble C WCCneaoBaHWeM, OO TexX Mop, Nnoka CrMOoHCOop He
coobLWUNT uccrneaoBaTento/opraHn3aLmm, YTo 3T AoKyMeHTbl 6onbLue He TpebytoTca (cm. 4.9.4 n 5.5.12).

CnoHcop wn wuccnegoBaTtenb/opraHM3aums OODKHbI MOANMCAaTb MNPOTOKOM WAWM  MHOW  [AOKYMEHT,
NoATBEPXAAOLWLMIA 3TO cornacue.

5.7 PacnpegeneHue obs3aHHOCTEN

[o Havana wccnegoBaHWs CMOHCOP [AOMKEH YCTaHOBWUTb M pacnpedenntb Bce CBA3aHHble C
nccrnegoBaHmem o653aHHOCTU U PYHKLNN.

5.8 KomneHcaumm cybbektam 1 uccnegoBartensim

5.8.1 Ecnu npegycMOTpeHO HOpMaTuBHbIMW TpeboBaHMAMM, CMNOHCOP OOSKeH obecneynTb
CTpPaxoBaHWe UNWN rapaHTMpoBaTb HPUAMYECKY0 M (PMHAHCOBYHO MOOAEPXKY MccrnegoBaTens/opraHusaumm B
cnyyae npeabsiBNEHUS UM NPETEH3UW, CBA3aHHbIX C MCCreaoBaHMEM, 3a WUCKMOYEHWEM TeX MpeTeH3un,
KOTOpble BO3HWKIM B pes3yfbTaTe yMbICla WM HEOCTOPOXHOCTM CO CTOPOHbI UCCreaoBaTens WnvM YneHoB
nccneaoBaTenbCKOro KonmneKTmea.

5.8.2 TlpaBuna v npouegypbl CMOHCOpa AOSMKHbI NpegycMaTpuBaTb BO3MeELLEeHWe pacxodoB Ha
neyeHve cyObLEKTOB B Criydae NPUYUMHEHUSA Bpeda MX 30OPOBbI0 B pe3ynbTare UX y4acTusi B MCCredoBaHWMM B
COOTBETCTBMM C HOPMATUBHbLIMU TPEBGOBAHNSIMM.

5.8.3 Ecnn cybbekTbl MCCneaoBaHWs MOMyYaltoT KOMMEHcauuo, nopsgok M cnocob® komneHcauun
OOIMKHbI COOTBETCTBOBaTb HOPMATMBHBIM TPEOOBaHUAM.

5.9 duHaHcupoBaHue

®durHaHCOBbIE acnekTbl UCCNefoBaHUSA AOMKHbI OblTb OOKYMEHTanbHO odopMIieHbl B Buae OOroBopa
MeXay CNOHCOPOM U uccnegosartenem/opraHu3saumnen.

5.10 YBegomMneHue ynoriHOMOYEHHbIX OpraHoB/nogaya 3asiBki B YNONIHOMOYEHHbIE OpraHbl

[o Hayana KNMHMYEeCKOro uccrneaoBaHusi CNOHCOP (MMM CMOHCOP COBMECTHO C uccriegoBaTtenem, ecnu
3TO NpegyCcMOTPEHO HOPMAaTUBHbIMW TpeboBaHMAMK) [OIKEeH nogaTb B COOTBETCTBYHOLLME OpraHbl Bce
TpebyeMble 3aBKM ANS UX PACCMOTPEHMUS, MPUHATUS U/MMK NOMNyYeHUs paspeLleHnst HavyaTb uccrnegoBaHue (B
3aBMCUMOCTU OT HOpMaTMBHbIX TpeboBaHwi). Bce yBegomneHus/3asiBKM AOMKHbI ObiTb AaTUPOBaHbl U
cofepXaTb JOCTaTOYHYO MHpopMaumio Ans naeHTugmrKaumm npoTokona.

5.11 MNMoateepxaeHne paccmoTpeHns QCO/HIK

5.11.1 CnoHcop JOMmKEH Nony4YnTb OT UccnegoBaTensi/opraHn3aunm:



a) HanmeHoBaHue n agpec ACO/HOK uccneposatens/opraHmsawmuy;

©) noateepxaeHne ot ICO/HOK TOro, 4to OH opraHuM3oBaH W pgencTeyeT cornacHo GCP w
COOTBETCTBYIOLLLEMY 3aKOHOAATENbLCTBY;

B) AOKyMeHTanbHO ocopmneHHoe yTBepxaeHue/ogobpeHne ACO/HOK u, no TpeboBaHMIo CnoHCOpa,
KOMUIO TEKyLLEN BEPCMU MPOTOKONA, MUCbMEHHOW (DOPMbI MHPOPMUPOBAHHOIO COrfacus U MdbIX OPYrnx
NpegocTaBnsieMbIXx CyObeKTaM MUCbMEHHbIX MaTepuasnoB, a Takke OMUCaHWe OEWCTBUA MO MPUBMEYEHUIO
CyOBbEeKTOB K y4yacTuio B WCCNedoBaHWM, AOKYMEHTOB, OTHOCSLUMXCH K NPedyCMOTPEHHbIM AN CyOBbekToB
BbIMfaTtamM U KOMMNeHcauusam, n NodbIX UHBbIX JOKYMEHTOB, KOTOpble Mornu ObiTb 3aTpeboBaHbl QCO/HIK.

5.11.2 Ecnm OCO/HOK obycnoBnmBaeT Bbigady CBOEro yTBepXaeHus/ogobpeHnst BHECEHMEM
M3MEHEHUN B Kakne-nnbo acnekTbl WCCNedoBaHWs, Hampumep B MNPOTOKOS, MUCBMEHHYH  OpMy
WHOPMMUPOBAHHOIO corfacust unu nobble WHble NpeaocTaBnsieMble CyOBbEKTaM MUCbMEHHbIE MaTepuanbl
wvwnu gpyrue npouenypbl, CMOHCOP [OOMKEH MonyyYntb OT uccrnegoBaTtens/opraHMsaumMmM  KOnuu BCeEX
W3MEHEHHbIX JOKYMEHTOB U AaTy nony4eHHoro yreepxaeHus/ogobpeHns 3CO/HIK.

5.11.3 CnoHcop QormkeH nony4uTb OT uccregoBaTtens/opraHMsauum SOKYMEHTaUMO U Aatbl NHoObIX
NoBTOPHbIX yTBEpXaeHu/ogobpenun ICO/HOK, a Takke pelweHun o6 OT3bIBE MM MPUOCTAaHOBKE paHee
BbIJAHHOIO yTBEPXAEHUA/0000peHus.

5.12 NHpbopmaums 06 nccrnegyembix NpogyKTax

5.12.1 Tpn nnaHMpoBaHUN WCCNeaoBaHUIA CMOHCOP OOJPKEH pacrnonaraTb OOCTaTOYHbIM O00bLeEMOM
MOMyYEHHbIX B OOKIMHWYECKUX W/MMN  KIWUHWYECKUX WCCNEdOBaHMAX [AaHHbIX Mo 6e3onacHocTn wu
a(pdheKkTMBHOCTN,  OnpaBAbIBalOWMX  MNPUMEHEHWEe  UCCregyeMoro  npogykta C  UCMOofb30BaHWEM
COOTBETCTBYIOLUX MyTEN BBEAEHUA M 003 MpUM COOTBETCTBYHOLEN ONUTENbHOCTM U B COOTBETCTBYHOLLEN
nonynauum.

5.12.2 CnoHcop p[omkeH OOBHOBMATL Opollopy uccrnegoBaTenss MO Mepe MNOMyvYeHUss HOBOW
CyLLleCTBEHHON UHpopMaLmn (cM. pasgen 7 HacTosLWero ctaHgapTa).

5.13 MNMpownsBoacTBO, ynakoBKa, MapkMpoBKa 1 KoANpoOBaHUe uccnegyembix NPoayKToB

5.13.1 CnoHcop JormkeH obecneyvnTb, YTOOLI nccnegyemble NPoayKThl (BKIOYasA, B COOTBETCTBYHOLLMX
crnyyasix, akTuBHble npenapaTbl CpaBHEHUSA M Nnauebo) MMenu XapaKTEPUCTUKU, COOTBETCTBYHOLLNE CTagvu
pa3paboTku gaHHbIX MPOAYKTOB, ObINM NPOM3BeAEHbl B COOTBETCTBUM C NPUMEHMMbIMU TpeboBaHmamMu GMP u,
B COOTBETCTBYHLUMX CIlydasiX, 3aKOAMPOBaHbl M MapKMpoBaHbl Takum 06pa3oM, 4ToObl obecneunTb 3awuty
MacknpoBku. Kpome Toro, MapknpoBka JOIMKHA COOTBETCTBOBATL HOPMATUBHBIM TpeboBaHNAM.

5.13.2 CnoHcop OOoImKeH onpeaennTb Anst uccnegyeMbixX NPOAYKTOB TEMMepaTypy XpaHeHUs, yCrioBus
XpaHeHus (HanpvmMep, B 3alULLEHHOM OT CBeTa MeCTe), CPOK XpaHeHusl, pacTBOpUTENU M mpouenypbl Ans
pasBedeHVsl M BOCCTAHOBMEHUHA, a Takke, €CNU TakoBble MNPedyCMOTPEHbl, YCTPOWCTBa ANs BBEOEHMWS
npoaykta. CnoHcop gofmkeH nHopmmnpoBaTtb 06 aTux TpeboBaHWsX BCe BOBMNEYEHHbIE CTOPOHLI (Hanpumep,
MOHMTOPOB, UCCneaoBaTenemn, NPOBN30POB, NNL, OTBETCTBEHHbIX 32 XpaHeHUe).

5.13.3 Nccnepyemble npodyKTbl AOMMKHbI BbITh YNakoBaHbl Tak, YTOObl NpeaoTBpaTUTbL NX 3arpsa3HeHne
1 obecneyvnTb UX COXPAHHOCTb (MPUrogHOCTL) NPY TPAHCTOPTUPOBKE U XPaHEHNN.

5.13.4 [Ons wuccnegoBaHWiA, B KOTOPbIX WCMNONb3yeTCA Crenon MeTon, CUCcTemMa KoaMpoBaHUA
nccrnegyemMoro nNpoaykTa AOIkHA BKITHOYaTh B cebst MexaHnaMm, NO3BONSAOLWMNA, B 9KCTPEHHbIX criyyasix, ObicTpo
naeHTMdNLMpOBaTb NPOAYKT, HO, B TO € BPeMSsl, He JOMYCKaloLLMA BO3MOXXHOCTU HE3aMETHO PacKpbITb Kof,.

5.13.5 Ecnu nekapctBeHHas opma uccriegyemoro npoAykrta wunu npenapata CpaBHEHUMS Ha
KNMHMYECKOM dTane usyvyeHuss Gbina CyecTBEHHO M3MEHEeHa, TO A0 WUCMOMb30BaHWs HOBOW NeKapCTBEHHON
OpMbl B KIMMHUYECKUX WUCCREeQOBaHUSAX OOMKHbl ObiTb MOMyYeHbl pe3ynbTaTbl JHOObIX AOMONHUTENbHbIX
nuccnegoBaHM  daHHOM NekapcTBEHHOM opMbl npoaykTa (Hanpumep, CTaburbHOCTM, PacTBOPUMOCTH,
BrogocTynHoCTH), HeOBXoaUMbIE ANSA OLEHKWU TOro, CNOCOBHbI NM AaHHbIE U3MEHEHUST CYLLLECTBEHHO MOBMUATH
Ha hapmakoKMHeTUYeCKUI Npotunb NPoAyKTa.

5.14 MNocTaBka nccnegyemblx NPOAYKTOB M Npasuna obpalleHns ¢ HUMK

5.14.1 CnoHcop oTBeYaeT 3a NOCTaBKy uccrnegoBaTento/opraHn3aumm Uccrnegyemoro npoaykra.

5.14.2 CnoHcop He OOMmKeH NocTaBNATb MUccneayembld NPOOYKT uccnegosarento/opraHnsaunmm oo T1ex
nop, noka He Mony4uT BClO Tpebyemylo OOKyMeHTauuo (Hanpumep, yTBepxaeHue/opgobpeHne 3CO/HIK un
YNONTHOMOYEHHbIX OPraHoB).

5.14.3 TlucbMeHHble Mpouedypbl CMOHCOpa [AOMKHbI  BKMYaTb B cebA  MHCTpyKuMmM  Ans
uccrnegosarens/opraHMsaumy nNo npaeBuiamM XpaHeHus uccregyemoro npogykra u obpalleHus ¢ HAM, a Takke
Nno BEOEHU0 COOTBETCTBYWOLWIEN OOKymeHTauuw. [Mpouenypbl OOMMKHBI onuckbiBaTb 6e3onacHoe nonyveHue
nuccrnegyemoro npogykra, obpalleHue C HUM, €ero XpaHeHwe W Bbigayy, M3bATWE HEUCNOfb30BaHHOMO
nccrnegyemoro npogykra y cybbekToB M BO3BpAT €ro CrnoHcopy (nMnbo MHoe pacnopspkeHne Hencrnonb30BaHHbIM
NPOAYKTOM, €CI 3TO CaHKLMOHMPOBAHO CMIOHCOPOM M COOTBETCTBYET HOPMATUBHBIM TPEBOBAHUAM).

5.14.4 CnoHcop JOMmXKeH:

a) obecneunTb CBOEBPEMEHHYIO NOCTaBKY MCCreayeMblX MPOAYKTOB UccneaoBaTensm;

©) [OOKyMeHTUpOBaTb MOCTaBKM, MOMy4YeHWe, Bblgady, BO3BpaT W YHUYTOXEHWe (NMubo unHoe
pacnopskeHue) uccnegyemMbix NPoayKToB (CM. pasfen 8 HacTosLero craHaapTa);

B) MMETb CUCTEMY BO3BpaTa WUCCrefyeMoro npoaykta M AOKYMEHTMPOBaHUSA NogoOHOro M3bsaTUs
(Hanpumep, oT3biBa OpakoBaHHOrO MpPOAyKTa, BO3BpaTa MpoAyKTa MOCre OKOHYaHUSA WUCCNefoBaHWst UM no
NCTEYEHNM CpoKa rogHOCTK);

r) UMETb CUCTEMY YHMYTOXEHMS (TGO MHOro pacnopsiKeHWsl) HEeUCNONIb30BaHHbIX UCCNeayeMbiX



NPOAYKTOB U JOKYMEHTUPOBAHUS NOAOBHOr0 YHUUTOXEHMUS (JTIMBO MHOMO PacnopspKeHns).

5.14.5 CnoHcop SOMmKeH:

a) MpuHaTb Mepbl N0 06GecneyeHnto CTabUNbHOCTU UccneayemblX NPOOYKTOB Ha MPOTSHKEHUN BCETO
nepuoga Mcrnosib3oBaHus.

©) meTb gocTaTtovyHOE KONMMYECTBO MCMOMb3yEMOro B UCCIIEJ0BaHUSX UCCNeayemMoro npoaykra, Ytoobl
NoATBEPAUTb, B Crlydae HeOOXOAMMOCTU, ero COOTBETCTBME crneumndmKaumsaM, a Takke BECTU YHET aHanms3os U
Xapakrepuctuk obpasuoB npogykta u3 naptuu. B 3aBucMMocTu OT cTabunbHOCTM 06pasubl JOSMKHbI ObiTh
COxpaHeHbl NMMBO OO0 OKOHYaHWS aHanm3a AaHHbIX MO MccnegoBaHuio, NMBo B TedeHme cpoka, onpeaeneHHoro
COOTBETCTBYIOLLUMN HOPMATMBHbIMU TpeboBaHMAMKM, UCXOA4S M3 TOro, KakouW nepuon sdAsnsietcs 6onee
ONUTENbHbBIM.

5.15 JocTyn k 3anucam

5.15.1 CnoHcop [OmKkeH npegycMoOTpeTb B MPOTOKOMNEe WM WMHOM MUCbMEHHOM  COrfalleHun
0653aHHOCTb MccnegoBaTens/opraHudaumm obecnedmTb NPSIMON AOCTYN K NEPBUYHBLIM AaHHBLIM/OOKYMEHTaumm
Onsa uenen MOHUTOpPUWHra, ayauTa, akcneptusbl ACO/HIK, a Takke MHCAEKUUN CO CTOPOHbI YNOSTHOMOYEHHbIX
OpraHosB.

5.15.2 CnoHcop JomkeH yoeguTbesi B TOM, UTO KaXkabI CyOBbEKT Aan NMMCbMEHHOE corfnacue Ha npsiMomn
OOCTYN K €ro opurmHarnbHbIM MEAULMHCKAM 3anucam A58 Lene MOHUTOpWHra, ayamTa, akcneptuabl SCO/HOK,
a TaKkKe MHCMEKLUMM CO CTOPOHbI YMOSTHOMOYEHHbIX OPraHoB.

5.16 MIHdbopMaumsi, oTHocsiLasics kK 6e3onacHoCTH

5.16.1 CrnoHcop oTBeYaeT 3a MOCTOSIHHYHO OLEeHKY 6e30MacHOCTM Uccnenyembix NPpOAyKTOB.

5.16.2 CnoHcop [QO/MKEeH He3amMegnuTenbHO YBEAOMWUTb BCEX 3aHATbIX B WCCHEe4OBaHUM
uccneposarenen/opraHnsaumm, a Takke YNnonHOMOYEHHbIE OpraHbl O MOMYYEHHbIX AAHHbIX, KOTOpble MOryT
HebraronpusTHO OTPa3uTbCs Ha Ge3onacHOCTU CyOBLEKTOB, MOBMUATbL Ha MpPOBeAEeHWe uccnegoBaHus nNnbo
n3mMeHuTb yTBepxaeHne/onobpenne SCO/HIK Ha npogormkeHne uccnenoBaHus.

5.17 CoobLieHus 0 HexenaTternbHbIX peakUmsix

5.17.1 CnoHcop [o/mkeH B BO3MOXHO 6onee KOPOTKMM CpPOK coobuiaTb BCEM Y4acTBYHOLLUM B
uccnegoBaHun mccnegosatensam/opraHnsaumam, OCO/HIK, roe ato Tpebyetcsi, a Takke YNONHOMOYEHHBIM
opraHam 000 BCex HexXenaTenbHbIX peakuusix, KOTOpble OAHOBPEMEHHO SBMSKTCA CEPbE3HbIMU U
HenpeaBUAEHHBIMM.

5.17.2 Takne akcnpecc-oT4ETbl JOJPKHBI COOTBETCTBOBATL HOPMATMBHBIM TPEOOBAHNSIM 1 PYKOBOACTBY
ICH "OueHka gaHHbIX Mo KNMHM4Yeckon 6e30nacHOCTU: TEPMUHONOIMSA U CTaH4apThl SKCMPEeCcC-0TYETHOCTH".

5.17.3 CnoHcop [OMmKeH NPeAcTaBnATb Ha PacCMOTPEHME YMOMHOMOYEHHbIM OpraHam BCE HOBble
JaHHble W nepuogmnyeckMe oOT4eTbl Mo  Ge3onacHOCTM WccregyemMoro npogykra B COOTBETCTBUMM  C
HOpPMaTUBHbLIMK TPEeBGOBaHMAMM.

5.18 MOHUTOPUHT

5.18.1 Uenb

Llenbto MOHUTOPUHIa nccnefoBaHUs siBRsieTCs NpoBepka Toro, YTo:

a) NpaBa n 6naronony4yne cyobeKkTOB 3aLUULLEHBI.

©) [lpencraBneHHble [aHHblE SBMAAKOTCA TOYHbIMM, MOMHBIMM W MOATBEPXKAATCA MNEPBUYHON
JOKyMeHTauuen.

B) MWccnegoBaHne npoBoauTCs B COOTBETCTBMM C  YTBEPXKAEHHOW  TEKylWlenm Bepcuen
npoTtokona/nonpaBok, GCP 1 HopMaTuMBHbIMW TPeOOBaHNSAMN.

5.18.2 BbI6op MOHMUTOPOB 1 UX KBanudukaumsi

a) MoHWUTOPbI JOIMKHBI HA3HA4YaTbLCA CMOHCOPOM.

©) MoHuTOpbl AOMKHLI MMETb COOTBETCTBYIOLLYIO MOArOTOBKY, a Takke obnagatb Hay4YHbIMU W/Mnn
KIUHUYECKUMM  3HAHMAMM, HEOoDXoaUMbIMU AN MNPOBEAEHUs Hagnexalwero MOHUTOPWHra UuccnefoBaHus.
KBanuduvkaumss MOHUTOPOB JOIMKHA BbiTb NOATBEPXAEHA JOKYMEHTAarbHO.

B) MoHuTOpbI OOMXHbI AeTanbHO 3HaTb UccnefyeMble MNPOAYKTbl, MPOTOKOM, MUCbMEHHY0 opMy
MH(OPMUPOBAHHOIO cornacus n Bce Apyrne npefocraBnsieMble CcybbekTtam nucbMeHHble martepuansl, COTll
cnoHcopa, GCP 1 HopmaTuBHbIe TpeboBaHUS.

5.18.3 O6bem u cogepxkaHme MOHUTOPUHIa

CrnoHcop JormkeH obecneunTtb Haanexawmi MOHUTOPUHT  uccrnefoBaHui. CrnoHcop  OOSKEH
onpegenuTb Heobxogumble 00BbEM U cogepkaHue MOHWTOPWHIra MCXOAs M3 uenew, 3agad, MeTO4ororuu,
CMNOXHOCTU, MacKMpoBkKu, obbema 1 oLeHMBaeMbIX NapaMeTpoB nccnegoBaHus. o obwemy npasuny, ¢ Lenblo
MOHWUTOPUHra TpebyeTca nocewatb MWCCneaoBaTenbCknue LUEeHTPbl A0, BO BPEMS W NOCME OKOHYaHWS
nccrnegoBaHus. OgHaKo B UCKMIOYUTENBHBIX CIydasiX CMOHCOP MOXET peLnTb, YTO MOHUTOPUHI 6e3 BU3NTOB B
nccnepoBaTenbCkue LEHTPbl B COMETaHMM C Takumu npouenypamu, Kak TPEHUHT U NpoBedeHne COBELLaHUN
uccnegosartenen, npegocrtaBneHve UM MNOAPOBHOro MNMCbMEHHOro PYKOBOACTBA MOXET rapaHTUpOBaHHO
obecneunTb Hagnexatlyee nposeneHve nccnegosaHus B cootsetcteum ¢ GCP. CtaTuctnyecku onpegensemole
KOHTPOJbHbIE BIOOPKN MOTYT CYXXUTb NpUeMIIEMbIM METOLOM A11S 0TOOpa NpoBepsAeMbIX AAHHbBIX.

5.18.4 O6sI3aHHOCTN MOHUTOpPA

MoHuTOp, B cooTBEeTCTBUM C TpeboBaHUsIMM CNOHCOpa, AOMkKeH obecneynTb Haanexallee nposegeHue
N OOKyMeHTanbHoe odopMrieHne uccnegoBaHus. C 3TOW LEenblo MOHUTOP, KOrga yMEcTHO U Heobxooumo ¢
Y4E€TOM KOHKPETHOrO WCCNedoBaHWss U WUCCNedoBaTenbCKOro LEHTPa, BbIMNOMHAET HWXKEeNnepeyncrieHHble
OEeNCcTBUS:



a) BbicTynaeT B ka4ecTBe OCHOBHOIO CBA3YHOLLIEr0 3BEHa Mexay CMIOHCOPOM W uccregoBaTtenem.

©) lMpoBepsieT B Hayane M Ha MNPOTSXKEHUU BCErO0 WCCrefoBaHWs afeKBaTHOCTb KBanudukauumn w
pecypcoB uccriegosatens (cm. 4.1, 4.2, 5.6), a Takke LOCTAaTOYHOCTb AN 6e30nacHoro U Hagnexatiiero
NpoBedEHMST UCCNEOOBaHMA WMELWMNXCA JIOACKMX W MaTepuarnbHbIX pPecypcoB, Bkmkodast nabopaTopuum,
obopygoBaHue 1 nepcoHarn.

B) B oTHOLWeEHUN nccneayembix NPOAYKTOB MOHUTOP NMPOBEPSIET CreaytoLlee:

1) CPOKM 1 YCNOBUS XpPaHEHWUS NPUEMIEMbI U KONTMYECTBO AOCTATOYHO A0 KOHLA UCCrefoBaHUs;

2) uccnegyemble NPOAYKTbl MOMy4altdT TOMbKO Te CyObeKTbl, KOTOPbIM OH Ha3HayeH, U B [O3aXx,
YCTaHOBIMEHHbIX MPOTOKOIOM;

3) cybbektaM npeaocTaBreHbl HEOOXOAWMbIE WMHCTPYKUUMM MO MPaBWUIIBHOMY MPUMEHEHUIO
nccrnegyemMblix NpoayKToB, 06paLleHnIo C HUMW, UX XPaHEHMWIO U BO3BpaTy;

4) nonyyeHue, NpMMEHEHVWe W BO3BpaT WUCCreayeMblX MNPOAYKTOB B MCCrenoBaTerlbCKOM LiEHTpe
OOIMKHBIM 06pa3oM KOHTPONMPYOT 1 0QOPMISIOT JOKYMEHTASNBHO;

5) yHuyTOXEHME (NMMOO WHOE pacnopshkKeHMe) HEeWCNnonb30BaHHbLIX WCCregyeMbiX MPOAYKTOB B
NCCrnefoBaTeNbCKOM LIEHTPE OCYLUECTBISIOT B COOTBETCTBMM C HOPMaTMBHbIMW TpeboBaHUAMW M MO
COrracoBaHUIo CO CMOHCOPOM.

r) MNpoeepseT cobniogeHne wuccnegoBaTeneMm YTBEPXKOEHHONO MPOTOKONA W BCEX YTBEPXKAEHHbIX
nonpaBoK K HEMY, eCIn TaKOBbIE UMETCS.

n) MpoBepseT, 4TOObl NMCbMEHHOE MHAOPMUPOBAHHOE COrfacue KaXgoro cybbekTa Obino nosyyYeHo
[0 Havana yyacTusi B MCCneaoBaHum.

e) ObecneymBaeT HanuumMe y uccnegoBaTensl TEKyllen pefakumm Gpolutopbl UccriegoBaTens, BCex
OPYrnxX OOKYMEHTOB 1 MaTepuarioB, HEOOXOAMMbLIX ANsi NPOBEAEHMS UCCNefoBaHUs Haanexawmm obpasom 1 B
COOTBETCTBMM C HOPMATUBHbLIMU TPeBOBaAHNSIMMU.

X) Obecne4dnBaeT TO, 4TODOLI MCCregoBaTeNnb M €ro COTPYOHWKKW, 3aHATble B MCCrnegoBaHuu, Obinu
[0CTaTo4yHO MHGOPMUPOBaHbLI 00 McCneaoBaHWM.

3) [llpoBepsieT, 4TO uMccnegoBaTeflb M €ro COTPYAHMKW, 3aHATble B WCCReaoBaHWW, BbIMOMHAOT
CBsi3aHHblE C UccrefoBaHMEM 00S3aHHOCTM B COOTBETCTBUM C MPOTOKOSIOM U BCEMWU OPYTMU NMUCbMEHHBIMM
COrMaleHnsMM MeXay CMOHCOPOM W uccrnegoBaTenem/opraHvM3aumer U He nepefarT BbINOMHEHUE CBOUX
PYHKLUMI HEYMOSTHOMOYEHHbIM NnLam.

n) [lpoBepsieT cobnogeHne wuccnegoBaTeneM KputepueB OTOOpa Mpu  BKAKYEHUU CyObLEKTOB
nccrnegoBaHus.

K) CoobLuaeT o ckopocTn Habopa CyObHLEKTOB B UCCIeAOBaHME.

n) lNMpoBepsieT NpaBWUibHOCTb, MOMIHOTY M CBOEBPEMEHHOCTb permcTpaummM OaHHbIX B MEPBUYHbBIX U
OPYrMX OTHOCSILLMXCS K MCCIeAOBaHMI0 JOKYMEHTaX, a Takke NopsiAok X BeAeHuUs!.

M) MpoBepsieT, YTO UccregoBaTenb NPeAoCTaBnNseT Bce TpebyemMble OTYETLI, YBEOOMITEHUS!, 3aMpoChkl U
noao0Hble OOKYMEHTbI M YTO OHWU SBNSOTCS MNpPaBWUibHBLIMU, MOSHLIMKU, CBOEBPEMEHHbIMU, pa3BtopyMBbIMM,
[aTMpoBaHbl M MOEHTUMULMPYIOT NCCneaoBaHueE.

H) [MpoBepsieT NpaBWMbHOCTL WM MNOMHOTY AaHHbiX B WPK, nepBuYHbLIX [OOKYyMeHTax W Apyrux
OTHOCSILLUMXCHA K UCCNEeAOoBaHUI0 3anucsax nyTemM COMocTaBrieHns nx mexgy cobon. B ocobeHHOCTM, MOHWUTOP
[OIMKEH NPOBEPUTL CrneaytoLee:

1) NpaBWMbHOCTL BHECEHUsI Tpebyembix NPOTOKOMNOM AaHHbiX B MIPK 1 Mx cooTBETCTBME LaHHbIM B
NepBUYHON OOKYMEHTaLmu;

2) niobble U3MEHEHWs O03bl W/MNKM TepanuM YeTKO AOKYMEHTarbHO OgOPMIISIOTCA ANS KaXgoro
cybGbeKkTa uccnegoBaHms;

3) HexenaTenbHble SIBMEHWsi, COMYTCTBYKOLLEE JledeHMe W WHTEepPKYyppeHTHble 3aboneBaHus
peructpupytotcs B UPK B COOTBETCTBMM C NPOTOKOMOM;

4) nponylweHHble CyOBHEeKTOM BWU3UTbI, HENPOBEAEHHbIE aHanu3bl W HeBbINONHEHHble obcneaoBaHus
SAICHO oTpaxeHbl B VIPK kak TakoBbl€;

5) Bce cnydaum WCKMOYEHMS] U BbIObIBAHWS CYOBLEKTOB W3 MCCMEeAOBaHWS 3aperncTpupoBaHbl U
06bsicHeHbl B NPK.

0) CoobLaeT ncenegosatento o Mbbix gonyweHHbix B MPK owmbkax, nponyckax n Hepasbop4mBbix
3anucsx. MoHUToOp OOSKeH nmpocrneauTb 3a Tem, 4Tobbl COOTBETCTBYKOLLME UCMpaBneHus, JobaBneHns unm
BblYEPKMBaHMA ObiNM caenadbl, AaTUpoBaHbl, OOBSACHEHblI (ecnM Heobxogumo) M nognMcaHbl CamMuMm
uccnegopatenem nmMbo  yNoNHOMOYEHHLIM Ha nognucaHne 3a Hero usMmeHeHun B WPK  uneHom
NCCrnegoBaTenNbCKOro KOMeKTMea. [JaHHble MOSTHOMOYUSA AOMKHbI OblTh 3aKkpenneHbl AOKYMEHTanbHO.

n) MNpoBepsieT cobnogeHne CPOKOB COOOLLEHMS O HeXemnaTemnbHbIX ABneHusX, onpegenenHoix GCP,
npotokonomM, 9CO/H3K, cnoHCopoM 1 HopMaTUBHBIMK TpeboBaHMAMMN.

p) TllpoBepsieT BedeHue uWccnegoBaTeNeM OCHOBHbIX [JOKYMEHTOB (CM. pasfgen 8 HacTosLiero
cTtaHgapTta).

c) CoobwaeTt wuccrnepoBaTento 00 OTKNOHeHMAX OT npotokona, COIN, GCP un HopMaTUBHbIX
TpeboBaHui, a Tawkke npegnpuHMMaeT HeobXoauMble OENCTBMA C LENbl NpeaoTBpaTUTb MNOBTOPEHUE
NOAOOHbBIX OTKITOHEHWA.

5.18.5 Npoueaypbl MOHUTOPUHra

MoHutop porkeH cobniogate nucbmeHHble COIT cnoHcopa, a Takke mnpoueaypbl, CrneumanbHO
onpegerneHHble CIIOHCOPOM A1 MOHUTOPMHIa KOHKPETHOMO NCCNeaoBaHus.



5.18.6 OT4eT MOHMTOpPa

a) MNocrne kaxgoro Bu3MTa B UCCNeOoBaTENbCKUA LIEHTP UMW CBA3AHHOMO C UCCefoBaHUEM KOHTaKTa
MOHWUTOP OOSMKEH NPEACTaBUTb CMIOHCOPY NMUCbMEHHBLIN OTYET.

6) OrtyeTbl OOMKHbI BKMOYaTb B cebsd gaTy, HauMeHOBaHME LEHTpa, UMSA MOHUTOpa, MMS
nccrnegoBaTtens UM MHOro Nnua, C KOTOPbIM COCTOSINCS KOHTAKT.

B) OT4eTbl OOMKHbI COAepXaTb KpaTKoe onucaHve OOBbEKTOB MPOBEPKM, COObLLIeHMEe MOHMTOpa O
CYLLIECTBEHHBIX [aHHbIX/hakTax, OTKMOHEHNsIX U HegocTaTkax, BblIBOAbI, ONUCaHWue AENCTBUM, NpeanpuHATbLIX
nmbo nnaHupyemMbiX U/unu pekomeHayemblx ansa obecnedeHus cobrniogeHus TpebosaHu npotokona, GCP un
YNOMHOMOYEHHbIX OPraHoB.

r) MpoBepka CNOHCOPOM OTYeTa W nocrnegylLme OEeNCTBUMS MO HEMY AOIDKHbI ObiTb AOKYMEHTanbHO
odhopMMeHbI YNOSTHOMOYEHHbIM NPeAcTaBUTENEM CroHCopa.

5.19 Ayant

Mpu npoBegeHun ayouTa B npedernax Mep, HanpasneHHbIX Ha obecneyeHue kadecTBa, CMOHCOPbI
OOJDKHbI yUNTbIBATL:

5.19.1 Uenb

Llenbto cnoHcopckoro ayauta, MPoOBOAMMOrO OTAEMNbHO W HE3aBUMCUMO OT PYTUHHBLIX (DYHKUMIA MO
MOHWUTOPUHIY U KOHTPOIO Ka4yecTBa, ABMNSETCHA OLeHKa COOTBETCTBMS NPOBOAUMOIO UCCNeaoBaHNs MPOTOKONY,
COTr1, GCP n HopMaT1BHbIM TpeboBaHUSAM.

5.19.2 Bbibop u kBanudukaLmsa ayantopoB

a) [ns nposegeHus ayauta CMNOHCOP AOIDKEH Ha3HauuTb IUl, HE3aBUCUMMbIX OT  KITMHUYECKMX
ncecneaoBaHun.

©) CnoHcop ob65a3aH yaoCcToBEPUTLCA B TOM, YTO ayauTopbl 0bnagatoT JOCTAaTOMHOM KBanudukaumen,
T.€. MOArOTOBKOM WM OMNbITOM, ANl NPOBEAEHVs ayauTa Hagnexawum obpasom. Keanudumkaums ayamtopa
OOMmkHa ObITb NOATBEPXKAEHA AOKYMEHTarbHO.

5.19.3 MNpoueaypsl ayamTa

a) CnoHcop porkeH ybeauTbCs, YTO ayaMT KIMHUYECKMX UCCreaoBaHUi/nporpaMM NpoBOAMTCH B
COOTBETCTBMM C MUCbMEHHBIMW MNpoueaypaMu CMOHcopa, onpeaensowmyMm ob0bekT ayauTta, MeToabl
npoBedeHns ayanTa, YacToTy ayauToB, a Takke hopMy 1 cogepXaHme otyeToB 00 ayguTe.

©) PaspaboTaHHbIi CMOHCOPOM MfaH ayauta WM npouedypbl ayauTa UCCrefoBaHUSA OOMKHbI ObITb
onpegerneHbl 3HAa4YMMOCTbIO [JAaHHOIO WUCCRefoBaHUA AN nodaynm 3asiBOK B YMOJTHOMOYEHHbIE OpraHbl,
KONMYECTBOM CyOBEKTOB, Y4YacTBYHOLUMX B MCCNEAOBaHWMM, TUMOM U CIOXHOCTBbIO WUCCNenoBaHusi, CTENEHbIO
pucka Ansi cybbeKkToB mMccregoBaHus, a Takke OOIDKHbl OblTb MPUHATHI BO BHMMaHWe nobble BbISBMEHHbIE
npobnembl.

B) 3ameyvaHus 1 BbIBOAbI ayanTa AOMKHbI ObiTb 0hopMIeHbl JOKYMEHTAaNbHO.

r) Onsa coxpaHeHus He3aBUCUMOCTW M LEHHOCTU (PyHKUMWM ayAauTa YNOSTHOMOYEHHble OpraHbl He
OOMMKHBbI B PYTUHHOM MOpsdKe 3anpawmsatb 0T4eThl 06 ayaute. YNonHOMOYEHHbIe opraHbl MoryT obpaliatbes
3a JonyckoMm K oTyeTam o6 ayauTe, ecnu MMerTCsl CBUAETENbCTBA cepbe3Horo HecootBeTcTBus GCP, nnu B
cnyyae cynebHbix pasbupaTenscTs.

A) Ecnun ato TpebyeTcsi COOTBETCTBYHOLUMM MECTHbIM 3aKOHOA4ATENbCTBOM MIN NOA3AKOHHBIMU aKTamu,
CMOHCOpP AOIMKEH NpeacTaBUTb CBUOETENLCTBO O MPOBEAEHHOM ayauTe.

5.20 HecobntogeHne NnpuMeHNMbIX TpeboBaHNi

5.20.1 HecobntogeHne npotokona, COIl, GCP u/unn cooTBETCTBYIOLMX HOPMATUBHLIX TpeboBaHMi
uccnegosartenem/opraHnsaumen Unm cCoTpygHUKOM CroHCOpa AOMKHO BECTU K Be3oTnaratenbHbiM 4ENCTBUAM
CMOHCOpa, HanpaBeHHbIM Ha obecneyeHne nx cobnoaeHns.

5.20.2 lpn oBHapyXeHMn B XOAE€ MOHUTOPUHIA MMM ayauTa CepbesHbiX W/MnM MNOBTOPSOLUMXCH
crnyvyaeB HecobnwoaeHns npuMMeHUMbIX TpeboBaHUM CO CTOPOHbI UccregoBaTensd/opraHM3aunyM  CrioHCopP
OOIMKEeH  npekpaTtuTb  yyacTue  uccrnegosaTtens/opraHusauum B uccnegosaHuu.  Ecnn ydactue
uccrneposartens/opraHMsaumy npekpaweHo B pesyrbTaTe CepbesHbiX W/Wnn  MNOBTOPSAIOWMXCH  Cnyyaes
HecobGniogeHNss MpUMeHUMbIX TpeboBaHui, cnoHcop JorkeH 6e3oTnaratenbHO YBeAOMWTb 00 3TOM
YMNONTHOMOYEHHbIE OpraHbl.

5.21 [locpoyHoe npekpalieHne unm NnpnoctTaHoBKa UccrnegoBaHus

Ecnu  wuccnegoBaHue  OOCPOYHO  MpEeKpawleHo UM MPUMOCTaHOBMIEHO,  CMOHCOP  [AOIKEH
He3aMegnMTeNnbHO CoobLWMTL nccnegoBaTensM/opraHM3aunsiM 1 ynonHOMOYEHHBIM OpraHaMm O MpekpalleHum
UM NPUOCTaAHOBKE, @ Takke ykasaTb MPUYMHBI MpekpalieHns unu npuoctaHoBku. QCO/HOK Takke pormkeH
ObITb HemMegneHHO WHAOPMMPOBAH CMOHCOPOM WM MUccregoBaTenem/opraHusauuent (B COOTBETCTBUM C
HOpPMaTUBHbLIMW TpeBOBaHNSIMM), B TOM YUCIIE N O NPUYMHAX NPeKpaLLeHNst Unn NPUOCTaHOBKN NCCIeg0BaHuS.

5.22 OTYeT O KIMHUYECKOM UCCreA0BaHNN/UCTbITAHUN

HesaBucmumo ot TOro, 66Ir10 N1 UccnegoBaHWe 3aBepLUeHO Mo NPOTOKOMY MU NpeKpaLleHo AOCPOYHO,
CMOHCOpP AOMKeH obecneynTb CoCTaBneHne U npeacrtaBneHe B YNonHOMOYEHHbIE OpraHbl (B COOTBETCTBUM C
HOpMaTMBHbIMM TpeBOBaHUSIMM) OTYETOB O KIMHUYECKOM uccnegoBaHni. CnNoHCOp Takke AormkeH obecneyunTb
COOTBETCTBME OTYETOB O KIMHUYECKOM WCCrefoBaHUW, BXOOSAWMX B COCTaB 3asBKM Ha perucrpaumio,
ctaHgaptam pykosoactBa ICH "Ctpyktypa u cogepxaHue OT4EeTOB O KIUHWYECKOM uccnegoBaHun"
(Mpumevanne - PykoBogctBo ICH "CTpykTypa u copepXaHue OTYETOB O KIMHUMYECKOM uMccrnegoBaHum"
YKas3bIBaeT, YTO B OTAESbHbIX CIlydasix MOryT ObiTb NpUemMrnemMbl COKpaLleHHbIE OTYETHI.)

5.23 MHoroueHTpoBbIE UCCNEeaOBaHMS



[Mpy MHOrOLLEHTPOBLIX UCCIef0BaHNSX CIIOHCOP AOMKEH obecneunTb cnegytoulee:

5.23.1 Bce wuccnegoBaTtenn npoBoAAT UccnegoBaHWe B CTPOrOM COOTBETCTBMM C MPOTOKOSMOM,
COrMacoBaHHbIM  CO  CMOHCOPOM U, ecnu  TpebyeTcss, C  YMNONIHOMOYEHHLIMW  OpraHamu U
yTBEpPXAeHHbIM/0gobpeHHbIM QCO/HIK.

5.23.2 VIPK paspaboTaHbl Takum ob6pa3oM, 4Tobbl cobpaTtb Bce TpebyeMble JaHHblE U3 BCEX LIEHTPOB,
y4yacTBYOLUMX B  MHOIOLEHTPOBOM  MUcCcredoBaHuu. Tem  uccriegoBaTenaMm,  KoTopble  cobupaioT
OOMONHUTENbHBIE AaHHbIE, AOMKHbI ObITb TaKkke NpegocTaBneHsbl gononHutensHele NPK, paspaboTaHHble onsd
cbopa JoNONMHUTENbHbBIX AaHHbIX.

5.23.3 O6sa3aHHOCTM uccnegoBaTenen-kooOpAMHATOPOB M OPYrMX uccnegoBaTenien LOKYMEHTarbHO
3aKpenneHbl 40 Havarna uccregoBaHus.

5.23.4 Bcem uccnegoBatenam npeaocTtaBneHbl MHCTPYKUMM MO COBMIOAEHUI0 MPOTOKOMa, €AMHbIX
CTaHOapPTOB OLIEHKM KITMHUYECKMX M NabopaTopHbIX AaHHbIX, a Takke no 3anonHeHuo VPK.

5.23.5 CBA3b Mexay uccriegoBaTensamm He 3aTpyaHeHa.

6 npOTOKOﬂ KIMTMHU4YeCKOoro nccrnegoBaHusa n nonpaBku K NpoToKony

Mo obwemy npaBuny, codepxaHwe MNPOTOKONA MWCCeAOBaHUS LOIDKHO MMETb YKa3aHHYK HUKe
cTpykTypy. OgHako MHopmMauus, MMerowasi OTHOLIEHME TONbKO K OAHOMY MCCNeaoBaTenbCKOMY LEHTPY,
MoxeT OblTb MpeacTaBneHa Ha OTAENbHbIX CTpaHuuax MpoToKona WM codepXaTbCs B OTAENbHOM
cornawieHnn, a 4YacTb NPUBEOEHHOW HWKe MHOpMauun MOXET Takke coaepXaTbCA B APYrMX AOKYMEHTaXx,
CCbIfIK1 Ha KOTOPbI€ UMEKTCS B MPOTOKONe, HanpuMep B BpoLutope nccnegosartens.

6.1 ObLwasn nHdpopmaums

6.1.1 HaseaHue npoTtokona, naeHTndmrKkaunoHHbIM HoMep nNpoTokona 1 gata. Jliobas nonpasBka Takke
[OIDKHA UMETb HOMEp NMonpaBku 1 aaty.

6.1.2 HanmeHoBaHue/MMs 1 agpec cnoHcopa 1 MOHUTOpPa (ECNM OHU Pa3nNUYaloTcs).

6.1.3 ViMa n JOMKHOCTb NWL, YNONMHOMOYEHHbLIX OT WMEHM CMOHCOpa MnoAMnMcbIBaTb MPOTOKON W
nonpaeKu K NPOTOKOIY.

6.1.4 Vims, DOIMKHOCTb, agpec n Homep TenedoHa Ha3Ha4YeHHOro CrOHCOPOM MEAMLIMHCKOrO aKcrnepTa
Nno A4aHHOMY MCCIeOoBaHMIO.

6.1.5 NIMa n JOMKHOCTb UcCcregoBaTenen, OTBeYalLlMX 3a NPOBEAEHME MCCIedoBaHus, a Takke
agpeca n Homepa TenegoHOB KNMHUYECKUX LEHTPOB.

6.1.6 Nms, JOmMKHOCTb, agpec M Homep TernedoHa KBanMUUMPOBAHHOIO Bpaya, OTBEYaloLEero 3a
NPUHATME BCEX PELUEHUN MeaNLMHCKOrO Xxapaktepa (ecnu gaHHoe nyuo He SBNSeTCs nceregoBaTenem).

6.1.7 HaumeHoBaHWa 1 agpeca KNUHMYeckux nabopaTopumn u apyrux MeauUMHCKUX UMM TEXHNYECKMX
cnyx06 n/vnu opraHnsaunii, BOBNEYEHHbIX B UCCNegoBaHue.

6.2 ObocHoBaHWe nccrnegoBaHns

6.2.1 HassaHue u onucaHmne nccnegyemblx NPOAYKTOB.

6.2.2 CBOAHOE U3MOXEHWEe MOTEeHUManbHO UMEILWMX KIMHUYECKYID 3HAYUMMOCTb pes3yrnbTaToB
OOKIMMHNYECKNX UCCNeaoBaHWA, a TakkKe pesynbTaToB KIWMHUYECKUX MCCedoBaHWUM, 3HaYMMblX ANs OAHHOro
nccrnegoBaHus.

6.2.3 KpaTkoe onuMcaHue W3BECTHbIX W MOTEHUMAmnbHbIX PWUCKOB W MONb3bl ANA CyObekToB
nccrnegoBaHus, €Cnv TakoBble UMEKTCS.

6.2.4 OnucaHne n obocHoBaHMe crocoba BBeAEHMS, O03MPOBKW, peXMMa O03MpPOBaHWS U Kypca
neyeHus.

6.2.5 YkasaHue Ha To, YTO nccnegoBaHue GygeT NpoBOAUTLCA B COOTBETCTBUM C npoTokonom, GCP un
HOPMaTMBHbLIMU TPeBGOBaHUSMMU.

6.2.6 OnucaHve nccnegyemon nonynauum.

6.2.7 Ccbinikm Ha nuTepaTypHble WMCTOMHUMKM W [aHHble, CYLUEeCTBEHHble Ans uccnefoBaHus wu
npegcraensoLLme cobor 060CcHOBaHME AaHHOIO UCCneoBaHus.

6.3 Llenn n 3agauun nccnegosaHuns

[eTtanbHoe onvcaHue Lenen n 3agay uccregoBaHus.

6.4 [In3anH nccnegoBaHus

HayyHasi 0OOCHOBaHHOCTb MCCReaoBaHWUsS M OOCTOBEPHOCTb MOSTYYEHHbIX B MCCMEe4OBaHWM OaHHbIX
CYLLECTBEHHO 3aBUCAT OT Au3anHa uccnegosaHus. OnvcaHve gnsanHa nccnegoBaHns OOMMKHO BKITioYaTh B cebsi:

6.4.1 YkaszaHne OCHOBHbIX M OOMOMHUTENbHBIX (MPU HanMuuKn) uccriegyemMbiX NapamMeTpoB, KOTOpble
OyayT oueHMBaTbCA B XO4€ UCCrnegoBaHus.

6.4.2 Onucanne Tuna/gusamHa nNPOBOAMMOrO MUCCnegoBaHus (Hanpumep, [ABOWMHOE crenoe,
nnauebo-koHTponupyemoe, napannenbHoe) M rpaduveckylo cxemy Au3anHa uccreoBaHud, npoueayp u
3TanoB UCCrneaoBaHus.

6.4.3 OnucaHne Mep, HanpaBreHHbIX Ha MUHUMU3AUMIO/UCKIIOYEHNe CyObEKTUBHOCTH, B TOM YNCHIE:

a) paHgomusauuu;

©) cnenoro meTtoga/MacknMpoBKM.

6.4.4 OnucaHWe WCMONMb3yeMOro B WCCNEOOBaHWMA feYeHusl, OO03MPOBKUM W CXEeMbl MPUMEHEHMUS
nccrnegyemMbix NPOAYKTOB. Takke BKMOYAET B cebs onmMcaHne nekapcTBEHHOM (hOpMbl, YNAKOBKM M MapKMPOBKM



nccnegyemMblix NpOAYyKTOB.

6.4.5 OxngaemMass nNpOOOIPKUTENBHOCTL yyacTust CyObeKToB B MCCedoBaHWMM,  OnMcaHue
nocrefoBaTensHOCTU Y NPOAOIMKUTENBHOCTM BCEX NEPUOAOB NCCNEAOBaHNSA, BKIOYasa Nepuos nocneayoLwero
HabnoaeHusl, ecnv TakoBOW NPeAYCMOTPEH.

6.4.6 OnucaHne "nNpaBni OCTAHOBKN" UIN "KPUTEPUEB UCKIMIOYEHNA" AN OTAENbHbIX CyObEKTOB, YacTen
NCCrnefoBaHUSA UM UCCIef0BaHUSA B LLENIOM.

6.4.7 lMpouenypbl yyeTa mccriegyembix NPOAYKTOB, BKMYas, Npu Hanuuun, nnauebo u npenapartb
CpaBHEHWS.

6.4.8 XpaHeHne paHOOMU3aUMOHHBIX KOAOB M MPoLeaypbl X PpacKpbITUS.

6.4.9 lNMepeyeHb BCcex AaHHbIX, perncTpupyembix HenocpeacTseHHo B VIPK (T.e. 6e3 npegBaputenbHom
3anMcy B MMCbMEHHOM UIN 3NIEKTPOHHOM BUAE) U paccMaTpuBaeMbIX B KAYECTBE NEPBUYHbIX AaHHbIX.

6.5 OT6op U ncknyeHne cybbLEKTOB

6.5.1 Kputepum BknroveHns cybbekToB.

6.5.2 KpuTepum HeBKINOYEHNS CYOBHEKTOB.

6.5.3 Kputepum ucknioveHnss cybbekToB (T.e. OCHOBaHMS MpeKpalleHusi MPUMEHEHMS UCCresyemMoro
npoaykra/uccrneayemoro nevyeHus), a Takke npoweaypbl, onpegensioLme:

a) Korga v kak cybbekToB NCKMYaTh U3 UCCref0oBaHUSA/NeYeHns nccrnegyembiM NpogyKTOM.

0) Kakue gaHHble U B Kakme CPOoKU JOMKHbI ObITb COOpaHbl MO MCKITKOYEHHBIM NauMeHTaMm.

B) 3aMeHeHbl N 1 Kakum 06pa3om BbIObIBLUME CYOBHEKTHI.

r) [Nocnepywoouwee HabnogeHne 3a cyObekTamu, MWCKIIOYEHHBIMM U3  JIeYeHUs uccrnegyembiM
npoaykTom/nccrenyembim fieyeHem.

6.6 JleueHne cybbekTOB

6.6.1 OcylwecTBnsgemoe nevyeHue, BKIOYAa Ha3BaHMA BCEX MPOAYKTOB, WX AO3MPOBKM, 4acToTy
npvema, nytu/cnocobbl BBEAEHUS, a Takke NPOAOIKUTENBHOCTD NEYEHUs, BKMOYas nepuoabl NocneayroLLero
HabnoaeHns Anst Kaxaomn rpynnbl eYeHrs ncenegyemMmbiMmn NpogyKramu.

6.6.2 JlekapcTBa/cnocobbl feyeHus, MPUMEHEHME KOTOPLIX paspelleHo (BKM4Yas HEOTIOXHYHO
Tepanuio) Unn He paspeLLeHo 40 U/unu Bo BpeMsi UCCnegoBaHus.

6.6.3 MeToabl KOHTpONSA 3a cObMAEHNEM Mpoueayp cybbekTamu.

6.7 OueHka adpheKTUBHOCTH

6.7.1 NepeyeHb napameTpoB ahPEKTUBHOCTH.

6.7.2 MeToabl M CPOKU OLEHKM, permcTpauumn n aHanmsa napameTpoB 3¢pHeKTUBHOCTMW.

6.8 OueHka 6e3onacHoCcTH

6.8.1 NepeyeHb napameTpoB 6e30NacHOCTH.

6.8.2 MeToabl M CPOKM OLEHKM, permcTpauumn n aHannsa napameTpos 6e30nacHoCTM.

6.8.3 TpeboBaHus K oOT4yeTam, npoueaypbl MO perucTpauunm n COOOLLEHUAM O HexenaTenbHbIX
SIBNEHUSIX N MHTEPKYPPEHTHbLIX 3ab0oneBaHnsIX.

6.8.4 MeTogq W npodoMmKUTENBHOCTL HabnogeHuss 3a cybbekTamy nocne  BO3HUKHOBEHMS
HeXXenaTesnbHbIX SABNEHUA.

6.9 Ctatuctuka

6.9.1 OnncaHme CTaTUCTUYECKMX METOAOB, KOTOPbIE MpearnonaraeTcsa UCNomnb30oBaTh, BKMYas CPOKU
Ka)kAoro niaHMpyemoro NpoMeXyTo4YHOro aHanusa.

6.9.2 NnaHMpyemoe konmyecTBO CcybbekToB. B crniyyae MHOrOLEHTPOBbLIX UCCEAOBaHUN OOIMKHO ObITb
onpegeneHo nnaHMpyemoe KOMMYeCTBO CYOBLEKTOB B Kaxaom LeHTpe. OOocHoBaHMe pasmepa BbiIOOPKM,
BKITIOYAs pacCyXAeHUs unu BblYUCNEHMs Ans O0BOCHOBaHUSA CTaTMCTUYECKOW MOLLHOCTW MCCredoBaHus U
KNMHMYECKON NPaBOMEPHOCTW UCCIEeL0BaHMS.

6.9.3 MNprMeHsieMbIn YPOBEHb 3HAYNUMOCTMU.

6.9.4 Kputepun npekpalleHums nccrnenoBaHus.

6.9.5 MNpouenypbl y4eTa OTCYTCTBYHOLLMX, HE MOANEXALLUMX aHaNM3y U COMHUTENbHbIX AaHHbIX.

6.9.6 lMNpoueaypbl coobLieHNss 0 NOObIX OTKMOHEHUSIX OT MEepPBOHAYarlbHOr0 CTAaTUCTMYECKOrO MiaHa
(BCe OTKIMOHEHMSI OT MEpPBOHAYarlbHOr0 CTATUCTMYECKOrO MriaHa AOMKHbl OblTb onmMcaHbl U OBOCHOBAHbLI B
npoTokone u/vnu unHanbHOM oT4yeTe 00 nccnegoBaHun).

6.9.7 OT160p cyGBbEKTOB ANg aHanu3a (Hanpvmep, Bce paHOOMMU3MPOBaHHbIE CyObeKThbl, BCe CyObeKThbI,
nony4ymBlune xoTst Obl OOHY O03y UCCreQyeMoro npenaparta, Bce CyObeKTbl, COOTBETCTBYHOLLUME KPUTEPUSM
0oTO0pa, CyObeKTbl, AaHHbIE KOTOPbIX MPUrOAHLI A1151 OLEHKN).

6.10 MNMpsimon 4oCTyN K NepPBUYHBbIM OAHHBIM/OOKYMEHTaLunn

CrnoHcop OOmKeH MpefycMOTpeTb B MPOTOKOME WM WHOM MUCBMEHHOM COrfaweHMn 06s3aHHOCTb
uccnepoearenen/opraHMsaunii He NPensiTCTBOBaTb MPSIMOMY AOCTYNY K MEPBUYHLIM AaHHbIM/OOKYMEHTaLmMm
AN NpoBefeHust CBsI3aHHbIX C WUCCrefoBaHMEM MOHWUTOPUWHIA, ayauTa, 3TMYECKOW 3KCMepTu3bl, a Takke
WHCMNEKLMN CO CTOPOHbLI YNOHOMOYEHHbLIX OPraHoB.

6.11 KoHTponb kadecTBa 1 obecneyeHne KadecTea

6.12 OTnka

OnucaHne 3TYecKnx acnekToB uccneoBaHus.

6.13 PaboTa c gaHHbIMKW 1 BegeHue 3anucen

6.14 ®duHaHcMpoBaHMe N CTpaxoBaHue

®durHaHCMpOBaHUE 1 CTpaxoBaHWe, €Crv OHW He OMMCcaHbl B OTAENbHOM JOroBOpE.



6.15 MNy6nukaumu

MonuTtuka B OTHOLLEHMN NYGNUKaLWIA, €Cnv OHa He onucaHa B OTAeNbHOM A0roBope.

6.16 MpunoxeHus

(MpumeyaHune -  TlockonbKy — MPOTOKON  WUCCMEAoOBaHUA U OTYET O KIIMHUYECKOM
NCcCneaoBaHUWM/UCIbITAHNA TECHO CBA3aHbl, ANA AOMNONHWUTENbHOM MHopmauun cm. pykosoacteso ICH
"CTpyKTypa 1 cogepXaHme oT4yeTa O KIMHUYECKOM nccnegosaHum'.)

7 Bpouwtopa uccneposarens

7.1 BBegeHue

Bpowtopa wuccneposatena (BW) npenctasnser cobon CBOOHOE W3MNOXEHWE  KIMHUYECKUX U
OOKNUHNYECKUX AaHHbIX MO MCCnegyeMomy NpoaykTy, KOTOpble MMEKT 3Ha4YeHNe ANs ero n3yvyeHus ¢ y4actmem
yenoBeka B kKayecTBe CybObekta wuccrnegoBaHud. HasHadeHnem BW  gaBnseTcs  npepoctaBneHue
uccnegosartensaM U ApyruMm nuuam, BOBMEYEHHbIM B NPOBeAEHME UCCneoBaHus, UHopmMaumumn, noMmoratoLen
MOHMMAHUIO U  COOMIOOEHNI0  MHOMMX  CYLUECTBEHHBLIX TMOSIOKEHUA MPOTOKONa, TaKMX Kak [03a,
YyacTtoTa/NepuoanyHoCTb 403, cnocobbl BBEAEHUS, a Takke npoueaypbl MOHUTOpMHra 6e3onacHocTn. BU Takke
obecneynBaeT NoHMMaHue, CnocoOCTBYOLLEE KITMHUYECKOMY BeOEHWIO CyObEeKTOB MCCMEOOBaHMSA B TeYeHue
Kypca KnuMHMYeckoro wccrnegoBanus. WHdopmauus pomkHa ObiTe npeacTaBnieHa B KpaTKOW, MNpPOCTOWN,
OOBbEKTUBHOW, B3BELUEHHOW M JULIEHHOW pPEeKNamMHOro OTTeHka (opMe, MO3BOMSAOWEN KIMHULUCTY WIn
noTeHumManbHOMy MccriegoBaTento MOHATb ee U CHOPMUPOBaTbL CBOK CODCTBEHHYID OOBEKTVMBHYIO OLIEHKY
uenecoobpas3HoCTM nNpeanaraemMoro MCCrneaoBaHuMs UCXOoOd W3 COOTHOLWIEHMS pucka v nomnb3bl. o aTon
npuunHe B pegaktuposaHum B obbl4HO JOmMKeH NpMHUMaTL yvacTue MeauLMHCKUA KCNepT, HO cogepXaHue
BU pomxHo 6bITb 0406peHo cneunanuctammu Tex obnacrten, rae 661nn NonyYeHbl ONUCbIBaeMblE JAHHbIE.

Hactoawun ctaHgapT onpegenser MuHMMarnbHbI 06beM uHdOpmaumu, kKoTopas AOoMmkHa ObiTb
BKMoyeHa B bW, n naeTt pekomeHaaumm No CTPYKTYpe U3NOXeHUA JaHHOW uHgopmauun. MNMpeanonaraeTcs, 4To
Xapaktep U 00bem AOCTYMHOW MWHopMauum OyayT M3MEHSITbCA B 3aBUCMMOCTM OT CTagum paspaboTku
nccnegyemoro npoaykra. Ecnv nccnegyembii NpoaykT HaxXoOWUTCSl Ha PbiHKE M OOMbLUMHCTBY NPaKTUKYHOLLMX
Bpa4yen XopoLlo M3BECTHbI ero dapmMakonornyeckme csonctea, bV moxeT GbiTb MeHee nogpobHown. 'ae aTo
JornyckaeTcs ynofHOMOYEHHbIMY opraHamu, BMecTto B moryT ObITe MCNONb30BaHbI MaTepuarnsl, cogepxalimue
OCHOBHYK WH(oOpMaumMio O MNPOAYKTE, NUCTOK-BKNaAbIW WM MHAOPMAaUMsS Ha 3TMKETKE MpU YCroBWM, YTO
anbTEpPHATMBHBLIN BapuaHT COOEPXWT akTyarbHyl0, BCECTOPOHHIO M MogpobHyto unHdopmaumio 060 Bcex
XapakTepucTukax uccrnegyemoro npoaykTa, KoTopble MOryT OblTb BaxkHbl Ond  wccnegosaTens. Ecnum
3aperMcTpupoBaHHbIV MPOAYKT UCCNeayeTcs Ha NpeaMeT HOBOro NPUMEHeHMUs (T.e. MO HOBOMY Moka3saHwuio), B
JormkHa 6bITb COCTaBneHa ¢ y4eToM HOBOro npumeHenuns. bBU cnegyet nepecmaTtpuBaTth HE pexe OgHOro pasa
B rog u, npy HeobxoouMMOCTW, AOMOMHATbL B COOTBETCTBUM C MUCbMEHHBIMW Npoueaypamu crnoHcopa. B
3aBMCMMOCTM OT cTagum pa3paboTkv nNpoaykta U No Mepe MOCTYNeHNs HOBOW 3Ha4yMmon mHdopmauuun BU
MOXHO [ONOMHATL U 6onee yacto. OgHako B COOTBETCTBMM C Hagnexallen kKnumHudeckon npaktukon (GCP)
HoBasi MHAOpPMaLMs MOXET OblTb HACTONMbKO BaXkHa, YTO ee Heobxooumo coobLMTb MccrnegoBaTensam W,
BO3MOXHO, QCO/HIK n/mnmn ynonHOMo4YeHHbIM opraHam [0 ee BKIIYeHUs B HOBYLO pefakuuio BU.

Kak npaBuno, cnoHcop oTBeYaeT 3a NpefoCTaBlEHNE nccregoBaTensM akTyansHon pegakuum BU, a
nuccrnegoBaTtenu OTBeYaloT 3a MpefocTaBrneHune akTyanbHow pepakumm BU cootBetctBytowemy I3CO/HOK.
Ecnu cnoHcopom wuccrnegoBaHusA SBMSETCA uUccregoBaTenb, OH AOMMKEH yOoCTOBEepWUTbCH, OOCTymnHa nn
Opowitopa Kommepyeckoro npou3soguTend. Ecnu  umccnegyembin  mpodyKT NpegocTaBnseTrcs  camum
CMOHCOPOM-UccregoBaTenem, OH AOMMKEH OOBEeCTU HeobXOoauMMylo MHOopMauuio OO0 CBEOEHWUS 3aHSATOro B
uccrnegoBaHum nepcoHana. Ecnu oTcyTcTByeT npaktudeckas HeobxoaMmocTb cocTasrneHns bW ctaHgapTHoOro
dopmaTa, B KayecTBe anbTepHaTUBbI CMOHCOpP-UCCMeaoBaTeNb OOMKEH NPeacTaBUTb MUHMMAanbHbIN O0ObEM
aKkTyanbHOW MHdOpMaLmMKn, OMNMCaHHOW B HacTosweM CcTaHgapTe, B pacluMpeHHOM pasgene obocHOoBaHMS
uccnegoBaHus.

7.2 O6Wwue nonoxeHuns

BW pomxHa Bknto4aTtb B cebs:

7.2.1 TUTYNbHBLIN NUCT

[omkHbl ObITb YKa3aHbl HAMMEHOBAHME CMOHCOPA, MAEHTUUKATOPbI KaXa0ro Nccnegyemoro npoaykra
(T.e. HOMEp uvccnenoBaHWs, XMMUYECKOE WM OJOOpEeHHOEe [KEeHepUYeckoe Ha3BaHMe, a Takke TOProBble
HasBaHWs, rge paspelleHo 3akoHo4aTenbCTBOM WM MO JKenaHui ChoHcopa) M gata pepakumm B,
PekomeHayeTca ykasbiBaTb HOMep Bepcun BU, a Takke HoMep v gaty npeablgywen pegakumm BU. TMpumep
npvBegeH B NpunoxexHuu 1.

7.2.2 Yka3aHue Ha KoHuaeHUNansHOCTb

Mo >xenaHnio CNOHCOP MOXeT BKNounTb B BY yBegomneHvne nccnegosartenen/nonyyatenemn o ToMm, YTo
OHW JOMXHbl paccmaTpmBaTb B kak kOHMAEHUManNbHbIN JOKYMEHT, NpeAHa3HauYeHHbIN UCKIIYNTENBHO ANs
O3HaKOMINEeHUs 1 UCMONb30BaHMA uccnegoBsatenbckum konnektnsom u SCO/HI3K.

7.3 CongepxaHue bpolutopbl UccrnegoBartenst

BU pomkHa nmeTb crieaytolime pasgensl, Kaxabli U3 KoTopblx, rae NoaxoauT, crnegyeT ConpoBoXaaTh
CMUCKOM CCbIFIOK Ha NMTepaTypHbIE UCTOYHUKM:

7.3.1 OrnaBneHune



lMpumep ornaBneHns NpUBEAEH B NPUNOXKEHNN 2.

7.3.2 Pesiome

[omkHo ObITb MpeacTaBrneHO KpaTkoe pes3loMe (KenaTenbHO, He MpeBblalolee ABYX CTpaHuLL)
JOCTyrnHOM  uHdopmauun o  PU3UYECKUX, XUMUYECKUX, dapMaLeBTUYecKuX, (apMakonormyeckumx,
TOKCUKOJTOTMYECKNX, (DapMaKOKMHETUYECKUX, METABOMNMNYECKUX U KITMHUYECKMX CBOWCTBAX, COOTBETCTBYHOLLEN
TeKyLLEen cTagnn KIMHUYECKON pa3paboTku ncecrnegyemoro npoaykra.

7.3.3 BBegeHue

B kpaTkom BBOOHOM pasgene AOMKHbI ObITb Yka3aHbl XMMUYECKOEe Ha3BaHue (a Takke MKeHepuyeckoe
W TOProBOoe HasBaHusl, ecnvm ofdoOpeHbl) WCCNegyeMoro npoAaykTa, BCe aKTUMBHbIE WHIPEAMEHTHI,
dapmakonormyeckas rpynna, K KOTOPOM OTHOCUTCA UcCCreayemMbld NPOAYKT, U MeCTO, Ha KOTOpoe OH B Hen
npeTteHgyeT (Hanpumep, npenmyLlecTsa), 060CHOBaHWE ANS M3yYeHUs nccregyemoro npoaykra, a Takke ero
oXuagaemble NpodunakTnyeckmue, TepaneBTMYECKNEe UNn anarHocTmyeckue nokasaHus. Kpome Toro, B BBOAHOM
pasgene gomkeH ObiTb cchopMynupoBaH o0LLKMI NOAX0A K OLIEHKE UCcneayemMoro npoaykra.

7.3.4 dusnyeckne, xummndeckune n dpapmMaueBTUYECKNE CBOMNCTBA M NIeKapCTBEHHasN hopma

[ormkHbl ObITb NPeACTaBNEHbl ONMCaHWe KOMMOHEHTOB UCCeQyeMOoro NpoaykTa (BKoYas XuMmnyeckme
n/unu CTpyKTypHble OOPMYrbl), @ Takke KpaTkas cnpaBka O €ro CyLeCTBEHHbIX (PU3NYECKUX, XUMNYECKUX U
dapmaneBTUYECKMX CBONCTBAX.

[nsa obecneveHnst agekBaTHbIX Mep 6€30MacHOCTU B XO4€e UCCNEeL0BaHNSA AOMKEH ObITb yKa3aH 1, ecriu
TpebyeTcH, 060CHOBaH COCTaB NeKkapCTBEHHON hOPMbI, BKIOYasi AOMOSMHUTENbHbIE BELLECTBA. Takke LOIDKHbI
ObITb NpegocTaBneHbl MHCTPYKLMMN MO XPaHEHMWIO 1 UCMONb30BAHUIO NIEKApCTBEHHBIX POPM.

CnepayeTt ynomsHyTb noboe CTPyKTypHOE CXOACTBO C APYTMMU N3BECTHLIMU BELLLECTBAMM.

7.3.5 [oknuHn4eckne nccrnegoBaHms

BeeneHne

OomxHbl BbITb NpeacTaBneHbl B KpaTkon dopme pesynbTaTbl BCEX CYLECTBEHHbIX AOKIMMHUYECKNX
nccrnefoBaHuin hapMakonormieckux CBOMCTB, TOKCUYHOCTW, hapMaKOKMHETUKM 1 MeTabonuama uccrnegyemMmoro
npogykTta. JOmKkHbl ObiTb OMMCaHbl UCMOMb30BaHHLIE METOAbI, NPEeACTaBMEHbl MOMyYeHHble pe3ynbTaThbl, a
Takke WX oOOCyXOeHMe B CBSI3U C uccregyembiMy TepaneBTUYECKUMU U BO3MOXHbLIMW HeOnaronpusTHbIMU
abdhekTamm y yenoseka. B 3aBMCMMOCTI OT HaNMYNS/LOCTYNHOCTM MHpOpMaLMK yKasbiBatoT criefyloLLee:

Vcnonb3oBaHHbIE B MCCNEQOBAHNAX BUAbI )KUBOTHbIX.

KonnyecTBo 1 MO XUBOTHBIX B KaXO0W rpynne.

EovHuupbl nsmepexnst 0osbl (Hanpymep, MunnmMrpaMmm/kmnorpamm (Mr/kr)).

KpaTHOCTb BBEAEHMS.

MyTb BBEAEHUA.

OnuTensHOCTb Kypca BBEAEHMS.

MHdopmaLms, oTHOCALWANCS K CUCTEMHOMY pacnpeaeneHmio.

MpogomknTeneHOCTb NOCNeayoLwero HabntogeHNsa Nocrne OKOHYaHUs BBeAEHUA npenapara.

PesynbTathl, BKMOYasa packpbiTUe CriedyoLLmMX acrnekToB:

- Xapaktepa 1 4acToTbl hapMaKonormyecknx Unm ToKCu4ecknx acpexTos;

- BbIPaXX€HHOCTWN UNWN CTENEHU TSKeCcTU chapMaKofnormyecknx Unm TOKCUYeCKMx appeKTos;

- 0303aBMCUMOCTN 3 EKTOB;

- BpEMEHW OO0 HacTynneHnsa acpdeKToB;

- obpaTmocTn adhpeKToB;

- NPOAOMKUTENBHOCTUN 3P PEKTOB.

Ona OGonbwen HarMSgHOCTM AaHHble criegyeT, No  BO3MOXHOCTW, nNpeacTaeBnATb B BuAe
Tabnuu/cnuckos. Mocneayowmne pasgensl AOMKXHbI cogepxaTb 0bcyxaeHne Hanbonee BaXHbIX pe3ynbTaToB
nccnenoBaHvK, BKIOYaa 00303aBMCUMOCTb Habnogaembix 3¢hdekToB, MX IKCTpanonaumilo Ha 4YernoBeka, a
Tawke nobble MHble acnekTbl, Tpebyolne nccnegoBaHms y Yenoseka. Tam, roe Heo6xoaumMo, AOMKHO ObiThb
npoBeaeHO cpaBHeHUE 3(PPEKTUBHLIX U HETOKCMYECKUX 03 NpenapaTa Ha >XMBOTHbIX O4HOro U TOro e Buaa
(T.e. HeobxoaMMo NpegocTaBUTL OOCYXAEHME TepaneBTMYECKOro nHaekca). CrnegyeT ykasaTb, Kak 9TU LaHHble
COOTHOCSTCS C J03MpOBKaMu, NpeanaraemMsiMu Ans NpuMeHeHns y Yenoseka. Bo Bcex cny4vasix, rae BO3MOXHO,
npv MNpOBEAEHUN CpPaBHEHUA PEKOMEHOYETCH YkasblBaTb KOHLIEHTpauMu Mpenapata B KPOBW/TKaHW, a He
[03MPOBKU, BbIP@XXEHHbIE B MI/KT.

a) [oknuHnyeckas bapmakonorusi

[aHHbIM pa3gen [OOoMmKeH BkYaTb B cebs KpaTkoe onucaHne hapMakoriorm4ecknx CBOWCTB
nccrnegyemoro npodykra u, ecrim 3To BO3MOXHO, ero OCHOBHbIX MeTabonMToB Mo pe3ynbTataMm MccreaoBaHum
Ha >XUBOTHbIX. KpaTkoe onucaHue [OMKHO BKMYaTb B C€ebs uMccnegoBaHuMs MO OLEHKE BO3MOXHON
TepaneBTUYECKON  aKTMBHOCTU  (Hanpumep, 9@EKTUBHOCTb NPU  3KCMEPUMEHTANbHOW  NaTosornu,
nuraHa-peuenTopHoe B3auMMOAEWUCTBME UM CNeuMdUYHOCTE OENCTBUS), a TakkKe UCCneaoBaHuMst MO OLEHKe
©esonacHocTu (Hanpumep, cneyunanbHble NCCNeaoBaHUSA aANsa N3yYeHUs MHbIX, HE UMEKLLNX TepaneBTU4ECKON
HanpasneHHOCTU, hapmakonormyecknx apdeKkToB).

0) ®apMakokMHETUKA U MeTabOoNMM3mM NPoAyKTa Y KUBOTHbIX

[aHHbI pasgen OormkeH BkNoyaTk B cebsi kpaTkoe onvcaHue dapMakoKMHETMKW, meTabornuama u
pacnpegeneHis nccregyemMoro npoaykta B TKaHAX >KMBOTHBIX BCEX BWOOB, HA KOTOPbIX MPOBOAMIIUCH
nccnegoBaHus. [JomkHbl ObITb OCBELLEHbI BCacbiBAaHNE, MECTHAsA U cucTeMHasi BMogOCTYNHOCTbL UCCNELYEMOTO
npogykta n ero MeTabonvMToB, a Takke WX CBA3b C AaHHbIMU (PapMakomormyeckux U TOKCUMKOMOMMYECKUX



nccnegoBaHUM Ha XXUBOTHbIX.

B) Tokcukonorus

[aHHbIn pa3gen OOMKeH BKYaTh B cebs kpaTkoe onmMcaHue TOKCUMYeCKMX adppeKToB uccneayemoro
NpoayKTa, BbISBMEHHbIX B WCCMEeLOBaHUSX Ha XMBOTHbIX pasHbiX BuAoB. CriegyeT, No BO3MOXHOCTH,
NPUAEPXUBATLCS HUXKENPUBEOEHHON CTPYKTYPbI OrfaBneHns A4aHHOro pasgena:

- TOKCMYHOCTb MPU OOQHOKPATHOM BBEAEHMWM.

- TOKCMYHOCTb MPU MHOFOKPaTHOM BBEAEHUN.

- KaHueporeHHoOCTb.

- CneumanbHble uccnenoBaHust (HanpMMmep, MeCTHO-pasgpakatoLLee 1 anneprusvpytowiee oencTeune).

- PenpogykTrBHas TOKCUYHOCTb.

- [eHOTOKCUYHOCTb (MyTareHHOCTb).

7.3.6 Jencteue y yenoseka

BeeneHne

B atom pasgene nogpo6Ho obcyxaalT M3BecTHble aheKTbl uccrneayeMoro npoaykra y 4eroBeka,
BKMOYas  MHGOPMaUMo, OTHOCAWylCca K (bapMakoKMHeTUke, meTabonuamy, apmMakogMHamuke,
[0303aBMCMMOCTU achdekToB, Ge3onacHoCTU, adPeKTUBHOCTU, a Takke OApyrMM Buaam dapMakoriormyeckomn
aKTMBHOCTUW. 10 BO3MOXHOCTU, OOIMKHO ObITb JAHO KpPAaTKOE OMUCAaHWE KaXKO4Ooro 3aBEepLUEHHOrO KIMHUYECKOro
uccnegoBaHus. Takke JomkHa ObiTb nNpeAcTaBneHa wHdopmauns O pesynbTatax Ntoboro Mcnonb3oBaHWs
nccrnegyemoro npogykTa BHE pamMoK KITMHUYECKMX UCCNEeaOoBaHNA, HanpMMep CBeAEHUS, MOSTy4YeHHbIE BO BPEMS
NOCTPErncTpaLmMoHHOro NPUMEHEHNS NPoayKTa.

a) ®apmakokMHeTNKa 1 MeTabornmam y YeroBeka

OaHHbIn pa3gen [ormkeH codepxaTb KpaTKyrd WHMOpMaLuMio, OTHOCALLYIOCA K (hapMakoOKMHEeTUke
nuccnegyemoro npogykra, u BkniovaTe B cebs cnegytowlee (B 3aBUCMMOCTU OT HANN4uus AaHHbIX):

- dapmakokMHeTUKy (B TOM uyucrne metabonumsm, BcacbiBaHue, CBA3biBaHWE C Genkamu nnasmbl,
pacnpeneneHve u BoblBeAeHue).

- BuogocTynHoCTb Mccnegyemoro nNpoaykTa (abCconoTHYO, rae 9TO BO3MOXHO, WM OTHOCUTENbHYIO)
C UCcnonb3oBaHWeM onpeaeneHHon nekapcTBEHHON hOpMbI B KAYECTBE CPaBHEHMS.

- Cybnonynauum HaceneHus (HanpvMmep, pasnuuus no nony, BO3pacTy WIN HapyLEHUsM yHKUUIA
OpraHosB).

- Bsaumopencteus (Hanpumep, nekapCTBEHHbIE B3aMMOLAENCTBMSA U BIUAHME NpMema nuLm).

- Opyrue gaHHble No bapMakoKMHETUKe (Hanpumep, pe3ynbTaTbl NPOBEAEHHbIX B paMKaxX KITMHUYECKMX
UCnbITaHW PapMaKOKMHETUYECKUX NCCITEAO0BAHNA HA PasrMyHbIX rpynnax).

©) Be3sonacHocTb 1 3 HEKTUBHOCTD

Kpatko pgomkHa  ObITb  npegcrtaeBneHa  uHdopmauus,  OTHocdAwasdca K BGesonacHocTw,
dapmakoguHamuke, 3PEPEKTUBHOCTU U  [0303aBUCUMOCTU 3(PGEKTOB uMcCregyemoro npoaykra (U ero
MeTabonuMToB, €Cnn eCTb [aHHble), MOfy4YeHHas B XOA4e NPOBEAEHHbIX KIMHUYECKUX uccnegoBaHun (C
yyacTmem 300poBbix 4o6poBonbUEB W/MnKM nauueHToB). JomkHa ObiTb NpeAcTaBneHa MHTepnpeTauus aTux
JaHHbIX. Ecnmn yacTb KNMHMYECKUX MCCrefoBaHUA yXKe 3aBeplueHa, Ans 6onee siCHOro BOCMPUSITUS AaHHbIX
pekoMeHayeTcs NpeacTaBUTb MO 3aKOHYEHHbIM WCCrefOoBaHWsIM CBOAHbIE OTYeTbl NO 3PEPEKTUBHOCTU U
DOesonacHoOCTM uccregyeMoro npoaykTa Mo OTAENbHbIM MOKa3aHWsIM Yy pasnuyHbiX nonynauui. Takke
peKoOMeHOyeTCa MWCMOoNb30BaTb CBOAHbIE Tabnuubl HeXenaTernbHbIX peakuuin No BCEM  KIMHWUYECKUM
nccrnegoBaHusAM (BKMYas MccrnegoBaHus Onis NobbiX M3yyaBLUMXCA MokKasaHui). OormkHbl ObiTb OCBELLEHbI
3HaYMMBbIE Pa3NMYNS B XapakTepe/dacToTe HexenaTenbHbIX peakUumin Kak AN pasnuyHbiX NoKasaHun, Tak 1 Ans
pasnuyHbIX NOMYMALWNA.

B BU pomkHbl ObiTb OMMCaHbl BO3MOXHbIE PUCKM U HexenaTeNbHble peakumn, KOTOpble€ MOXHO
OXMAaTb, OCHOBbLIBASCb HA HAKOMMEHHOM OMbITE MPUMEHEHUS KaK UCcneayemMoro npoaykra, Tak U CXO4HbIX C
HUM npoayKkToB. [OMmXKHbl ObiTb Takke oOnucaHbl Mepbl MPEefOCTOPOXHOCTM UMM cneuunanbHble MeToAbl
HabnogeHusl, KoTopble HeoOXOOUMMO MPUMEHSITb MPU UCMONb30BaHWM MNpoAyKTa C WUCCrenoBaTeNbCKUMU
LensmMu.

B) NocTperncTpaumoHHbIN OnbIT NPUMEHEHNS

B BU pomkHbl ObITh yka3aHbl CTpaHbl, B KOTOPbIX UCCIEQYEMbIA NMPOAYKT YK€ MMEETCS B NPOAAKE UIU
Obin  3apeructpupoBaH. Jlobas 3Hauimmasi mHdopMauus, MofyYeHHass B XO4e MOCTPerucTpauvoHHOro
NPMMEHEHNs NpoAyKTa, AofkHa ObiTb npeactaBneHa B o600WeHHOM Buae (Hanpumep, NeKapCTBEHHbIe
opMbl, 4O3UPOBKX, NYTU BBEAEHMSA U HEXenaTenbHble peakummn). Takke B BU gomkHbl ObITb yKasaHbl CTpaHsbl,
B KOTOPbIX 3adBuTento ObiNo oOTka3aHO B ogobpeHwn/perncrpauumn npogykrta Ans  KOMMEPYECKOro
NCMNOMb30BaHNS UMK XXe paspeLleHne Ha Npoaaxy/CBUAETENbCTBO O pernctpaumm 6uino aHHYNMpoOBaHo.

7.3.7 ObecyxaeHve gaHHbIX U MHCTPYKUMK ANS uccrnegosaTtens

B aTtom pasgene gomkHO ObiTb NpeacTaBneHo 00CyKaeHUe OOKNMUHUYECKUX U KITMHUYECKUX AaHHbIX U
ob6obuieHa mHdopMaLmns, nonydeHHass U3 pasHbiX WUCTOYHUKOB MO PasfuYHbIM CBOMCTBAM MWCCNeayemoro
npogykta. Takum obpasom, vMccrnegoBaTenio NpeaocTaBnsaloTcs Hambonee uHdoOpMaTMBHAA MHTepnpeTauus
UMEILLUXCH AaHHbIX, a Takke BbiBOAbl O 3HAYMMOCTU 3TOW MHpopMaLMM Ans NOCNeayrLnX KMHUYECKNX
nccrnefoBaHUin.

[omkHbl ObITe OCBeLLEHbI ONYBrnMKkoBaHHbIe paboThl MO CXOAHLIM NPOAYKTaM, €Cin TakoBble UMEIOTCS.
OTO NO3BONUT UccregoBaTenNto ObiTb FOTOBLIM K HEXeNaTeNbHbIM peakuusm unv gpyrum npobnemam, Kotopbie
MOTYT BO3HVKHYTb B XOA4€ KIMHUYECKMX NCCNeaoBaHWN.



OcHoBHas uUenb OaHHOrO pasfena 3akrn4yaeTcd B TOM, YTOObl MOMOYb MCCrefoBaTento MoOnyyvnTb
yeTKOe npeacTaBfieHne O BO3MOXHbIX PUCKaX U HeXenaTernbHbIX peakumnsax, a Takke O crneuumarnbHbIX TecTax,
MeTodax HabnogeHus n mepax NPesoCTOPOXHOCTM, KOTOpble MOryT NMOHaZoOMTLCS B XOAE KITMHUYECKOrO
nccrnegoBaHusl. OTO MNpeAcTaBieHMe [OSMKHO ObiTb OCHOBAHO Ha AOCTYNMHOW WHopmauum o usnyeckux,
XUMUYECKNX, apMaLeBTUYECKNX, (APMaKONIOTMYECKNX, TOKCMKOMOTMYECKUX WU  KIMHUYECKUX CBOWCTBAX
nccnegyemoro npogykra. KnmHuyeckomy nccrnegoBaTento Takke AOMKHbI OblTe NpeaocTaBneHbl MHCTPYKUMA MO
ONarHoCTUKE WM NEYEHMIO BO3MOXHBIX NMEPEfO3NPOBOK U HeXenaTemnbHbIX peakuui, KOTopble OCHOBaHbl Ha
npeablgyLlemM KIMHUYECKOM OnbiTe 1 (hapMakonormyeckmx CBOMCTBaxX UCCNEAyEeMOro nNpoaykra.

7.4 Tpwunoxexwne 1

TuTynbHbBIA NUCT (NpUMeEp)

HasBaHwue cnoHcopa

MpoaykT:

Howmep nccnegoBaHus:

HasBaHue(s): xumnyeckoe, axxeHepunyeckoe (ecnv nNogxoauT), TOProBoe Ha3BaHue (ecnu paspeLueHo
3aKoHO4AaTeNbCTBOM U MO XenaHuo CroHcopa)

Bpolutopa uccneposarens

Homep pegakunm:

[ata Bepcuu:

3ameHsieT npeablayLLy0 peaakumio Homep:

[ara:

7.5 MpunoxeHne 2

OrnaeneHune 6poLuopbl nccnegosaTens

(Npumep)

YkasaHune Ha KOH(pMAeHUManbHOCTb (Heobs3aTenbHO)

Moanucu (Heo6sA3aTenNbHO)

1 OrnaBneHve

2 Pesiome

3 BBegenue

4 duanyeckue, xXmummndeckue, gpapmaueBTUIECKME CBOMNCTBA U NeKapCTBEHHasa hopma

5 [oknuHu4eckme nccnegoBaHus

5.1 JoknuHu4yeckas dpapmakonorms

5.2 dapmakokMHeTUKa 1 MeTabonnam NpoayKTa y KNBOTHbBIX

5.3 Tokcukonorus

6 OhbekTbl y yenoseka

6.1 ®apMakokuHeTuKa 1 MeTabonumam y 4yernoseka

6.2 besonacHoCTb 1M 3(PPEKTUBHOCTb

6.3 [MocTperncTpaumoHHbI ONbIT NPUMEHEHUS

7 OBGcyxaeHne AaHHbIX U MHCTPYKLMKW NS UccnegoBartens

CcbInkn Ha:

1 MNy6nukaumm

2 OT4eTbl

[aHHble cCbinkn AOMKHbI BbITb NPYBEAEHbI B KOHLE KaXK4OW rMaBbl.

MpunoxeHus (Mpu Hanu4Mm)

8 OCHOBHbIe AOKYMEHTbI OAnd npoBegeHus KnNMHnM4eckoro uccnepgosaHus

8.1 BeeageHue

OCHOBHbIMW JOKYMEHTaMN SABSAOTCA T€ JOKYMEHTbI, KOTOPble BMECTE UMY MO OTAENbHOCTY NO3BOMSAIOT
OLEeHUTb npoBeAeHue WUCCrefoBaHNs W KavyeCTBO MOSMYYEHHbIX [aHHbIX. 3OTWU  OOKYMEHTbl Chnyxar
[oKasaTenbCTBOM CODOMOAEHMS uUccrneaoBaTenemM, CMOHCOPOM WM MOHMTOPOM CTaHOApTOB Hadnexallewn
KnuHudeckon npaktukm (GCP) n HopmaTuBHbIX TpeboBaHWN.

OcCHOBHblE [OOKYMEHTbI Takke CcryXaT OOnblIOMY YMCHY WHbIX BaXHbIX uenen. CBOeBpeMeHHoe
NMOMELLEHNE OCHOBHbIX JOKYMEHTOB B hannbl nccnegoBatensi/opraHn3anmm n CroHcopa MOXET CyLLECTBEHHO
cnocobCcTBOBaTb  YCMELHOMY BLIMOSIHEHUIO B paMKax KIMHUYECKOro MCCnenoBaHus CBOUMX  (DYHKLMN
nccnegoBartenemM, CrOHCOPOM WM MOHUTOPOM. Kpome Toro, 9T [OKYMEHTbl OObIYHO SIBMSIOTCS OOBLEKTOM
HEe3aBMCMMOro ayauTa CO CTOPOHbI CMIOHCOPA M MHCMEKLUN CO CTOPOHbI YMOSTHOMOYEHHbBIX OPraHoOB Kak 4YacTu
npouecca NoaTBEPXKAEHMSI 3aKOHHOCTM NPOBEAEHUST UCCNefoBaHNS U JOCTOBEPHOCTU COBPaHHbIX AaHHbIX.

Hwxe npvBegeH MUHUManNbHBIN NepevYeHb OCHOBHbIX OOKYMEHTOB. [JOKYMEHTbI CrpynnMpoBaHbl B Tpu
pasfgena B 3aBUCMMOCTU OT CTaumn KITMHUYECKOro MCCnegoBaHus, Ha KOTOPOWN OHM ODObIYHO CO34atoTCA:

1) nepen Hayanom KnMHU4ecKon grasbl UCCriefOBaHNS;

2) BO BpeMs1 KNHUYecKon asbl nccneaoBaHus;

3) nocne 3aBepLUEHUs UK NPeXaeBPEMEHHOro NpekpaLleHns nccrnefoBaHus.

[aHo obbsACHeHME Lenen Kaxaoro JOKYMeHTa, yka3aHo, rae OOKYMEHT JOJDKEH XpaHUTbCA: B channax
uccnegosarens/opraHMsauum nnbdo cnoHcopa, nMbo B obomx mectax. [onyckaetcsa obbeguHeHne HEKOTOpbIX



[JOKYMEHTOB MpU YCINOBUW, YTO OTAENbHbIE 3M1EMEHTbI NErko UAEHTUULNPYIOTCS.

dainbl nccrnegoBaHUs OOMKHbI ObiTb CO3OaHbl B Hadarne UccneaoBaHUst Kak B MECTe HaxoXXaeHus
I/ICCJ'Ieﬂ,OBaTeJ'Iﬂ/OpraHM3aL|,V|I/|, Tak U B OCbl/ICG CnoHcopa. VMiccnegoBaHme MOXHO cunTaTb 3aBepLUeHHbIM TOJIbKO
nocne TOoro, Kak MOHWUTOP ﬂpOBepMT(baﬁﬂH n MCCﬂeﬂOBaTeﬂﬂkKWaHMSaHMM, N CrNOHCOpa u noarBepaunT

Hanuune Bcex HeobXoaNMbIX OOKYMEHTOB B COOTBETCTBYHOLLNX cbaﬂnax.

ﬂepeqmcneHHue B HacTodweM CctaHgapTe OOKYMEHTbl KaK no OTAeSIbHOCTU, TaK U B COBOKYMNHOCTU
MoryT ObITb NnoABEPrHyTbl ayguTty CHNOHCOpPAa W UHCNEKUMN YNOJIHOMOYEHHbIX OpraHoB U OOJDKHbI ObITb

npeabsiBreHbl Npy NPoBeAeHNN TaKoBbIX.
8.2 lNepen Hayanom KrMHU4ecKkon dasbl UccrenoBaHnst

Ha ctaguu nnaHupoBaHWs uccrnenoBaHus A0 ero hopManbHOro Havyana AOJbKHbl ObiTb CO34aHbl U

nomMeLleHbl B hann cnegytowime JOKYMEHTbI:

ACIIEKTEl MCCJIEOOBAHUA

drMHaHCOBOE CoOIJlalleHUEe
10 MCCJIENOBAHUI MEeXIY

HammeHOBaHMUE LUernb Haxomurcsa B Qanyiax
IOOKyMEeHTa
uccyenoBa-— CIIOHCOpa
Tensa/
opraHmM3aumun
8.2.1 Bpomwopa IOKYMEHTAJIbHO BaKPENUThH X X
uccyienoBaTessa bakT nepemaumu
MCCJIeOoOBaTEJn HeODXOOUMOM
¥ aKTyaJIbHOM Hay4HOM
nHbpopMaumm o060 MCCIenyeMOM
nponykKTe
8.2.2 lonnmucaHHBIM JOKYyMEHTaJIbHO 3aKpPEeluTh X X
NPOTOKOJI M IIONPpaBKU baxkT yTBEepXIeHUSA
K HeMy (ecyiu TaKOBHE CIIOHCOPOM
yMeKnTcsa) , obpaszel M MUCCcJiegoBaTeJieM
VMHIOVBUILYAJIbHOM npoToKoJa/nonpaBok u MPK
PETUCTPALMOHHOY KapThl
(MIPK)
8.2.3 WVubopmauwus,
pemocTaBisgeMas
CcyOBeKTY MCCJIeIOBaHUS
- dopmMa JOKyMeHTaJIbHO OQOPMUTH X X
YHOOPMUPOBAHHOT'O bakT noJyuyeHUs
corJylacusa (BkJIOUYAs MHQOPMMPOBAHHOTO COIJIacusa
BCe HeOOXOOMMEBIe
Pas3mveACHUTEJIbEHEIE
MaTepMaJibl)
- Jlwbasa mpyrasa JoKyMeHTaJIbHO X X
nMcbMeHHasa MHOopMauus |IOOZTBEPOUTL, YTO
cybrvekTaM OymeT
npenocTaBJieHa
CoOTBEeTCTBYyKIAS (C TOUKU
3PEeHUS COomepXaHMS
¥ OOCTYIHOCTU IJid
HOHMMaHMH) IIMCbMEHHAasda
yHbopMaLMsa, [noMoTrammas UM
OaTb CcoIJlacue Ha OCHOBEe
[IOJIHOM MHQOPMUPOBAHHOCTU
- PexJsiaMHEIE OOBABJIEeHMA | JOKYMEHTAJIBHO X
OJ1 TNPUBJIEUEHUSA NONTBEPOUTL, UYTO MEPH I10
CyDBEKTOB B NIPUBJIEUEHUNIO0 CYyDBEKTOB
MCCJIeIOBaHue eCyu ameKBATHE M OTCYTCTBYET
UCIIOJIb3YITCH) BJIEMEHT IPUHYXIEHUS
8.2.4 OduHaAHCOBHE IJOKYyMEHTAJIbHO 3aKPENUThH X X




CIIOHCOPOM ¥ MCCJemoBaTe-
JeM/opraHmsanmen

8.2.5 CrpaxoBoe
06sa3aTesIbCTBO
(ecin TpebyeTcsa)

IJOoKyMEeHTaJIbHO
NoOTBEPOIUTE, YTO B Clydae
npuuyHeHusa yuepba,
CBS3aHHOTO C
ucciaenoBaHueMm, CcyOBeKTaM
6ymeT OOoCTyIIHa
KOMIIeHCalum4a

8.2.6 IlomnmMcaHHOE
corJlalleHMe BOBJIEUEHHHX
CTOPOH, HAaIpUMep:

- Mexmy
ncciemoeaTeseM/opra-
HMBalUMeMW M CIOHCOPOM

- Mexny
nccienoeaTesieM/opraim—
3aUuMer ¥ KOHTPAaKTHOM
MCCJIenOBaTEJbCKOM
opraHmu3aluuemn

- MexIy CIOHCOPOM
Y KOHTPaKTHOM
MCCJIenOBAaTEJbCKOM
opraHm3auuemn

- Mexny
nccrenoeaTenem/
opraHmuzaluuen u
YIIOJIHOMOUEHHEIMU
opraHaMm (eciyu
TpebyeTCH)

JOKYyMEHTAaJIbHO BaKpenuThb
CcorJlameHm4d

X (ecnu
TpebyeTCcH)

8.2.7 IHDaTupOoBaHHOE

¥ OOKYMEHTAaJIbHO
obopMIIEeHHOE
yTBepxneHmne/onobpenne
OKCIIEPTHEIM COBETOM
opraHmusauumn (3CO) /
HezaBUCHUMBIM 3TUUYECKUM
komuTeToM (HOK)
CJIenyomyx HOOKYMEHTOB :

- I[OPOTOKOJIa U JIOOBIX
IONIPaBOK

- UPK (ecnmu TpebyeTcs)

- QOPMEL
MHOOPMMPOBAHHOT'O
corjiacusa

- J000¥ IOpyIT oM
IMCbMEHHOM MHboOpMaluuM,
npeloCTaBJIsaeMOM
cybrekTam
— PEeKJIaMHBEIX OOBABJIEHUM
IOJiS [PUBJIEUEHUS
CyOBEKTOB B
uccJenoepaHmne (ecnu
MCIIOJIb3YITCS)

JoKyMeHTaJIbHO
NOONTBEPINUTL, UYTO HOaHHOE
MUccJenorpaHue OBLIO
PaccMOTPEHO U
YTBEPXIOEeHO/onobpeHo
5CO/HDK. YKa3LBAKT HOMEP
BEpCUM ¥ IaTy IOOKyMeHTa




- mHbpopMaumUM O
KOMIIEHCAUUM CyOBeKTaM
(mpm HaIM4UMM)

— JIIOOBIX MHBEIX
YTBEPXIEHHBIX/ 0n0OpeH—
HEIX IOKYMEHTOB

8.2.8 Cocrar IOKYMEHTAJIbHO BaKPENUThH X X (roe
OKCIEepPTHOT'O COBeTa COOTBETCTBME COCTaBa TpebyeTcs)
opraHmzaumn/Heszasucu— |[3CO/HOK Tpebomaumam GCP
MOTO DTUUYECKOTO
KOMUTETA
8.2.9 Paspemenne/ JOKYMEHTAJIbHO X (rme X (rme
omoBpeHre NpoTokoJia/ |IOONTBEPIUTL, YTO NPU TpebyeTcsa) |[TpebyeTcsa)
YBeIOMJIEHUE HaJindyyy COOTBETCTBYRIMX
O MNPOTOKOJIE OT HOPMAaTMBHEIX Tpe®oBaHUM
YIIOJIHOMOYEHHEIX paspemene/
OpTaHoOB (T'Hme onmobpeHure/yBenoMieHne
TpebyeTcs) YIIOJIHOMOYEHHEIX OPTaHOB
IOJIydeHO IO HauaJjia
VCCJIeHOBAHUS
8.2.10 Curriculum JOKYMEHTAaJIbLHO MNOITBEPIUTH X X
vitae u/unu mpyrue KBaIubmMKaumo u
OOKYMEHTEHI, NPUIOOHOCTE IJIiA
IoOTBepXIanmmse IpOBEeNeHMs MUCCIJIEeINOBaHMUSA
KBaIMOMKaLIMIO M/WIU OCYlEeCTBJIEHNI
uccyienopaTesen u MEeOMLMHCKOTO HaOJIOeHUs
comuccJyiegopaTenen 3a cyBmekTaMmu
8.2.11 HopwmasibHEIM IJOKYMEHTAJIbHO 3aKPENUThH X X
Ovana30H SBHAYEeHUM HOPMAaJIbHBIM IOMallasOH
IOJIg [IPpenyCMOTPEHHEX 3HAUEHUM IJisa J1aBopaTOpPHBIX
IIPOTOKOJIOM TEeCTOB
MeIULMHCKHUX /madopaTop—
HEBIX / T€XHUUECKUX
npouenyp u/uiy TECTOB
8.2.12 MemuuuhHckue/ IJOKyMEHTaJIbHO MNOOTBEPOUTH X (rme X
nadopaTopHee / OPUIOOHOCTE OOOPYyIOBAaHMSA TpebyeTCcH)
TexXHUYEeCKMEe IoJig nIpoBeneHus TpebyeMbx
npoLenyps/ TeCTH ¢ TeCcTOB U obecrneuyeHus
- cepTudmKaLMg HaIEeXHOCTM pPesyJbTaToB
- WY aKKpeOuTalusa
- UM BHYTPEHHUM
M/UNY BHEMHNA
KOHTPOJIbL KauecTBa
- WY OpyT¥Me MeTONE
NOOTBEPXIeHUS (Tme
TpebyeTCcH)
8.2.13 O6pasus JOKYMEHTAaJIbLHO MNOIOTBEPIUTH X
STUKETOK Ha ylNakoBKax [|coOsoneHue
VCCJIeOyEeMEIX MNPONYKTOB |COOTBETCTBYIOIMX
TpeOOBaHUM K MapPKMPOBKE
MCCJIegyeMOoTo IIperaparTra "
NPUTOOHOCTL MHCTPYKLMMA
oJia CyOBeKTOB
8.2.14 VHCTPYKUMS IIO JOKYyMEHTAaJIbHO 3aKpPenuTh X X

obpalleHMIo C

Vcclieqy eMbIMU
NPOOyKTaMU U
PaCXOOHEMM MaTepHuajlaMu
(ecam He BKJIIOUEHO B

VHCTPYKLUUY [OJId
obecnedveHusa HaIJexalmero
XpaHeHUsd, YHNaKOBKIM,
pacnpeneyieHnsa u
YTUIIM3aluM MCCJIeyEeMBIX




IPOTOKOJI MM OpPOIIpY NPOOYKTOB M PAaCXOIHBIX
MccJyjenoBaTesid) MaTepMraJioB
8.2.15 VYuer nocTaBok |[JOKyMeHTAaJIbHO 3aKpPeNuThb X X
VCCJIeOyEeMEIX MNPONYKTOB |IATH M CHNOCOB MOCTaBKU,
VI PacCXOIOHBIX HOMEepa CepuM MCCIJIeyeMBIX
MaTEPMAJIOB OPOOYKTOB ¥ PacCXOIHBIX
MaTepmraJsios. IlosBosigeT
OTCJIEIUTL CEepMI NPOOyKTa,
KOHTPOJIMPOBATEL YCJIOBUSI
IIOCTaBKM M BeCTU yudeT
8.2.16 CeprtudmkaTh IJOKYMEHTAJIbHO MOITBEPAUTH X
aHaJIM30B MOCTABJIEHHHX |HOOJMHHOCTL, UMCTOTY U
UCCJIeOyeMEIX MNPOIOYKTOB |KOJIMUECTBEHHOE COIepXaHMe
AKTMBHOI'O BelleCTBa
(DO3MPOBKY) MCCJIEOyeMBIX
IPOOYKTOB
8.2.17 Ipouenypksl IOKyMEHTAaJIbHO 3BaKpeluTh X X (B
PACKPHTMA KOIa OJid npouenypy 2KCTPEHHOM COOTBETCT—
MCCJIenOBaHMUM, MOEHTUOMKALIUNA BYOIINX
IPOBOIMMEIX CJIEIIEIM MaCKMPOBAHHOTO cryyasax,
METOIIOM MCCcJlenyeMoro nponykra 6es TPEeThH S
HapylWeHMs MACKMPOBKMY  IJII CTOpPOHA)
OCTaJIbHBEIX CYyDOBEKTOB
8.2.18 IJOKYMEHTAJIbHO 3aKPENUTh X X (B
PaHIOMMBaLMOHHEIM MEeTOHI paHIOMM3aluu COOTBETCT—
CIMCOK cybBEeKTOB MCCJIEeOOBAaHMUS BYOIIMX
cayyasax,
TPETH S
CTOPOHA)
8.2.19 Otuer MoOHMTOpPa |[JOKYMeHTAaJIbHO NONTBEPIUTH X
O IHnpelBapmUTeJIbHOM nprnemMyIeMOoCTb
BUBUTE MCCJIEOOBATEJIECKOTO LIeHTPAa
IOJIS IDAaHHOTO MCCJeIOBaHUS
(MOXxeT OBITbL OOBEIMHEHO C
8.2.20)
8.2.20 OTtuer MOHMTOPa |[JOKYMEHTAJILHO MMONTBEPIUTH X X
O CTapTOBOM BUBUTE bakT O03HAKOMJIEHUSI
uccJenoBaTess UM BaHATOTO
B MCCJIeDOBaHMUM IIlepcoHala
C mnpouenypamm
MCCcJenoBaHMsa (MOXeT ORITHb
obbenmMHeHo ¢ 8.2.19)

8.3 Bo Bpems knuHuyeckon dasbl uccregoBaHmns

B nogTtBepxoeHne TOro, 4To BCA Heobxoaumasi HoBasi WHdpopMauusi OOKYMEHTarbHO
ocbopMnsSieTcs Mo Mepe ee MOCTYMNSIEHNs!, B AOMOSIHEHVE K BbllLENepeyncrieHHbIM OOKYMeHTaMm,
nmetoLLMMCcS B chaiine, No xody UccrnegoBaHus Heobxoaumo Oo6aBNsATh creayowmne JOKYMEHThI:

HavmeHOBaHME IOKYyMeHTa enb HaxommTcsa B Qaniax
uccyjenoBa- CIIOHCOpa
Tensa/
opTraHmM3auun
8.3.1 OOHOBJEeHHHE BepcuM |JOKYMEHTAJIbHO 3aKpPelUThb X X
OPOLIOPEL MCCJlenoBaTeNd bakxT CBOEBPEMEHHOTIO
COOOUeHM MCCJIeOOoBaTeJ



HeoOxonouMoM mHOopMaumm
10 Mepe ee IOCTYIJIEeHMUS

8.3.2 Jlnboe M3MeHEeHUE:

- NPOTOKOJa&/IONPaBoOK

u VPK

- GopMBEl MHOOPMUPOBAHHOT'O
corylacmusa

- Jo00o¥ IOpyIr oM
IMCbMEeHHOM MHboOpMalLMUM,
npenoCcTaBJIAeMOM
cybbekTam

— PEeKJIaMHBEIX OOBABJIEHUM
IOJIS [IPUBJIEUEHUS
CyDBEKTOBR B MCCJIeDOBaHUE
(ecam MCHoJb3yoTCS)

JOKYyMEHTAaJIbLHO 3aKpPenmuThb
VIBMEHEeHMS NOaHHBIX
OOKYMEHTOB,
IPOM3BENEHHEIE BO BpPEMS
VCCJIeHOBAHMUS

8.3.3 IDaTupoBaHHOE U
OOKYMEHTAJILHO
obopMIIEeHHOE
yTBepxneumue/onobpenne
OKCIEPTHBEIM COBETOM
opraumsauum (3CO) /
He3aBUCHUMEIM 3THYECKVM
xkoMuTeToM (H3K)
cJenynlyx OOKYMEHTOB :

— IONPAaBOK K MNPOTOKOJY
— HOBBIX pelakLMM:

- GOpPMEl MHOOPMMPOBAHHOT'O
corJylacusa

- NPemoCTaBJlISEeMEIX
cybpekTaM MaTepualsioB

- PEeKJIaMHEIX OOBSABJIEHUM

IOJia [PUBJIeUEHUS
CyDBEKTOB B MCCJIeOOBaHUE
(ecam mcnosb3yeTcs)

- IPYTUX YyTBEPXKISHHBIX/
ONOOPEHHBIX IOKYMEHTOB

- pesyJIbTaToB

IepruonMueCcKoIro

pPacCMOTpEeHMS

OOKYyMEHTAaLUN

10 MCCJIeOOBAaHUIO

(rome TpebyeTcs)

JoKyMeHTaJIbHO
NIOOTBEPOUTL QakT
pPacCcMOTpeHuda un
yTBepxneumus/onobpenns
3CO/H3K monpaBoOK

M/WIM HOBBIX PEIaKLNUMA.
YKaseHBaKTCA pelakumda U
maTa IOOKyMeHTa

8.3.4 T'me TpebyeTcs,
paspemenre/onobpeHnue/
yBEeIOMJIEHUE
YIIOJIHOMOUEHHEIX OpPT'aHOB
osis:

- [ONPAaBOK K IMIPOTOKOIY
U OPYyTUX IOKYMEHTOB

JOKYyMEHTAJIbHO BaKpPEeNMThb
COOTBETCTBME
HOPMaTMBHEIM TpeOOBaHMAM

X (rme
TpebyeTcs)

8.3.5 Hayunyio Ouorpadmio
(curriculum vitae) HOBHX
rccrenoparTenen u/unm
couccienoBaTesien

Cm. 8.2.10

8.3.6 lBMeHeHUS
HOPMAJILHOT'O IOMarasoHa
3HAUYEHUN IJiS IpenyCMOT-—
PEHHEIX [IPOTOKOJIOM
MeIULUMHCKUX /mabopaTop—
HBEIX / TEXHUUE CKUX
npouenyp/TecTosB

IJOKYMEHTAaJIbHO 3aKpPeNuTh
HOPMAaJIbHBIM OMalasOH
3HAUEHUM TEeCTOB,
M3MEHEHHEIX B XxXOIe
MCCIenoBaHus
(cm.8.2.11)




8.3.7 M3MmeHeHUHd JOKyMEHTAaJIbHO X (rme X
B MEeOULIMHCKUX/ NOOTBEPONTL, UTO TECTH|TpebyeTcs)
1aB0opPaTOPHLEIX/ TEXHUUEC— IPOIOJIXAT OTBEUATH
KMX [Opouenypax/ TecTax: |[rTpeboBaHusaM B TeueHue
- ceprudmranmsa nepuona MCCJIeNOBaHUSA
- WM aKKpeOuTaumsa (cMm. 8.2.12)
- WM BHYTPEHHUM un/Uin
BHEWHUM KOHTPOJIb
KauecTBa
- WM OpyI¥Me MeTONEL
NonNTBEPXIeHUa (rme
TpebyeTCH)
8.3.8 IokyMeHTaALUMS IO Cm. 8.2.15 X X
IIoOCTaBKaM MCCJIeOyeMBbIX
OPOOYKTOB ¥ PacCXOIHBIX
MaTEPMAJIOB
8.3.9 CeprudmkaTH Cm. 8.2.16 X
aHaJM3a HOBBIX CepUM
MCCJIeOyEeMBIX MNPOIOYKTOB
8.3.10 OTueTHl MOHUTOPOB |JJOKYMEHTAJIbHO 3aKpPelUThb X
O BUBUTAX BUBUTE MOHUTOPOB U UX
Pes3yJibTaTH
8.3.11 CymecTBeHHBEEe mia |JOKYMEHTAJIbHO BaKpPenuThb X X
VCCJIeNOBAHUA JIOOBIE CcoTJlalleHus Jimbo
eperoBOpLl/ Iepenmncka CylleCTBEHHEE
(moMMMO BUBUTOB) : [IEpPeroOBOPE, Kacawlyuecsd
- Iepenmcka BOIIPOCOB MNPOBENEHUS
- 3amnucu BCTpeu MCCJIeOOBaHMUSA, €To
- 3anucu TeJaedOHHBIX AIMUHYMCTPATUBHBIX
IepeTOBOPOB aCIeKTOB, HapyLEHUM
IPOTOKOJIa, OTUETHOCTHU
IO HEeXeJlaTeJIbHEM
IBJIEHUSAM
8.3.12 TlomnmmMcaHHHEE IJOKyMEeHTaJIbHO X
bopMBEl MHOOPMUPOBAHHOT'O NoOOTBEPOUTL, YWTO
corJylacusa corJjlacue KaxIoTo
cyObekKTa IIOJIYUEeHO
B cooTrBeTCcTBUM C GCP
¥ MNPOTOKOJIOM IO HauaJjia
y4acTuUs B MCCJIEOOBAHUMU.
Kpome ToOTO,
OOKYMEHTAJIbHO 3aKpPenmuThb
paspelleHre Ha OpPSAMOM
noctyn (cMm. 8.2.3)
8.3.13 IlepBuuHasa JOKyMEHTAaJIbHO X
OOKYMEHTAalUMs IOOTBEPIUTL hakT
CylmeCTBOBaHUS CyOBeKTa
Y OOCTOBEPHOCTD
COOpPAaHHBIX IAaHHBIX .
BryroumMTes MCXOIOHEBEIE
OOKYMEHTH, OTHOCSMMECS
K MCCJIeIOBAHUIO, JIeUeHU
M aHaMHesy cyOBmekTa
8.3.14 3amnoJjiHeHHHE, IJoxyMeHTaJbHO ObopMUTH X X
OaTUPOBAHHEE M [OINMCAH- |[IOOTBEPXICHNUE (xommsa) (opurmHas)

HBEIE UMHOMBUOYAJIbHBEIE
PEerUCTPaLMOHHEE
kapTe (MPK)

rccyiegoBpaTesieM WU
YIIOJIHOMOYEHHBEIMM
COTPpYHOHMKAaMMN




MCCJlenoBaTesd
3apPEeTUCTPUPOBAHHBIX
IOaHHBIX

8.3.15 HoxyMeHTHMpPOBaHMe |JJOKYyMEHTAJIbHO 3aKpelUTb X X
yucnpaejeHun B VPK BCe WM3MEeHeHuda/ (kommsa) (opmurmHa)
OOTIOJIHEHUS WJIIU
VCcHnpaBJIeHns,
cpoesiaHHele B VPK nocre
3alUcCK IepBOHAaUYAJIbHEIX
IaHHBIX
8.3.16 YBemomiieHUE YBenmoMJieHue CIIOHCOpPa X X
CIIOHCOpa MCCJIemoBaTeJIEM |MCCJenoBaTeJIEM O
O Cepbe3HBIX CEPbEesHEX HexXeJlaTeJIbHEIX
HeXeJlaTeJIbHBIX ABJIEHUAX U | ABJIEHUAX U
COOTBETCTBYKIME OTUYETH COOTBETCTBYWIME OTUETH
coryacHo 4.11
8.3.17 YeenmomieHue YBeOoMJIeHMre CIIOHCOPOM X (rme X
CIIOHCOPOM M/ Wiu n/UnM ncciemoBaTesieM TpebyeTcs)
MCCcJegoBaTeJIeEM (UTO NPMMEHMMO)
(UTO NPMMEHMMO) YIIOJIHOMOUYEHHEIX OPI'aHOB
YIIOJIHOMOUYEHHEX OpTraHoB u|m 3CO/HIK o
3CO/H3K O HeNmpeIBMUIEHHLHX | HENPEeIBUIEHHEIX
CEePBbE3HBEIX HeXeJlaTeJIbHEIX CEepPbE3HBEIX HeXeJilaTeJIbHBEIX
peakumMax M O OpyTroun peakumMsax B COOTBETCTBUM
yHbOpPMaLMM I10 c 5.17 m 4.11.1
0e30IacCHOCTU 1 O Ipyroy mHbOoOpMauum
1o ©e30IaCHOCTU B
coorBeTCcTBMM C 5.16.2
n 4.11.2
8.3.18 CoobueHue CoofbmeHne CIOHCOPOM X X
CIIOHCOPOM MCCJIeNOBAaTEJIO | MCCIJIenoBaTeIo
mHboOpMaLMM I10 nHOoOpMaLMM I10
Bes0nacHOCTU ©es30IacHOCTU B
cooTBeTCcTBUMM C 5.16.2
8.3.19 IIpomexyTouHble WM |IIpOMeXyTOUHEE MIIN X X (rme
TOOOBEIE OTUETH], TOOOBEIE OTUETH], TpebyeTCcH)
npenocrasigeMele 2CO/ npenocrasigemMuie DCO/HIK
HOK u ynoJHOMOUYEHHEIM B coorBeTrcTBUM C 4.10 u
opraHam YIIOJIHOMOYEHHEIM OPpT'aHaM
B cooTBeTcTBUM C 5.17.3
8.3.20 XypHasn ckpuHMHTA |JJOKYMEHTAJIbHO 3aKpPeluThb X X (rmoe
CyOBEKTOB UOSHTUOUKA LI TpebyeTCcs)
CyOBEeKTOB, NpPOWenuMx
Ilepel MUCCJIeDOBaHUEM
CKPMHMHT
8.3.21 Cnmucoxk JOKYyMEHTAaJIbHO X
MOEeHTUOMKAUMOHHEIX KOIOB |NOOTBEPOUTH, UYTO

CyOBEKTOB

McclenoBaTesib/opraimsa—
umda XpaHAaT
KOHOUMIEHIMAJIbHBEIM CIMUCOK
VMEeH BCexX CyDOBEeKTOB,
KOTOPEIM IIPY BKJIOUEHUU B
uccyenoBaHue ObUIM
NIPMCBOEHEL
UOEHTUOUKALMOHHEIE KOIE.
[lozBomygeT
uccenoBaTesion/opraumusa-
UMY UIOEHTUOUUMPOBATH
Joboro cybwekTa




8.3.22 XypHan IOKYMEHTAJIbHO 3aKPENUTh X
perucTpauny BKJIIOUEHUS XPOHOJIOTUYECKYIO
CyBBeKTOB [IOCJIENOBATEJILHOCTD

BKJIOUEHUS CyOBEKTOB IIO

UOEHTUOMKALMOHHEM KOIaM
8.3.23 Vuer IJOKYyMEHTAJIbHO 3aKPENUThH X X
MCCJIenyeMOoT O MNPOOyKTa VICIIOJIb30BaHMeE
B MCCJIeDOBaTEJIbECKOM KCCJIenyeMoTo NpoIyKTa B
LeHTpe COOTBETCTBUU C

IIPOTOKOJIOM
8.3.24 Jluct obpas3Lo0B JOKYyMEHTAJIbHO 3aKpPEelUTh X X
nomnmucemn oBpas3usl NOIANMCEN U

MHMLMAJIOB BCeX Jul,

YIIOJIHOMOUYEHHEIX BHOCUTH

OaHHBIEe U/WIn

nucnpaeyeHua B VPK
8.3.25 YueT xXpaHAMUXCSH IOKYMEHTAJIbHO 3aKPENUThH X X
06pasLoB OMOJIOTUUECKUX MECTOHAXOXIEHUE U
XMOKOCTEM/ TKkaHel (ecim MOEHTUOMKALINIO
VIMEITC ) XpaHammMxcsa oBpas3LuoB B

ciydyae HeoOxXOoIMMOCTU

InpoepeeHMA ITOBTOPHBIX

aHaJM30B

8.4 MNocne 3aBepLlleHna nnn npekpalwleHna nccrnegoBaHnA

MNocne 3aBepueHna unn npekpaweHuna uccrnenoBaHna BCe LOKYMEHTbhbl, nepeducrieHHble B 8.2

1 8.3, JOMKHBI coflepXXaTbCs B chaiirne uccneaoBaHust BMECTE C HUXKEYKasaHHbIMU JOKYMEHTaMMU:

HammveHOBaHmMe nDOKyMeHTa

esnb

HaxommTcsa B Qanyiax

nccemoepaTe—
na/
OpraHU3auun

CIIOHCOPa

8.4.1 YueTr mccaemyeMoro
nponykTa B
MCCJIENOBATEJIE CKOM
LeHTpe

JoKyMeHTaJIbHO
3aKpPenuTh
MCIIOJIb30BaHMe
MCCJlenyeMoTro IponyKTa
B COOTBETCTBUMU C
IIPOTOKOJIOM .
IJOKyMEeHTaJIbHO
BaKPEeNnTs pPes3yJibTaTH
OKOHUYATEJILHOTO
nmomcyeTa KOJMUYeCTBa
MCCJlenyeMoTo NponyKTa,
[IOJIYYEeHHOTO
MCCJIenOBaTEJb CKUM
LLEHTPOM, BHIAHHOTO
cybbekTam,
BO3BpPAIIEHHOTO
cyObekTaMm u
BOBBPAUIEHHOT'O CIIOHCOPY

X

8.4.2 JokyMeHTaLMsa IO
YVHUUTOXEHMIO
VCCJenyeMoTo NPOonoyKTa

JOoKyMeHTaJIbHO
3aKpenuTb QaxKT
YHUUTOXEHUS
HeVICIIOJIb3OBAHHBIX
MCCJleoyEeMBIX NPOOYKTOB
CIIOHCOPOM WJIM B
UCCJIenoBaTeJIb CKOM

X (ecnm
YHUUTOXEH B
KJIMH/YE CKOM

LeHTpe)




LIleHTpe

8.4.3 UTOTOBEIM CIMUCOK CoeylaTb BOBMOXHOM X
UOSHTUOUKALIMOHHEIX UOSHTUOMKALIMIO BCEX
KOIOOB CYyOBEKTOB BKJIOUEHHEIX B
MUCcJlenoBaHmue CyOBeKTOB
B CJlydyae HeOOXOIMMOCTU
X IocJenyiumero
HabmomeHmsa. CIOMCOK
OOJIKEH XPAaHUTHLCS C
cobJOeHueM TpebOoBaHUM
KOHOMIEHUMAJIBLHOCTY B
TeueHMe COIJIAaCOBAHHOTO
cpoka
8.4.4 Ceprudmkar aymura |JOoKyMeHTaJIBHO
(ecmm mMmeeTCsa) 3aKpenmuTb GQaxkT
NIpoBeNeHU ayIouTa
8.4.5 OTueT MOHMTOPA IJOKyMEeHTaJIbHO
O 3aBepuamleM BU3UTE 3aKpenuTb OKOHUYAaHUE
BCEX MEpOonpUaTUN
UCCJenoBaHusd,
HEeOOXOOMMEIX IJIS
3aBeplianmero BU3UTa, U
HaJIMuMe KOIIMM OCHOBHBIX
IOOKYMEHTOB B
COOTBETCTBYIIIMX daniax
8.4.6 HNoxyMeHTalUMs II0 BosBpaumaeTcsa CIOHCOPY
pacrnpenesyieHMO CYyOBEKTOB |IJIS IOKYMEHTAaJIBHOT'O
IO IpyllaM ¥ PaCKPBITUIO 3aKpeIJIeHUsS MMeBIMUX
KOIOB MECTO CJIydaeB BCKPBITUSA
KOIOB
8.4.7 UTOTOBEIM OTUET JOKYMEHTAaJIbHO X
uccjenopaTens, 3aKPEeNMUThL BaBeplleHue
npenocTabssgemMer 9CO/HIK |muccrenoBaHus
(ecim TpebyeTcd) u
YIIOJIHOMOUEHHEIM OpT'aHaM
(roe npMMeHMMO)
8.4.8 Otuer JOKYyMEHTAJIbHO X (ecnmu
O KJIMHMUYECKOM 3aKpPEenuUTh pPe3yJbTaTH [IPMMEHMUMO )

rnccijiegoBaHMM

MCCJIeOOBaHUS U UX
VMHTEPIPETaLN0




