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BeeneHune

Haanexauwas knnHmnyeckas npakTtuka (Good Clinical Practice; GCP) npeactasnsieT coboit
MeXAYHapOoAHbIA 3TUYECKMIA W HAYYHbIA CTaHAAPT NJaHUPOBAHUS U NPOBeAEHMS
nccneaoBaHMin € ydacTneM YenoBeka B KayecTse cybbekTa, a Takxke AJOKYMeHTaslbHOro

o opMneHnsa 1 NpeacTaB/eHUs pe3y/bTaTOB TaKMUX UCCIeA0BaHUNA.

CobntoneHne ykasaHHOro ctaHgapTa CnyXuT Ans obuwectsa rapaHTuen Toro, 4YTo npaea,
6e3onacHoCcTb U bnarononyyme Cy6bekToB UCCNeA0BaHUS 3alLMLLEHbl, COrIacyloTcs C
NpUYHUMNaMmM, 3a10XKeHHbIMWU XeNbCUHKCKOM Aeknapaunen BceMnpHoOM MeanumHCKom
accoumaumm (BMA), n 4yTo AaHHbIe KIMHMYECKOro UCCNef0BaHUs AOCTOBEPHbI.

Llenbto HacToslLero HauMoHanbHOro ctaHaapTa (fanee - HaCTOALWMIN CTaHAAPT) ABNSETCA
yCTaHOBJIEHWE eaAuHbIX co cTpaHamu EBponeiickoro Coto3a, CoeanHEHHbIMM LLTaTamm
AMepuKM 1 ANoHWer npasBu, YTO AO/HKHO CNOCOH6CTBOBATbL B3aMMHOMY MPU3HAHMIO
OAHHbIX KIIMHUYECKUX NccnefoBaHUm YNOMHOMOYEHHbIMW OpraHaMmn HasBaHHbIX CTPaH.
Hactoswwmi ctaHgapT naeHtudeH ICH GCP - PykoBoACTBY MO Haanexallen KIMHUYECKOn
npaktuke (Guideline for Good Clinical Practice) MexayHapoaHown KoHdepeHuMn nNo
rapMOHM3aunn TeXHUYECKNX TpeboBaHMIi K pernctpaumm papmaueBTUYECKUX NPOAYKTOB,
npeaHasHayvyeHHbIX Ans npumeHeHus YenosekoMm (International Conference on
Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human
Use; ICH), koTOopoe, B CBOIO o4yepeab, pa3paboTaHo C yY4ETOM AECTBYOWMNX TpeboBaHMi
Haanexatlen KnnHuyeckon npaktnkm EeBponeiickoro Cotosa, CoeanHéHHbIX LTaToB
AMepuku n AnoHuu, a Takxke ABcTpanun, KaHaabl U BceMupHoli opraHmsaumm
3apaBooxpaHeHus (BO3).

HALMOHAJTbHBI CTAHAAPT POCCUNCKOW ®EAEPALINA

HAONBEXALLAA KIMMHUYECKAS NMPAKTUKA

Good Clinical Practice (GCP)

[ata BBeaeHus - 2006-04-01

ObnacTb NpuMeHeHus

HacTosiwmin ctaHaapT HeobxoamMMo cobntoaatb NpU NPOBEAEHUN KITMHUYECKNX
nccneaoBaHui, AaHHbIe KOTOPbIX 3anjiaHMpOBaHO NPeacTaBUTb B YNOSIHOMOYEHHbIE
opraHbl.

MpUHUMNbI, YCTAHOBNEHHbIE HAaCTOSILLMM CTaHAAPTOM, NMPUMEHMMbI TaKXe U K UHbIM
KIMHUYECKUM UCCNIeA0BaHMAM, KOTOpble MOFYT OKasaTb BAMsiHME Ha 6e30nacHoOCTb U
6narononyyuve yenoseka, BbICTyMNawLWero B kKavyecTse cybbekTa.

1 TepMuHbI U onpeaeneHus

B HacTosweM cTaHAapTe NPUMEHSIOTCS Cneayowme TePMUHbI C COOTBETCTBYIOWNMM
onpeaeneHnamMu:

1.1 ayauT (audit): KomMmnnekcHas n He3aBMCMMas NPOBepKa OTHOCSLLMXCS K
NccneaoBaHUIo AeATENbHOCTUM U AOKYMEHTaLMM, NPpOBOAMMAs ANSt NOATBEPXAEHUS
COOTBETCTBMUSA 3TOM AeATeNbHOCTU, a Takxe npoueanyp cbopa, aHanusa u NpeacTaB/ieHuUs
AaHHbIX MPOTOKOY, CTAaHAAPTHbLIM OMNepaLMOHHbIM NpoueaypaM CroHcopa, Haanexatllen
KnnHu4eckon npaktmke (GCP) n HopMaTUMBHbBIM TpeboBaHUSAM.

1.2 6narononyumne cybvekToB nccneposanus (well-being (of the trial subjects)):
dun3nyeckoe n NCUxXmMyeckoe 340poBbe CYOHLEKTOB, YYaCTBYHOLWMX B KIIMHUYECKOM
NccneaoBaHun.

1.3 6powitopa nccnenosatens (investigator's brochure): CBogHoe nsnoxeHune
pe3ynbTaToB KAMHUYECKOrO U AOKIMHNYECKOTO N3YYEHUSI MCCNeAYEMOrO NPOAYKTa,
3Ha4YMMbIX 4119 €ero uccnefoBaHus Ha JYenoBeke (CM. pasfen 7 HacTosilero ctaHaapTa).
1.4 porosop (contract): JaTvpoBaHHOE 1 NOAMNMCAHHOE COrNalleHne Mexay ABYMS Uan
6onee CTOpoHaMu, KOTOpPOe yCTaHaB/IMBAET AOrOBOPEHHOCTU, KacaloLwmnecs
pacnpegeneHunsi o6béma paboT 1 o6s3aHHOCTEN NPU NPOBEAEHUM KITMHUYECKOIO
nccneaoBaHus, a Takxxe, ecim YMecTHo, hMHaHCOBbIX BONpocoB. OCHOBOWM A0roBopa
MOXET CMY>XUTb NPOTOKO/ UCCNef0BaHNS.

1.5 pokyMeHTanbHbIM cneq (audit trail): JJokyMeHTaums, no3Bosisitolasl BOCCTaHOBUTL
X044 CO6bITUN.

nccneaoBaHuS.
1.23 MHOroueHTpoBOE KAMHMYEecKoe uccnegosaHune (multicentre trial): KnnHnyeckoe

1.6 pnokymeHTaums (documentation): Bce 3anucu B nobon dopme (BKIOYas 3anmcu Ha 6yMaxHbIX,
3NEKTPOHHbIX, MAarHUTHbIX UM ONTUYECKUX HOCUTENSIX, CKAHOrPAMMbl, PEHTITeHOBCKME CHUMKMU,
3/1eKTPOKapANOrpaMMbl U T.M.), KOTOPbIE OMUCbIBAOT 60 PErncTpmpyoT MeTOAbl, OpraHusaumo u/mnm
pe3ynbTaTbl KIMHNYECKOro NCCNef0BaHNS, a TakXXe BAUSIOWME Ha nccnegosaHue hakTopbl U NPUHSATbIE
Mepbl.

1.7 3akntouyeHune (NpuMeHnTenbHO K HesaBncnMmomy atnyeckoMy komutety) (opinion (in relation to
Independent Ethics Committee)): 3aknio4veHme n/unun pekomeHgaumm He3aBMCMMOro 3TUHECKOrO KOMUTETA.
1.8 3akoHHbIN NpeactaBuTens (legally acceptable representative): ®usnueckoe unm topmanyeckoe nmuo,
WM MHOW CybbeKT npaBa, MMEeLWUiA B CUy 3aKOHa NpaBo AaBaTb CcOriacue Ha yyactve B KJIMHUYECKOM
nccnenoBaHUM OT MMEHU NOTEeHUManbHOro cybbekTa nccnegoBaHums.

1.9 npeHTndmrkaumoHHbIM Kog cybbekTa (subject identification code): YHukanbHbIM KOA, NpUCBanBaeMbIn
nccnenoBaTenieM KaxaoMy CybbekTy nccneaoBaHus ans obecneyeHns KOHPUAEHLMANbHOCTU €ro JINYHbIX
OAHHbIX M UCMOJb3yeMblli BMECTO MMeHUN CybbekTa B OTUETAX MO HeXesaTeNbHbIM SBIEHUSM U/UAn Apyrux
AaHHbIX, OTHOCSLLMXCS K UCCNEeA0BAHUIO.

1.10 vHauBMayanbHasa perncrpaunoHHas kapta; MPK (Case Report Form; CRF): [lokyMeHT Ha 6yMaxHOM,
3N1EKTPOHHOM WM ONTUYECKOM HOCUTENe, NpeaHasHa4vyeHHbI ANa BHECEHUS BCeN NpeayCMOTPEHHOM
MPOTOKOJIOM M noAanexallern nepeaave CnoHCOpy MHGOPMaLMK MO KaXAOMY CybbekTy uccneaoBaHums.
1.11 nHcnekums (inspection): leicTBME yNOMHOMOYEHHbIX OPraHoB, 3akvatoleecs B opuumanbHOM
npoBepke AOKyMeHTaumn, o6opyaoBaHus, NHbIX MaTepmnanos, UMELNX, MO MHEHWIO YMOTHOMOYEHHbIX
OpraHoB, OTHOLIEHMWE K KIIMHWUYECKOMY MCCNEA0BAHMIO N HAXOASALWNXCS B UCCNIef0BaTENbCKOM LEHTPE, B
rNoMeLLeHnsaX CoHCopa M/UNn KOHTPaKTHOM UCCnefoBaTeNbCKOM OpraHmn3aumnm, a Takxe UHbIX
opraHmsaumsx, MMeLMX, N0 MHEHUIO YNOSTHOMOYEHHbIX OPraHOB, OTHOLLEHWE K UCCNeA0BaHMIo.

1.12 vHdopmmpoBaHHoe cornacue (informed consent): MNpoueaypa 406pPOBOIBHONO NMOATBEPXAEHMUS
Cyb6beKTOM CBOEro cornacusl Ha yvyacTtme B KOHKPETHOM McCcnefoBaHuUm nocse nonyyeHus nHgopmaumm o6o
BCEX 3HAYMMbIX 4151 MPUHATUS UM peLleHnsl acrnekTax nccnenosaHms. MIHopMupoBaHHoe cornacue
AOKYMEHTUPYETCS NOCPeACTBOM NOANUCAHUS U AAaTUPOBaHUSA HGOPMbl MIHPOPMUPOBAHHOIO COrnacus.

1.13 uccnepoBatens (investigator): ®usnyeckoe NULO, Hecyllee OTBETCTBEHHOCTb 3@ NpoBeAeHMe
KJIMHMYECKOro UccneaoBaHns B UCcneaoBaTelbCkOM LeHTpe. B cnydae npoBeaeHUs nccnenoBaHus B
nccnefoBaTeNbCkoOM LEeHTpe rpynmnon Nuu uccnenosarteneM (rnaBHbiM UcciefoBaTeneM) aBnseTcs
pykoBoauTens rpynnbl. CM. Takxe TepMuH "couccnenosartens” (1.54).

1.14 wccnepoBaTtenb-koopamHaTop (coordinating investigator): MccnenosaTtenb, oTBeYawoLWmnii 3a
KOOpAMHaLUMIO AeATeNbHOCTM UCCefoBaTenen Bcex NCcnefoBaTelbCKUX LEHTPOB, yYacTBYOWMKX B
MHOTOLEHTPOBOM K/IMHMYECKOM MCCneaoBaHuu.

1.15 nccnepnosartens/opraHnsaums (investigator/institution): TepmuH, o3Havatowmii: "nccnenosartens n/unm
opraHusaums B 3aBMCMMOCTN OT HOPMaTMBHbIX TpeboBaHWi".

1.16 nccnepnosatenbckuii LueHTp (trial site): ®akTnyeckoe MecTo NpoBeAEHNS KIMHNUYECKOro UCCIef0BaHuUs.
1.17 wccnepyembiii npoaykT (investigational product): JlekapcTBeHHast popMa aKTMBHOIO BELWECTBa Win
nnauebo, ndyyaemas Uam ucnonb3yemas Ans KOHTPONs B KIMHUYECKOM UCCNef0BaHWN, B TOM Yncne
3apernMcTpmpoBaHHbIN IEKAPCTBEHHbIN NPOAYKT B Ciydae, ecniv cnocob ero NpMMeHeHus oTim4aeTcst oT
YTBEPXAEHHOr0, @ TakXe NMpu ero UCnosib30BaHMM No HOBOMY MOKa3saHMUIo WAW ANS NOyYeHns
AOMNONHUTENbHON MHGOPMaLMK MO YyTBEPXAEHHOMY MOKA3aHWUIO.

1.18 knnHmueckoe ncnbiTaHne/nccnegosanue (clinical trial/study): Jlio6oe nccnenosaHue, nposoanMoe ¢
yyacTveM yenoseka B KayecTBe CybbekTa AN BbISIBNEHUS WU NOATBEPXKAEHUS KIUHUYECKUX U/Un
apmakonormyeckmx acddeKToB nccnesyembix NpoayKTOB U/WAN BbiSIBIEHUS HEXenaTe bHbIX peakumini Ha
nccnepyemble NpoAayKTbl, U/UAN U3yYeHns UX BCacbiBaHUs, pacnpeneneHms, metabonunsma m BbiBeAeHUs C
Lenblo oueHnTb Ux 6e3onacHoCcTb n/mnm apOEKTUBHOCTD.

TepMuHbl "KNnMHMYECKoe ucnbitaHne" n "KnnHuyeckoe nccnenosaHme" aBAsaOTCS CUHOHMMaMM.

1.19 KOHTpaKTHas nccnegoBaTenbckas opraHusauus (contract research organization; CRO): ®usnyeckoe
MU0 unun opraHmsaumsa (KoMMmepyeckasi, Hay4yHO-uccnenoBaTenbCKas UM MHas), KoTopas B pamMkKax
[0roBopa Co CMNOHCOPOM BbIMONHSAET 04HY unu 6onee 13 ero o6sa3aHHOCTEN N PYHKUNIA, CBA3AHHbIX C
npoBeAeHNEM K/IMHUYECKOro nccnenoBaHus.

1.20 koHTposnb kavecTsBa (quality control; QC): MeToabl U Mepbl, ABASIOWMNECS YACTbiO CUCTEMbI
obecneueHns KayecTBa M UCMNOMb3yeMble AN MPOBEPKU COOTBETCTBUS BbINOMHAEMbIX NPU NpoBeAEHUN
nccnepoBaHus npoueayp npeabssnseMbiM TpeboBaHUAM K UX KayecTBy.

1.21 koopanHaunoHHbI komuteT (coordinating committee): KomuTeT, KOTOPbIM MOXeT 6biTb OpraHn3oBaH
CMOHCOPOM ANS1 KOOPAWHALMW NMPOBEeAEHNS MHOMOLLEHTPOBOI0 KJIMHUYECKOro UccneaoBaHus.

1.22 koHpuaeHumansHocTb (confidentiality): CoxpaHeHne B TallHe OT HEYMNOIHOMOYEHHbIX nL,
MHGOopMaLmMn, NpuHaanexallen CnoHcopy, Wi nHpopMauum, No3BoasiloWEN MAEHTUDUUMPOBATb CybbeKkTa




nccneaoBaHue, NpoBOAUMOE MO eAMHOMY NpoToKony 6onee 4eM B OAHOM
nccnenoBaTenbCkOM LeHTpe 1, 3HaunT, 6onee yeM oAHUM MccneaoBaTeneM.

1.24 mMoHuTOpuHr (Monitoring): JesTenbHOCTb, 3aK/1H04aoWAasncs B KOHTPOJe 3a X040M
KNIMHMYEeCKOoro nccnegosaHusl, obecnedeHnn ero nposeaeHus, cbopa AaHHbIX U
npeacTaBfeHns pe3ynbTaToB B COOTBETCTBMM C MPOTOKOJIOM, CTaHAAPTHbIMU
onepauMoHHbIMK NpoLleaypamMu, Haanexalwen KnmHuyeckon npaktmukon (GCP) m
HOPMaTUBHbIMU TpeboBaHUAMN.

1.25 Hagnexawas kamHu4yeckas npakTtuka (Good Clinical Practice; GCP): CtaHaapT
niaHMpoBaHWs, opraHmMsauum, NpoBeAEeHNS, MOHUTOPUHIa, ayanTa, AOKYMEHTUPOBaHUS
KIIMHUYECKNX UCCNeaoBaHWi, a TakxXKe aHanmMsa u npeacTaBiieHns UxX pesynbTaTos,
CNyXalnin rapaHTMer 4OCTOBEPHOCTU Y TOYHOCTU MOYYEHHbIX AaHHbIX U
npeacTaBfeHHbIX pe3ysbTaToB, a Takxke obecrneyunBaoWwnin 3alWLMTy Npae, 340pOBbS 1
KOH(MUAEHUNANbHOCTN CybbeKToB nccneaoBaHus.

1.26 HexenaTenbHasa peakuus; HP (adverse drug reaction; ADR): OTHOCUTENBHO
npeaperncTpaLmMoHHOro KJIMHNYECKOro NPMMEHEHUS HOBOMO IeKAapCTBEHHOro NpoAyKTa
WKW ero NpUMEHEHUs No HOBbIM MOKa3aHMsM, 0CO6EHHO ecnn TepaneBTUYeCcKne A03bl
TOYHO He YCTaHOBJ/IEHbI, - BCE HEraTUBHbIE peakunn, CBA3aHHble C NpMMeHeHneM nbon
[03bl IEKAPCTBEHHOIro NpoAyKTa. TepMuH "CBA3aHHble C MPUMEHEHWEM JIEKAPCTBEHHOMO
npoAaykTa" 03HayaeT, YTo CyLecTByeT XOTs 6bl MUHUManbHas BO3MOXHOCTb HanMuns
NPUYNHHO-CNEACTBEHHON CBA3N MeXAY NIeKapCTBEHHbIM NPOAYKTOM U HexenaTesbHbIM
SIBNIEHMEM, T.€. B3aUMOCBS3b HE UCK/IOYEHa.

[ns 3aperncTtpnpoBaHHbIX JIEKAPCTBEHHbIX MPOAYKTOB 3TOT TEPMUH O3HA4YaeT BCe
HeraTMBHbIE peakunn, CBA3aHHble C MPUMEHEHMEM JIEKAapPCTBEHHOIO NPOAYKTa B 06bIYHbIX
A03ax, UCNoNb3yeMbIX ANns NPOPUIaKTUKK, AMArHOCTUKN UK fedeHns 3aboneBaHuii, a
TakXxe ANns usMeHeHuns dusmnonormyecknx dyHkumi (cm. Pykosoacteo ICH "OueHka
Aa@HHbIX MO KAWHMYeCcKol 6e30nacHOCTM: TEPMUHONOMMA U CTaHAapTbl 3KCnpecc-
oT4YéTHOCTM").

1.27 HexenaTenvHoe aBneHune; HA (adverse event; AE): Jlio6oe BbisiBNeHHOE y
naumeHTa unum cybbekTa KIIMHMYECKOro NCCcnefoBaHus nocne NnpuMeHeHns
NleKapCTBEHHOro NpoAykKTa HebnaronpusaTHoOe € MEANLIMHCKOW TOYKU 3peHuns cobbiTue,
KOTOpOE MOXET U HE UMETb NMPUYNHHO-CNEeACTBEHHON CBSA3W CEro NpMMeHeHUeM.

Takum obpasom, HexenaTtenbHoe sBneHue (HSA) MoxeT npeactasnsatb coboli nobon
HebnaronpuaTHbIN CMMNTOM (BK1HOYAs OTKIOHEHWe nabopaTopHOro nokasaTens oT
HOPMbI), Xanoby unu 3abonesaHne, BpeMsi BOSHUKHOBEHUS KOTOPOro HE UCK/Il0YaeT
NPUYNHHO-CNEACTBEHHON CBA3M C NMPUMEHEHWEM JleKapCTBEHHOro (1nccneayemoro)
npoAyKTa BHE 3aBUCMMOCTM OT Ha/M4Ms UK OTCYTCTBUS Takol CBSI3M (CM. pyKOBOACTBO
ICH "OueHka AaHHbIX NO KIMHWYeCKon 6e30MnacHOCTU: TEPMUHOMOMMSA U CTaHAapThbI
3KCnpecc-oT4éTHOCTMN").

1.28 HezaBUCMMBbIN KOMUTET MO MOHUTOPUHIY AaHHbIx; HKM/ (Independent Data-
Monitoring Committee; IDMC (Data and Safety Monitoring Board, Monitoring
Committee, Data Monitoring Committee)): He3aBUCUMbIA KOMUTET, KOTOPbLIN MOXET 6bITb
o6pasoBaH Mo MHWLUKMATMBE CMIOHCOPa A1 NEPUOANYECKOr0 PAaCCMOTPEHNS Xoaa
KIIMHMYECKOro nccneaoBaHus, AaHHbIX No 6e30nacHOCTM U/MAn OCHOBHbIX MapaMeTpoB
3 DHEKTUBHOCTU, a Takxe ANs BbipaboTkn pekoMeHAaumii CNoHCOpY O LenecoobpasHocTm
NPOAO/IKEHMNS, NMPeKpaLleHnsa nccnegoBaHnsa Uan BHECEHUS B HEr0 U3MEHEHUN.

1.29 HeszaBucumebli aTndeckmnit komntet; HIK (Independent Ethics Committee; IEC):
HezaBucHMbIN opraH (3KCMepTHbIN COBET MM KOMUTET, AENCTBYOLWNIA Ha YPOBHE
opraHvsauumu, permoHanbHOM, HauMOHaNbHOM WAN MeXAYHapOoAHOM YPOBHE), COCTOSALLMI
13 MeANUMHCKNX paboTHUKOB, @ TakxXe /v, HE MMEIOLWMX OTHOLWEHUS K MeanunHe,
KOTOpbIV obecrneunsaeT 3awmTy npas, 6e€3onacHOCTM 1 6narononyuns cybbLekToB
nccneaoBaHus M BbICTynaeT Ans obwectsa rapaHTOM Takol 3almTbl, B YaCTHOCTU NMyTeM
paccMOTpeHus, yTBepxaeHus/oa06peHns NpoToKona UccneaoBaHus, KaHanaaTyp
nccnepoBaTenen, nccnenoBaTeNbCKMX LIEHTPOB, a TakXXe MaTepuanos U MeTOA0B,
KOTOpble nNpeanonaraeTcs NCNoab30BaTh AN NOyYEHUS U

KJIMHWYECKOM UCCneaoBaHUN.

1.46 NpOMEXYTOYHbIN OTYET O KJIMHWMYECKOM UCMbITaHMn/nccnegosaHmm (interim clinical
trial/study report): OT4ET 0 NPOMEXYTOUHbIX pe3yfbTaTax U UX OLEHKE, OCHOBaHHbIM Ha
npoBeAeHHOM B X04€e K/IMHWMYECKOro UCCeA0BaHMs aHaanse AaHHbIX.

AOKYMEHTMPOBAHUS MHPOPMUPOBAHHOIO Cornacusi CybbekToB nccnenoBaHus.

MpaBoBOW CTaTyC, COCTaB, PYHKLUMUN, AeSATENbHOCTb HE3ABUCUMbIX STUHECKMX KOMUTETOB, @ TakxXe
OTHOCSILLMECS K HUM HOPMaTMBHble TpeboBaHMA MOryT pasnmMyaTbCs B pa3HbiX CTpaHax, TeM He MeHee, HOK
OOMKHbI PYHKUMOHMpoBaTb B cooTBeTcTBUM C GCP.

1.30 He3aunHTepecoBaHHbI cBuaeTenb (impartial witness): ®usnyeckoe NMUO, HeNpuMyacTHoe K
NpoBeAEeHUI0 KIIMHUYECKOro UccneaoBaHnsl, Ha KOTOpPOe He MOryT OKa3aTb AaB/IeHNEe yYaCTHUKMU
KJIMHUYECKOro UccnenoBaHMs U KOTOPOE B Cllyyae, ecniv cybbeKkT UcCcnefoBaHms UK ero 3aKOHHbIN
npeacTaBUTENb HE YMEEeT UM HEe MOXET YMTaTb, MPUCYTCTBYET BO BpeMs NoayyeHnss MIHOOPMUPOBAHHOMO
cornacus, a Takxe 3a4nMTbiBaeT TEKCT MHPOPMMPOBAHHOIO cornacus v nobble Apyrve npenocTtabnisiemMble
cybbeKkTy nccnegoBaHua NMCbMeEHHbIE MaTepuanbl.

1.31 poknmHuyeckmne nccnegosaHms (nonclinical study): buomegnumMHcKmMe nccrnenoBaHms, npoBoanmble 6e3
y4yacTusa yenoBeka B kadecTBe cybbekTa.

1.32 HenpeaBuaeHHas HexenaTenbHas peakumsa (unexpected adverse drug reaction): HexenatenbHas
peakums, CyLHOCTb UM TSXKECTb KOTOPOM He cornlacyeTcs C U3BECTHOM MHdOpMaumen o npoayKre
(Hanpumep, c 6polwtopor uccnenosaTens Ass He3aperMcTpMpoBaHHOIO NCCIeAyeMoro NpoayKTa unu c
JINCTKOM-BK1aAblleM/CBOAHOM XapaKTEPUCTMKOM NleKapCTBEHHOMO NpoAyKTa B cy4yae
3apermcTpmpoBaHHoro npoaykrta) (cMm. pykosoactso ICH "OueHka AaHHbIX NO KAMHUYeckon 6e3onacHocTu:
TEPMWHONIOMNSA U CTaHAAPTbl SKCrpecc-oT4éTHOCTN").

1.33 HopMaTuBHble TpeboBaHus (applicable regulatory requirement(s)): Bce 3akoHbl M NOA3aKOHHbIE aKThl,
perynvpytoLwme npoBeieHne KIMHNYeCKNnX nccneaoBaHnin nccneayembix npoayKToB.

1.34 obecneyeHune kayectBa (quality assurance; QA): COBOKYMHOCTb CUCTEMATUUYECKMX U MSTAHOMEPHbIX
[AelCTBUIA, KOTOPble MMEIT Lenblo 06ecneynTb COOTBETCTBME NPOBEAEHUS nccnenoBaHus, cbopa,
perncrpaumm n npeacraBneHns AaHHbIX Hagnexawen knmHundeckon npaktuke (GCP) n HoOpMaTMBHbIM
TpeboBaHuaM.

1.35 opraHusaums (MeauumnHckas) (institution (medical)): Jllobas opraHmsaums BHe 3aBUCMMOCTU OT €é
OpraHuM3aunoHHO-NpaBoBoi GopMbl NTM60 MeanumMHCKoe, NMbo CTOMaToNIorMyeckoe noapasaeneHue, rae
NMPOBOAAT KIMHNYECKOe uccnenoBaHme.

1.36 opuruHanbHble MeguumHckume 3anucu (original medical record): CM. TepMuH "nepBuyHas
AokyMmeHTaumsa" (1.41).

1.37 ocHOBHble AoKyMeHTbI (essential documents): [JOKyMeHTbl, KOTOpble B COBOKYMHOCTU WK NO
OTAENbHOCTU MO3BOMSAIOT OLEHUTb X04, KITMHUYECKOr0 NCCIeA0BaHNsA N KayeCTBO NOTyYeHHbIX AAaHHbIX (CM.
pasaen 8 HacToslero ctaHaapTa).

1.38 oTyéT MoHUTOpa (Monitoring report): MUCbMEHHbIN OTYET MOHMTOPA CMOHCOPY MOC/Ee KaXAoro Bu3mTa
B MCCNenoBaTesibCKUIA LEHTP U/WUN KOHTaKTa C UccneaoBaTensaMm B COOTBETCTBUM CO CTaHAApPTHbLIMU
onepaunoHHbIMK npoueaypamm (COIM) cnoHcopa.

1.39 oTuét 06 ayauTte (audit report): NucbMeHHOe 3akno4eHe ayantTopa CnoHcopa O pesyJsibTatax ayauTa.
1.40 OTYET O KNMHMYECKOM UcnbITaHnn/nuccnegosanHnm (clinical trial/study report): OTY4ET B NMCbMEHHON
dopmMe, npeacTaBnsoWmMii CO60i onNMcaHme KIMHUYECKOro UCMbITaHMS/UCCneaoBaHna Kakoro-nmbo
TepaneBTMYECKOoro, NpodunakTMYeckoro nan AMarHoCTM4eCcKoro CpeAcTsa C ydacTueM YernioBeka B KayecTse
cybbekTa, 06beaMHSWMA KIMHNYECKOE N CTaTUCTUYECKOE ONMUCaHWUS, NpeacTaBNeHme AaHHbIX U UX aHanu3
(cM. pykoBoacTteo ICH "CTpykTypa 1 coaep>xaHue OTYETOB O KIIMHMYECKOM uccrienoBaHmum").

1.41 nepBu4yHas gokymeHTaums (source documents): MicxoaHble AOKYMEHTbI, AaHHbIE M 3anucu (Hanpumep,
ncropun 6onesHn, ambynatopHble KapTbl, nabopaTopHble 3anucKn, 3aMeTKn, AHEBHUKN CybbeKToB
nccnenoBaHnsl, BOMPOCHMKM, XXYpPHanbl BblAaun MeaMKaMeHToB, 3anncu aBToMaTUYeCcKmnX yCTPONCTB,
BepU@MUUNPOBAHHbIE M 3aBEPEHHbIE KOMUKW UNKN BbIMUCKN, MUKPOMDULLN, (POTOHEraTUBbl, MUKPOMNEHKN NN
MarHUTHble HOCUTENN, PEHTIEHOBCKNE CHUMKM, Nt06ble 3anmcm, OTHOCSLWMECS K MauneHTy, B TOM Yyucne
XpaHsawuecs B anTeke, nabopaTopusax u oTAeNEHUSAX NHCTPYMEHTabHOM ANArHOCTUKM, UCMOMb3yEMbIX B
KJIMHUYECKOM nccneaoBaHunm).

1.42 nepBuyHble AaHHble (source data): Bcsa nHdopmauums, cogepxalascsa B OpUrnMHanbHbIX MeaMLNHCKUX
3anuncsixX U UX 3aBEPEHHbIX KOMUSX, ONMUCbIBaloLWas pesynbTaTbl KIIMHNUYECKUX HabnogeHnn, obcnenoBaHni
M OPYron AesTenbHOCTU, NO3BOMISAOWAsN BOCCO34aTh X0 KTMHNUYECKOro NCCef0BaHMs N OLEHUTb ero.
MepBUYHbIE AaHHble COAEPXATCS B NEPBUYHOM AOKYMEHTauMm (MOAIMHHMKAX UKW X 3aBEPEHHbIX KOMUAX).
1.43 nonpaska (k npoTokony) (amendment (to the protocol)): CM. TepMuH "nonpaBka K npoTtokony"
(1.44).

1.44 nonpagka k npotokony (protocol amendment): OdopmieHHOe B NMCbMEHHOM BuAae onucaHue
M3MEHEHUIN nnn oduumanbHoe pasbsiCHEHWE NPOTOKoNa.

1.45 npenapat cpaBHeHus (comparator (product)): MccneayeMblii unn 3aperMcTpupoBaHHbIi
NIeKapPCTBEHHbIM MPoAYKT (T.€. aKTUBHbIM KOHTPOJb) 160 niauebo, ncnosb3yemblii(oe) Kak KOHTPOsib B




1.47 npotokon (protocol): [JOKyMeHT, KOTOPbI/i ONUCbIBAET Lenun, AU3alH, METOA0NOrMI0,
CTaTUCTUYECKNE acreKTbl U OpraHu3aumnio nccnenosaHns. NMoMMMo 3TOro NPOTOKON
06bI4YHO COAEPXMUT MOJTlydYeHHblE paHee AaHHble 1 060CHOBaHME UCCNefoBaHNs, 04HAKO
3Ta nHdopmMaumnsa MoxeT 6bITb NpeacTaBieHa U B APYrnX AOKYMeHTaX, Ha KoTopble
CCblN1aeTcs NPOTOKON UCCeaoBaHus. NpUMEHNTENBHO K HacTosIWeMy CTaHAapTy TEPMUH
"npoTokon" nogpa3syMeBaeT Kak caM MPOTOKON UCCNEA0BaAHNSA, TaK U NMOMPaBknN K HEMY.
1.48 npsmon goctyn (direct access): PaspelieHne Ha U3ydeHne, aHanms, NpoBepKy 1
KonupoBaHue NtobbixX 3anncein U 0TYETOB, HEO6XOAMMbBIX AN OLLEHKN KIIMHWYECKOro
nccneposaHuns. Jinua, nMmerowme npaso NpsMOro Aoctyna (HanpuMmep, npeacrasuTenu
HaUWOHAaNbHbIX MW MHOCTPAHHbIX YNOJHOMOYEHHbIX OPraHOB, MOHUTOPLI U ayAUTOPbI
CroHcopa), AO/KHbI MPUHMMATL BCE pa3yMHble Mepbl AN cO60AEHNS HOPMAaTUBHbIX
TpeboBaHuMii NoO 3awmTe KOHbUAEHUNANbHOCTM MHMOPMaL MK, NO3BONSIOLWEN
naeHTUdULUMpoBaTh CybbeKToB, 1 MHPOPMaUMK, NpUHaANeXallen CoHCOopPY.

1.49 paHgomusauums (randomization): Mpouecc pacnpeaeneHms cy6bekToB
nccneaoBaHnsa no rpynnam NevyeHns UM KOHTpoas cayyariHbiM 06pa3oM, NO3BOASIOLWNIA
CBECTU K MMHUMYMY Cy6BEKTUBHOCTD.

1.50 ceptndmkart ayamta (audit certificate): [JokyMeHT, COCTaBNEHHbIN ayAUTOPOM B
noaTBepxaeHue dakTta NpoBeAeHUs ayauTa.

1.51 cepbé3sHoe HexenaTenbHoe siBneHne; CHA n/unu cepb€sHasn HexenaTenbHas
peakuus; CHP (serious adverse event; SAE or serious adverse drug reaction; serious
ADR): Jlto6oe HebnaronpusaTHoe MeanLIMHCKOe cobblTUe, KOTOpOe BHE 3aBMCMMOCTH OT
[03bl IEKAPCTBEHHOrO NPoAYyKTa:

- NPUBENO K CMepTy;

- NpeacTaBnsieT cobon yrposy ANs XU3HWU;

- TpebyeT rocnuTanusaumm nnn eé NpoaneHns;

- NPUBENO K CTOMKOW MM 3HAUYMTENbHON HETPYAOCNOCOOHOCTM MU MHBANNAHOCTU UK
- NpeacTasnseT cobo BPOXKAEHHYIO aHOManuio Mnn gedekTt poxaeHns

(cM. pykoBoacTBo ICH "OueHka AaHHbIX N0 KIMHUYECKOW 6€30MacHOCTM: TEpMUHOOMUS
M CTaHAapTbl 3KCNpecc-oTYETHOCTN ).

1.52 cnenoii meToa/mackupoBka (blinding/masking): MeTtoa, npy NpMMEHEHMUU KOTOPOro
OAHOWM WU HECKONbKUM Y4acTBYIOLWNM B KIMHWUYECKOM UCCNefoBaHNN CTOPOHaM
HEN3BECTHO, Kakoe sieyeHne HasHayeHo cybbekTy nccnenosaHms. MpocToi cnenow
MeToA npeaycMmaTpmMBaeT HEOCBEAOM/IEHHOCTb O Ha3HAa4YeHHOM UM BUAE NleveHuns
Cy6beKkTOB UCCNeaoBaHUsl, B TO BPeEMS KakK ABOMHOW C/enon Metoa nogpasymeBaeT
HeoCcBeAOMNEHHOCTb Cy6beKTOB MCCNeAoBaHUs, nccnenosartenen, MOHMTOPOB U, B
HEKOTOPbIX Cy4YasXx, fuL, BbIMOHAOLWNX CTaTUCTUYECKY0 06paboTKy AaHHbIX.

1.53 cobnogeHune TpeboBaHnin (MPUMEHNTENBHO K KIIMHUYECKUM NCCea0BaHMSM)
(compliance (in relation to trials)): CnegoBaHne BCeM CBS3@HHbIM C KIIMHUYECKUM
nccnefoBaHMeM TpeboBaHMsAM, Haanexawen knnHmdeckon npaktnke (GCP) m
HOPMaTUBHbIM TpeboBaHMSAM.

1.54 conccneposaTtenb (subinvestigator): Jllo6oi uneH nccnenoBaTenbCKoOro
KOJNNEKTMBA, Ha3Ha4YeHHbI nccnenoBaTeneM 1 OCyLLECTBASIOWMIA NO4 ero KOHTpoaeM
3Ha4YMMble NpoLeaypbl KIIMHMYECKOro NCCNefoBaHNsA B MCCNeA0BaTe/IbCKOM LieHTpe
(HanpuMmep, MHTEPH, OpPAMHATOP, Hay4YHbIl COTPYAHUK). CM. Takxe TEPMUH
"nccneposatens"” (1.13).

1.55 cnoHcop (sponsor): dunsnyeckoe nam puanyeckoe nnuo, SBnsoLLeecs
WHULMATOPOM KJIMHMYECKOro NCCNefoBaHns U Hecylllee OTBETCTBEHHOCTb 3a ero
opraHmsaumio n/mnm duHaHCcMpoBaHue.

1.56 cnoHcop-uccnenoBatenb (sponsor-investigator): JIMwo, KOTopoe CaMOCTOSITENTBHO
WM COBMECTHO C APYrMMM NNLAMU UHULMUPYET N NMPOBOAUT KIIMHMYECKOE UccnegoBaHme
W NoA4 HenocpeACTBEHHbIM PyKOBOACTBOM KOTOPOro MccienyeMblinl NpoayKT nnbo
Ha3Ha4atloT, NMbo BblAAKT CybbeKkTy nccnegoBaHms, NMM60 nocnefHUin NPUHMMAET ero.
CnoHcopoM-uccrnenoBaTesnieM MOXeT 6bITb TONIbKO dusnyeckoe nnuo. O6a3aHHOCTK
CroHCcopa-ucceaoBaTens BKAOYaOT B cebsa 0693aHHOCTU Kak croHcopa, Tak u
nccneposaTens.

1.57 ctaHaapTHble onepaumnoHHble npoueaypbl; COIM (standard operating procedures;
SOPs): NoapobHble NMCbMEHHbIE UHCTPYKLMU, NpeAHa3Ha4YeHHble Ans JOCTUXEHUS
eanHoobpasuna npu ocyecTBAeHnn onpeaenéHHon AeaTeNbHOCTU.

1.58 cybbekT/cybbeKkT nccnenosanuns (subject/trial subject): ®usnyeckoe nnuo, yyacTeyioLlee B
KJIMHMYECKOM nccnegoBaHnM B COCTaBe rpynmbl, Noayvarowen nccnegyemoli NpoaykT, nnbo B coctase
KOHTPOJIbHOM rpynnbl.

1.59 ynonHoMoueHHble opraHbl (regulatory authorities): OpraHbl, o6nagatowme npaBoM OCyLLECTBNATb
perynupytowme @yHKUNnN. NpUMEHUTENBHO K HAacTosWEeMY CTaHAapTy TEPMUH "yNONHOMOYEHHbIe OopraHbl”
BKJIIOYaeT B cebs MHCTaHLMW, YNOSHOMOYEHHbIE paccMaTpmMBaTb NpeAoCTaBNeHHbIE UM KIMHMYEeCKMe
AaHHble, @ TaKXe NpoBOAUTb MHCNekumnmn (cM. 1.11). DTn opraHbl TakXe UHOrAa Ha3blBAlOT KOMMNETEHTHbIMU
opraHamu.

1.60 yTBepxaeHne (NpUMeHUTENBHO K DKCMEpTHOMY coBeTy opraHm3aunmn) (approval (in relation to
Institutional Review Boards)): MNpuHATOEe DKCNepTHbIM COBETOM opraHusaumm (3CO) 3akn4veHune,
noaTeepxaatollee dhakT NpoBeAeHNs 3KCNepTU3bl KIIMHUYECKOro CCNeaoBaHns 1 ABnsoLweecs
paspelueHneM Ha ero npoBefeHne B AaHHOM OpraHus3aumm B COOTBETCTBUM C MHCTPYyKumMamn 3CO,
HOPMATUBHbIMW AOKYMEHTaMM MeANLMHCKOWN OpraHusaumm, a TakxXe Haanexawlen KIMHNYECKOW MpakTUKon
(GCP) u HOpMaTMBHbIMK TpeboBaHUAMMW.

1.61 ys3BMMbIe cybbekThl uccnegoBaHus (vulnerable subjects): Jinua, Ha 4bé xenaHune yyacTBOBaTh B
KJIMHWYECKOM MCCNefOoBaHNN MOXET OKa3aTb Ype3MepHoe BiMsHME oxnaaHue (060CHOBaHHOE nnm
Heob6O0CHOBAHHOE) TeX WM MHbIX MPENMYLLECTB, CBSA3aHHbIX C y4acTUEM B UCCNEeA0BaHUM, MW CaHKLUUKN
BbILLECTOSILMX B MepapXMK Nuy B Crlydae oTkasa OT ydacTus. B kauyecTBe npuMmepa YneHOB nepapxmveckux
CTPYKTYP MOryT 6bITb Ha3BaHbl yyalumecs BbICLUMX U CPeAHUX MeAMUNHCKMX, papMaLeBTUYeCcKnx n
CTOMaToJ/IorMyecKmx yy4ebHbIX 3aBeAeHnin, MIaglwmnii nepcoHan KAMHUK 1 nabopartopuii, cnyxalume
(hapMaLeBTMUYECKMX KOMMNAHWUN, BOEHHOCAYXalune 1 3akntoyénHble. K ya3BnMbiM cybbekTam nccnenoBaHus
TakXxe 0THOCATCS 60/bHblE, CTpaAaloLmMe HeM3neYnmbiMmM 3ab6oneBaHnaMn, nmua, Haxoaswmecs B foMax no
yxoay, Huwue n 6e3paboTHble, NauneHTbl, HAXOASLWMECS B HEOT/IOXKHOM COCTOSIHUM, NpeacTaBuTenmn
HaUMOHaNbHbIX MEHBLWWHCTB, 6€340MHble, KOYEBHUKN, BeXeHLbl, HECOBEPLUEHHOIETHME U NNLa,
Haxoaswwmecs noa oneKom Uau NoneynTenbCTBOM, a Takxe nuua, HecnocobHble aaTb cornacue.

1.62 SkcnepTHbI coBeT opraHunsaunn; 3CO (Institutional Review Board; IRB): HesaBucumbli opraH,
cocTosiwmi n3 nuuy, pabotarowmx B 061acTM MEAULIMHBI, B TOM YUCNE HAayYHOM, @ TakXe He OTHOCSLLMXCS K
MeAMUMHE cneunanbHOCTeN, KOTOpbIn obecneymBaeT 3awmTy npas, 6e3onacHocT u 6narononyyms
cybbeKkToB nccnegoBaHus U NpeaocTaBnsieT O6LWeCTBEHHYO rapaHTUIO Takol 3alunTbl, B TOM Yncne nyTem
paccMoTpeHusi, yTBepxaeHns/on06peHns NpoTokona UCcCieaoBaHns M NONpaBokK K HEMY, a Takxe
MaTepuanoB U METOAO0B, KOTOpble NpeanosiaraeTcs UCNoNb30BaTh A1 MNOAYyYEHUS U AOKYMEHTUPOBaHUS
MH(POPMNPOBAHHOIO cornacust CybbekToB UCCefoBaHmS.

2 MpuHUMNbI Hagnexawen knuHunyeckon npaktukm (GCP)

2.1 KnuHu4yeckune nccneqoBaHus LOMKHbI MPOBOANTHLCS B COOTBETCTBMU C STUHMECKMMU MPUHLMNAMMY,
3a/10KEHHbIMU XeNbCUHKCKOM aeknapaunein BMA u oTpaxeHHbIMK B GCP n HopMaTuBHbIX TpeboBaHUSAX.
2.2 o Hayana nccnefoBaHns Ao/MKHa 6bITb NpoBeAEHa OLEeHKa COOTHOLWEHMUS NPOrHO3UMPYEMOro p1cka U
Heyao6CTB C 0XnaaeMor nonb3on Ans cybbekTa nccnenosaHms u obwecrtsa. NccnegoBaHme MoxeT 6biTb
HayaTo M NPOAOIXKEHO TONIbKO B TOM C/ly4yae, eCciin 0Xugaemas nosb3a ornpaBAbiBaeT puUcK.

2.3 MNpaea, 6e3onacHocTb U 6narononyyne cybbekTa nccneaoBaHns UMEOT NepBOCTENEHHOE 3HAYeHne n
[AOMKHbI NpeBanupoBaTb Haj MHTepecaMu Hayku u oblecTtsa.

2.4 NHdopmMaums (BoKNMHUYECKas 1 KnmHuyeckas) ob nccneayemMom npoaykTe A0/KHa 6biTb 4OCTAaTOYHOM
Ans 060CHOBaHWS NpeanonaraeMoro KJIMHUYECKOro UCCNeaoBaHus.

2.5 KnunHuyeckue nccnegoBaHuns 40MKHbI OTBeYaTh Hay4YHbIM TpeboBaHUAM U 6bITb YETKO M NOAPOOHO
onucaHbl B NpoTOKoe.

2.6 KnnHuyeckoe nccnenoBaHve AOMXKHO NMPOBOAUTBLCS B COOTBETCTBMM C MPOTOKOJIOM,
yTBEPXAEHHbIM/0A06PEHHbIM DKCNEPTHLIM COBETOM opraHusaumm (3CO)/He3aBUCUMMbIM 3TUHECKUM
komutetoMm (HIK).

2.7 OTBETCTBEHHOCTb 3a 0Ka3blBAEMYHO CYObeKTy MEAMUNHCKYIO NMOMOLLb U NMPUHSATUE pELUEHUN
MeANLMHCKOrO XapakTepa HecéT Bpau.

2.8 Bce npuBnekaeMble K NPOBEAEHUIO UCCNEA0BAHNSA NNLA AO/KHbI UMETb COOTBETCTBYOLWME
obpa3oBaHue, NOArOTOBKY WM OMbIT ANS BbIMOJHEHUS BO3/TOXEHHbIX Ha HUX 3ajad.

2.9 No6bpoBonbHOE MHPOPMUPOBAHHOE COrlacue AOMKHO BbiTb MOMYYEHO Y Kaxaoro cybbekTa 4o ero
BKJIIOYEHUSA B UCCNef0BaHMeE.

2.10 Bcto nonyyYeHHyo B KIMHUYECKOM nccneaoBaHum nHGopmMaumio HeobxoamMo perncTpmpoBaTb,
nepegaBaTtb U XpaHUTb TaknM 06pa3oM, 4Tobbl 661 obecrnedeHbl TOYHOCTb U NPaBUIbLHOCTL eé
npeAcTaBNeHus, MHTepnpeTaunn n sepupnkKaumnu.

2.11 KoHdwmaeHUManbHOCTb 3anucen, no3BonsoWwmx naeHTUdULUMpoBaTb CyO6beKkTOB UCCNef0BaHWs, AO/KHA
6bITb 06ecneyeHa ¢ cobnogeHmeM nNpaBa Ha YacTHYH XWU3Hb M 3aLlUUTY KOHDUAEHUNANBHOCTU B




COOTBETCTBMM C HOPMATMBHbIMK TpeboBaHUAMU.

2.12 MNMpoun3BOACTBO U XpaHeHUEe nccnesyembiX NPOAYKTOB, a Takxe obpalleHne ¢ HUMK
Heob6Xx0ANMO OCYLLEeCTBNSATb B COOTBETCTBUM C NPaBUIaMn Haanexallen
npounsBoACTBEHHON NpakTukm (good manufacturing practice; GMP). Uccneayemble
NpoAYKTbl AO/IXHbI MPUMEHATLCA B COOTBETCTBUM C YTBEPXAEHHbLIM NMPOTOKOJIOM.

2.13 Anga obecneyeHns KayecTBa KaXaoro acrnekra uccnenoBaHuns AOMKHbI 6biTb
BHeZpeHbl COOTBETCTBYIOLME CUCTEMbI U OMNepaLMOHHble Npoueaypsbl.

3 DKCnepTHbI COBET opraHmsaumn/HesaBncmMbin atnyecknin komutet (3CO/HIK)

3.1 O6sa3aHHOCTH

3.1.1 OKcnepTHbIN COBET opraHn3aunn/He3aBUCUMbIN 3TUHECKUIA KOMUTET Npu3BaH
3awmwaTe npasa, 6e3onacHocTb M 6narononyymne Bcex CybbLeKTOB nccnenoBaHns.
NccnenoBaHusaM € ydacTUeM ySI3BUMbIX CYy6beKTOB AO/MKHO 6bITb yaeneHo ocoboe
BHUMaHue.

3.1.2 3CO/H3K ponxeH NonyynTb creayowme JOKYMEHTbI:

- NPOTOKON UCCNeAO0BaHNSA/NoNpaBKu;

- MUCbMEHHYI0 popMy MHDOPMMPOBAHHOIO COracus u eé nocneayowme pegakumm,
npeanaraemble nccnenosaTtenieM Ana UCNONb30BaHUSA B UCCeA0BaHUN;

- ONUcaHue AeNCTBUIA, HanNpaBeHHbIX Ha NpuBAeYeHne CybbeKToB K y4acTuio B
nccnefoBsaHun (HanpuMep, peknamHble 06bsaBNeHNns);

- NMUCbMEHHble MaTepuanbl, KOTopble 6yayT npeaocTaBneHbl CybbekTam;

- 6powtopy nccnegosatens;

- U3BECTHYI0 MHDOpMauUnio, KacatLlytocs 6esonacHocTy;

- WHdOpMaLMIo O BbinNaTax U KOMNeHcaumsax cybbektTam uccneaoBsaHus;

- TEKYLLYIO BEPCUIO Hay4YHOoW buorpadum nccnenosartens (curriculum vitae) n/mnm
Apyrue matepwanbl, NOATBEPXAAOLWME ero Ksanndunkaumio;

- nobble Apyrve AOKYMeHTbl, KOTopble MOryT notpebosaTtbcss ICO/HIK ansa BbinonHeHus
ero ob6s3aHHoCTEN.

DCO/H3K pgonxeH pacCMOTPETb BONPOC O NPOBEAEHMM NPeanaraeMoro KJMHU4ecKoro
NCcCNefoBaHNsa B pa3yMHble CPOKM U AOKYMEHTaIbHO OPOPMUTL CBOE MHEHUE, YETKO
naeHTUOUUNPYS nccnesoBaHne, pacCMOTPEHHbIE AOKYMEHTbI U AaTbl MPU BbIHECEHWUN
CNneayoLwmnx peleHnin:

- yTBEpXaeHus/on0bpeHuns;

- TpeboBaHMS 0 BHECEHUMN N3MEHEHWU, HEO6XOAMMbBIX ANS NONyYeHns
yTBEepXaeHus/onobpeHus;

- OTpuUaTeNbHOro 3akntoveHns/HeonobperHuns;

- OTMEHbl/NPUOCTaHOBNEHNS AaHHbIX paHee yTBepxaeHus/onobpeHuns.

3.1.3 9CO/H3K posmxeH oueHUTb COOTBETCTBME KBanudukauum nccnegosatens
npeanaraeMoMy UCCnefoBaHMIO Ha OCHOBaHUM ero Hay4Hon 6uorpadum (curriculum
vitae) n/vnn gpyron cooTBeTCTBYIOLWEN AOKYMeHTauum, 3anpoweHHon CO/H3K.

3.1.4 3CO/H3K ponxeH paccMaTpmBaTb KaxAoe TeKyllee nccnegoBaHue ¢
NepnmoaNYHOCTbIO, aAeKBaTHOM PUCKY ANS Cy6beKTOoB UCCNefoBaHUs, HO He pexe OAHOro
pasa B rog.

3.1.5 9CO/H3K moxeT noTpeboBaTtb, 4TO6bl CybbeKTaM MccnenoBaHns MOMMMO
nHdopMaumm, ykasaH Hol B 4.8.10, 6bin11 NpegocTaBneHbl AOMONHUTENbHbIE CBEAEHUS
06 nccnegoBaHum, ecnm, no MHeHnto DCO/HIK, aTta MHdopMaunsa NO3BOINT CYLLECTBEHHO
NOBbICUTb CTEMeHb 3awunTbl Npas, 6e3onacHoCcTN u/mnun Gnarononyuns cyb6bLEKTOB.

3.1.6 Ecnn cornacure Ha yyactme cybbekTa B MCCIeA0BaHMU, HE CBA3AHHOM C JIeYeHunem,
[aéT ero 3aKkoHHbIV npeactasuTens (cM. 4.8.12 1 4.8.14), 5CO/H3K ponxeH ybeanTbes,
4YTO MpefoCTaBEHHbIA MPOTOKON U/WNK Apyras JOKYMEHTaLus COOTBETCTBYIOT 3TUHECKUM
HOpPMaM M HOpMaTMBHbIM TPeboBaHUAM AN TaKMUX UCCef0BaHUNA.

3.1.7 Ecnn npoTokon npeaycMaTpyMBaeT HEBO3MOXHOCTb MOSYYEHUSA cOrnacus Ha
yyacTve B nccnenoBaHun y cybbekTa unm ero 3akoHHoro npeacrtasutens (cm. 4.8.15) go
MOMEHTa BKJIlOUEHUS cybbekTa B nccneposanme, DCO/HIK pgomxkeH ybeanTbcs, 4to
npeaocTaBNeHHbI NPOTOKON U/WUNK Apyras AOKYMEHTaLUWUs COOTBETCTBYIOT 3TUYECKUM
HOpPMaM M HOpMaTMBHbIM TPeboBaHUAM AN TakKUX UCCeaoBaHUi (HanpuMep, npu
HEOTNOXHbIX COCTOSTHUSAX).

3.1.8 3CO/H3K paccmaTpuBaeT pa3Mep U NopsAoK BbiNaaT CybbekTy nccneaoBaHus,
4YTO6bl Y6EANTLCA B OTCYTCTBMM HEOBOCHOBAHHOM 3aUHTEPECOBAHHOCTU MK

NpUHYXAeHUs CybbeKkToB uccneaoBaHus. Pasmep BbinnaTt cybbekTaM Ao/KeH ObiTb 3apaHee onpeaeneH u
He AOJKEH LIe/IMKOM 3aBUCeTb OT TOro, 3aBepuunn cybbekT nccienoBaHme NoSIHOCTbIO UKW HET.

3.1.9 3CO/H3K ponxeH ybeantbcs B TOM, YTO UHPOPMaumMs, Kacatowascs BbinnaT cybbekTam
nccnepoBaHusl, BKIOYas METoAbl, CYMMbl U rpaduk BbinNaaT, OTpaxkeHa B MUCbMEHHON dopme
MH(POPMMPOBAHHOIO cornacus n ntoboi Apyron NMCbMEHHOM MHMOPMaL MK, NpeaoCcTaBNseMon cybbekTam.
JonxHo 6bITb YyKasaHo, kakuMm obpa3om byaeT onpeaeneH pasMep Bbinaar.

3.2 CocTaBg, dyHKLMM 1 NOPSAOK paboThbl

3.2.1 3CO/H3K ponxeH UMeTb B CBOEM COCTaBE AOCTAaTOYHOE YMUC/IO L, CyMMapHo obnagatomx
Heob6XoAMMbIM OMbITOM W KBanuduKaunen Ans OUeHKN Hay4YHbIX, MEANLMHCKUX U 3TUHECKUX aCNeKToB
npeanaraemoro uccrnegosaHus. Pekomengyetcs, utobel B 9CO/HOK Bxoaunu:

a) He MeHee NATU YNEHOB;

6) KaK MMHMMYM OAMH YsieH, YbM UHTEpPECHI NexaT BHe cdepbl HayKu;

B) KaK MMHMUMYM OAMH 4YfieH, KOTOPbIA HEe 3aBMCUT OT OpraHusaumMmn/mccneqoBaTenbCcKoro LeHTpa.
FonocoBaTb/BblpaxaTb MHEHWE MO UCCNEAO0BAHUIO MMEIOT NPaBo TOMbKO Te vneHbl DCO/H3K, KoTopble He
3aBUCAT OT MccnegoBaTens M CrnoHcopa AaHHoro nccnegosaHuns. 3CO/HOK gonxeH BECTM CNMCOK CBOMUX
UYNIEHOB C YKa3aHWeM uxX KBanudukaumm.

3.2.2 3CO/H3K ponxeH ocyLecTBASTb AesATEIbHOCTb B COOTBETCTBMU C MUCbMEHHbLIMU Mpoueaypamm,
AOKYMeHTUpOBaTb CBOIO paboTy, BECTM MPOTOKO/bI 3aceaHuii, a Takxe cobnogate GCP 1 HopMaTuBHble
TpeboBaHus.

3.2.3 3CO/H3K npuvHUMaeT pelleHns Ha 06bSBNEHHbIX 3acefaHnsX Npy HanM4YMmM KBOpyMa,
YCT@HOBNIEHHOIO €ro NMCbMEHHbIMK NpoueaypamMu.

3.2.4 NpaBo ronocoBaTh/BbiCKa3blBaTb CBOE MHEHME U/UNN peKOMeHAaUMM UMEIOT TOSIbKO Te YJeHbl
3CO/H3K, KoTOpble y4acTBYIOT B PAaCCMOTPEHMN AOKYMEHTaLMN N 06CyXaeHnu.

3.2.5 WccnepoBaTtens MOXeT NpeaocTaBnaTb MHMOPMaUMIo No NtobbIM acnekTaM UCCefoBaHus, HO He
MOXET y4acTBOBaTb B NPEHUSAX UK B FrOs10COBaHMN/BbipaboTke MHeHust DCO/HIK.

3.2.6 3CO/H3K mMoxeT obpallatbCs 3a NOMOLLbIO K 3KCMepTaM, He SBMSIOWMMCS ero YieHamu.

3.3 Mpoueaypsbl

3CO/H3K ponxeH paspaboTaTb, AOKYMeEHTaNbHO 0OpPMUTb M cobntogaTe CBOW npoueaypsbl,
onpegensiwouwme:

3.3.1 Ero coctaB (pammnmm n KBanmpuKaumio YIeHOB) U yYpeanBLUUIA ero opraH.

3.3.2 MNopsAoK Ha3HayYeHUsa 3acefaHnin, ONOBeELLEHWS ero YIeHOB O NMPeACTOALWNX 3acefaHunsx, a Takxe
OpraHu3aumio 3acefaHui.

3.3.3 MopsAoK NepBUYHOIO U NocneayoLwero pacCMOTPEHNS AOKYMEHTaLMW MO UCCeA0BaHMIo.

3.3.4 NeproaMyHOCTb NOCNeayLWero pacCMOTPEHNSA AOKYMEHTaLMM N0 NCCNEA0BAHMIO.

3.3.5 NMopspok, cornacHo HopMaTMBHbBIM TpeboBaHMSM, YCKOPEHHOIrO PacCMOTPEHUS U
yTBEpXAeHMs/0a06peHns He3HauMTeNbHbIX U3MEHEHUI AN UCCefoBaHUiA, paHee
YTBEPXAEHHbIX/0A0O6PEHHbIX UM Xe.

3.3.6 HeponyctnMocTb BKItOYEHUS Cy6beKTOB B UccnegoBaHue Ao 1oro, kak 3CO/H3K BblgacT nMcbMeHHoe
yTBepxaeHne/onobpeHne Ha npoBeaeHne NccnefoBaHus.

3.3.7 HeponycTMMOCTb OTK/IOHEHM OT NPOTOKOMA UM €ro M3MeHeHnn 6e3 npeaBapuTeNbHOrO
yTBEpXAeHMsi/oao6bpeHns cOOTBETCTBYOWMX nonpaBok ICO/HOK, kpome Tex cny4vaeBs, Koraa Heob6xoanMmo
YCTPaHUTb HEMOCPEACTBEHHYIO Yrpo3y CybbekTaM UccneaoBaHUs UM KOraa M3MeHEeHUs KacatoTcs TONIbKO
AAMUHUCTPATUBHbBIX UM TEXHUYECKNX acMeKToB uccneaosaHms (HanpuMmep, 3aMeHa MOHUTOPa, N3MEHeHue
HoMepa TenedgoHa) (cm. 4.5.2).

3.3.8 0O653aHHOCTb UccneaoBaTens HesamMeannTenbHo coobulate 3CO/HIK:

a) 06 OTK/IOHEHMSX OT NPOTOKOMIA UM U3MEHEHUSX MPOTOKONA, MPOM3BEAEHHbIX ANS YCTPaHEHUS
HeNocpeaCTBEHHOW yrpo3bl cybbekTam nccnegosanms (cm. 3.3.7, 4.5.2, 4.5.4);

6) 06 u3MeHeHuUAX, yBENMUYMBAIKOLWUNX PUCK AN CYOBEKTOB M/UNKN CYLLECTBEHHO BAMAIOWMX Ha NpoBeaeHne
nccnenosanus (cm. 4.10.2);

B) 060 BCex HexenaTeNbHbIX peakuusix, KoTopble SBASOTCA O4HOBPEMEHHO CEPbE3HbBIMU U
HenpeaBUAEHHbIMU;

) O HOBbIX A@HHbIX, KOTOpble MOTYT CBMAETENbCTBOBATL O BO3pacTaHWUM puUcka ANs CybbekToB unm
HebnaronpuaTHO NOBAMATb Ha XOA4 UCCeAOBaHuWs.

3.3.9 O6s3aHHOCTb DCO/H3K He3aMeannTenbHO B MMCbMEHHOM BuAe coobuaTb
nccnenoBaTento/opraHnsaumm:

a) O CBOMX peLUeHUsX/3aKTioHeHNsAX, KacatoWwmxcs nccneaoBaHuns;

6) 0 NpMUYMHaxX NPUHATUS peLleHU/3aKTYEHNI;

B) 0 nopsiake 06)asioBaHUs ero peLeHnn/3akno4YeHun.




3.4 JokyMmeHTauus

DCO/H3K ponxeH xpaHUTb BCe AOKYMEHTbI (HanpuMep, CBOM Npoueaypbl, CMNCKK
YSIEHOB C YKasaHWeM poaa AeAaTeNlbHOCTU U MecTa paboTbl, NpeAcTaB/eHHbIE Ha
pacCMOTpeHne AOKYMEHTbI, MPOTOKOMbI 3aceflaHnin N Nepenncky) B TeHeHNe MUHUMYM
TPEX NneT nocne 3aBepLleHns NCcnesoBaHnsa U NpefocTaBnsaTb UX MO 3anpocy
YMNOJIHOMOYEHHbIX OpraHoB. MccneposaTtenu, CNOHCOP, YNOJHOMOYEHHbIE OpraHbl MOryT
3anpawusaTb y 9CO/H3K ero npoueaypbl 1 CMUCKN YNEHOB.

4 NccneposaTenb

4.1 Ksanndukaums n obssatenbCcrBa uccrienosartens

4.1.1 UccnepoBaTenb Ao/XeH MMeTb obpa3oBaHme, NpodeccMoHanbHy NoAroToBKY U
OnbIT, NO3BONSAIOLNE MY MPUHATL Ha cebs OTBETCTBEHHOCTb 3a Haanexallee
npoBeAeHne KIMHUYECKOro nccnenoBanus. Keanndukaums nccnegoBatens A0MHKHA
COOTBETCTBOBaTb HOPMATUBHbLIM TpeboBaHMSAM 1 BbiTb NOATBEPXAEHA €ro Hay4yHOW
6uorpadueit (curriculum vitae) n/vnu ApyrmumMm JOKyMeHTaMu, KOTopble MOryT 6bITb
3anpoLleHbl cnoHcopoM, SCO/HIK n/mnm ynonHOMOYEHHbIMX OpraHamu.

4.1.2 UccnepoBaTenb A0/KEH AeTallbHO 3HaTb, Kak MPUMEHSTb UCCneayeMblii NpoayKT B
COOTBETCTBMW C MPOTOKOJIOM, TEKYLLEN peaakuunen bpoltopbl nccnegosartens,
MHdbopMaumen o NnpoayKTe U ApyrMMu MCTOYHMKAMKU, NPeaOCTaBASIEMbIMU CITIOHCOPOM.
4.1.3 NUccnepoBaTenb A0MXKeEH 3HaTb U cobnoaate GCP n HopMaTuBHble TpeboBaHus.
4.1.4 UccnepoBaTenb/opraHmsaumnsa He AOKHbI NPensTCTBOBaTb MOHUTOPUHIY U ayauTy
CO CTOPOHbI CMOHCOPA, @ TakXXe MHCMEeKUMSAM YNOJHOMOYEHHbIX OpraHoB.

4.1.5 WUccnepoBaTenb AOKEH BECTU CNMCOK obnajarowmx Heobxoammon keanmdukaumen
Nnu, KOTOpble MO ero NOpy4YeHuo OCYLLECTBSIOT onpeaenéHHyo AeaTeNlbHOCTb B paMKax
nccnenoBaHums.

4.2 CooTBETCTBYHOLUMNE pecypChbl

4.2.1 WUccnepoBaTenb A0MKEH 6bITb CNOCO6EH NpoAeMOHCTPUPOBaThb (HanNpuMep, Ha
OCHOBaHWMWN PETPOCMNEKTUBHbIX AAaHHbIX) BO3MOXHOCTb Habopa B Te4yeHne OroBOpeHHOro
nepuona TpebyemMoro KonmyecTsa NoaxXoAswmx cybbeKkToB nccnegoBaHums.

4.2.2 WUccnepnoBaTenb AO/KEH MMETb AOCTAaTOYHOE KOIMYECTBO BPEMEHU, YTOObI
Hagnexawmm obpasom NpoBeCTU 1 3aBEPLUNTb UCCef0BaHME B TeYEHME OrOBOPEHHOIO
nepuoaa.

4.2.3 NccnepoBaTenb AOMXKEH pacnonaraTb 4OCTAaTOYHbIM KOTMYECTBOM
KBanMdUUNPOBaHHbIX COTPYAHWUKOB U MaTepuasnbHbIX pecypcoB (NoMeLLeHus,
obopynoBaHue) B Nepuos UccnenoBaHus, 4ns TOro YTobbl MpOBECTM 3TO MccneaoBaHune
Hagnexawmm n 6esonacHeiM o6pasom.

4.2.4 UccnepoBaTenb OTBEYAET 3a TO, YTOObI BCe 3aHATble B KIMHUYECKOM UCCIef0BaHMN
COTPYAHWKM 6bIIN XOPOLIO 3HAaKOMbI C MPOTOKOJIOM U UCCNeAyeMbIM MPOAYKTOM, @ Takxe
CO CBOMMW PYHKUUAMU N 06893aHHOCTAMM.

4.3 OkasaHune MeaAnLMHCKON noMmowm cybbekTam nccnegoBaHms

4.3.1 ABnsowmincs nccneaoBaTenem UM comccneaoBaTenieM Bpad HeceT
OTBETCTBEHHOCTb 3a BCE NMPUHMMAEMble B paMKax MCCNefoBaHUs pelleHns MeauUMHCKOro
XapakTepa.

4.3.2 Bo BpeMsa 1 No 3aBepLlUeHnn yyacTus cybbekTa B MccreaoBaHum
nccnepoBaTenb/opraHm3aumns AomkHbl 06ecneunTb okasaHue cybbekTy Heobxoammon
MeANLMHCKON NOMOLM B cny4vae Ntobbix CBA3aHHbIX C UCCeA0BAHMEM HexenaTeNbHbIX
SAB/IEHWUIN, BKItOYAS KIMHMYECKN 3HAUYUMble U3MeHeHUs nabopaTopHbIX NoKasaTeneun.
WccneposaTtens/opraHnsaums o6s3aHbl UHGOPMMpPOBaTb CybbeKkTa O CTaBLUMNX
M3BECTHbIMW UCCNef0BaTesNt0 MHTEPKYPPEHTHbLIX 3aboneBaHunsx, Tpebytowmx
MeANLMHCKOWN MOMOLLN.

4.3.3 UccnepoBaTento pekoMeHAyeTcsl CoobWnTb levalemMy Bpady, eciv TakoBom
nmeetcs, 06 yyactumn cybbekTa B UCCefoBaHUM NPU YCIOBUKN, YTO CYObeKT He
BO3paxkaeT NpoTnB MHMOPMUPOBAHMS Nlevallero Bpava.

4.3.4 XoTa cybbeKkT He 0653aH coobLliaTb 0 NpuynHax, NnodbyanBLUMX ero AOCPOYHO
npekpaTuTb yyacTve B UCCNeAoBaHUN, nccnenoBaTeflb AOKEH MOMbITaTbCs YCTAHOBUTL
3TW NPUYUHbBI, MPOSBAAS MPU 3TOM MOJIHOE YBa)X€HWe K NMpaBaM CcybbekTa.

4.4 KoHTakTbl ¢ 3CO/H3K

4.4.1 MNepepn TeM Kak HayaTb UCCNefoBaHMeE, uccneaoBaTeb/opraHn3auuns AOKHbI
noay4YnTb MUCbMEHHOE M AaTUpoBaHHoe yTBepxaeHue/onob6peHne 9CO/HIK npoTokona

nccnenoBaHus, NMUCbMeEHHON GopMbl MHDOPMUPOBAHHOIO COrnacus U eé nocneaywmx pegakunn, mep,
HanpaB/ieHHbIX Ha NpuBeYeHne cybbeKTOB K y4acTUIo B UCcnefoBaHnn (Hanpumep, peknaMHbIX
06bsABNEHUI), N NOBBIX APYrMX MUCbMEHHbIX MaTepMasnoB, KOTOpble npeanonaraeTcs NpeaoCcTaBuTb
cybbekTam.

4.4.2 BmecTe C gpyrMMmn AOKyMeHTaMun nccnegoBaTesb/opraHn3saumnsa 4okHbl npegoctaBute 3CO/HIK
nocneaHow peaakumio 6powtopbl nccnegosatens. Ecan 6powtopy nccneposaTens AOMNOMHAIOT B X0A€e
nccnenoBaHus, uccneposaTtens/opraHnsauus obs3aHbl npegoctaBnts 9CO/HIK HOBYO peaakunio 6poLtopbl
nccneposaTens.

4.4.3 B TeyeHMe nUccnenoBaHua uccneaoBaTesnb/opraHmsaums 4oMxkHbl Npegoctasnsate DCO/HOK Bce
noanexatime pacCMOTPEHUIO LOKYMEHTbI.

4.5 CobntogeHne npoTtokona

4.5.1 NccnepoBaTenb/opraHn3auuns A0KHbI MPOBOAUTb UCCNeA0BaHNE B COOTBETCTBMM C NMPOTOKOJIOM,
COrnacoBaHHbIM CO CMIOHCOPOM U, NpU HEO6XOAMMOCTH, C YNOTHOMOYEHHbLIMW OpraHamu, u
yTBepXAeHHbIM/oaobpeHHbIM DCO/HIK. B noaTBepxxaeHne AOroBOPEHHOCTU UCCeaoBaTenb/opraHmsanms
CMOHCOpP MOAMMUCHLIBAOT MPOTOKON WAW OTAENbHbIA AOroBop.

4.5.2 NccnepoBaTenb HE AOJIKEH OTK/IOHATLCS OT MPOTOKOMa UM BHOCUTbL B HEro usMeHeHus 6e3 cornacus
crnoHcopa u 6e3 npeaBapuTENbHOro0 PacCMOTPEHNS U AOKYMEHTaNIbHO OPOPMIEHHOIO
yTBepxaeHus/onobpeHns nonpaeku k npotokony 3CO/HIK, kpome Tex cny4yaes, koraa Heob6xoamMmo
YCTPaHWTb HENOCPEACTBEHHYIO Yrpo3y CybbekTaM UCCcneAoBaHUs MM KOrAa U3MEeHeHUs KacatoTcs TO/IbKO
AAMUHUCTPATUBHbIX MM TEXHUYECKMX aCMeKTOB UCCefoBaHusa (HanpuMep, 3aMeHa MOHUTOPa, U3MEHeHue
HoMepa TenedoHa).

4.5.3 WUccnepoBaTenb UAM Ha3HAa4YeHHOE UM NNLO AO/KHO O6bACHATb U AOKYMEHTanbHO 0opMNATb Ntobble
OTK/IOHEHMSA OT YTBEPXAEHHOIrO NPOTOKONA.

4.5.4 ViccnepoBaTeflb MOXET OTK/IOHATBCS OT NPOTOKO/1a UM BHOCUTb B HEMO U3MEHEHUSA A1 YCTPaHEeHuUs
HenocpeACTBEHHOW Yrpo3bl cybbekTam uccneaosaHnsa 6e3 npeasapuTenbHOMO yTBepxaeHns/oaobperHms
3CO/H3K. B kpaTyalilume Cpoku onvcaHue OTKJIOHEHUI UM U3MEHEHUI C YKa3aHMEM UX NMPUYUH U, NpU
Heo6xo0ANMMOCTH, NpeanaraemMble NONPaBkK K NPOTOKOAY AOMKHbI 6biTb HanpasfieHbl:

a) OCO/H3K ans paccMoTpeHus u yTBepxXaeHUs/oaobpeHus;

6) cnoHcopy A5 cornacoBaHUs C HUM;

B) YNOJIHOMOYEHHbIM OpraHaM, ecnm HeobxoanMmo.

4.6 Wccnepyemble NpoayKThl

4.6.1 OTBETCTBEHHOCTb 3a YY&T uccnenyembix NpoAyKTOB B UCC/eA0BaTEIbCKOM LieHTpe BO3/10XeHa Ha
nccneaosaTens/opraHmsaumio.

4.6.2 Ecnu 370 pa3pelleHo/TpebyeTcs, uccneaosaTtenb/opraHn3auns MOryT/A0MXKHbl Nepeatb HEKOTopble
nnu Bce 0643aHHOCTM NccnenosaTens/opraHn3aunmn nNo yyéty nccnesyemoix npoayKTos B
nccrnenoBaTeNibCKOM LIEHTPE anTeYHOMY paboTHUKY MM MHOMY ULy, NOAKOHTPOSIbHOMY
nccneaosaTento/opraHu3aumnn.

4.6.3 WccnepoBaTenb/opraHusauns u/wnm anteyHbli paboTHUK MW MHOE YNOSIHOMOYEHHOEe
nccneaosaTenemM/opraHm3aumnen AMLO AO0NXKHbBI BECTU YYET NOCTABOK NPOAYKTOB B UCCNef0BaTebCKUI
LEeHTp, X hakTUYeCKoro KoJIM4ecTsa B LEHTPE, UCMOb30BaHMS KaxabiM CybbEKTOM, a TakxXe BO3BpaTa
CroHCOpY NMM60 MHOrO PacnopsXXeHUS HEUCMONb30BaHHbLIMM MPOAYKTaMW, 3anncu No YYETY AO0/KHbI
BK/IlOYATb B cebs AaThbl, KOMYECTBO, HOMEpa NapTuii/cepuin, CPOKM rogHoCTH (rae NpUMEHUMO) U
YHUVKasbHble KOAbI UCCNeayeMbIX MPOAYKTOB N CyObeKTOB nccnenosaHus. MiccneposaTtenb AOMXKEH BECTU
3anucu, NoATBepXAaLwme, YTo CybbeKTbl NoyyYann uccrneayembole NpoayKTbl B A03axX, NPefyCMOTPEHHbIX
NPOTOKOJIOM, B KOJIMYECTBAX, COrNAcyoWmnXcs ¢ 06LWmMM KONIMYECTBOM UCCefyeMbiX NPOAYKTOB,
NOJSIyYEHHbIM OT CrOHCopa.

4.6.4 Vlccnegyemble NpoayKTbl CNeayeT XpaHUTb B COOTBETCTBUM C MHCTPYKUMSAMUM crioHcopa (cM. 5.13.2 n
5.14.3) n HopMaTMBHbIMK TpeboBaHMAMM.

4.6.5 NccneposaTenb Ao/MKeH obecneunTb, 4Tobbl nccnesyemble NpoAyKTbl 6bIIN MCMONb30BaHbl TONLKO B
COOTBETCTBMMU C YTBEPXKAEHHBIM NPOTOKOJIOM.

4.6.6 NccneposaTenb WK YNOSIHOMOYEHHOE nccneaoBaTenieM/opraHm3anmen nMuo AONXKHO 06bACHUTb
KaxxaoMmy CybbeKTy npasuia NpUMEHEHUs uccneayemblx NpoAYKTOB U Yepes npueMmsieMble MHTepBasbl
BpeMeHn (B 3aBUCMMOCTM OT UCCNEAO0BaHNA) NPOBEPATb COBNOAEHNE STUX UHCTPYKLMUIA KaxabiM CyObeKTOM.
4.7 PaHpoMmn3aumsa n packpbiTne Koga

WccnepoBaTenb Ao/mkeH cobnogatb NpeayCMOTPEHHYIO B UCC/IeA0BaHUM METOAMKY paHAOMM3auMK, ecnm
TakoBas MMeeTcs, n obecneynTb packpbiTMe Koaa TONbKO B COOTBETCTBMM C NPOTOKOSIOM. Ecnm
nccnegoBaHue NpoBOAUTCS CNEnbIM METOAOM, UCCNeAoBaTe b AO/KEH He3aMeaINTeNbHO AOKYMEHTaNbHO
0opMnUTbL M 06BACHMTL CNOHCOPY Ntoboe NpexaeBpeEMEHHOE pacKpbiTMe Koaa ncciefyeMbix NpoayKTos




(HanpuMmep, cny4dariHoe packpbiTUE KoAa, packpblTUe KoAa B CBSA3WN C CEPbE3HbIM
HeXxenaTenbHbIM SBIEHNEM).

4.8 NHdopMmpoBaHHOe cornacue cybbekToB MccneaoBaHus

4.8.1 MNMpun nonyyeHnn N AOKYMeHTanbHOM 0POpMAEHUUN NHDOPMMPOBAHHOIO COrnacus
nccnepoBaTenb AOJKEH cobntogaTth HOpMaTuMBHbIe TpeboBaHus, npuaepxunsatbcs GCP n
3TUYECKUX MPUHLMMNOB, 3a5I0KEHHbIX B XeNbCUHKCKOM Aeknapaumn BMA. o Havana
nccneaoBaHusa UccnenoBaTesb AOJIKEH NOYyYNTb MMCbMEHHOE yTBepXxaeHne/onobpeHne
3CO/H3K nucbMeHHOM hopMbl MH(OPMUPOBAHHOIO corsalacus 1 NobbiX ApyrmMx
NMUCbMEHHbIX MaTepuanos, NPeaoCTaBAsEMbIX CybbeKTaM.

4.8.2 MNucbMeHHasa popMa MHDOPMUPOBAHHOIO cornacus u nobble Apyrne NUCbMeHHbIe
mMaTepwanbl, npefoctasnsemble cybbekTam, cneqyet AONONHATL/UCNPaBAATbL NO Mepe
NOSIB/IEHNS HOBOW BaXXHOW MHGPOPMaUMKN, KOTOpasi MOXET 0Ka3aTbCs CYLLECTBEHHOM Ans
cornacus cybwvekTa. Jllobas gononHeHHas/ncnpasneHHas NnucbMeHHas dopma
WH(POPMMPOBAHHOIO cornacus n nobole Apyrve AonoNHEHHbIe/UCnpaBneHHble
NUCbMEHHbIE MaTepuanbl, NpeaocTaBnsemMble cybbekTam, A40NXHbI 6biTb
yTBepxaeHbl/ogobpeHbl 3CO/HIK g0 Mx ncnonb3oBaHus B uccrnegoBaHmm. CybbekT nnm
€ro 3aKOHHbIV NpeacTaBuTeNb A0/KEH 6bITb CBOEBPEMEHHO 03HAKOMJIEH C HOBOM
WHdopMaumelt, cnocobHON NOBAUSATL Ha XenaHue cybbekTa NpoAosXKaTb y4acTme B
nccneposaHumn. ®akT nepenayn 3ToM MHMOOPMaLMK J0MXKeH BblTb AOKYMEHTaNbHO
oopmneH.

4.8.3 Hu uccnepnosaTenb, HU ApPYrue 3aHSaTble B UCCNIEA0BAHUM NTNLLA HE A0NXKHbI
NpUHYXaaTb CybbeKkTa UM UCNob30BaTb UHblE HEKOPPEKTHbIE METOAbI BO3AENCTBUS C
Lefiblo CKIOHUTb ero K y4actuio iM60 NpoAOIHKEHUIO yHaCcTUS B UCCNEfOoBaHNN.

4.8.4 Hu ycTHas, HM NUCbMeHHas MH@OPMaumMs, KacaloLwascs UCCefoBaHns, BKIOYas
NMUCbMEHHYI0 POpMYy MHDOPMUPOBAHHOIO COrNacus, He AOMXHa coaepxaTb
POpPMYyNMpPOBOK, NPSMO MM KOCBEHHO CKJIOHSIOLWNX CybbekTa nanm ero 3akOHHOro
npeacTaBuTens oTKasaTbCa OT 3aKOHHbIX Npas, a TakxXe GOpMYyNPOBOK, MPSMO UK
KOCBEHHO 0CBOBOXAAKLWNX UccneaoBaTens, opraHn3aumio, CNoHcopa nam ux
npeacraBuTenein oT OTBETCTBEHHOCTW 3a Xa/laTHOCTb.

4.8.5 WccnepoBaTernb MAM Ha3Ha4YeHHOE MM JINLO AOJIKHO B MOSIHON Mepe
nponHdopMmpoBaTb CybbekTa uamn, ecnu cybbekT He cnocobeH gaTb MHMOPMUPOBAHHOE
cornacue, ero 3aKOHHOro npeacraBuTens 060 BCex 3Ha4YMMbIX acnekTax uccnenoBaHus, B
TOM YMCne 03HaKOMUTb C NUCbMEHHON nHdopMaunelt 06 nccneaosaHnm m
ono06peHneM/nonoxnTenbHbIM 3akntodeHmnem 3CO/HIK.

4.8.6 YcTHas v nucbMeHHas nHdopmaums 06 nccnenosaHnn, BkAOYas NUMCbMEHHYO
¢popMy MHDOPMMPOBAHHOIO COrNacusl, AOMXKHA CoAepXaTb KaK MOXHO MeHbLue
crneumanbHbiX TEPMUHOB U BbITb MOHATHA CYObEKTY MK, B COOTBETCTBYIOLMX CyyasX,
€ro 3aKOHHOMY NMpeAcTaBUTENO U HE3AaUHTEPECOBAaHHOMY CBUAETENIO.

4.8.7 MNepen nonyyeHnem MHOOPMMPOBAHHOIO cornacusa nccneaosaTesnb MK
Ha3Ha4YeHHOEe UM NINLO AOIXKHO NPefoCTaBUTb CyObEKTY UM €ro 3aKOHHOMY
npeacTaBuTeNto 4OCTaTOMHOE KO/IMYECTBO BPEMEHM N BO3MOXXHOCTb A1 NMOyYEeHNS
6onee nogpo6bHON MHPOpPMaumm 06 nccneaoBaHMM U NPUHATUS pelleHns o6 yyacTum B
HEM nnn oTKase oT Takoro yyactus. CybbeKkT nam ero 3aKoHHbIM NpeacTaBuUTENb AOMXKEH
Nnony4Y1Tb UcYepnbiBaloLne OTBETbl Ha BCE BOMPOChI 06 nccnenoBaHum.

4.8.8 [lo Hayana yyactus B nccnenoBaHnn CybbeKkT UM ero 3aKOHHbIN npeacTaBuTenb, a
TaKXe Lo, NpoBoAMBLLIEE pa3bsCHUTENbHYO Hbeceay, AONXKHbBI NoANUCAaTb U
CO6CTBEHHOPYYHO AaTMPOBaTb MUCbMEHHYI0 HOpMYy MHHOPMUPOBAHHOIO COrnacus.
4.8.9 Ecnun cybbekT nam ero 3akOoHHbI NpeacTaBuUTeNb HE CNOCO6eH YnTaTth, TO B
TeyeHne BCeN pasbsaCHUTENbHON 6eceabl AOMKEH NPUCYTCTBOBaTb HE3aMHTEPEeCOBaHHbIN
cBuaeTenb. [ocne Toro Kak cybbekTy Wan ero 3aKkOHHOMY NpeACcTaBUTENIO MPoYUTanm u
pPasbACHUAN NUCbMEHHYIO POPMY MHMOPMMPOBAHHOIO Cornacus u apyrue
npepocTaBnsieMble CybbeKkTy NMMCbMEHHbIE MaTepuasbl U MNOCNE TOro Kak CybbekT unu ero
3aKOHHbIV NpeacTaBUTeNb Aan YCTHOE COorflacuMe Ha yyacTtue cybbekTa B uccnenoBaHum
n, ecnn cnocobeH, noanucan n cobCTBEHHOPYYHO AATUPOBan NMUCbMEHHY (POopMy
WH(POPMMPOBAHHOIO COrnacus, CBuaeTeNb AosKeH eé noanmcaTb U CO6CTBEHHOPYYHO
AatuposaTb. MoanuceiBas doOpMy cornacus, CBUAETENb NOATBEPXKAAET, UTO
nHdopmaums, cogepxawlasacs B dopme cornacus n BCcex Apyrux NMCbMeHHbIX
MaTepuanax, bbl1a TOYHO pa3bACHEHA W NOHATa CY6BHEKTOM MM €ro 3aKOHHbIM

npeacTaBUTENEM M YTO COrflacMe Ha yyacTue B UccnefoBaHUM AAHO CYObEKTOM UM ero 3aKOHHbIM
npeacrasmTenem 4o6poBOSbLHO.

4.8.10 Kak B xoae pasbsaCcHUTENbHON becelbl, Tak U B MUCbMEHHON opMe MHDOPMMPOBAHHOIO cornacus, a
TaKoKe NobbIX APYrnX NMUCbMEHHbIX MaTepuanax, npeaocTaBnseMblX cybbekTaM, AOKHO 6bITb pa3bsCHEHO
cnepymwoulee:

a) WiccnegoBaHne HOCUT SKCNEpPUMEHTasbHbI XapakTep.

6) Uenb nccnenosaHums.

B) BapuaHTbl NneyeHns B npouecce NCCnefoBaHnsa M BEPOSTHOCTb Clly4YaHOro pacnpenenenus B O4Hy U3
rpynn neyeHus.

r) Mpouenypbl nccnegoBaHWs, BKIOYAs BCe MHBA3MBHbIE Npoueaypbl.

A) O6s3aHHOCTM cybbekTa.

e) Te acnekTbl UCCNefOBaHWS, KOTOPbIE HOCAT SKCMNEPUMEHTasIbHbIN XapaKTep.

X) Oxnpaemblii puck nnn Heynobcrea ans cybbekTa, a Takxe, B COOTBETCTBYHOLIMX Clyyasax, Ans
3M6pu1oHa, Naoga uau rpyaHoro pebéxka.

3) Oxuaaemble BbIroga v/vunm nonb3a. ECnmM nonb3bl ¢ MEAMLMHCKON TOYKM 3peHus He npeanonaraeTcs, To
cybbeKT fAomkeH 6bITb NocTaBneH 06 3TOM B U3BECTHOCTb.

1) ViHble, NOMMMO NpeayCMOTPEHHbIX B UCCNeAOBaHMUN, NpoLeaypbl MW MeToAbl lIeYeHUs, KOTopble MOryT
6bITb OCTYMHbI Cy6bEKTY, @ TakXe X 3Ha4YMMble NOTEHUMaNbHble BbIroga U/Wan Nonb3a, a Takxe puck.
K) KomneHcaums u/mnum nevyexHue, AOCTyNHble CybbeKkTy B Cydae NpUYMHEHUs Bpeaa ero 340pOBbio B
pesynbTaTe y4acTus B UCCNefoBaHUM.

n) MNnaHupyeMble BbINAaTbl Cy6bekTy 3a ero yyactve B UCCeA0BaHMN, eCin TakoBble NpeayCMOTPEHbI.

M) MnaHupyeMble pacxoabl cybbekTa, ecnn TakoBble 0XUAAKTCS, CBA3aHHbIE C €ro y4yacTueMm B
nccneaoBaHuu.

H) YuacTue cybbekTa B UCCneaoBaHum SBnseTcs 406pOBOSbHbIM, U OH MOXET OTKasaTbCs OT y4acTus unm
BbINTW N3 nccneaoBaHns B nobon MoMeHT 6e3 Kaknx-nmbo caHkumn ans cebs unm noTepu NONOXKEHHbIX
BbIroA.

0) MoHuTopsl, ayantopbl, 3CO/H3K n ynonHOMo4YeHHbIe OpraHbl B TO Mepe, B KaKOoW 3To AonycKaeTcs
3aKoHoAaTeNnbCTBOM, 6yAyT UMETb NPSMON AOCTYN K OPUrMHAMNbHbIM MEAMLMHCKUM 3anucam cybbekTa ans
NpoBepKW Npoueayp U/vMnu AaHHbIX KIMHUYECKOro nccnefoBaHns, He Hapylas npy 3Tom
KOHMMAEHUMANBHOCTM AaHHbIX CybbeKTa, U UYTO CYyObeKT UM ero 3aKOHHbIN NpeacTaBuUTeNb, NOAMNUCHIBAs
MUCbMEHHY0 popMy MHDOPMUPOBAHHOIO Cornacusl, AA€T paspelleHme Ha Takow AOCTyn.

n) 3anucu, naeHtTuduumpytowme cybbekta, 6yayT coXxpaHeHbl B TaiHE M MOTYT OblTb pacKpbITbl TONIbKO B
TOW Mepe, B KaKOM 3TO AOMYCKaeTca 3aKoHOoAaTeNbCTBOM. [Mpu nybnmkaumm pesynbLTaToB nccnenoBaHus
KOHPMAEHUMaNbHOCTb AaHHbIX CybbekTa byaeT coxpaHeHa.

p) Cy6beKkT nnu ero 3aKoHHbI NpeacTaBuTesb 6yaeT CBOEBPEMEHHO O3HAKOMJIEH C HOBOM MHMOpMauunen,
CnocobHOM NOBANATL Ha XenaHue cybbekTa NpoAo/KaTb ydacTMe B UCC/IeA0BaHUN.

c) Jlnua, K KOTOpbIM MOXHO 06paTUTLCS ANSA NONyYeHUs AONOAHUTENbHOW nHdopMauum 06 nccnegosaHnn m
npaBax Cy6beKTOB UCCNeA0BaHUs, a TaKkXe B C/lydae NpUYMHEHUS Bpeaa 340pOBblo CybbekTa B pe3ysibTaTe
ero yyacTtus B UCCNIe40BaHuN.

T) Bo3MoXxHble 06CTOATENBCTBA M/UAKN MPUYMHBI, MO KOTOPbLIM yyacTue cybbekTa B UCCIef0BaHUM MOXET
6bITb NpekpaLleHo.

y) MNpeanonaraemas ANMTENbHOCTb y4acTus CybbekTa B UCCIef0BaHUM.

@) MpubnusntenbHoe KONMYECTBO CybbEKTOB, KOTOpPOE NpeanofiaraeTcs BKAKYUTb B UccneaoBaHue.
4.8.11 MNepen BKIKOYEHMEM B UCCNlef0BaHME CyObeKT WM ero 3aKOHHbIN NpeacTaBuUTeNb AOJIKEH NOAYYUTb
NOANMCAHHbBINA U AaTUPOBAHHbINA 3K3eMNAAp NMMCbMEHHOW (OPMbl MH(POPMMPOBAHHOIO COrnacus n Bce
Apyrue npegocTtasnsieMble cybbekTaM NMCbMeHHble MaTepunanbl. Bo BpeMs yyacTns cybbekTta B
nccnefoBaHnn cybbekT nnu ero 3aKOoHHbIM NpeacTaBuTeNb AO/KEH NOAy4YaTh NOANUCAHHbIE U
AaTMpOBaHHbIE 3K3eMMNsAPbl BCEX NOCNeAyoWnX peaakunin Gopmbl MHOOPMUPOBAHHOIO COM1acUs U KOMWUK
BCEX MOMpaBoOK K APYrMM MUCbMEHHbIM MaTepuanam, NpefocTaBiseMbiM cybbekTaM.

4.8.12 Ecnun B KIMHWYECKOM UCCIefoBaHumM (CBA3aHHOM 60 He CBSA3aHHOM C JIeYEHNEM) yUYacTBYHOT
Ccyb6beKTbl, KOTOpble MOTyT 6bITb BK/IIOYEHbI B UCCIeA0BAHME TO/IbKO HA OCHOBAHWW COMNlacmsl X 3aKOHHbIX
npeacrtasuTenen (HaNpUMep, HeCOBEPLLUEHHOIETHUE, NAaUMEHTbI C BblpaXeHHbIM cnaboyMmnem), To CybbekT
AoKeH 6bITb NpouHdopMMpoBaH 06 nccneaoBaHMM B COOTBETCTBUM C €ro CNOCOBHOCTBIO MOHATL 3TY
nHdbopmMaunto, 1, ecnmn CybbeKT B COCTOSSHUM, OH AOJIKEH noanucaTe N CO6CTBEHHOPYYHO AAaTUPOBaTh
NUCbMEHHYI0 OpMY MHDOPMMPOBAHHOIO Cornacus.

4.8.13 Kpome cny4yaes, onncaHHbIX B 4.8.14, B uccienoBaHue, He CBSAI3aHHOe C neyeHnem (T.e.
nccnegoBaHue, B KOTOPOM He npeanosiaraeTcsl HeNnocpeaACcTBEHHON C MEAULIMHCKON TOYKM 3pEeHUS MOMb3bl
Ansa cybbvekTa), MoryT 6biTb BKIOYEHbI TOIbKO CY6bEKTbl, KOTOPbIE JIMYHO AAt0T CBOE corsiacme u




CO6CTBEHHOPYYHO MOAMWCHIBAKOT N AATUPYIOT MUCbMEHHY0 GOpPMY MH(OPMUPOBAHHOIO
cornacus.

4.8.14 B nccnepoBaHus, He CBSI3aHHbIE C IeYeHneM, CybbeKTbl MOTyT 6bITb BKHOUYEHbI C
COrnacus nx 3aKOHHbIX NpeacTaBMTenen Npu cobnoaeHnmn cneayLmnx yCnoBuii:

a) Llenn nccnenoBaHmst He MoryT 6bITb 4OCTUMHYTbI MOCPEACTBOM UCCEA0BaHUS C
yyactmem cybbeKkToB, KOTOpble MOTyT AaTb CBOE cornacume SIMYHO.

6) Oxugaembii puck ans cybbeKToB He3HauYnTesNeH.

B) OTpuuaTenbHOE BO3AENCTBME HA 340pOBbe CybbeKkTa CBeAeHO K MUHUMYMY U
He3HauYuTeNbHO.

r) NccnepoBaHue He 3anpeLlleHo 3aKoHOAATeIbCTBOM.

A) Ona BkNtoyeHns Takmx cybbeKToB A0/MKHO 6biTb 3anpoLlleHo cneumanbHoe
yTBepxaeHne/onobperne SCO/HIK, yunTbiBatoLee 3TOT acnekT.

MonobHbie nccnegoBaHusa (3a McktoveHneM 060CHOBAHHbIX C/ly4YaeB) AO/MKHbI
NpoBOAMUTbLCS C y4acTMeM NauneHToB, UMelLlWmx 3aboneBaHne, AN Ne4eHns KOToporo
npeaHasHayveH uccrnenyemblt NpoayKT. CybbekTbl B TaKUX UCCNefoBaHUAX AOMXKHbI
HaxoAuTbCs NMoj 0cobo TWaTeNbHbIM HabNAEHNEM, U UX yYacTUEe AO/HKHO 6bITb
npekpalleHo, ecim eCTb OCHOBAHMWS nofiaraTtb, YTO OHW UCMbITbIBAKOT Ype3MepHbIi
anckomdaopT.

4.8.15 lNMpn HEOTNOXHbLIX COCTOSAHUAX, KOrAa A0 BKOYEHUSA B UCCNeAOBaHUE
HEBO3MOXHO MONY4YNUTb COrlacMe caMoro CybbekTa, OHO JOKHO 6bITb 3aMpoLUEHO y ero
3aKOHHOro NpeacTaBuUTenNs, eCiv TakoBOKM NpucyTcTByeT. Ecnu npeasaputenbHoe
cornacue camoro cybbekta HEBO3MOXHO M OTCYTCTBYET €ro 3aKOHHbI NpeacTaBuTesnb, TO
ANsa BKNOYeHUs cybbekTa B uccnenoBaHme A0MKHbI 6bITb NpeanpuUHSTHI
npeaycMoTPeHHble MPOTOKOIOM W/UNN APYrMMU AOKYMEHTAMU U
yTBepXxaeHHble/onobpeHHble DCO/HIK Mepbl, HanpaB/ieHHbIE HA 3alUTy Npas,
6e3onacHocTM 1 6narononyuus cybbekTa, a Takxe obecneunBalome COOTBETCTBUE
HOpMaTUBHbIM TpeboBaHMsAM. CybbeKT UM ero 3aKOHHbIN NpeacTaBuUTeNb A0/KEH ObiTb B
KpaTyanlime CpoKM NoCcTaBfeH B M3BECTHOCTb 06 MccneaoBaHnm, Uy Hero AoMXHO 6biTb
3anpoLLeHo cornacue Ha NpPoAo/IXEHNEe yyacTus B UCCNefoBaHnM, a Takxke agpyroe
cornacue, Kak aTo nonoxeHo (cm. 4.8.10).

4.9 3anucu n oT4éThl

4.9.1 UccnepnoBaTenb Ao/XeH obecneymBaTb NPaBUIbHOCTb, MNOHOTY, pa3bopyMBOCTb U
CBOEBPEMEHHOCTb NpeAoCTaBeHNs CNOHCOPY AaHHbIX, coaepxawmxcsa B PK n Bo Bcex
TpebyeMbix OTYéTaX.

4.9.2 NaHHble B UPK gonxHbl COOTBETCTBOBATb NEPBUYHON AOKYMEHTALUU, U3 KOTOPOM
OHW MepeHeceHbl; UMEKLINECS PacX0oXAEHUA A0MKHbI 6bITb 06BbSCHEHDI.

4.9.3 Jltobble naMeHeHns unmn ncnpasneHms B UPK gonxHbl 6bITb NoanucaHsl,
AaTupoBaHbl, 06bSACHEHbI (MpY HEO6XOANMMOCTN) U HE AOMXKHbI CKpbIBATb
rnepBOHayanbHyo 3anuch (T.e. 4o/MKeH BbITb COXpPaHEH "QOKYMeHTanbHbIN cnea'); 31o
OTHOCUTCS KaK K MUCbMEHHbIM, TaK WU K 3/IEKTPOHHbIM U3MEHEHUSIM NN UCTIPABNEHUAM
(cM. 5.18.4, 0)). CnoHCcOp AO/MKEH NpeaoCcTaBUTb UCCiieaoBaTens M n/mnm nx
YMNOSIHOMOYEHHbIM NPeACTaBUTENSIM UHCTPYKLUMIO O nopsiake ohOpMIeHNS TaKnx
ncnpasneHnin. CNoHCOp AOIKEH MMETb NMUCbMEHHbIE NpoLeAypbl, NpeaycMaTpusatoLLme,
4YTO M3MeHeHus1 unn ncnpasneduns B PK, BHocMMble ero yrnosiHOMOYeHHbIMK
npeacTaBuUTeNsAMn, AOKYMEHTaNbHO 0POPMASAIOTCA, ABNSOTCS HEOH6X0ANUMbIMU U
onobpstoTcs uccnenoBatenem. MiccnepgoBatenb AOMKEH XpaHUTb 3anmncu 06 aTux
N3MEHEHUSX U UCNpaBeHNsX.

4.9.4 WUccnepoBaTenb/opraHmsaumns A0/KHbI BECTU OKYMEHTALUMIO MO UCCNeA0BaHMIO
CcornacHo pasgeny 8 HacTosiwero ctaHgapTa U HOpMaTUBHbLIM TpeboBaHMSAM.
NccnepoBatenb/opraHnsaums A0/KHbI MPUHUMAaTL Mepbl, NpeaoTepallatome cnyvyamHoe
WN npexaeBpeMeHHOe YHUUTOXEHNE STUX AOKYMEHTOB.

4.9.5 OCHOBHble AOKYMEHTbI AO/HKHbI XPaHUTLCS HE MeHee ABYX JIeT NOC/e yTBEPXAEHUS
nocneaHen 3asBKM Ha perucrTpaumio npenaparta B Poccun unm ctpaHe - yyactHuue ICH m
[0 Tex Mnop, NokKa HW oAHa 13 3as8BOK He byaeT HaxoAUTbCSA HA pacCMOTPeHUN U He ByaeT
NaHMpPOBaTbCS HOBbIX 3a8BOK, N He MeHee ABYX JIeT nocne opumumnanbHoOro
npekpaLleHns KNMHM4YeckKon pa3paboTkm nccneayemoro npoayKra. T AOKYMEHThI
OOJIKHbI XpaHUTbCS 6onee ANNTENbHbIN CPOK B C/lydae, ecin 3TO NpeayCcMoTPeHo
HOPMATUBHbLIMW TpeboBaAHUAMU UM 4OTOBOPOM CO CNOHCOPOM. OTBETCTBEHHOCTbLIO

CrNoHcopa siBnseTca MHPOpMUpoBaHUeE nccnegoBaTtesnsi/opraHmsaunm 06 UCTEYEHMM CpoKa XpaHeHUs
AokyMmeHTaumm (cm. 5.5.12).

4.9.6 ®MHAHCOBbIE acMeKTbl UCCNefoBaHMs AOMXKHbI OblTb OTPa)keHbl B 4OrOBOpPE MexAy CMOHCOPOM U
nccneposartenemM/opraHusaumen.

4.9.7 No 3anpocy MoHuTOpa, ayantopa, 3CO/HIK nnn ynonHoOMo4YeHHOro opraHa
nccnepoBartenb/opraHn3aums AoMKHbI 06ecneynTb NpsiMO AOCTYN KO BCEM 3aMuCsM, OTHOCALWMMCS K
MNCCeaoBaHMIoO.

4.10 OT4éTbl 0O X04€e nccneaoBaHus

4.10.1 UccnepoBaTenb gonxeH npeactaBnsatb 3CO/HIK kpaTkne nMcbMeHHbIe OTYETBI O XoA4e
NCCrneaoBaHUs eXeroaHo unu vauwe, ecnm atoro Tpebyetr 3CO/HIK.

4.10.2 UccnepoBaTenb AOMKEH HE3aMeANUTeNTbHO NPeaoCcTaB/isiTb MUCbMEHHbIE OTYETBI cnoHcopy, DCO/HOK
(cM. 3.3.8) 1, B COOTBETCTBYIOLMX CllydasiX, OpraHM3aummn o NtobbiX U3BMEHEHUSIX, CYLLECTBEHHO BAMSAOLWMX
Ha nNpoBeAeHWe UccneaoBaHns U/ unu yBenmumBaloWwmMx puck Ans cybbekTos.

4.11 OT4éTHOCTb NO 6e3onacHoOCTH

4.11.1 O60 BCex cepb&3HbiX HexenaTenbHbIX sBreHusax (CHA) HeobxoanmMo HeMeaneHHO cooblaTb
CMOHCOpY, 3a UckatoyeHnem Tex CHA, koTopble B NPOTOKO/E UK B APYrOoM AOKYMeHTe (Hanpumep, B
6powtope nccnenosaTtens) onpeaeneHbl Kak He Tpebytowme HemeaneHHoro coobuenus. Mocne nepBUYHOro
HeMeaeHHoro coobuieHns HeobxoanMo B KpaTyallume CPOKU NpeacTaBuUTb NOAPO6HBIN MUCbMEHHbIN OTYET.
MepBUYHbIM 1 Nocneaytowme OTYETbl 4OMKHbI MAEHTUPUUMPOBATL CybbEKTOB MCCneaoBaHns no
MPUCBOEHHbIM UM YHUKasbHbIM KOAaM, @ He Mo UMeHaM Cy6beKTOoB, MepCOHanbHbIM MAEHTUDUKALMOHHbBIM
HOMepaM u/unun agpecam. MiccnepoBaTtenb A0/MKEH Takxke cobntoaatb HOpMaTUBHbIE TpeboBaHus,
pernaMeHTupyloLwme npeaoctaBieHne oTYETOB O HEMpeaBUAEHHbIX CEPbE3HbIX HeXeNnaTesbHbIX peakumax
YMNO/IHOMOYEHHbIM opraHam n 3CO/H3K.

4.11.2 060 Bcex HexenaTeNbHbIX SBAEHUAX N/WUNN OTKIOHEHUAX NabopaTopHbIX NoKasaTenen oT HOPMbI,
onpeaeneHHbIX NPOTOKOJ/IOM KakK KpUTUYeckue Ans oueHkn 6esonacHocTn, HeobxoamMmo coobuaTe CoHCOpY
B COOTBETCTBUM C TPEBOBAHUAMMN K OTYETAM M B CPOKWM, ONMpeaeneHHble CMOHCOPOM B MPOTOKONE.

4.11.3 Npwn coobuieHMsAX 0 CMEPTHU MUccreaoBaTenb 06s3aH No 3anpocy cnoHcopa n 3CO/H3K npegoctaBuTb
nobyto AONONHUTENbHY0 UH(OPMaLMIo (HanpuMep, NPOTOKO BCKPbLITUS M MOCMEPTHbIN 3MUKPKU3).

4.12 lMpexaeBpeMeHHOe npekpalleHne nnm NpMocTaHoBKa UCCneaoBaHms

Ecnn no kako-nnbo npuunHe nccnegoBaHne npexaeBpeMeHHo NMpekpaLleHo UM NpMoCcTaHOBIEHO,
nccneposartenb/opraHn3aums A0MKHbI He3aMmeanuTenbHO MHPOPMMPOBaTb CYObEKTOB UCCefoBaHus,
obecneunTb MM COOTBETCTBYIOLLEE leyeHne U HabnoaeHue 1, ecnu NpeaycMOTPeEHO HOPMaTUBHbLIMU
TpeboBaHMsAMU, MHPOPMUPOBATL YNOTHOMOYEHHbIE OpraHbl. Kpome Toro:

4.12.1 Ecnu uccnenoBaTenb NpexaeBpeMeEHHO npekpallaeT Ui npuocTaHaBIMBaeT nccnegoBaHue 6es
npeABapuTENbHOIO COriacus CroHCopa, OH A0/MKEH coobwmTb 06 3TOM opraHusaumm, rae NPpUMEHUMo, u
nccnepoBaTtenb/opraHn3aums Ao/HKHbI He3aMmeanuTenbHo NpoMHdopMmnpoBaTb 06 3TOM CroHCopa U
3CO/H3K u npenoctaBuTb cnoHcopy u 9CO/HIK noapobHoe nnucbMeHHOe 06bSICHEHWE NMPUYUNHBI
MPUOCTaHOBKM UM NMpeKpaLlleHns nccnenoBaHus.

4.12.2 Ecnn cnoHcop npekpallaeT uam npuocTaHaBnmBaeT uccnegosanuve (cMm. 5.21), nccneposartens
OOJKEH He3aMeaInTeNlbHO coobWnTb 06 3TOM opraHM3aunu, rae NpMMeEHNMo, n
nccnenoBaTtesib/opraHm3sauns A0KHbI He3aMeanuTenbHo nponHdopmuposaTtb 06 3ToM DCO/H3K un
npegoctaButb 3CO/H3K nogpobHOe NncbMeHHOe 06bACHEHWE NPUYNHBI MPUOCTAHOBKM MW NMpeKpalleHns
nccnepoBaHus.

4.12.3 Ecnn 3CO/H3K okoH4YaTeNnbHO MM BPEMEHHO OT3bIBaeT yTBepxAeHne/onobpeHne Ha nposeaeHue
nccneposanus (cm. 3.1.2 u 3.3.9), uccnepgosaTtenb AOSHKEH COO6WNTL 06 3TOM OopraHusauun, rae
NpUMEHNMO, N UccneaoBaTenb/opraHn3aums AOXKHbI He3ameanuTenbHo npovHdopMuposaTb 06 3TOM
CMOHCOpa v NpefoCcTaBUTb CMNOHCOPY NOAPO6HOEe NUCbMeHHOe 06bsICHEHNE MPUYNHBI MPUOCTAHOBKM UN
npekpaLleHus nccnegoBaHus.

4.13 UToroBbI OTYET UccnenoBaTens

Ecnun TpebyeTcs, no 3aBepLlUleHUM UCCcnenoBaHns uccnenoBaTesb AO/KeH coobWwmnTb 06 3TOM opraHmM3auunm;
uccnenoBaTtesib/opraHmsauns 4okHbl npeaoctaButb 3CO/H3K kpaTkuii oTYET 06 ntorax uccnenoBaHus, a
Takxe Bce Tpebyemble OTYETbI YNOSTHOMOYEHHbIM OpraHaM.

5 CnoHcop

5.1 ObecneueHune KayecTBa M KOHTPOJIb KayecTBa

5.1.1 CnoHcop oTBeYaeT 3a BHeApPeHWE 1 nogaepXaHue cuctem obecneyeHns 1 KOHTPOss KadecTea C
nucbeMeHHbiMK COl, KOTOpble UMEIOT CBOEN Lenbtlo obecneynTb NpoBeaeHue nccnegosanHus, cbop,
perncrpaumio 1 npeacraB/iieHne AaHHbIX B COOTBETCTBMM C NpoToKosoM, GCP n HOpMaTUBHbIMU
TpeboBaHUAMMU.




5.1.2 CnoHcop oTBeyvaeT 3a obecneyeHne coriacus BCeX BOBMEYEHHbIX CTOPOH Ha
npepoctasfaeHne npamoro goctyna (cM. 1.21) Bo Bce yyacTeylowmne B UCCeA0BaHMU
LEeHTPbl, KO BCEM NEPBUYHbIM AAaHHbIM/AOKYMEHTaM U OTYETaM B LENsX UX MOHUTOPUHra
N ayauTa CrOHCOPOM, a TaKkXe MHCNEKLUMM HaLuNOHaNbHbIMMU U MHOCTPaHHbLIMK
YMNOHOMOYEHHbBIMW OpraHamu.

5.1.3 KoHTponb kayecTBa C/eayeT OCYLEeCTBAATb Ha BCeX 3Tanax paboTbl C AaHHbIMYU,
4TO6bl 06ECNEYNTb NX AOCTOBEPHOCTb M MPaBUIbHOCTL 06paboTKK.

5.1.4 [loroBopbl MexAay CMOHCOPOM U uUccnegoBaTenieM/opraHmsaumen unm nwboi gpyromn
y4acTBYIOLEN B UccnenoBaHny CTOPOHOM AOMXKHbI 6bITb coCTaBfeHbl B MMCbMEHHOM
¢opMe Kak YacTb NPOTOKOMA NN B Ka4YeCTBE CaMOCTOSTE/NbHbIX JOKYMEHTOB.

5.2 KoHTpakTHas uccneaosaTenibckas opraHm3aums

5.2.1 CnoHCOp MOXET MOSIHOCTLIO MM YaCTUYHO nepesaTb 06893aHHOCTU U PyHKUMN,
CBSi3aHHble C NpoBeAeHNEM UCCEA0BaHNSA, KOHTPAKTHON UCCneaoBaTebCKon
opraHusauum, 0gHaKo OTBETCTBEHHOCTb 3@ KayeCTBO M MOJSIHOTY MOJy4YeHHbIX B Xo4e
nccneaoBaHMa AaHHbIX BCEraa NexuT Ha cnoHcope. KoHTpakTHasa uccneaosaTtenbekas
opraHmsaums LOMXKHa OCYLLEeCTBASATb Mepbl N0 06ecneyvyeHnto U KOHTPOJII0 KayecTsa.
5.2.2 MNepepaya KOHTPAKTHOW UCCNeAoBaTeNbCKOM OpraHusaumm ntobbix CBA3aHHbIX C
nccnegoBaHmeM ob6s3aHHOCTEN U PYHKUMA foKHA BbiTb AOKYMEHTanbHO odopMeHa.
5.2.3 Bce cBsi3aHHble C nccnegosaHneM 0683aHHOCTM U PYHKLUMK, HE NepeAaHHble
KOHTPaKTHOM McCcnefoBaTebCKOM OpraHmM3aumm, OCTaloTCs B KOMNETEHUMM CNoHCopa.
5.2.4 Bce, 4TO B HacToOsILLEM CTaHAAPTE KacaeTcs CMOHCopa, TakXe NPUMMEHNMO K
KOHTPaKTHOM MccnefoBaTeNbCKON OpraHmMsaumm B TO Mepe, B KOTOPOM KOHTPaKTHas
nccnepoBaTenbckas opraHusauma NnpuHUMaeT Ha cebst 06a3aHHOCTU U PyHKLUUK
CroHcopa no NpoBeAeHUIO UCCNefoBaHNS.

5.3 MeanumHckas kBanupukaums

CnoHCOp A0/MKEH Ha3HaunTb 06nafatoLnin COOTBETCTBYIOLLEN MEANLNMHCKOM
KBanuduKaumnen nepcoHan, KOTopbii AOMKEH 6bITb BCeraa AOCTYNEH ANS PEeLleHuns
CBSI3aHHbIX C UCCIef0BaHNEM BOMNPOCOB MeAMLMHCKOro xapaktepa. MNpu HeobxoammocTum
ANS 3TOW uenn MoryT 6biTb NpUBAEYEHbl BHELLHWE KOHCYIbTaHThI.

5.4 AnzaiiH uccnenoBaHus

5.4.1 CnoHcop Ao/mKeH NpuBnekaTb KBannduumMpoBaHHbIX nul (Hanpumep,
61MOCTaTUCTMKOB, KIIMHUYECKMX (hapMaKoioroB, Bpayei) Ha BCex aTanax UccnenoBaHus -
oT pa3paboTku npotokona, MPK n nnaHa CTaTMCTUYECKOro aHanmsa 40 NOAroTOBKM
NPOMEXYTOYHOro U UHaNBbHOro OTHETOB.

5.4.2 Takxe cM. pa3gen 6 HacTosiwero ctaHaapTa, pykosoactso ICH "CtpykTtypa u
cogepxxaHue oT4éTa 0 KIMHUYECKOM UCCnefoBaHnn" n opyrme COoTBETCTBYOLME
pykosoacTea ICH no ansaliHy, NpoTOKO/Y U OpraHn3aunmn UccneaoBaHuns.

5.5 MeHenXMeHT nccnegosaHus, paboTa € JaHHbIMM U BeAeHUEe AOKYMeHTaumm

5.5.1 CnoHcop 06s3aH npuerekaTb 061aaatoWwmx COOTBETCTBYOWEN KBanudbukaumen
nuy ans obuiero pykoBoAcTBa nccnenosaHnem, paboTbl C AaHHbIMU, BepUdMKaLumum
AaHHbIX, NpOBeAEHNS CTaTUCTUYECKOro aHanu3a M NoAroToBKM OTYETOB 06
nccneaoBaHun.

5.5.2 CnoHcop MOXeT NpUHATL pelleHne 06 obpa3oBaHNN HE3aBUCMMOIro KOMUTETA NO
MOHUTOPUHTY AaHHbiXx (HKMA) ans paccMoTpeHnst Xo4a KIMHUYECKOro UCCeaoBaHus,
BK/1t0Yas pacCMOTPeHME AaHHbIX No 6€30MacHOCTM 1 OCHOBHbIX NapaMeTpoB

3 dHeKTUBHOCTU, a Takxe ANs BbipaboTKn pekoMeHAauni CNoHCOpY O LenecoobpasHocTm
NPOAOC/IKEHUS, NPeKpaLleHns NccnefoBaHns Uan BHeCEHUS B Hero nameHeHuin. HKMJ
AOJIKEH UMETb NMUCbMEHHbIE OMnepaLnoHHble Npoueaypbl N BECTU NMUCbMEHHbIE 3anucu
BCEX CBOWX 3acefaHui.

5.5.3 Mpwn MCnonb30BaHUN 3/1EKTPOHHbIX CUCTEM Ans paboTbl C AaHHBIMW UCCNeA0BaHUsA
W/Vn 3NEeKTPOHHbIX CUCTEM YAaNEHHOro A4OCTYNa K AaHHbLIM CMOHCOP AOJKEH:

a) ObecneynTb U JOKYMeHTanbHO 0OPMUTL COOTBETCTBUE CUCTEM 3/IEKTPOHHOM
06paboTkn AaHHbIX YCTaHOBAEHHbIM CMOHCOPOM TpeboBaHMAM K NOSIHOTE, TOYHOCTU U
HaAéXHOCTWN AaHHbIX, @ TakXe cTabunbHOCTb AOCTMXKEHNSA Tpebyemoro pesynbTaTta (T.e.
Bannaaumio).

6) NmeTtb COI No MCNOMb30BaHUKD 3TUX CUCTEM.

B) Ob6ecneunTb paboTy cnucteM TakmM 06pa3oM, YTOOblI MOXKHO BbINI0 N3MEHSTb AaHHbIE U
Npy 3TOM BHOCUMbIE M3MEHEHMS 6blIN 6bl 3340KYMEHTUPOBAHbI, @ paHee BBEAEHHbIE

AaHHble He 6bn 6bl yaaneHsbl (T.e. MMeNnca AOKYMEeHTaNbHbI cren).

r) UmeTb cncTteMy 3awwnThbl, NpeAOTBPaALLAOLYI0 HECAHKLUMOHMPOBAHHbIMA AOCTYN K AAHHbIM.

A) IMeTb cnncok nuu, HagenéHHbIX NpaBoOM BHOCUTb U3MEHEHUS B AaHHble (cM. 4.1.5 1 4.9.3).

e) ObecneumBaTb ageKkBaTHOE pe3epBHOE KOMMPOBaHWE AAHHbIX.

%) CoxpaHsATb MaCKMpOBKY B UCCNeA0BaHUAX, MPOBOAUMBIX CNenbiM METOAOM (T.€. COXPaHATb MaCKMPOBKY
npu BBoAe n 06paboTke AaHHbIX).

5.5.4 Ecnun B npouecce 06paboTkn AaHHble TPAaHCHOPMUPYIOTCS, BCeraa AO/HKHa CyLLeCcTBOBaTb
BO3MOXHOCTb CPaBHEHUS MCXOAHbIX AaHHbIX C 06paboTaHHbIMU.

5.5.5 CnoHcop AOMKEH NCNOb30BaTb YHUKANbHbIN naeHTUdUKaumoHHbIM ko cybbekTa (cm. 1.58),
No3BONAKWMNIA MASHTUHULMPOBATb BCE AAaHHbIE MO KaXAOMY CybbekTy.

5.5.6 CnoHcop wnu apyrue Bnagenblbl AaHHbIX AO/KHbI XpaHUTb BCE OTHOCSLLMECS K CMTOHCOPY OCHOBHblE
OOKYMEHTbI N0 uccnefoBaHuio (CM. pasaen 8 HacTosWwero ctaHgapTa).

5.5.7 CrnoHCcop AOMXKEH XPaHUTb BCE OTHOCALWMECSH K HEMY OCHOBHbIE JJOKYMEHTbI MO UCCNEA0BAHMIO B
COOTBETCTBUM C HOPMATMBHbLIMW TPebOBaHUAMU TeX CTpaH, B KOTOPbIX MPOAYKT 0406peH n/vnun B KOTOPbIX
crnoHcop cobupaeTtcst 0bpaTnTbCs 3a ogo6peHmem.

5.5.8 Ecnun cnoHcop npekpallaeTt KAnHMYecKyto pa3paboTky nccnegyemoro npogykrta (Mo o4HOMY UK BCEM
nokasaHusaM, NyTsM BBeAEHMUS, NIEKApPCTBEHHbIM OpMaM), OH AONXKEH XPaHUTb BCE OTHOCALWMECS K
CMOHCOPY OCHOBHbIE AOKYMEHTbI MO UCC/IeA0BAHUIO B TEeYEHNe Mo KpavHen mepe ABYyX NeT C MOMeHTa
odurumanbHOro npekpalleHms pa3paboTku UM B COOTBETCTBMN C HOPMATUBHbIMW TpeboBaHMSAMU.

5.5.9 Ecnun cnoHcop npekpallaeTt KNMHU4YecKyto pa3paboTky nccnegyemoro npoaykTa, OH A0/MKEH coobWwmTh
06 3TOM BCEM y4acTBYIOLWMM B UCCIeA0BaHUM UccneaoBaTensmM/opraHn3aunsmM n ynosHOMOYEHHbIM
opraHam.

5.5.10 Jliobas nepepaya npas cO6CTBEHHOCTM Ha AaHHble AoKHa OblTb AOBeAeHa 40 CBeAeHUS
YMO/THOMOYEHHbIX OpPraHoB B COOTBETCTBUM C HOPMATUBHbLIMK TpeboBaHMAMMU.

5.5.11 OTHOCSIWMeECS K CNOHCOPY OCHOBHblE AOKYMEHTbI AO/KHbI XpaHUTLCS HE MeHee ABYX JIeT nocne
yTBEPXAEHUS nocnefHen 3asaBKW Ha permcrpauunto npenaparta B Poccum unm ctpaHe - yyactHumue ICH n go
Tex Nnop, Noka HY ofHa U3 3as8BOK He ByJeT HaXO0AMTbCSH Ha pacCMOTPeHUM U He ByaeT nNnaHMpoBaTbCs
HOBbIX 3a8BOK, WM He MeHee ABYX N1eT nocne opuumanbHOro npekpalwieHms KnnHmyeckon dasbl
pa3paboTku uccneayemoro npoaykra. T AOKYMEHTbI AOJIKHbI XPaHUTbLCS 6onee AnnTeNbHbIN CPOK B
cflyyae, ecnv 3To NpeAyCMOTPEHO HOpMaTUBHbIMKM TpeboBaHMAMM UNnM Heo6XoAMMO CNOHCOPY.

5.5.12 CnoHcop fonXeH B MUCbMEHHOW dopMe MHDOpMMpoBaTb UCCeaoBaTenen/opraHmsaumnm o
HeobxoAMMOCTN XpaHeHUsl CBA3AHHbIX C UCCIeA0BaHMEM 3anncen, a Takxe NMCbMEHHO N3BECTUTb UX, Kak
TONbKO HE06X0AMMOCTb B AafibHENLWIEM XPaHEHMUM OTNAKET.

5.6 Bbibop uccneposatens

5.6.1 CnoHcop HeCcET OTBETCTBEHHOCTb 3a BbI6Op nccnegosateneii/opraHnsaunin. Kaxabli nccnegosartenb
OOJKEH MMeTb KBanudukauuio, onbiT n pecypcbl (cM. 4.1, 4.2), AoCTaTOYHble ANS NPOBEAEHUS
nccnenoBaHus, ANns KOToporo oH Bblb6paH. ECnn B MHOMOLEHTPOBbLIX MccnefoBaHUsax HeobxoammMo
OpraH1M3oBaTb KOOPANHAUMOHHbBIN KOMUTET 1U/unun BblbpaTb KOOPANHATOPOB U3 YMCa UccrefoBaTenemn, 1o
3TO siBNsieTcs 06593aHHOCTbIO CNOHCopa.

5.6.2 [lo noanucaHusa gorosopa c uccregosatenem/opraHmsaumen Ha nposBeaeHne nccnegoBaHus CnoHCop
AOSKEH NpefoCTaBUTb UCCeaoBaTeNto/opraHn3anumn NpoTokon u 6poLopy nccnenoBaTens B TEKyLLen
peaakuum 1 aatb nccnenoBaTesnto/opraHn3anmm 4OCTaTOYHOEe BpeMs A1 03HAaKOMIEHUS C MPOTOKOSIOM U
npeaocTaBieHHOM nHdopMaumen.

5.6.3 CrnoHcop A0MKeH NoAy4YuTb Cornacue uccrnenoBaTensi/opraHnsanmm:

a) NpoBOAUTbL UccnenoBaHne B cooTBeTcTBUM ¢ GCP n HopMaTMBHbIMK TpeboBaHuaMu (cM. 4.1.3), a Takxe C
MPOTOKOJIOM, COr/TaCcoOBaHHbIM CO CMOHCOPOM M yTBEpXAeHHbIM/oa06peHHbIM DCO/H3K (cM. 4.5.1);

6) cobnogaTb npoueaypbl perncTtpaunn/npeacraBneHns AaHHbIX;

B) Ha NpoBeAeHMe MOHUTOPUHIra, ayauTa U uHcnekuuni (cm. 4.1.4);

') XpaHWTb OCHOBHbIE JOKYMEHTbI, CBSI3@HHble C UCC/Ief0BaHMEM, A0 TeX NOP, MOKa CMOHCOP He coobwmnT
uccnenoBaTesnto/opraHmsanmmn, YTo 3T A4OKYMeHTbl 6onblie He TpebytoTtcs (cM. 4.9.4 n 5.5.12).

CnoHcop 1 nccnenoBaTtenb/opraHn3auns AO/MKHbI NOANNCATb MPOTOKOS MM MHOW AOKYMEHT,
MOATBEPXAAILWNI 3TO cornacue.

5.7 PacnpepeneHune obsizaHHoOCTEN

[o Havana uccnenoBaHMs CNOHCOP AOMXKEH YCTaHOBUTb M pacnpenennTb BCe CBA3aHHble C UCCIef0BaHMUEM
06513aHHOCTM U PyHKLUMN.

5.8 KomneHcauuun cybbektam u nccnegoBartensm

5.8.1 Ecnu npeaycMOTPEHO HOpMaTMBHbIMK TpeboBaHMSIMM, CNOHCOP AO0/KEH 06ecneynTb CTpaxoBaHue uimn




rapaHTMpoBaTb OPUAMNYECKYIO U (PUHAHCOBYIO MOAAEPXKKY UCCneaoBaTens/opraHmsaumm
B C/lyyae npeabsiB/ieHNs UM NPEeTEH3UN, CBA3AaHHbIX C UCCeAoBaHMEM, 3@ UCKITIOYEHNEM
Tex NpeTeH3un, KOTopble BO3HUK/N B pe3yJibTaTe yMbICNa UM HEOCTOPOXHOCTU CO
CTOPOHbI UCCreaoBaTens UM YeHOB UCCeaoBaTeNIbCKOro KoneKTnaa.

5.8.2 MpaBuna 1 npoueaypbl CNOHCOpPa AOXKHbI NpeaycMaTpuBaTb BO3MELLEHNe
pacxonoB Ha fledyeHne CybbeKToB B Cllyyae NpuUYMHEeHUs Bpeaa nx 340pOBbio B
pesynbTaTe UX y4actusi B UCCNeA0BaHUM B COOTBETCTBUM C HOPMATUBHbIMU
TpeboBaHUAMMU.

5.8.3 Ecnu cybbekTbl MccnegoBaHns nosyyaroT KOMMNEeHcaumoo, Nopsaaok u cnocob
KOMMEeHcaunun AONXHbl COOTBETCTBOBAaTb HOPMATMBHbIM TpeboBaHUAM.

5.9 ®uHaHcMpoBaHue

®durHaHCOBbIE acneKTbl UCCNeaA0BaHNS A0KHbI 6blTb JOKYMEHTanbHO 0dOpMeHbl B BUAE
[0roBopa Mexay CroHCOPOM M uccnenoBaTeneM/opraHnsaumen.

5.10 YBegomneHue ynosHOMOYEHHbIX OpraHoB/nogava 3asiBK1 B YNOJIHOMOYEHHbIE
opraHbl

[0 Hayana KAMHMYEeCKoro nccneaoBaHns cnoHcop (MM CNOHCOP COBMECTHO C
nccneposaTteneM, ecm 310 NpeaycMOTPeHO HOPMATUBHbLIMU TpeboBaHNAMKN) AOKEH
nogaTtb B COOTBETCTBYIOLLME OpraHbl Bce TpebyeMble 3asiBKM ANSt UX paCCMOTPEHUs,
NPUHATUSA U/ MK NONYYEHUS pa3peLleHns HayaTb nccnenoBaHue (B 3aBMCUMOCTH OT
HOpMaTUBHbIX TpeboBaHuin). Bce yBeaoMNeHNs/3asBKM AOMKHbI 6bITb 4AaTUPOBaHbI U
coAepxaTb AOCTAaTOYHY MHbOpMauuto ansa naeHTmdukaumm npoTokona.

5.11 NoaTeBepxaeHne paccMoTpeHns CO/HIK

5.11.1 CnoHcop AOJ/XEeH NOMyYuTb OT MccnepoBaTens/opraHmsauumn:

a) HanmeHoBaHue n agpec OCO/H3K nccnepoBaTens/opraHmsaumm;

6) noaTeBepxaeHue ot 3CO/HIK Toro, 4To OH OpraHusoBaH u gencteyeT cornacHo GCP un
COOTBETCTBYIOLEMY 3aKOHOAATENbCTBY;

B) AOKYMeHTanbHO oopMieHHoe yTBepxaeHne/onobpermne CO/HIK u, no TpeboBaHumio
CroHCcopa, KOMNUIo TeKkyLlel BEpCMM NPOTOKO/a, MMCbMEHHON OpMbl MHDOPMUPOBAHHOIO
cornacms un nbbix Apyrux NpeaocTaBnseMblx CybbekTaM NMCbMEHHbIX MaTepuasnos, a
TaKXe onuvcaHve AenNCTBUIN Mo NpuBAeYeHnto Cy6BbEKTOB K y4acT1IO B UCCNefoBaHnu,
OOKYMEHTOB, OTHOCSILLUMXCS K MpeAyCMOTPEHHbIM Ans Cy6beKkToB BbiniaTam u
KOMMNEeHcauunsMm, 1 nobbiX NHbIX AOKYMEHTOB, KOTOPble MO BbiTb 3aTpeboBaHbl
SCO/H3K.

5.11.2 Ecnmn 3CO/H3K obycnoBnunsBaeT Bblgavy CBOEro yTsepxaeHus/onobpeHns
BHECEHMEM U3MeHeHWUIN B Kakme-nnbo acnekTbl MccnefoBaHwsl, HanpuMmep B NPOTOKON,
NMUCbMEHHYI0 POpMYy MHDOPMUPOBAHHOIO Cornacus unu nobble nHble NpegocTaBnsemMble
cybbekTaM NMCbMeHHble MaTepuanbl U/unu apyrue npoueaypbl, CNOHCOP A0SHKEH
Nnoay41Tb OT UCCNefoBaTensl/opraHn3anmnm Konmm BCEX U3MEHEHHbIX AOKYMEHTOB U AaTy
nony4yeHHoro yteepxaeHunsi/ogobperHmns 3CO/HIK.

5.11.3 CnoHcop AoKeH Nony4YnTb OT UCCregoBaTens/opraHmsaumm JOKyMeHTauuo u
[aTbl 1106bIX NOBTOPHbLIX yTBEPXAeHUI/ogqobpeHnn DCO/HIK, a Takxe pelueHuii o6
OT3bIBE WM MPUOCTAHOBKE paHee BblAAHHOIO YTBEpPXAeHUs/oa06peHus.

5.12 NHdopmaumsa 06 nccnegyembix npoaykrax

5.12.1 Mpw nnaHNMpoBaHMM NCCNeAOBaHNIN CMOHCOP AOMXEH pacnosaraTb AOCTaTOYHbIM
06BEMOM MONYyYEHHbIX B AOK/IMHUYECKUX U/UMN KIIMHUYECKUX NCCNEeA0BaHUAX AaHHbIX MO
6e3onacHoCTM N 3 PEeKTUBHOCTH, OMpaBAbIBaOLWMX MPUMEHEHME NCCeayEeMOro
NpoAyKTa C UCMOSIb30BAaHNEM COOTBETCTBYIOLWMX NyTel BBEAEHUS U 403 Npu
COOTBETCTBYIOLLEN ANUTENBHOCTU U B COOTBETCTBYHOLLEN NONYNAUnn.

5.12.2 CnoHcop foxeH 06HOBNSATL 6poLltopy uccnenoBaTtesist No Mepe NosyyeHmnst HoBon
CylLecTBeHHOM nHdopmMaumnm (CM. pasgen 7 HacTosiwero ctaHaapTa).

5.13 MNpoun3BOACTBO, YNakOBKa, MapKMpPOBKa M KOAMPOBAHME UCCneayeMbixX NpoayKTOB
5.13.1 CnoHcop gonxeH obecneunTb, YTOObI NCCNenyeMble NPOAYKTbl (BKIOYas, B
COOTBETCTBYIOLMX CyYvasix, akTMBHbIe npenapaTbl CpaBHeHUs n nnauebo) nmenu
XapaKTepPUCTMKKM, COOTBETCTBYOLWME CTaann pa3paboTkm AaHHbIX NPOAYKTOB, 6blin
nponsBeAeHbl B COOTBETCTBUM C NMPUMEHMMbIMUK TpeboBaHuamMn GMP un, B
COOTBETCTBYIOLMX CyYasx, 3aKOANPOBaHbI U MapKMpoBaHbl TakuM 06pa3om, 4Tobbl
obecneunTb 3aWmMTy MacKMpoBku. KpoMe TOro, MapkmMpoBKa A0JI)XHa COOTBETCTBOBAaTb
HOpPMaTUBHbIM TpeboBaHMsM.

5.13.2 CrnoHcop AO/MKEH onpeaennTb ANs uccneayembiX NpoayKTOB TEMMeEpaTypy XpPaHeHUs, ycnosus
XpaHeHus (HanpuMmep, B 3alUMLLEHHOM OT CBETa MecCTe), CPOK XpaHeHUs, pacTBOpUTENM U Npoueaypbl Ans
pa3BeaeHns U BOCCTAHOBMIEHMS, @ TakXe, eC/M TakoBble NpeayCMOTPEHbl, YCTPOMUCTBA AN BBEAEHUS
npoaykTa. CnoHcop A0/MKeH MHGOopMMpoBaTb 06 3Tnx TpeboBaHMsX BCe BOBNEYEHHbIE CTOPOHbI (Hanpumep,
MOHWTOPOB, UccnegoBaTenein, NPoOBU30POB, UL, OTBETCTBEHHbIX 3@ XpPaHeHWe).

5.13.3 Wccnepyemble NpoAyKTbl AOMKHbI 6bITb ynakoBaHbl Tak, YTO6bl MpeaoTBpaTUTb UX 3arps3HeHne m
obecneynTb X COXPaHHOCTb (MPUrOAHOCTb) NPU TPAHCMOPTUPOBKE N XPAHEHUU.

5.13.4 Ansa nccnepoBaHWin, B KOTOPbIX UCMOMb3yeTCs Cenor MeToa, cMcteMa KOAMPOBaHUS UCCienyemoro
NPOAYKTa AO/KHA BKOYaTb B Cebs MexaHW3M, NO3BONSAIOLWNIA, B SKCTPEHHbIX cny4vasx, 6bicTpo
naeHTMdUUMpoBaTb NPOAYKT, HO, B TO XX€ BPeMsl, He AOMYCKaloLWwmnii BO3MOXHOCTN HE3AMETHO PacKpbITbh
Koa.

5.13.5 Ecnm nekapcrBeHHas opmMa nccnegyemoro NpoAaykta Uauv npenapata CpaBHEHUS Ha KIIMHUYECKOM
3Tane n3yyeHus 6bina CyWweCcTBEHHO N3MEHeHa, TO A0 MCMNOJIb30BaHMUS HOBOW /IleKapCTBEHHOM (opMbl B
KJIMHUYECKUX UCCNeA0BaHUAX AO/MKHbI 6bITb NOMyYeHbl pe3ynbTaTbl NH06bIX AOMOMHUTENbHBIX UCCNef0BaHNUN
AaHHOW NnekapCcTBEHHOM opMbl NpoaykTa (HanpuMep, CTabuibHOCTU, PacTBOPUMOCTU, BUOAOCTYNHOCTH),
Heob6xoauMble AN OLEHKM TOro, CNOCO6HbI 1M AaHHblE U3MEHEHUS CYLUECTBEHHO MOBAUSATb Ha
(hapMaKoKMHeTUYeCcKnit npodusib NpoayKTa.

5.14 MocTaBka uccneayembix NpoOAYKTOB U npaBuna obpalueHms C HUMn

5.14.1 CnoHcop oTBe4YaeT 3a NOCTaBKy uccneaoBaTento/opraHm3aunn nccneayemMoro npoaykra.

5.14.2 CnoHcop He JoMXeH NOCTaBNsATb UCCNeAYyeMbI MPOAYKT UCCNeAoBaTeNnto/opraHmsanmm o Tex nop,
rnoka He Mony4mT BClo TpebyeMyto AoKyMeHTaumio (Hanpumep, yTeepxaeHmne/ogobperHmne 3CO/HIK n
YNOSIHOMOYEHHbIX OpPraHoB).

5.14.3 MNucbMeHHble Npoueaypbl CNOHCOPa AO/IKHbI BKAOYaTbh B Ce6S MHCTPYKUUK ANs
nccnegosaTensi/opraHmsaumm no npaBuaaM xpaHeHUs nccnegyemoro npoaykra n obpalleHms ¢ HUM, a
TakXe Mo BeAeHWIO COOTBETCTBYIOLLEN AOKYMeHTaumun. MNpoueaypbl 4OMKHbI ONUCbiBaTh 6e3onacHoe
nosly4yeHne uccrneayemoro npoaykra, obpalleHme ¢ HUM, ero XpaHeHue n Bblgady, U3bsaTue
HENCNoNIb30BaHHOIO MUCCNeayeMoro NpoaykTa y cybbekToB 1 BO3BpaT ero cnoHcopy (nmbo nHoe
pacnopsiXeHne Hencnosb30BaHHbIM NPOAYKTOM, €C/I1 3TO CaHKUMOHMPOBAHO CMOHCOPOM U COOTBETCTBYET
HOpMaTUBHbIM TpeboBaHMUAM).

5.14.4 CnoHcop AOJ/IKEH:

a) obecneynTb CBOEBPEMEHHYO NMOCTABKy UCCeayeMblX NPOAYKTOB UCCNea0BaTeNaM;

6) AOKYMeHTMpOBaTb NOCTaBKM, MNONyYEHUE, BblAa4vy, BO3BPAT U YHUYTOXeEHWE (IM60 MHOEe pacnopsikeHue)
nccnepyembix NpoAykToB (CM. pasaen 8 HacTosiwero ctaHgapTa);

B) MMETb CUCTEMY BO3BpaTa UCC/eAyeMoro NpoayKTa U AOKYMEHTUPOBAHUSA NoAO6HOro nsbsATua (Hanpumep,
0T3blBa 6pakoBaHHOro NpoAykKTa, BO3BpaTa NpoAyKTa NocC/e OKOHYaHUS UCCef0BaHUS UAn No UCTEYEHUN
CpoKa rogHocTu);

r) UMeTb CUCTEMY YHUUTOXEHMUS (TMB0 MHOro pacnopsKeHUs1) HEUCMNOIb30BaHHbIX UCCNeayeMblX MPOAYKTOB
M AOKYMEHTUPOBAHUSA NOAOOHOr0 YHUUTOXEHMS (IO MHOIO pacrnopsi>XeHuns).

5.14.5 CnoHCOp AO/MKeH:

a) MNpuHATb Mepbl N0 obecneyeHnto CTabuUnbHOCTU NCCNeayeMblX NPOAYKTOB Ha MPOTSXEHMM BCEro nepuoaa
MCMNOSIb30BaHMSA.

6) UMeTb gocTaToOYHOE KOIMYECTBO UCMOJSIb3YEMOro B UCCNIeA0BaHMNSAX UCCIeqyeMoro NpoaykTa, 4tobbl
noATBEPAUTb, B CydYae He0H6X0ANMMOCTH, ero COOTBETCTBUE cneundurkaumsaM, a Takxe BeCTn y4ET aHanms3oB
1 XapakTepucTuk obpasuos npoaykta us naptmm. B 3aBucumMocty ot ctabunbHOCTM 06pasubl AOKHbI 6bITb
coxpaHeHbl MM60 A0 OKOHYaHWUS aHanu3a AaHHbIX MO UCCnefoBaHuo, TM6oO B TeyeHue Cpoka,
onpeaenéHHoro COOTBETCTBY MMM HOPMATUBHLIMU TPeBOBaHMSIMU, NCXOAS U3 TOrO, Kakol nepuoa,
anseTca bonee ANUTENbHbIM.

5.15 [ocTtyn K 3anucam

5.15.1 CnoHcop Ao/mKeH NpeayCMOTPETb B MPOTOKONE UAN MHOM NMUCbMEHHOM cornaweHnn 06s3aHHOCTb
nccneposaTens/opraHnsaumm obecrnednTb NPSIMOM AOCTYN K MEPBUYHbBIM AAHHbIM/AOKYMEHTauMmM ans uenemn
MOHWUTOPWHTra, ayanTa, akcnepTusbl 9CO/HIK, a TakKe MHCMEKLUM CO CTOPOHbI YMOJTHOMOYEHHbIX OPraHoB.
5.15.2 CnoHcop ponxeH ybeantbCcs B TOM, YTO KaXAbli Cy6beKkT Aan NMCbMEHHOEe cornacme Ha npsiMon
OOCTYN K ero OpurMHasnbHbIM MEAULIMHCKUM 3anncaM Ansa uenem MOHUTOPUHra, ayauTa, SKCnepTu3bl
3CO/H3K, a TakXe MHCNEeKUMN CO CTOPOHbI YNMOJITHOMOYEHHbIX OPraHoB.

5.16 UHdopMaums, oTHocswasca kK 6esonacHoOCTH

5.16.1 CnoHcop oTBe4YaeT 3a NOCTOSAHHYIO OUEeHKY 6e30nacHOCTU nccneayembix NpoAyKTOB.

5.16.2 CnoHCOop AO/MKEH He3aMeaINTENbHO YBEAOMUTbL BCEX 3aHATLIX B UCCIef0BaHUN
vnccnegosarenei/opraHmsagnm, a Takxe YnosHOMOYEHHbIE OpraHbl O MOyYeHHbIX AaHHbIX, KOTOpble MOryT




HebnaronpuaTHO 0Tpa3nTbCsa Ha 6e30nacHOCTM Cyb6beKkToB, MOBAMSATL Ha NpoBeAeHME
nccnenoBaHus NMbo n3aMeHUTb yTBepxaeHne/onobpenmne SCO/HIK Ha npoaomkeHne
nccnenoBaHus.

5.17 CooblieHnsa o HexenaTesbHbIX peakuusx

5.17.1 CnoHcop AoKeH B BO3MOXHO 60/1ee KOPOTKUI Cpok coobLiaTtb BCeEM
y4yacTBYHOLWMM B UCCneaoBaHUn nccnegosatensam/opranmsaumsam, 9CO/HIK, roe ato
TpebyeTcs, a TakXe YNoSIHOMOYEHHbIM opraHaM 060 BCeX HexernaTeNbHbIX peakuusx,
KOTOpble OAHOBPEMEHHO SAABNSOTCS CEPbE3HBbIMU U HenpeaBUAEHHbIMA.

5.17.2 Takune akcnpecc-oT4ETbl A4O/MKHbI COOTBETCTBOBATb HOPMATUBHbLIM TpeboBaHNAM U
pykoBoacTBy ICH "OueHka AaHHbIX N0 KIMHUYECKON 6e30MacHOCTU: TEPMUHONOMNSA U
CTaHAapTbl 3KCNpecc-oTY4ETHOCTM".

5.17.3 CnoHcop AoMXeH NpeacTaBnisaTb Ha PaCCMOTPEHUE YNOSTHOMOYEHHbBIM OpraHaM Bce
HOBble AaHHblE U Nepuoanyeckme oT4ETbI N0 6He30NacHOCTM UCCefyeMoro NpoayKTa B
COOTBETCTBUN C HOPMATUBHbLIMWU TpeHbOBaHUAMMN.

5.18 MOHUTOPUHI

5.18.1 Uenb

Llenbio MOHUTOPUHIra UCccnefoBaHus SBSIETCS NPOBEpKa TOro, YTo:

a) MNpaBa u 6narononyyne cybbeKTOB 3alLMLLEHbI.

6) MpeacrtaBneHHble AaHHbIe ABASIOTCA TOYHBIMWU, NMOSIHBIMW U MOATBEPXAAIOTCS
NepBUYHOM AOKYMEHTauMen.

B) NccnepoBaHme NpoBOoANTCS B COOTBETCTBUM C YTBEPXKAEHHOW TeKyLLEeNn Bepcmen
npotokona/nonpasok, GCP n HopMaTUBHbLIMW TPebOBaAHUAMM.

5.18.2 Bblbop MOHUTOPOB U UX KBanudukaums

a) MOHWUTOPbI AOMKHBI HAa3HAYaTbCS CMIOHCOPOM.

6) MOHWTOPbI AOMKHBI MMETb COOTBETCTBYIOLLYO NOArOTOBKY, @ Takxe obnaaaTb
HaYYHbIMW U/UNN KITUHUYECKMMU 3HAHUSIMU, HEOOXOAMMBIMU ANt NPOBEeAEHUS
Haanexallero MOHUTOpUHIa nccnegoBaHus. Keanndukaums MOHUTOPOB A0KHA 6biTh
noATBEPXAEeHa AOKYMEHTAsbHO.

B) MOHMTOPbI A0/KHbI AeTafbHO 3HATb UCCneayeMble NPOAYKTbl, MPOTOKO/, MMCbMEHHY0
¢popMy MHDOPMMPOBAHHOIO COrlacusl U BCe Apyrue npegocraBfisieMble cybbekTam
nncbMeHHble MaTepuansl, COIM cnoHcopa, GCP u HopMaTMBHble TpeboBaHMS.

5.18.3 O6béM n cogepxaHMe MOHUTOPUHra

CnoHcop gonxeH obecneunTb Haanexalnim MOHUTOPUHT nccnegoBaHnin. CnoHcop
[OJIKEH onpeaenvTb HeobxoanMble 06bEM M coaepXaHMe MOHUTOPUHIa UCxoas m3
uenen, 3agad, METOA0I0MMU, CIOXHOCTU, MackMpoBkM, 06bEMA N oLLeHMBaEMbIX
napameTpoB uccrneaoBaHus. Mo obuiemMy npaeuny, C Leblo MOHUTOpPUHIa TpebyeTcs
nocewatb UccnenoBaTeNnbCKMe LEeHTPbI A0, BO BPEMS U MOCNe OKOHYaHUS UCCNefoBaHus.
OaHaKo B UCKIHOUUTENbHbBIX CyYasix COHCOP MOXET pelnTb, YTO MOHUTOPUHT 6e3
BU3UTOB B UCCNeA0BaTeNbCKME LEeHTPbl B COYETAHUM C TakKMMK nNpoueaypamn, Kak
TPEHVHI 1 NpoBeAeHMe COBELUaHMI nccnenoBaTtenen, npegocraBneHne um nogpobHoro
NMUCbMEHHOro pyKOBOACTBa MOXET rapaHTMpoBaHHO obecneunTb Haanexallee
nposeAeHne nccneaosaHnsa B cootsetcteum ¢ GCP. CtaTuctuyeckn onpeaenseMble
KOHTPOJIbHbI€ BbIBOPKW MOrYT CNYXWUTb NpUEMAEMbIM METOAOM A5 0T6opa NpoBepsieMblX
OAHHbIX.

5.18.4 O653aHHOCTN MOHMTOpPA

MoHUTOp, B COOTBETCTBUM C TpebOBaHMSAMU CNOHCOpPaA, A0/HKEH obecneynTb Haanexatlee
nposeAeHne N JoKyMeHTanbHoe oopMieHne uccnenosaHms. C aTOW Lenblo MOHUTOP,
Korga yMecTHoO U Heo6XxoaMMOo C yYETOM KOHKPETHOro UccneaoBaHus u
NccneaoBaTeNbCKoOro LEeHTpa, BbINMOMHAET HMUXenepeyncneHHble 4eNCTBuN:

a) BbicTynaeTt B kayecTBe OCHOBHOIO CBS3YHOLLEro 3BeHa MexAay CrOHCOPOM U
nccnepoBaTenem.

6) MpoBepseT B Ha4ane n Ha NPOTSXKEHUN BCEro UccneaoBaHUsl afekBaTHOCTb
KBanudukauum n pecypcos nccnegosatens (cm. 4.1, 4.2, 5.6), a Takxe AOCTAaTOYHOCTb
ansa 6e3o0nacHoOro M Haanexalero NpoBeAeHNs UCCNefOoBaHMA UMEIOLMXCS NIOACKUX U
MaTepuasnbHbIX pecypcoB, Bk/oyas nabopartopum, o6opynosaHue 1 nepcoHan.

B) B oTHOWweHMN nccneayembix NpoAyKTOB MOHUTOP MPOBEPSIET Cneaytollee:

1) cpoKkKM M yCnoBus XpaHEHUS NMPUEMIEMbI U KOJIMYECTBO AOCTAaTOYHO A0 KOHUA
nccnenoBaHus;

2) uccnepyemble NpoAyKTbl NOy4aloT TO/IbKO Te€ CyH6beKTbl, KOTOPbIM OH Ha3Ha4yeH, 1 B A03aXx,
YCTaHOBIEHHbIX MPOTOKO/I0M;

3) cybbekTam npepocTtaBneHbl HEO6X0AMMbIE MHCTPYKLUUU MO NPaBUIbHOMY NPUMEHEHUIO UCCNenyeMbIX
NpoAYKTOB, 06paLLeHNto C HUMU, UX XPaHEHWIO U BO3BpaTY;

4) nony4yeHue, NpUMEHEHWE 1M BO3BpaT UCCeayeMbiX NPOAYKTOB B UCC/IeA0BaTE/IbCKOM LieHTpe A0SIKHbIM
06pa3oM KOHTPONMPYIOT 1 0OPMASAIOT AOKYMEHTaNbHO;

5) yHuuToxXeHue (1Mbo nHoe pacnopsikeHne) HENCMNOIb30BaHHbIX UCCNeayeMbIX NPOAYKTOB B
NCCNeaoBaTeNIbCKOM LIEHTPE OCYLLEeCTBASIOT B COOTBETCTBUM C HOPMaTUBHbLIMKU TpeboBaHMSMKU U NO
COrnacoBaHMIo CO CMOHCOPOM.

r) MpoBepsieT cobnogeHne nccnegoBaTeneM yTBEPXAEHHOIO NPOTOKOA U BCEX YTBEPXAEHHbIX NOMNPaBoK K
HEeMy, ec/in TaKkoBbl€ UMEIOTCS.

A) MposepsieT, 4To6bl NNCbMEHHOE MHDOPMUPOBAHHOE COrslacuMe Kaxaoro cybbekTa 6b110 NosyyYeHo Ao
Hayana yyactus B uccnenoBaHuu.

e) ObecneumBaeT HannMume y nccnegoBaTtens Tekylen pegakunmn 6powwtopbl nccnegoBaTens, BCex Apyrmx
[OKYMEHTOB W MaTepunasnos, HEO6X0AMMbIX ANS NPOBeAeHUs UccnefoBaHWs Haanexawmnm obpasom u B
COOTBETCTBMM C HOPMATUBHbIMK TpeboBaHUAMK.

%) ObecneunsaeT TO, 4TO6bI UCCNeAoBaTENb U €ro COTPYAHUKN, 3aHATbIE B nccnenosaHnn, boam
A0CTaTO4HO MHMOPMUpPOBaHbI 06 UccnegoBaHUK.

3) MpoBepsieT, 4YTo UccneaoBaTesnb U €ro COTPYAHUKN, 3aHATbIE B UCCNEf0BaHWUN, BbINMOAHSAIOT CBA3aHHbIE C
nccnegoBaHmeM 0693aHHOCTU B COOTBETCTBMM C NMPOTOKOJSIOM U BCEMU APYTMMU NMUCbMEHHbBIMU
cornaweHnsiMn Mexay CroHCOpPOM W UccreaoBaTenieM/opraHm3anmein u He nepeaatoT BbINOSHEHNE CBOUX
YHKUNI HEYNOSTHOMOYEHHbIM NNLAM.

n) MNposepsieT cobnoaeHne nccnegosaTenem KpuTepues otbopa Npu BKIKOYEHUN CY6bEeKTOB MCCNeA0BaHMUS.
k) CoobliaeT 0 ckopocTu Habopa cybbeKkToB B UccnenoBaHMe.

n) MposepsieT NpaBWUIbHOCTb, MOIHOTY M CBOEBPEMEHHOCTb PErnMCTPaLMn AaHHbIX B MEPBUYHbLIX U APYTUX
OTHOCSILLMXCS K UCCNEAOBAHUIO OKYMEHTaX, a TakXXe NopsaoK UX BeAeHUS.

M) MpoBepsieT, YTo uccneaoBaTenb NpeaocTaBnseT Bce TpebyeMble OTYETHI, YBEAOMAEHNS, 3aNpoCkl U
noaobHble JOKYMEHTbI U YTO OHUW SIBASIOTCS MPaBUbHbIMW, MOMHbLIMU, CBOEBPEMEHHBLIMU, pa3bopumBbIMY,
AaTMpOBaHbl U NAEHTUDULMPYIOT UCCea0BaHNE.

H) MNMpoBepsieT NpaBUALHOCTb U MOMHOTY AaHHbIX B MPK, NepBMYHbIX AOKYMEHTaX U APYTrMX OTHOCSLLMXCS K
WNCCNeaoBaHUIO 3anmMcsax NyTéM COnocTaBneHns nx mexay cobow. B 0cobeHHOCTU, MOHUTOP AOMXEH
NpoBepuUTb Creaytollee:

1) npaBunbHOCTL BHECeHUS TpebyeMbiX NPOTOKOOM AaHHbIX B PK 1 nx cooTseTcTene AaHHbIM B
NepBUYHONM AOKYMEHTauUumn;

2) ntobble n3MeHeHns A03bl U/MAN Tepanum YeTKO AOKYMEeHTaslbHO ODOPMNSAIOTCS ANS Kaxaoro cybbekra
nccnenoBaHus;

3) HexxenaTenbHble ABNEHUS, CONYTCTBYIOLLEE SIeHEHNE U UHTEPKYPPEHTHbIE 3ab601eBaHNs perncTpupyoTcs
B NPK B COOTBETCTBUM C NMPOTOKOJIOM;

4) nponyLeHHble Cy6bbeKTOM BU3UTbI, HENPOBEeAEHHbIE aHaAM3bl U HEBbINOIHEHHbIE 06cnefoBaHNSA SCHO
oTpaxeHbl B MPK Kak TakoBble;

5) Bce cnyyam uckntodeHns 1 BbibbiBaHMA Cy6beKTOB U3 UCCIeA0BaHMA 3aperncTpupoBaHbl U 06BbACHEHbI B
NPK.

0) CoobLaeT uccnegosaTtento o A0bbIX gonyleHHbIX B MPK owmnbkax, nponyckax n Hepa3bopumnsbix
3anucsax. MOHUTOpP A0/KEH NPOCNeanTb 3a TeM, YTO6bl COOTBETCTBYIOLWNE UCNIpaBieHus, AobaBneHms nnm
BblY4epKMBaHUA 6bIn caenaHbl, AaTMpoBaHbl, 06bACHEHbI (ecnn Heob6XxoAMMO) 1M NoAnncaHbl CaMuM
nccnegosaTenieM M60 YNOSHOMOYEHHbBIM Ha NOAMNUCaHWE 3a Hero naMmeHeHunn B MIPK uneHom
NccneaoBaTeNbCckoro KosnekTuea. JaHHble NOAHOMOUYNS AOMKHBI 6bITb 3aKpenieHbl AOKYMEHTasbHO.

n) MNMpoBepsieT cobnogeHne CpoKOB COOBLLEHNSA O HEXeNaTeNbHbIX ABEHUAX, onpeaeneHHbix GCP,
npoTokosoM, 3CO/H3K, cnoHCOPOM M HOPMATMBHbLIMK TpeboBaHUAMMU.

p) MNpoBepsieT BeaeHne nccnegoBaTesieM OCHOBHbIX JOKYMEHTOB (CM. pasaen 8 HacTosero ctaHgapTa).
c) CoobuaeT nccnegoBatento 06 oTKIOHEHUAX OT npoTokona, COM, GCP u HopMaTMBHbIX TpeboBaHMi, a
TakXxe npeanpuHMMaeT Heob6XxoaMMble AENCTBUS C LeNbio NpeaoTBpaTUTb NOBTOPEHME NoAo6HbIX
OTK/IOHEHUN.

5.18.5 MNpoueaypbl MOHUTOPUHIA

MoHuTOp AomxkeH cobntogaTtb NucbMeHHble COMM cnoHcopa, a Takxe npoueaypbl, cneunanbHO
ornpeaesieHHble CNOHCOPOM A1 MOHUTOPUHIA KOHKPETHOro NCCNeAoBaHus.

5.18.6 OTYéT MOHUTOpa

nnu npmoctaHoBkn. ICO/HIK Takxe AokeH 6biTb HeMeaNeHHO MHPOPMUpPOBaH CNOHCOPOM MK




a) MNocne kaxaoro BU3NTa B UCCNEAOBATENbCKUIA LEHTP WIWN CBA3@HHOMO C
nccneaoBaHMeM KOHTaKTa MOHUMTOP AO/KEH NPeACTaBUTb CMOHCOPY MUCbMEHHbIN OTYET.
6) OTYéTbl fONXKHbI BKOYaTb B ceba AaTy, HAMMEHOBaHWE LUeHTpa, UMS MOHUTOpaA, UMS
nccnenoBaTens WM MHOro AnMua, € KOTOPbIM COCTOSICS KOHTaKT.

B) OTUETbI AO/KHbI COAepXaTb KpaTkoe onncaHue o6bekToB NpoOBEpPKK, coobLieHne
MOHMWTOPA O CYLUECTBEHHbIX AaHHbIX/daKTax, OTKIOHEHUAX U HeAOCTaTKax, BbIBOAbI,
onucaHue AeNCTBUIA, NPeanpuHATLIX M60 NAaHMpyeMbiX U/Unn pekoMeHayeMbIxX Ans
obecneuenus cobnioaeHns TpebosaHmin npotokona, GCP 1 ynonHOMOYEHHbIX OpraHoB.
r) NpoBepka CNOHCOPOM OTYETa M nocneayoLmne 4eACTBUS NO HEMY AO/KHbI 6bITb
AOKYMEHTaNIbHO O(POPM/IEHbI YNO/THOMOYEHHbIM NpeacTaBuUTeNIeM CNOHCOpa.

5.19 Ayaut

MNpu npoBeaeHun ayauTa B Npeaenax Mep, HamnpasieHHbIX Ha obecnevyeHne KavyecTsa,
CMOHCOPbI AOMXKHbI YYUTbIBATb:

5.19.1 Uenb

Llenbto cnoHCcopckoro ayanTa, NpoBOANUMOro OTAE/bHO M HE3AaBUCUMO OT PYTUHHbIX
PYHKLUNIA MO MOHUTOPUHIY U KOHTPOJIIO KayecTBa, SBSeTCS OLeHKa COOTBETCTBUS
npoBoAMMOro uccneagoBaHmnsa npotokosny, COM, GCP n HopMaTuBHbIM TpeboBaHUAM.
5.19.2 Bbi6op n kBanudukaums ayamntopos

a) Ans npoBeaeHns ayauTa CMOHCOP AO/MKEH HA3HAYUTb 1L, HE3ABUCUMbIX OT
KIIMHUYECKNX UCCefoBaHui.

6) CnoHcop 06s13aH yA0OCTOBEPUTLCS B TOM, YTO ayAMTOpbl 06/1a4aloT AOCTaTOYHOWN
KBanudukaumemn, T.e. NOArOTOBKON M OMbITOM, A1 NPOBEAEHNS ayaMTa Haa/1exallimm
obpaszom. Kanudukaums ayamtopa AokHa 6biTb noaTBEpXKAEHA AOKYMEHTanbHO.
5.19.3 Mpoueaypebl ayanta

a) CnoHcop aonxeH ybeanTbCs, YTO ayanT KIMHUYECKUX NCCnefoBaHnii/nporpamm
NpPOBOAMUTCS B COOTBETCTBMM C MUCbMEHHbLIMW NPOLEAypaMu CNIOHCOPa, ONpeaensowmMMm
06beKkT ayanTa, MeToabl NMpoBeAeHUs ayauTa, 4acToTy ayaMToB, a Takxe hopMy 1
copepxxaHue oT4éToB 06 ayauTe.

6) PaspaboTaHHbIN CNOHCOPOM MMaH ayauTa v Npoueaypbl ayauta UccnefoBaHus
AOJIKHbI 6bITb ONpeaeneHbl 3Ha4YMMOCTbIO @HHOI0 UCCNef0BaHNS ANS No4aun 3asBOK B
YMNOSIHOMOYEHHbIE OpraHbl, KOIMYeCTBOM Cy6beKTOB, Y4acTBYOLWMX B UCCeA0BaHUN,
TUMOM U CNOXHOCTbIO NCCNEAOBAHUS, CTENEHbBIO pUCKa AN CybbeKToB UccnenoBaHus, a
TaKkxXe A0/MKHbI 6bITb MPUHATBEI BO BHMMaHWe Niobble BbisiB/IeHHble Npobiembl.

B) 3aMeyaHus 1 BbIBOAbI ayAuTa AOKHbI OblTb 0POPMIIEHbI AOKYMEHTANbHO.

r) Ana coxpaHeHus He3aBUCUMOCTU U LLEHHOCTU DYHKLUUM ayanTa YNOJIHOMOYEHHbIE
opraHbl He AOXHbl B PyTUHHOM NOpsiAKe 3anpawnBaTb OTY4ETLI 06 ayauTe.
YNonHoOMo4YeHHble opraHbl MOryT obpalaTbcs 3a 4ONYCKOM K 0T4é€TaM 06 ayauTe, ecnm
UMeITCA CBMAETENbCTBA CepbE3HOro HecooTBeTCcTBMA GCP, nnu B cny4dae cyaebHbix
pa3bupaTtenncrs.

A) Ecnn a1o TpebyeTcs COOTBETCTBYIOLUMM MECTHbBIM 3aKOHOAATENLCTBOM WU
NoA3aKOHHbIMW aKTaMK, CMIOHCOP AO/HKEH NpeacTaBUTb CBUAETEIbCTBO O NPOBEAEHHOM
ayaure.

5.20 HecobntoaeHne npuMeHnMbIX TpeboBaHum

5.20.1 HecobntoaeHune npotokona, COM, GCP n/vnn cooTBeTCTBYOLWMX HOPMATUBHbIX
TpeboBaHun nccnegoBatenemMm/opraHmsaumen Uan COTPYAHMKOM CMOHCOPa AOKHO BECTH
K 6e3oTnaratefnbHbIM AENCTBUSIM CMOHCOPA, HanpaB/ieHHbIM Ha obecneyeHne nx
cobnogeHuns.

5.20.2 Mpwn obHapyxeHUn B XO4E€ MOHUTOPUHIa UM ayauTa CePbE3HbIX U/ nnn
NOBTOPSIOLIMXCS Crly4YaeB HecobntoaeHns NPpUMMEHUMbIX TpeboBaHUI CO CTOPOHbI
nccnegoBaTens/opraHmsaumm CNOHCOP AO/KEH MpeKpaTUTb yyacTme
nccneposaTtens/opraHusaummn B uccnenoBaHum. Ecnm yyacrtue
nccnepoBaTens/opraHmsaumm NpekpaLwLeHo B pesynbrtaTe CepbE3HbIX U/ Mnm
NOBTOPSIOLWMNXCSA Crly4aeB HecobntoaeHns NpUMMeHUMbIX TpeboBaHUI, CMOHCOP AO/MKEH
6e3oTnaratenbHO yBeAOMUTb 06 3TOM YNOHOMOYEHHbIE OpraHbl.

5.21 [JocpoyHoe npekpalieHne nan NpuocTaHoBKa NUCCef0BaHNs

Ecnn nccnepoBaHne 4OCPOYHO NpeKkpaLLieHo Uan NpuocTaHOBAEHO, CMOHCOP AO0MXKEH
He3ameaInTeNbHO CoobWNTbL nccnegoBaTensiM/opraHmsanmsm U ynosHOMOYEHHbIM
OopraHaM o npekpaleH1UM UM NPUOCTaHOBKE, a TaKXe yKa3aTb NPUYMHbI MpeKpaLlleHns

nccneposaTenemM/opraHmsaumnen (B COOTBETCTBMM C HOPMATUBHbIMU TpeboBaHUSAMMK), B TOM YUCIE U O
NpUYNHAX NMpeKpaLleHns UM NpMoCcTaHOBKM UCCeaoBaHus.

5.22 OTYET 0 KJIMHUYECKOM UCCeq0BaHUU/UCMbITAaHUN

HezaBucmmo oT Toro, 661710 M UCcCneaoBaHMe 3aBepLUEHO MO NPOTOKOY UM NpeKpaLleHo AOCPOYHO,
CMOHCOp AonxeH obecneyunTb COCTaB/IEHWE U NPEeACTaB/IEHME B YNOSIHOMOYEHHbIE OpraHbl (B COOTBETCTBUU C
HOPMATUBHbIMK TpebOBaAHNAMN) OTHETOB O K/IMHMYECKOM nccnenoBaHnmn. CNoOHCOP TakxXe A0MKeH
obecneynTb COOTBETCTBME OTHETOB O K/IMHUYECKOM UCCef0BaHUN, BXOASLNX B COCTaB 3asBKU Ha
perncrpaumio, ctaHgaptam pykosoacTtea ICH "CTpykTypa n coaep>XaHue OTY4ETOB O KIIMHUYECKOM
nccnenosanun"” (Mpumedanme - Pykosoacteo ICH"CTpyKTypa 1 cogep)xaHue OTYETOB O KIIMHMYECKOM
nccnenoBaHuMM" yKasbiBaeT, YTO B OTAEMbHbIX Cly4YasX MOryT 6biTb NpUeMieMbl COKpalLleHHble OTYETHI. )
5.23 MHOroueHTpoBble UccneaoBaHus

Mpy MHOrOLEHTPOBbIX NCCNEAOBAHUSAX CMIOHCOP AO/KeH obecneunTb cneayollee:

5.23.1 Bce uccnepnosaTenu NpoBOAST UCCNef0BaHNE B CTPOMOM COOTBETCTBMU C MPOTOKOJIOM,
COrnacoBaHHbIM CO CMIOHCOPOM U, ecnn TpebyeTcs, C yNONHOMOYEHHbIMW OpraHaMun u
yTBEpXAeHHbIM/oa06peHHbIM DCO/HIK.

5.23.2 UPK paspaboTtaHbl Takum obpasom, utobbl cobpaTb Bce TpebyeMble AaHHbIE U3 BCEX LIEHTPOB,
Yy4acTBYOLWMX B MHOrOLEHTPOBOM UCCefoBaHuK. TeM nccnenoBaTensiM, KotTopble cobupator
AOMONHUTENbHbIE AaHHbIE, AOMXKHbI BbITb TakXe NpegocTaBneHbl AononHuTenbHble UPK, paspaboTaHHblie
ansa céopa AONONHUTENbHbBIX AAHHbIX.

5.23.3 065a3aHHOCTM nccnenoBaTenen-koopaMHaTopoB M APYrnx nccnenosartenen JOKyMeHTanbHO
3aKpenseHbl 40 Hayana nccnefoBaHus.

5.23.4 Bcem uccnegoBaTensam npefocTaBfieHbl MHCTPYKUMK NO CO6MI0AEHMI0 NPOTOKOA, EANHbBIX
CTaHAApPTOB OLEHKN KNMHUYEeCKnX 1 nabopaTopHbIX AaHHbIX, @ Takxe no 3anonHeHuto NPK.

5.23.5 CBa3b Mexay uccnenosaTtensMm He 3aTpyaHeHa.

6 MNMpoTOKON KNMHUYECKOro nccnefoBaHns 1 NONpaBku K NPOTOKONY

Mo obwemy npaBuny, cogep>xaHue NpoToKoNa UCCNefoBaHMs AOKHO UMETb YKa3aHHYH HUXE CTPYKTYpPY.
OpaHako nHdopMaums, MMerowas OTHOLWEHME TOIbKO K OAHOMY WCCef0BaTeNbCKOMY LIEHTPY, MOXET 6bITb
npeacTaBfieHa Ha OTAeNbHbIX CTPaHMLUax NpOTOKOA UK COAEPXATbCS B OTAE/IbHOM COMMalleHnm, a YacTb
npuBeAEHHOW HMXe MHpOPMaLMM MOXET TaKXKe CoAepXaTbCsA B APYruX AOKYMEHTax, CCbIJIKM Ha KOTopble
MMeTCS B MPOTOKONE, Hanpumep B 6polutope nccnegoBaTens.

6.1 O6wasa nHhopmaums

6.1.1 HasBaHue npoTokona, naeHTUdUKauUMOHHbI HOMEpP NPOTOoKoa u aaTta. Jliobas nonpaBka Takxe
OOJKHA MMEeTb HOMep MonpaBku 1 AaTy.

6.1.2 HanmeHoBaHMe/MsA 1 agpec CnoHCOopa U MOHMTOPa (€CNIN OHU pasnMyaoTCcs).

6.1.3 IMS 1 AO/MKHOCTb NNL, YNOJHOMOYEHHbIX OT MMEHU CMOHCOpa NOAMMCHIBaTb NPOTOKO U NOMpPaBKu K
NpoTOKOnNy.

6.1.4 M5, AOMKHOCTb, agpec 1 HoMep TenedoHa Ha3Ha4YeHHOro CMNOHCOPOM MeAMLMHCKOro akcnepTa no
AaHHOMY UCCneaoBaHUIo.

6.1.5 IMs n BomKHOCTb nccnenoBaTenel, OTBEeYaloLWmMX 3a NpOBeAEHME UCCNIeA0BaHMS, @ Takxe agpeca u
HOoMepa TenedOoHOB KIMHNUYECKUX LLEHTPOB.

6.1.6 M5, 4OMKHOCTL, agpec 1 HoMep TenedoHa KBanuuUUMpPOBaAHHOIO Bpaya, OTBEYaloLWero 3a NpuHsaTmMe
BCEX pelleHui MeaMLUMHCKOro xapakTtepa (ecnn gaHHOe MU0 He SABNSIETCS UccnenoBaTenem).

6.1.7 HanmeHoBaHus 1 agpeca KINHMYEeCKMX nabopatopuin 1 apyrmx MEANLMHCKUX U/NNN TEXHUYECKMX
cnyx6 u/vnu opraHusaunin, BOBMIeYEHHbIX B UCCNefoBaHuMe.

6.2 ObocHOBaHWe nuccnenoBaHus

6.2.1 HasBaHue 1 onucaHme nccnenyemblX NPoAyKTOB.

6.2.2 CBOAHOE M3M0XeHWE NOTEeHLUMANbHO MMELWMX KIMHUYECKYIO 3HaYMMOCTb pe3y/ibTaToB
AOK/IMHUYECKMX UCCNef0oBaHWUM, @ TakXXe pe3ysibTaToB KJIMHUYECKUX UCCNeA0BaHUI, 3HAYMMbIX ANS AAaHHOIO
nccnepoBaHus.

6.2.3 KpaTkoe onucaHue U3BeCcTHbIX U MOTEHLUMANbHbIX PUCKOB M MOMb3bl AN Cy6beKTOB UCCnefoBaHus,
€eC/n TakoBble€ MMELOTCS.

6.2.4 OnucaHue n obocHoBaHMe cnocoba BBeAEeHUS, AO3MPOBKM, PEXMMA AO3MPOBAHUS U Kypca SIe4YeHuns.
6.2.5 YkasaHue Ha TO, 4YTO nccrnenoBaHme byaeT NpoBOANTLCS B COOTBETCTBUM C NpoTokonom, GCP un
HOpPMaTUBHbIMK TpeboBaHUAMN.

6.2.6 OnucaHue nccnegyemon nonynsaumm.

6.2.7 CCbINKN Ha NMTepaTypHble UCTOYHMKM W AaHHble, CyLleCTBEHHbIe ANa nccnefoBaHns m
npeacrasnsowme cobon 060CHOBaHME AAHHOMO UCCIeA0BaHMUs.

6.3 Llenn n 3apayv nccnegosaHmns




[JeTanbHoe onucaHue uenen u 3agad nccnegoBaHms.

6.4 Qn3anH nccnegoBaHus

HayyHas 060CHOBaHHOCTb MCCNefoBaHUS U AOCTOBEPHOCTb NMOTYYEHHbIX B MCCNEeA0BaHUN
AaHHbIX CYLLECTBEHHO 3aBUCAT OT An3aliHa nccnenosanuns. OnnucaHne ansanHa
nccneaoBaHMsa AOMKHO BKIOYaTbL B cebs:

6.4.1 YKa3zaHne OCHOBHbIX U AOMOAHUTENbHbLIX (MPU HANWYUKN) Nccnenyemblx
napameTpoB, KOTopble 6yayT OLEHUBATLCS B XOAE UCCNeA0BaHus.

6.4.2 OnucaHue TMna/am3ariHa NpoBoANMOro UccnenoBaHns (Hanpumep, ABOMHOE
cnenoe, nnauebo-KOHTPOIMPYEMOE, NapanienbHoe) 1 rpaduyeckyto cxemy AusaliHa
nccneaoBaHus, npoueayp v 3TanoB UCCeaoBaHuUs.

6.4.3 OnucaHue Mep, HanpasfEHHbIX HA MUHUMM3aLMIO/UCKTIOYEHNE CYObEKTUBHOCTH, B
TOM yucne:

a) paHaoMusaumu;

6) cnenoro MeToaa/MacKMpoBKMU.

6.4.4 OnncaHue UCnonb3yemMoro B UCCeA0BaHNU IeYeHUs, LO3MPOBKM N CXEMBbI
NpUMEHEHUS nccnegyembix NpoayKToB. Takxe BKOYaeT B cebs onncaHue
NleKapCcTBEHHON (hOpMbl, YNaKOBKM U MapKUPOBKMK UCCefyeMbiX NPOAYKTOB.

6.4.5 Oxunaaemas NPOAONXKUTENBHOCTb Y4acTusl CybbekToB B UCCef0oBaHWUN, onmucaHme
nocnefoBaTeNbHOCTM W NPOAOC/IKNTENBHOCTU BCEX MEPMOAOB NUCCNENO0BaHUS, BKIOYas
nepuvoa nocneayrowlero HabnoaeHusl, ecnm TakoBo NpeayCMOTPEH.

6.4.6 OnuncaHune "npaBun OCTaHOBKN" UK "KpUTepUEB UCKOYEHUS" ANs OTAENbHbIX
Cyb6beKkTOoB, YacTel UccnefoBaHns UNn UCCNefoBaHNs B LIENOM.

6.4.7 MNMpoueaypbl y4é€Ta uccnegyembix NpoayKToB, BK/OYas, Npyu Hanuumu, nnauebo um
npenapatbl CPaBHEHMUS.

6.4.8 XpaHeHne paHAOMU3aLMOHHbBIX KOAOB U NMpoLeaypbl UX PackpbITUS.

6.4.9 MNepeyeHb BCeX AaHHbIX, perncTpupyembix HenocpeacteeHHo B UPK (T.e. 6e3
npeaBapuTENbHON 3anNUcK B MMCbMEHHOM UAWN 3N1EKTPOHHOM BUAE) U paccMaTpuBaeMbIX B
KayecTBe MepBUYHbIX AAHHbIX.

6.5 OT60p M UCKIUYeHNe cybbeKkToB

6.5.1 Kputepun BkioueHus cybbekToB.

6.5.2 Kpntepum HeBKIOUYEHNS CYOBEKTOB.

6.5.3 Kputepun nckntoueHns cybbekToB (T.e. OCHOBaHUSA NnpekpaweHns npuMeHeHus
nccneayemoro NpoAyKTa/uccneayemoro neveHmns), a Takxke npouenypsl, onpegensiolme:
a) Korga n kak cybbeKkToB UCKOYaTb U3 UCCeaoBaHUs/NevyeHns nccnegyembim
NPOAYKTOM.

6) Kakune gaHHble U B Kakne CPOKM AO/KHbI 6bITb CO6paHbl MO UCKTHYEHHbIM
nauneHTam.

B) 3aMeHeHbl NN 1 KaknuM o6pa3om BbibbiBLINE CYOBEKTI.

r) Mocneaytowee HabnoaeHne 3a cybbekTaMmn, UCKIOYEHHBIMW U3 TeYeHns
nccneayembiM NpoayKTOM/UccneayembiM eHeHneM.

6.6 JleyeHune cybbekTOB

6.6.1 OcyuecTBnsieMoe neyeHne, BKYas Ha3BaHMs BCeX NPOAYKTOB, UX AO3MPOBKMU,
yacToTy npuéma, nyTn/cnocobbl BBEAEHMS, @ TaKXe NPOAO/DKUTENBHOCTb SleueHus,
BK/1IOYAs Nepuoabl Nocneaytowero HabnaeHnsa 4na Kaxaon rpynnbl nedeHns
nccneayembiMn NpoayKTamu.

6.6.2 JlekapcTBa/cnocobbl NeveHus, NpUMeHeHne KOTOPbIX paspeLleHo (BKIoYas
HEOTNOXHYIO TEPanuio) AN He paspeLleHo 40 U/WUK BO BPEMS UCCIIEA0BaHUS.

6.6.3 MeToabl KOHTPONS 3a cobnoaeHMeM npouenyp cybbekTamu.

6.7 OueHka 3(pheKTUBHOCTH

6.7.1 MNepeyeHb napameTpoB 3HEKTUBHOCTU.

6.7.2 MeToAbl N CPOKW OLEHKMW, perncTpaumm n aHannsa napameTpos 3PPeKTUBHOCTY.
6.8 OueHka 6e3onacHocTh

6.8.1 MNepeueHb NapameTpoB 6e30MacHOCTM.

6.8.2 MeToAbl U CPOKM OLEHKMK, perncrTpaumm n aHanunsa napamMmeTpos 6e3onacHoOCTy.
6.8.3 TpeboBaHus K 0T4éTaM, NpoLeaypbl MO perncrpaumm n coobLeHnaM o
HeXxenaTenbHbIX ABEHNAX U MHTEPKYPPEHTHbIX 3abonesaHnsax.

6.8.4 MeToa 1 NPOAONXUTENBHOCTb HabnaeHMs 3a cybbeKTaMm nocsne BO3HUKHOBEHMS
HeXxxenaTenbHbIX ABAEHWN.

6.9 CratucTtuka

6.9.1 OnucaHue CTaTUCTUYECKMX METOAO0B, KOTOpblE NpeanosiaraeTcs MCNob30BaTb, BKAOYAS CPOKMU
KaXk4oro naaHMpyeMoro npoMexyTo4HOro aHanusa.

6.9.2 MnaHupyeMoe Konn4ecTBo Cyb6bekToB. B cnyyae MHOrOLEHTPOBbIX MCCNef0BaHUI AOKHO 6biTh
onpeaeneHo niaaHMpyeMoe KOMM4ecTBo Cy6bekToB B KaxaoM LeHTpe. O6ocHoBaHMe pa3mepa Bblbopku,
BKJ1I04As PACCyXAEHUS UK BbluMCeHns ans 060CHOBaHMSA CTaTUCTMYECKON MOLHOCTM UCCNefoBaHUs U
KJIMHWYECKOM NpPaBOMEPHOCTUN UCCNeaoBaHus.

6.9.3 MNpuMeHsieMbIN YpPOBEHb 3HAYMMOCTW.

6.9.4 Kputepuun npekpawleHns nccnenoBaHms.

6.9.5 Mpoueaypbl Yy4éTa OTCYTCTBYIOLINX, HE MOAJEXALUMX aHANN3Y N COMHUTENbHbIX AAHHbIX.

6.9.6 Mpoueanypbl coobueHns o nobbIX OTKIOHEHUSAX OT NEPBOHAYaNbHOrO0 CTaTUCTUYECKOro niaHa (Bce
OTKJIOHEHUS OT NepBOHaYasbHOrO CTaTUCTUYECKOrO MiaHa AOJKHbI 6bITb ONMCaHbl U 060CHOBaHbI B
npoTokone n/mnu puHanbHOM oT4Y€TE 06 nccrnenoBaHumn).

6.9.7 OT60p CcybBLEKTOB AN aHanunsa (Hanpumep, BCe paHAOMU3NPOBaHHbIe Cy6beKTbl, BCe CybbeKThI,
nony4ymsLine xoTs 66l OA4HY A03y MCCenyeMoro npenapaTta, Bce cybbekTbl, COOTBETCTBYOLWME KPUTEPUSAM
oTbopa, cybbeKTbl, AaHHble KOTOPbIX NPUrOAHbI A5 OLEHKW).

6.10 MNpsamMor focTyn K NepBUYHBLIM AaHHbIM/AOKYMeHTauum

CroHCop A0/MKeH NpeAyCMOTPETb B MPOTOKONE MW MHOM NMUCbMEHHOM COrnalleHnn 06593aHHOCTb
nccneposartenei/opraHmsaunini He NpensaTCTBOBaTb NPSAMOMY AOCTYNY K NEPBUYHBIM AAHHbLIM/AOKYMEHTauUnm
ANS NpOBeAEHUS CBSA3AHHbIX C UCCIeA0BAaHMEM MOHUTOPUHIA, ayauTa, STUYECKOM 3KCNEepPTU3bl, a Takxe
MHCNEKLUWM CO CTOPOHbI YNOJTHOMOYEHHbIX OPraHoB.

6.11 KoHTponb kayecTBa 1 obecneveHne kavecTsa

6.12 ITnka

OnuncaHne 3TMYeCcKnX acrnekToB UCCeAoBaHus.

6.13 PaboTta c AaHHbIMK U BeaeHWe 3anucen

6.14 ®GuHaHcMpoBaHWe 1 CTpaxoBaHue

DUHAHCMpOBaHMe N CTpaxoBaHWe, €C/I OHU He OMWCaHbl B OTAENbHOM A0roBOpe.

6.15 Myb6nunkaumm

Monutrnka B OTHOLWeEHMW NybaMKaumin, ecnm oHa He onucaHa B OTAE/IbHOM A0roBOpe.

6.16 MNpunoxeHuns

(MpumeyaHue - MoCcKobKY MPOTOKOA UCCNeAoBaHUsA U OTHET O KIIMHUYECKOM UccneaoBaHnn/McnblTaHnm
TECHO CBsA3aHbl, AN AOMNOMHUTENBHOM MHdOpMaummn cM. pykosoacTso ICH "CTpykTypa n cogepxaHue
OT4YéTa 0 KJIMHUYECKOM uccnegosaHumn".)

7 bpoultopa nccnegosartens

7.1 BeegeHune

Bpowtopa nccnegosatens (BU) npeacraBnset cobort CBOAHOE U3MNOXEHNE KIIMHUYECKUX U JOKIIMHUYECKMX
OAHHbIX MO NUccneayemMoMy NpoAyKTYy, KOTOpPblE MMEIOT 3HaUYeHne ANS ero n3y4yeHuns € yyactmeM venoBeka B
KauvecTBe cybbekTa nccnegosaHus. HasHaueHmem BU siBnsieTca npenocTtaBnieHmMe uccnenoBaTensiM U Apyrum
nvuaMm, BOB/IeYEHHbIM B NpOBeAeHNe nccneaoBaHnsl, HGopMaLmm, noMoratowen NOHNMaHUIo un
CcO61104EHNI0 MHOTUX CYLLUECTBEHHbIX MOJSIOXKEHUI NPOTOKOMA, TakKUX KakK A03a, YacToTa/nepuoanyHocTb 403,
cnocobbl BBeAEHMS, a TakxXe npoueaypbl MOHMTOpUHra 6esonacHocTn. BU Takxe obecneunsaeT noHMMaHue,
cnocob6cTBytollee KITIMHUYECKOMY BeAEeHMIO CYObeKTOB UCCNeAoBaHNsl B TeYeHNe Kypca KIIMHNUYECKOoro
nccnenosanus. MHdopmMauna gonxHa 6biTb NpeacTaBsieHa B KpaTKOM, NPOCTON, 06BbEKTUBHOM, B3BELUEHHOWN
M NINLIEHHON peKsiaMHOro oTTeHka opMe, No3BONASOWEN KIMHULNCTY UK NOTEHLMANbHOMY
nccnepoBaTento NoHATL eé u chopMnpoBaTh CBOK COBCTBEHHYHO 06BEKTUBHYIO OLEHKY LienecoobpasHocTm
npeanaraeMoro uccneaoBaHust UCXoAst U3 COOTHOLLEHUS pUCKa M Monb3bl. Mo 3TOM NpuynHe B
penakTupoBaHun B 06bIYHO AOMKEH NPUHMMATL ydYacTne MeAULIMHCKUIA IKCNEPT, HO coaepxxaHne bBU
AOJXHO 6bITb 0406peHo crneumnanucTaMmmn Tex obnacrei, rae 6611M NOAyYeHbl ONUCbIBAaEMblE AAHHbIE.
Hacroawmn ctaHaapTt onpeaensieT MUHMManbHbl 06BEM MHDOPMaunmM, KoTopas A0MXKHA ObiTb BKIOYEHA B
BW, n naét pekoMeHaaLmMm No CTPYKTYype U3N0XeHUs aaHHOM nHdopMauun. MNMpeanonaraercsi, YTo XxapakTep
1 06bEM AOCTYNHOM MHdOpMaumn ByayT U3IMEHSATLCS B 3aBMCUMMOCTM OT CTaamn pa3paboTkn nccnenyemoro
npoaykTa. Ecnu uccnenyembln NpoAyKT HaXOAUTCS Ha pbiHKE M 6ONbLUMHCTBY MPaKTUKYOLWKNX Bpayen
XOpOLO M3BECTHbI ero apmakonornyeckme csoncrea, b/ moxeT 6biTb MeHee nogpobHown. ae 370
[O0MNyCcKaeTCsl YNOJHOMOYEHHbIMM opraHamu, BMecto bW MoryT 6biTb nCcnonb3oBaHbl MaTepuarnsl,
cofepixalme 0CHOBHY MHMOPMaUUIo 0 NpoAyKTe, NMNCTOK-BKIaAbIW MM MHDOPMauusa Ha STUKETKe nNpu
YCNOBUW, YTO aNbTEPHATUBHbIN BapuMaHT COAEPXUT aKTyasbHY0, BCECTOPOHHIOW U NOAPOGHYIO
nHdpopMaumio 060 BCeX XapaKTepucTukax nccnegyeMmoro NpoaykKTa, KOTopble MOryT 6biTb BaXHbl ANs
nccneposartens. Ecnv 3apernctpupoBaHHbId NPOAYKT UCCnefyeTcs Ha npegMeT HOBOro NpuMeHeHus (T.e. no




HOBOMY nokasaHuto), BU gomxkHa 6bITb cocTaBneHa € y4ETOM HOBOro npuMeHeHus. bU
cnefyeT nepecMaTpuBaTh HE pexe O4HOro pasa B roa W, npy Heob6xoANMMOCTH, AOMNONHATb
B COOTBETCTBMW C NMUCbMEHHbLIMU NpoueaypaMm cnoHcopa. B 3aBMCMMOCTM OT cTagmm
pa3paboTkun NpoayKTa M NO Mepe NOCTYNAeHUs HOBOM 3HAa4YnMMon nHdopmauum BN MoxHO
AONoNHATb M 6onee yacto. OgHaKo B COOTBETCTBUM C Haanexallen KIMHUYeCcKom
npakTukoi (GCP) HoBasi MHpOpMaumMs MOXET 6bITb HACTO/IbKO BaXHa, 4To eé
HeobxoaAuMO coobwmnTb uccnegoBaTesnsM U, BO3MoxHo, 3CO/HIK n/nnmn
YMNOJIHOMOYEHHbIM OpraHaMm A0 eé BK/II0YeHUs B HOBYIO peaakumio bU.

Kak npaBwno, CoHCOp OTBeYaeT 3a NpeaoCTaBeHne uccneaoBaTensam akTyasnbHON
penakuuu BU, a nccnepoBaTenu oTBevaloT 3a NpefocTaB/ieHne akTyanlbHOM pejakunm
BW cooTteeTcTBYlOWEMY DCO/HIK.

Ecnn cnoHcopoMm uccnenoBaHus SIBNSIETCS UccnefoBaTesNb, OH AO/HKEH YAOCTOBEPUTBLCS,
AO0CTynHa nv 6poLlutopa KOMMepYecKoro npomssoauTens. Ecnu nccnegyembiii npoaykT
npeaocTaBAsieTcss CaMMM CMOHCOPOM-MUCCeAoBaTeNeM, OH AO/KEH AOBECTU
Heobxoanmyto nHdbopMauuio A0 CBEAEHMUS 3aHATOro B UCCeaoBaHuM nepcoHana. Ecnm
OTCYTCTBYET npakTuyeckas HeobxoauMocTb cocTaBnenns BU ctaHgapTHoro gopmara, B
KayecTBe asibTePHATUBbLI CMNOHCOP-MUCCeaoBaTeNb AOKEH NPeACTaBUTb MUHUManbHbIN
06bEM akTyanbHOM MHdOPMaLMM, ONMCAHHON B HacCTOsIWEM CTaHAApTe, B PaclUMpPEHHOM
pasaene 060CHOBaHWS UCCNefoBaHuUs.

7.2 O6wme nonoxeHms

BW pomxHa BkioyvaTtb B cebs:

7.2.1 TUTyNnbHbI NnCT

[onxHbl 6bITb YKasaHbl HAUMEHOBaHWE CMOHCOPa, NAEHTUMUKATOPbI KaXXA0ro
nccneayemoro npoaykTta (T.e. HOMeEp UCCNef0BaHUs, XMMUYecKoe unm ogobpeHHoe
JXXeHepuyeckoe Ha3BaHWe, a TakXXe TOProBble Ha3BaHUs, rae pa3pelleHo
3aKoHOAaTeNbCTBOM U MO XeNaHUIo CroHcopa) v aata pegakumm BU. PekomeHayeTtcs
yKa3blBaTb HOMep Bepcuun BU, a Takxe HOMep u AaTy npeabiaylien pegakumm bBU.
MpumMep npuBeaeH B NpuIoXeHun 1.

7.2.2 YKazaHue Ha KOHpmAeHUNanbHOCTb

Mo »enaHuto cNoHCop MOXET BKIOUUTL B B yBeaomneHue
nccneposaTenei/nonyyartenen o ToM, 4TO OHWM AO/KHbI paccMaTpmsBaTtb BU kak
KOH(UAEHUNANbHbIN 4OKYMEHT, NpeAHa3Ha4YeHHbIN UCKIIOUYNTENbHO A1 03HAKOMIEHUSA U
MCMNONb30BaHNA UccneaoBaTenbCKnUM KonnektmeoM u 3CO/HIK.

7.3 CopepxaHue 6powtopbl nccnegosartens

BW pomxHa nmeTb cneaytowme pasaenbl, Kaxablil U3 KOTOpbIX, rAe NoAXoauT, cneayeT
COMPOBOXAATb CMMCKOM CCbIIOK Ha NNTepaTypHble NCTOYHUKMN:

7.3.1 OrnasneHne

MpvMep ornaBneHns NpUBeAEH B NPUNOXEHUN 2.

7.3.2 Pe3tome

[onxHo 6bITb NpeacTaBNeHO KpaTkoe pe3toMe (XkenaTeNbHo, He nMpeBblllatolee AByX
CTpaHuML) AOCTYMNHOWN MHMOPMaLMN 0 DU3NYECKUX, XUMUYECKUX, (pbapMaLeBTUYECKNX,
dapMakonormyeckmx, TOKCMKONOrnyecknx, hapMakoKMHETUYECKNX, MeTabonMYecKkmx m
KNIMHNYECKMX CBOMCTBAX, COOTBETCTBYIOLLEN TeKyLleh CTaaMm KIMHUYECKON pa3paboTkum
nccneayemoro npoaykra.

7.3.3 BeepeHne

B kpaTKkoM BBOAHOM pasaene A0JXHbl 6biTb YKa3aHbl XMMUYEeCKoe Ha3BaHue (a Takxe
JXXeHepuyeckoe 1 TOproBoe Ha3BaHWs, ecnu ogobpeHbl) nccnegyemoro nNpoaykra, Bce
aKTUBHble MHIrpeaneHTbl, apMakonormyeckas rpynna, K KOTOpo OTHOCUTCS
nccneayemblinl NpoAyKT, U MeCcTo, Ha KOTOpPOe OH B Hel npeTeHayeT (Hanpumep,
npenMyLuecTea), 060CHOBaHME Ans U3yYeHUs UCCneayemMoro Npoaykra, a Takxe ero
oXuaaemble NpodunakTMyeckue, TepaneBTUYeCcKMe UM ANarHoCTUYeckmne nokKasaHus.
Kpome TOro, B BBOAHOM pasgene AoskeH 6biTb copMynmMpoBaH 06Nt NOAX0A K OLEHKe
nccneayemoro npoaykTa.

7.3.4 dusnyeckune, xmumMmnyeckmne un apmMaueBTUYeCKMe CBONCTBA M NlIeKapCTBeHHas
dpopma

[onxHbl 6bITb NpeacTaBneHbl ONMCaHne KOMNOHEHTOB UCCeAyeMoro npoayKTa
(BkNtOYASA XMMUYECKNE N/Unn CTPYKTYypHble OpMySbl), @ TakxXe KpaTkas crpaska O ero
CYLLECTBEHHbIX (PU3NYECKMX, XMMUYECKMX N (papMaLleBTUYECKNX CBOMCTBAX.

Ons obecneyeHns agekBaTHbIX Mep 6@30MacHOCTN B XOA4e UCCNefoBaHWS A0XKeH 6bITb YKasaH 1, ecnum
TpebyeTcs, 060CcHOBaH cocTaB eKapCcTBEHHOM (OpMbI, BKIOUYas AOMNOHUTENbHbIE BelecTBa. Takxe
[OMKHbI 6bITb NPeAOCTaBIEHbl MHCTPYKLUMM MO XPAaHEHUIO M UCMONb30BAHMIO J1IeKapCTBEHHbIX DOpM.
CneayeT ynoMaHyTb Ntob6oe CTPyKTypHOE CXOACTBO C APYTMMU U3BECTHLIMU BELLECTBaMMU.

7.3.5 JoKnuHn4yeckme nccrneaoBaHus

BeeneHue

[omxHbl 6bITb NpeAcTaBneHbl B KPaTKON hopMe pe3ynbTaThl BCEX CYLECTBEHHbIX AOKIMHUYECKUX
nccneaoBaHuin apMakonormyecknx CBOMCTB, TOKCUYHOCTU, PapMakoKMHETUKN U MeTabonnsma
nccneayemoro npoaykra. JomxkHbl 6bITb ONMCcaHbl NCNOJSIb30BaHHblE METOAbI, NpeAcTaBfieHbl NOyYeHHble
pe3ynbTaTbl, @ TakXe Ux 0b6CcyxaeHne B CBA3M C UCCIIeayeMbIMU TepaneBTUYECKUMN U BO3MOXHbIMU
HebnaronpuaTHbIMK 3ddeKTamMn y Yenoseka. B 3aBUCMMOCTM OT HaNMUMA/A0CTYNHOCTU MHDOPMaL MK
yKasblBaloT cregyiollee:

Mcnonb3oBaHHbIE B UCCIEA0BAHUAX BUABI XXUBOTHBIX.

KonnyecTBo 1 Nos XMBOTHbIX B KaXA0MW rpynne.

EonHuubl namepeHns fo3sbl (HanpuMmep, MUAINrpamMM/kmnorpamMm (Mr/kr)).

KpaTHOCTb BBEAEHMUSA.

MyTb BBEAEHMUS.

OnnTenbHOCTb Kypca BBEAEHMS.

NHdopMaLums, OTHOCALLLAACA K CUCTEMHOMY pacnpeaeneHumio.

MpoAoXUTENbHOCTb Nocneayowero HabnaeHMs Nocie OKOHYaHMa BBeAeHUs npenapara. PesynbTathl,
BKJ/1IOYAs pacKpbITUE CeayoLWmMX acneKTos:

- XapakTepa W 4acToTbl (papMaKkoIornyecknx Uam TOKCU4Yecknx ap@exkTos;

- BbIP@XXEHHOCTWN WU CTEMEHUN TAXKECTU (hapMaKoIormMyeckmnx Unm Tokecmyeckmx addekTos;

- 40303aBNUCUMOCTU 3(PDEKTOB;

- BpPEMEHW A0 HacTynneHus apdexkTos;

- obpatumocTu apdeKkToB;

- NPOAO/IKNTENBHOCTU 3(PPEKTOB.

Ona 6onbluei HarNsSAHOCTU AaHHble cneayeT, Mo BO3MOXHOCTM, NpPeAcTaBnsTb B BuAe Tabnmu/cnmckos.
Mocneaytowme pasaensl AO/MKHbI cogepxaTtb 06cyxaeHne Hanbonee BaxHbIX pe3ynbTaToB UCCIeA0BaHUN,
BKJ/IOHAs 40303aBUCUMOCTb HabntogaeMbix 3 deKToB, NX IKCTPaAnoNsUMIo Ha YenoBeka, a Takxe nobble
MHble acnekTbl, Tpebylowme nccnefosaHns y yenoseka. Tam, rae Heo6xoaAnMo, AOMKHO BbITb NpoBeAeHO
CpaBHeHMe 3(PPEKTUBHbBIX N HETOKCUMYECKMX 403 NMpenaparta Ha XUBOTHbIX OAHOro U Toro xe suaa (T.e.
HeobxoAnMO NpefocTaBuTb o6CyXaeHne TepaneBTUYeCcKoro nHaekca). Cneayet ykasaTb, Kak 3TU AaHHble
COOTHOCSITCS C AO3MpPOBKaMu, NpeanaraemMbiMn 459 NpMMeHeHns y vyenoBeka. Bo Bcex cnyyasx, rae
BO3MOXHO, NMpu NpoBeAEHNN CPaBHEHUI PEKOMEHAYETCA yKa3biBaTb KOHLEHTPaUUn npenaparTa B
KpOBW/TKaHW, @ He AO3UPOBKW, BblpaXKeHHbIE B Mr/Kr.

a) JoknmHunyeckast hapMakonorus

[aHHbI pasgen fonkeH BKA4YaTb B cebs KpaTkoe onucaHne hapMakosiormyecknx CBOMCTB UCCIeayeMoro
NpoAyKTa W, eC/I 3TO BO3MOXHO, €ro OCHOBHbIX MeTabonnTOB MO pe3yfibTaTaM UCCNeaoBaHUn Ha
XWBOTHbIX. KpaTkoe onncaHne A0/MKHO BKOYaTb B cebsa nccnenoBaHus rno oueHke BO3MOXHOM
TepaneBTUYECKON aKTUBHOCTU (HanpuMep, 3PdEeKTUBHOCTb NPM 3KCMEPUMEHTaNbHOM NaToONOMMK, NUraHa-
peuenTopHoe B3aMMOAeNCTBME U CNeUNdUYHOCTb AENCTBUSA), @ TaKXKe UCCNeA0BaHNs Mo OueHKe
6e3onacHocTu (Hanpumep, cneunasnbHble NCCNEeA0BaHUS AN U3YUEHUS UHBIX, HE UMEIOLLMX
TepaneBTUYECKOW HanpaeBieHHOCTU, papmakonorndyecknx apdexkTos).

6) ®apMaKoknHeTMKa M MeTabonn3M NPOAYKTa Y XXMBOTHbIX

[aHHbIV pasgen foKeH BKA4YaTb B cebs kpaTkoe onucaHne dapMakoKUMHETUKM, MeTabonmsma 1
pacnpeneneHns NCCneayemoro NpoayKTa B TKaHAX XXMBOTHbLIX BCEX BUAOB, Ha KOTOPbIX NPOBOAUINCH
nccnenosaHus. JomkHbl 6bITb OCBeLLEeHbl BCacbiBaHWE, MECTHas U cucTeMHast 6MoA40CTYNMHOCTb
nccneayemoro NpoaykKta n ero MetabonmToBs, a TakxKe MX CBA3b C AaHHbIMU PapMakonormyeckmx u
TOKCUKOJIOrMYECKUX UCCNEeA0BAHUI Ha XXMBOTHbIX.

B) Tokcukonorus

[aHHbI pasgen foKeH BKAO4YaTb B cebs KpaTkoe ornucaHue Tokcumdeckmx addeKToB nccreayemoro
NPOAYKTA, BbISIBNIEHHbIX B UCCIEA0BAHUAX HA XUBOTHbIX pa3HbiX BUAOB. CreayeT, N0 BO3MOXHOCTH,
NpUAEPXMBATLCA HUXKENPUBEAEHHOW CTPYKTYpPbl OrfiaBfeHns AaHHOro pasgena:

- TOKCMYHOCTb NpW OAHOKPATHOM BBEAEHUU.

- TOKCMYHOCTb NPV MHOrOKpaTHOM BBEAEHUU.

- KaHueporeHHoCTb.

- CneumnanbHble UccneaoBaHna (HanpuMep, MECTHO-pasapaxatlowee n anaeprusupyoliee eicTemne).




- PenpoayKkTBHas TOKCUYHOCTb.

- FT@HOTOKCMYHOCTb (MyTareHHOCTb).

7.3.6 devcTBue y yenoseka

Bsenenve

B sTOoM pasgene noapobHO 06Cy>xaatoT M3BeCTHble 3P @PeKTbl MCCrieqyeMoro npoaykra y
yenoseka, BK/IOYass MHPOPMaLMIO, OTHOCALLYIOCS K (hapMakoKMHeTUKe, Metabonmsmy,
dapmakoanHaMmKke, A0303aBUCMMOCTK addekToB, 6esonacHocTn, 3hhEKTUBHOCTH, a
TaKxe ApyruMm Buaam papmMakosormyeckon akTMBHOCTU. M0 BO3MOXHOCTU, AO/IXHO 6bITb
AaHO KpaTKoe OnucaHMe KaXxaoro 3aBepluéHHOro KIMHNYECKOro UccneaoBaHms. Takxke
Ao/KHa 6bITb NpeacTaBneHa nHdopmaumsa o pesynbTatax 1060ro NCnonb30BaHUs
nccneayemoro NpoAyKTa BHE paMoK KIIMHUYECKUX UCCNeAOoBaHU, HanpuMep ceeaeHuns,
Nnosly4eHHble BO BpeMs MOCTPErMCTPaALMOHHOIO NMPUMEHEHNS NPOAYKTa.

a) ®apMaKkoKMHeTMKa U MeTabonn3M y Yenoseka

[aHHbIVi pasgen foNXeH coaepXaTb KpaTKyt MHMOPpMaLMIo, OTHOCSALLYHOCSA K
dpapMakoKMHETUKE UccnenyemMoro Nnpoaykra, 1 Bkao4vaTb B cebs cneayioulee (B
3aBUCMMOCTU OT HaNMM4MS AaHHbIX):

- ®apMaKoKMHeTUKY (B TOM yYncne metabonusm, BcacbiBaHUe, CBSA3blBaHME C 6enkamum
nnasmbl, pacnpeaeneHne n BblBeAeHue).

- BrogocTynHocTb nccneayemoro npoaykra (abcontoTHY0, rAe 3TO BO3MOXHO, U/unun
OTHOCUTENbHYIO) C UCMOJIb30BAHWEM OMNpeaesieHHOM NIeKapCTBEHHON (OPMbl B KayecTse
CpaBHeHWS.

- Cybnonynsumm HaceneHus (HanpuMep, pasnnMyuns no noay, Bo3pacty WK HapyLUeHUsM
(YHKLMNI OpraHoB).

- BsanmogelicTBusa (Hanpumep, nekapcTBeHHblE B3aMMOAENCTBUSA U BMSIHUE NpuéMa
nawm).

- Opyrve gaHHble no dapMakokuHeTnke (HanpuMep, pesynbTaTbl MPOBEAEHHbIX B paMKax
KIVMHUYECKNX UCMbITaHU (PapMakOKMHETUYECKUX NCCNeAO0BaHNI Ha pasnnyHbIX
rpynnax).

6) BesonacHocTb 1 3pPEKTUBHOCTb

KpaTko gomxHa 6bITb NpeacTaBneHa nHdopmaums, oTHocawascs Kk 6esonacHocTy,
dapMakogmHaMmuke, apHeKTUBHOCTN N 40303aBMCUMOCTU 3(PHEKTOB NCCIIEAYEMOrO
npoaykTa (1 ero MeTabonuToB, €CNUN eCTb AaHHbIE), NOJlyYeHHas B Xo4e NPOBeAeHHbIX
KIMHUYECKNX MCCneaoBaHunii (C yyacTmeM 340poBbiX A06POBObLEB U/WMAKM NAaLNEHTOB).
JomxHa 6bITb NpeacTaBNeHa MHTepnpeTauns 3TUX AaHHbIX. ECAn yacTb KNMHMYECKUx
nccnefoBaHUi yxe 3aBeplueHa, Ans 6onee SCHOro BOCAPUSATUSA AaHHbIX PEKOMEeHAyeTCs
npeacTaBUTb MO 3aKOHYEHHbIM UCCNeA0BaHNAM CBOAHbIE OTYETbI MO 3(PPEKTUBHOCTU U
6e3onacHOCTM nccnenyemoro nNpoayKra no OTAESbHbIM NOKa3aHUSAM Yy pasfinyHbIX
nonynsaumn. Takxe peKoMeHAyeTCs UCNOob30BaTb CBOAHbIE TabnunLubl HeXenaTenbHbIX
peakLmMii No BCEM KIIMHWMYECKMM UCCeaoBaHMaM (BKOYas UCCAeaoBaHna Ansa nobbix
N3y4yaBLUMXCS NokasaHui). JonxHbl 6biTb OCBELLEHbl 3HAYMMbIE Pa3nynsa B
XapakTepe/4yacToTe HexXenaTenbHbIX peakunin Kak ANn8 pasnyHblX NOKasaHun, Tak u ans
pasnNYHbIX NONYASLUNA.

B B/ A0/MKHBI 6bITb ONUCaHbI BO3MOXHbIE PUCKWN U HEXenaTenbHble peakunn, KoTopble
MOXHO 0XWAaTb, OCHOBbIBASICb HA HAKOMJIEHHOM OMbITE MPUMEHEHWNS KaK UCCreayeMoro
NpPoAYyKTa, TaK M CXOAHbIX C HUM NPOAYKTOB. [JO/KHbI 6bITb TakXe onncaHbl Mepsbl
NpefoCTOPOXHOCTU UK CneunanbHble MeToAbl HabnaeHs, KOTopble Heo6x0AMMO
NPUMEHATbL NPU UCMONb30BaHUN NPOAYKTa C UCCNEefOoBaTENbCKUMN LIENsMU.

B) MoCcTperncTpaunoHHbI/ OMbIT MPUMEHEHUS

B B/ Ao/mKHbI 6bITb YKa3aHbl CTpaHbl, B KOTOPbIX MCCIEAYEMbI NPOAYKT YXXe UMeeTcs B
npogaxe mnu 6bln 3aperncTpuposaH. Jllobas 3HaummMas nHdopmMauus, NonyyeHHas B
X0A4e NOCTPErnCTpauMOHHOIro NPUMEHEHNS NPoAYKTa, AONXHa 6bITb NpeacTaBieHa B
0606WEHHOM Buae (HanpuMep, nekapcTBeHHble OpMbl, JO3MPOBKKU, NYTU BBEAEHUS U
HexxenartenbHble peakummn). Takxke B BU A0MXHbI 6bITb YKa3aHbl CTpaHbl, B KOTOPbIX
3aaBuTento 6110 oTKasaHo B o4o6peHun/perncrpaumm NnpoayKTa Ans KOMMep4ecKoro
NCMONb30BaHNS UM Xe paspeLleHre Ha Npoaaxy/CBMAETENbCTBO O perncrpaumm 6ui1o
aHHYMPOBaHO.

7.3.7 ObcyxaeHne AaHHbIX U MHCTPYKUMW ANs uccnegosaTens

B 3TOM pasgene A0/KHO 6bITb NpeAcTaBaeHo obcyxaeHne JOKINHUYECKUX U

MeToAax HabnoaeHUsa n Mepax NpeaoCTOPOXHOCTU, KOTOPblE MOTYT MOHAA0OUTLCS B XOAE KIIMHWMYECKOro
nccnenoBaHus. OTO NpeacTaBieHne AOKHO 6biTb OCHOBAHO Ha AOCTYNHOW MHGOPMaUnn 0 GU3NYECKUX,
XUMUYeckmnx, dapmaueBTUYecKmx, hapMaKonormyeckmnx, TOKCUMKOMNOrMYeCKnxX U KIMHUYECKUX CBOMCTBaX
nccneayemoro npoaykra. KnMHuyeckoMy uccnegoBaTento Takxke A0KHbI 6biTb NpeaocTaBneHbl MHCTPYKLUK
Nno AMarHoCTUKE M NIeYEHMIO BO3MOXHbIX Nepefo3MpOBOK U HexenaTefbHbIX peakumnii, KOTOpble OCHOBaHbI
Ha npeablayLeM KIMHUYECKOM OonbiTe M hapMaKonorMyeckmx CBOMCTBax MCCeayeMoro npoaykra.

7.4 MpunoxeHue 1

KIMHWYECKNX AaHHbIX 1 0606LeHa nHdopMaums, NonyvyeHHas U3 pasHbiX NCTOYHUKOB MO PasiNYHbIM
CBOWCTBaM uccrnegyemoro npoaykra. Takum obpasom, nccnegosartesnio NpeaocTaBnsaoTcs Hanbonee
MHpOpPMaTMBHAasA MHTEpNpeTaums NMEIOLUMXCA AaHHbIX, @ TaKXe BbIBOAbI O 3HAYMMOCTU 3TOM UHdOpMaLmm
ANS NOCNeayLWmx KIMHUYECKMX UCCefoBaHui.

[omkHbl 6bITb 0cBeLleHbl onybanKosaHHble paboTbl MO CXOAHLIM MPOAYKTaM, €CNM TaKoBble UMEIOTCA. 3TO
NO3BOSIUT UCCefoBaTeNO 6bITb FOTOBLIM K HEXeNaTeslbHbIM peakumam unun Apyrum npobnemam, KoTopble
MOFYT BO3HUKHYTb B XOA4€e K/IMHUYECKNX UCCNenoBaHNUN.

OcHOBHas Uenb AaHHOMO pasaena 3ak/4aeTcsi B TOM, YTo6bl MOMOYb UCCeaoBaTeNo NOAyUYnTb YETKOE
TUTYNbHbIA NINCT (npumep)

HA3BAHUWE CMOHCOPA

MpoaykT:

Homep uccnenosaHus:

HassaHue(a): xummyeckoe, mreHepuyeckoe (€cnn noaxoanT), TOProBoe HassBaHue (ecnun paspelleHo
3aKOoHOAATENbCTBOM M MO XeNaHUo CroHcopa)

BPOLLUIOPA NCCJTEAOBATENSA

Homep pepakuum:

[aTta Bepcuu:

3aMeHsieT NpeablayLyo peaakLumio HoMep:

HaTa:

7.5 MpunoxeHune 2

Ol NABJIEHUE BPOLUKOPBI UCCJTIEOOBATENA

(npumep)

YKkasaHue Ha KoHdmaeHUManbHOCTb (Heobsa3aTenbHO)

Moanucu (Heob6s3aTENbHO)

1 OrnaBneHue

2 Pe3iome

3 BeeaeHne

4 dusnyeckme, xmummyeckume, papmaLeBTUYeCckne CBOMNCTBA U NekapcTBeHHas dpopma

5 [JoknnHuyeckme nccneaoBaHus

5.1 [loknuHnyeckasn dapmakosnorms

5.2 ®apMakoknHeTuKka 1 MeTabonnsm NpoayKTa y XMUBOTHbIX

5.3 Tokcukonorus

6 DddekTbl y yenoseka

6.1 dapMaKoKMHETMKA M MeTabonn3M y YenoBeka

6.2 Be3onacHOCTb 1 3(PPEeKTUBHOCTb

6.3 MocTperncTpaumoHHbIA OMbIT MPUMEHEHUS

7 O6cyxaeHne AaHHbIX U UHCTPYKLUMW AN UccrenoBaTens

CcCbINKU Ha:

1 Ny6nnkaumm

2 OTYéThI

[aHHble CCbITIKM AOMXKHbI 6blTb NPUBEAEHbI B KOHLE KaXxaol rnaebl. [MpunoxeHuns (Npu Hanuuumn)
8 OCHOBHble AOKYMEHTbI AN NPOBEAEHUS KIIMHNUYECKOro nccnenoBaHus

8.1 BeepeHune

OCHOBHbIMK AOKYMEHTaMM ABASIOTCA T€ AOKYMEHTbI, KOTOPble BMECTE MW N0 OTAENbHOCTU MO3BONAIOT
OLEeHNTb NpoBeAeHne nccneaoBaHns U KayecTBO NOyYEHHbIX AaHHbIX. OTWU AOKYMEHTbI CnyxaTt
AoKasaTenbCcTBOM cobntoaeHus nccnegosaTtenemM, CNOHCOPOM MU MOHUTOPOM CTaHAAPTOB Haasexaluen
KnuMHuyeckon npaktukm (GCP) n HopMaTuBHbIX TpeboBaHUM.




Crnoco6CcTBOBaTb YCMNELWHOMY BbIMO/THEHUIO B paMKax KIIMHWYECKOro nccnefoBaHns CBOUX
dyHKUNN nccneposaTtenem, COHCOPOM M MOHUTOPOM. KpoMme Toro, 3T AOKYMEHTbI
06bI4YHO SBNSAOTCSA 06bEKTOM HE3ABMCMMOro ayAmTa CO CTOPOHbI CMOHCOPA U MHCMEKLMU
CO CTOPOHbI YMO/THOMOYEHHbIX OPraHoB KakK YacTu npouecca NoATBEPXAEHNS 3aKOHHOCTH
NpoBeAEHNs UCCNeA0BaHUS U LOCTOBEPHOCTN COBPaHHbIX AAHHbIX.

OCHOBHbIE AOKYMEHTbI TakxXe C/yXaT 60M1bWOMY YMCTY UHBIX BaXHbIX Lenen.
CBOeBpeMeHHOe NoMeLLeHNE OCHOBHbIX 4OKYMEHTOB B (aiibl
nccnepoBaTens/opraHm3aumn U CNoHCOpa MOXEeT CyLeCTBEHHO Huxe npuBeneH
MWHUManbHbIN NepeyeHb OCHOBHbIX AOKYMEHTOB. [IOKyMEeHTbl CrpynnMpoOBaHbl B Tpn
pasfena B 3aBUCMMOCTM OT CTaAUM KIIMHUYECKOro UCCNeA0BaHUs, Ha KOTOPOI OHMU
06bI4HO co3patoTCA:

1) nepea Ha4anoM KINMHUYECKOWN (ha3bl UCCNEAOBaHUS;

2) BO BpeMs KJIMHUYECKOM (hasbl NCCneaoBaHus;

3) nocne 3aBepLUEHNS UK NMpEXAEBPEMEHHOMO NpeKpaLleHns nccnesoBaHms.

[aHo obbsiCHEeHMe uenen Kaxaoro AOKYMeHTa, yKa3aHo, rae AOKYMEHT AO/KEH
XpaHuTbCa: B dannax uccnegosaTens/opraHmsaumm nnbo cnoHcopa, nmbo B 06omx
MecTax. [lonyckaeTtcs obbeaAnHeHne HEKOTOPbIX AOKYMEHTOB MPWU YC/I0BUU, YTO
OTAENbHbIE 3N1EMEHTbI NIErKO NAEHTUDUUNPYIOTCS.

dalinbl nccnefoBaHns A0MKHbI 6bITb CO3AaHbI B HaYane nccnegoBaHns Kak B Mecre
HaXx0XAeHWs nccnegoBartens/opraHusauuu, Tak u B oduce cnoHcopa. MccnegoBaHue
MOXHO CYMTaTb 3aBEPLUEHHbBIM TONbKO MOC/E TOro, Kak MOHUTOP NMpoBepuT dannbl 1
nccnepoBaTens/opraHmsaumm, U CNoHCopa v NOATBEPANT Hann4vme BCex HeobxoaANMbIX
OOKYMEHTOB B COOTBETCTBYOLWMX annax.

MepeuncneHHble B HACTOSLWEM CTaHAApTe AOKYMEHTbI Kak Mo OTAeNbHOCTH, Tak U B
COBOKYMHOCTM MOryT 6bITb NOABEPrHYTbl ayAMTY CIOHCOPA M MHCNEKLUUK
YMOSHOMOYEHHbIX OPraHoB U A0JXKHbI 6bITb NpeabsBAEHbl NPY NPOBEAEHNN TaKOBbIX.
8.2 Mepep HayanoM KNMHUYeCKon dasbl nccnenoBaHms

Ha cTtagnun nnaHupoBaHusa nccnenoBaHuns Ao ero popManbHOro Havana AoKHbI 6biTb
co3AaHbl U NoMeLleHbl B dhann cneaytowme AOKYMEeHTbI:

npeacTaBfieHne 0 BO3MOXHbIX PUCKax U HexenaTeNbHbIX peakunsx, a Takxe o
cneumnanbHbIX TecTax,

Haxoautcs B Haxoauntc
HanmeHoBaHne AoKyMeHTa Llens ®aiinax A8
vuccneposatens/ | dannax
opraHusauum cnoHcopa
8.2.1 bpowtopa vnccnegosartens [okyMeHTanbHO 3aKkpenuTb GakT nepegayu X X
nccneposaTento Heo6XoANMON n
aKTyanbHOW Hay4yHol nHdopmaumm o6
nccneayeMoMm npoaykTe
8.2.2 MoanucaHHblIi NPOTOKON U [oKyMeHTanbHO 3akpenuTb GakT X X
nonpaekKn K HeEMy (ecnu TakoBble YTBEPXAEHWUS CNOHCOPOM U UCcefoBaTeneM
nmetoTcs), obpaseL npoTokona/nonpasok n UPK
MHANBUAYANbHON perncTpaunoHHOM
kapTbl (UPK)
8.2.3 UHdbopmaums, - [lokyMeHTanbHOo opopMUTb pakT X X
npenocTasnsemas cybbekTy nony4YeHns MHPOPMUPOBAHHOIO COrnacus X X
nccnepoBaHus - [lokyMeHTaNbHO NOATBEPAUTb, YTO X
- ®opmMa MH(OPMMPOBAHHOIO cybbekTam 6yaeT npeaocTaBrieHa
cornacus (Bknoyas Bce COOTBETCTBYIOLWASA (C TOUKU 3peHus
Heo6X0ANMbIE pas3bsSCHUTENbHbIE coaepXaHus 1 JOCTYNHOCTU ANs
MaTepuvansbl) NMOHMMaHWs) NUCbMeHHast nHdopmaums,
- Jliobasa apyras nucbMeHHas rnomorapLias UM AaTb COrlacMe Ha OCHOBe
MHdopmMauns NoNHOM MHDOPMUPOBAHHOCTHM
- PeknamHble o6bsBneHns ans - lokyMeHTanbLHO NOATBEPANTDL, YTO Mepbl
npuBieYeHns Cy6bLeKToB B no NpuBAeYeHUo Cy6bLEKTOB afekBaTHbI U
nccneposaHune (€CNv UCMONb3YIOTCA) | OTCYTCTBYET 3NEMEHT MPUHYXAEHNUS
8.2.4 ®uHaHcoBble acnekTbl [oKyMeHTanbHO 3aKkpenuTb (puHaHcoBoe X X

nccneaoBaHus cornalieHne no UCCneaoBaHuio Mexay
cnoHcOpom un

nccneposaTtenem/opraHusasmen

8.2.5 CtpaxoBoe 0653aTenbCcTBo (ecnun Tpebyetcs)

8.2.6 MNoanvcaHHoe cornaleHne BOBJIEYEHHbIX CTOPOH, Hanpumep:
- MeXxay uccnefosatenem/opraHusaumeli U CNoOHCOPOM

- MeXay uccnefosatenem/opraHusaumneit U KOHTPaKTHOM
nccneaoBaTenbCKoV opraHu3aumnen

- MeXAy CMOHCOPOM U KOHTPaKTHOWM nccnenoBaTenbCkom
opraHusauuen

- MeXAy uccnefoaTtenem/opraHvsauneit U ynonHOMOYEHHbIMU
opraHamu (ecnu TpebyeTtcs)

8.2.7 OaTupoBaHHOE 1 AOKYMeHTanbHO 0pOpMIEHHOEe
yTBEpXAeHNe/oao6peHne DKCNepTHLIM COBETOM OpraHn3aumnm
(3C0O)/He3aBncmMbIM 3THeckUM komuTeToM (HIK) crneaytowmx
[OKYMEHTOB:

- NpoToKona 1 Nobbix NONPaBoK

- UPK (ecnu TpebyeTcs)

- popMbl MHPOPMUPOBAHHOIO cornacus

- no60in Apyroi NMCbMEeHHONW MHGOPMaLUWK, NpesoCTaBASEMO
cybbekTam

- peknaMHbIX 06bsBAEHUI AN NpuBIeYeHUsi Cy6beKkToB B
nccneaoBaHne (ecnm UCnonb3yoTcs)

- MHopMaumm o KoMneHcauumn cybbekTam (Npu Hanu4umm)

- NO6bIX MHbIX YTBEPXAEHHbIX/0A06PEHHbIX JOKYMEHTOB

8.2.8 CocTaB DKCMNepTHOro coBeTa opraHvsaumm/HesaBucuMoro
3TUYECKOro KOMUTETa

8.2.9 Pa3peleHne/ono06bpeHne npoTokona/yseaoMmneHme o
NpoTOKOJIe OT YNOSIHOMOYEHHbIX OpraHoB (rae Tpebyercs)

8.2.10 Curriculum vitae u/vnu gpyrue AOKyMEHTbI,
noATBepxAatoLime keanudukaumio nccnesosateneit n
covccnenosatenei

8.2.11 HopManbHbIli AvanasoH 3Ha4yeHun Ans NpefyCcMOTPEHHbIX
MPOTOKO/IOM MEAVLMHCKUX/NabopaTopHbIX/TEXHUYECKUX NpoLeayp
n/vnu Tectos

8.2.12 MeavumnHckne/nabopaTopHblie/ TeXHUYeckne
npoueaypbl/TecTbl:

- cepTudukaums

- UK akkpeauTaums

- UKW BHYTPEHHWUI U/WUAN BHELLHUI KOHTPONb KayecTBa
- AW apyrve meToAbl NoaTBepxAeHus (rae Tpebyertcs)

8.2.13 O6pasLbl 3TUKETOK Ha YNakKoBKax MccrienyeMbiX NPOAYKTOB

8.2.14 VMHCTpyKUMs No obpalLeHunto C uccienyembiMn NpoayKTamMu u
pacxoAHbIMKU MaTepuanamu (ecnn He BK/OYEHO B NPOTOKON UAU
6poLutopy uccnenosaTens)

[loKyMeHTanbHo NOATBEPAUTb, YTO B
cnyyae npuuvHeHus yuwepba,
CBSI3aHHOIO C UCCMEA0BaHWEM,
cybbekTaM 6yaeT fOCTynHa
KOMneHcauus

[lOKyMeHTanbHO 3aKpenuTb
cornatiexus

[loKyMeHTanbHO NOATBEPAUTL, UTO
AaHHoe nccnegosaHue 6bin1o
paccMoTpeHo 1
yTBepxzaeHo/ono6peHo SCO/HIK.
YKkasblBaloT HoMep Bepcun n aaty
[OKyMeHTa

[loKyMeHTasnbHO 3aKpenuTb
cooTBeTcTBME cocTaBa DCO/HIK
Tpe6boBaHusm GCP

[loKyMeHTanbHO NOATBEPAUTL, UTO
NpW HanW4YMM COOTBETCTBYIOLLMX
HOPMaTVBHbIX TpeboBaHUi
paspelueHue/
opobpeHune/yBenomneHne
YMOTHOMOYEHHbIX OPraHoB
nony4eHo 0 Havana uccneaoBaHus

[loKyMeHTaNbHO NOATBEPAUTL
KBanudmKaumio v NpUroaHoCTb Ans
NpoBeAEHNs CCNEAOBAHUS U/WUNn
OCYLLECTBNEHUS MeAULMHCKOrO
HabnogeHns 3a cybbekTamm

[loKyMeHTaNbHO 3aKpenuTb
HOpMasibHbI AnanasoH 3HaYeHuin
Ans nabopaTopHbIX TECTOB

[loKyMeHTanbHO NOATBEPANUTL
npurogHocTb o6opynoBaHus Ans
npoBeaeHust TpebyeMbiX TECTOB U
obecneyeHns HaaéxXHOCTH
pesynbTaToB

[loKyMeHTanbHO NoATBEPAUTL
cobntoAeHne COOTBETCTBYOLLMX
TpeboBaHU K MapKknupoBke
nccneayemoro npenapara u
NPUroAHOCTb MHCTPYKUMIA ans
cyb6bekToB

[loKyMeHTaNbHO 3aKpenuTb
MHCTPYKUMK Ansi obecneyeHuns
HafNexallero XxpaHeHus, ynakoBsku,
pacnpeaeneHus U ytuausaumu
nccneayembix nNpoayKToB 1
pacxoAHbIX MaTepuanos

X (roe
TpebyeTtca)

X (roe
TpebyeTcs)

X

X (ecnu
TpebyeTcs)
X

X

X (roe
TpebyeTcs)

X (roe
Tpebyetcs)




8.2.15 YuéT noctaBok nccneayembix NpoayKTOB U
pacxoAHbIX MaTepuanos

8.2.16 CepTuduKaTbl aHaIM30B NOCTABNEHHbIX
nccneayembix nNpoayKTos

8.2.17 Mpoueaypbl packpbiTUsA Koaa Ans
MCCneaoBaHunii, MPOBOANMBIX CNEMbiM METOAOM

8.2.18 PaHAOMM3aLMOHHbIN CNNCOK

8.2.19 OT4YET MOHMTOpa O NpeABapuTEIbHOM BU3UTe

8.2.20 OTYET MOHMTOpa O CTapTOBOM BU3UTE

JloKyMeHTanbHO 3aKpenuTb X X
AaTbl 1 cnocob nocTasku,

HoMepa cepuii uccneayembix

NPOAYKTOB U PacXoAHbIX

MaTepuanos. o3sonser

oTCNeAuTb CepUto NPoayKTa,
KOHTponuposaTb [Jcnosus

NoCTaBKMN U BECTU YYET

[oKkymeHTanbHo X
NOATBEPAUTL MOANMHHOCTb,

YNCTOTY U KONMYECTBEHHOE

coaepxaHue akTUBHOroO

BellecTsa (A03MPOBKY)

nccneayembix NpoayKToB

[lokymeHTanbHO 3aKpenuTb X X (B

npoleaypy 3KCTPEHHOM COOTBETCTBYOLLM
naeHTUdmKaumm X
MaCKMpOBAHHOIO cnyvasx,OTpeTbs
nccneayemoro npoaykra 6es cTopoHa)
HapyLUeHUs MacK1poBKU

AN OCTaNbHbIX Cy6BbEKTOB

[lokyMeHTanbHO 3aKpenuTb X X (B

MeToZ paHAOMM3aLMK COOTBETCTBYOLLM
Ccy6BbEKTOB MCCNef0BaHUS X cnyvasix,

TpeTbsi CTOPOHA)

JlokyMeHTanbHo X
NoATBEPAUTL NMPUEMNIEMOCTb
nccneaoBaTeNbCKoro

ueHOpa ans gaHHoro

nccnenoBaHna (MoxeT 6biTb

obbeanHeHo c 8.2.20)

JlokyMeHTanbHoO X X
noAaTBEpPAUTb hakT

03HaKOMJIEHUS

nccnepoBaTens U 3aHATOro

B WCCNeNOBaHWMM NepcoHana

c npoueaypamu

nccnenoBaHna (MoxeT 6biTb

obbeavHeHo ¢ 8.2.19)

8.3 Bo BpeMsa knnHunueckoi ¢asbl uccneqoBaHus

B noateBep>xaeHue Toro, 4Yto BCA Heobxoanmas HoBas MHbDOpMaLUSA AOKYMEHTaNbHO
odopmnseTcs No Mepe eé NoCcTynieHns, B 4OMNOSIHEHNE K BblLLENEepPeYNCIEHHbIM
AOKYMeHTaM, nmerowmumcs B danne, no xoay nccnenoBaHns Heobxoammo gobasnsaTb
cneayowme JOKYMEHTbI:

Haxoautcs B

o Haxoautcs
HavMeHoBaHMe fOKyMeHTa Llenb ®aiinax B chainax
nccneposatens/
cnoHcopa
opraHusauum
8.3.1 O6HOBNEHHbIE BEpPCUMN [okyMeHTanbHO 3aKkpenuTb dakT X X
6polutopbl uccnesoBaTens CBOEBPEMEHHOr0 CO0bLeHUst
nccneaosaTenio Heo6xoanMoit
vHdopOaumn no mepe eé
nocTynneHns
8.3.2 Jlioboe nsmeHeHue: [oKyMeHTanbHO 3aKpenuTb uaMeHeHns | X X
- npoTokona/nonpasok n UPK AAHHbBIX AOKYMEHTOB, MPOU3BEAEHHbIE
- opMbl MHPOPMUPOBAHHOIO cornacus BO BpeMS UCCefoBaHUS
- no60oit Apyrovi MMCbMeHHOW MHpopMaLlum,
npegocTaBnsieMol cybbekTam
- pekfiaMHbIX 06bSIBNEHUI ANS NpUBIEYEHUS
cybbekToB B UccnenoBaHue (ecnu ucnondsyroTcs)
8.3.3 [laTupoBaHHOE 1 JOKYMEHTa/IbHO [okyMeHTanbHO NOATBEPAUTL PaKT X X

ocdopMieHHoe yTBepxaeHne/oaobpeHune
DKCMepTHbIM COBETOM OpraHu3auum
(2C0O)/He3aBnCMMbIM 3TUYeCckMM KoMuTeToM (HIK)

paccMOTpeHus un
yTBepxaeHusi/ongobpeHna 3CO/HIK
NonpaBoK W/WUv HOBbIX peaakumii.

cneayoLwmx 40KYMEHTOB!
- MOMpaBoK K MPOTOKOY - HOBbIX PeAaKLmii:

YKasblBalOTCa peaakumnsa v aata AOKYMeHTa

- (hopMbl MHDOPMUPOBAHHOMO COracus- NPeAOCTaBseMbIX

cybbekTaM maTepuanos

- peknaMHbIX 06bsIBAEHUI AN NpuBIeYeHUsi Cy6beKkToB B

nccneaoBaHve (€Cnn UCMonb3yeTcst)
- APYTUX YTBEPXKAEHHbIX/0A06PEHHbIX JOKYMEHTOB

- pe3ynbTaToB NepUoaAnYeCcKOro pacCMOTpeHus AOKYyMeHTaumum no

vccnepoBaHuio (rae Tpebyercs)

8.3.4 'ne TpebyeTcs, pa3pelweHne/ ogobpeHne/yBesomMneHne

YMNOHOMOYEHHbIX OPraHoB AfNisi:
- MonpaBoK K MPOTOKONY W APYrUX AOKYMEHTOB

8.3.5 HayuHyto 6uorpaduio (curriculum vitae) HoBbIX

nccneposaTenein n/unu couccnegosartenen

8.3.6 VIaMeHeHMs HOpManbHOrO AManasoHa 3HaYeHun Ans

npeayCcMOTPEHHbIX NMPOTOKO/I0M

MeANLMHCKMX/1abopaTopHbIX/TEXHUYECKUX NpoLeayp/TecToB

8.3.7 N3aMeHeHMs B MeAMUMHCKUX/ NabopaTopHbIX/TEXHUYECKMX

npoueaypax/ Tectax:
- cepTudukaums
- WAV aKkpeanTaums

[loKyMeHTanbHO 3akpenuTb COOTBETCTBUE
HOPMaTMBHbLIM TpeGOBaHUAM

Cm. 8.2.10

[loKyMeHTanbHO 3aKpenuTb HOpMasbHbI
[Mana3soH 3Ha4YeHuit TeCTOB, U3MEHEHHbIX B X0Ae
nccneposaHus (cm. 8.2.11)

[loKyMeHTaslbHO NOATBEPAUTL, UTO TECTbI
npoao/KaloT oTBeYaTb TPeboBaHNAM B TeueHne
nepuoga uccnenosaHusa (cm. 8.2.12)

- WM BHYTPEHHUIN U/UN BHELLHWUI KOHTPOJIb KayecTBa
- WAK Apyrue MeToAbl noATBepx/aeHus (rae TpebyeTcs)

8.3.8 [JokyMeHTauusi No nocTaBkaM UCCNesyeMblX NPOAYKTOB 1

pacxoAHblX MaTepuanos

8.3.9 CepTunduKaTbl aHanM3a HOBbIX CEPUI UCCneayeMbIX

NpoAYyKTOB

8.3.10 OTYETbI MOHUTOPOB O BU3UTax

8.3.11 CyLwiecTBeHHble ANS UCCIeA0BaHNSA
neperosopbl/nepenucka (MOMUMO BU3UTOB):
- nepenucka

- 3anucum BCTpey

- 3anucu TenedoHHbIX NeperoBopos

8.3.12 MoanncaHHble popMbl MHPOPMUPOBAHHOTO
cornacus

8.3.13 MNepBu4Hasa AoKyMeHTaumsa

8.3.14 3anonHeHHble, AAaTUPOBaHHbIE 1
NoANUCaHHble UHAVWBUAYaNbHbIE PErUCTPaLIMOHHbIE
kapTbl (UPK)

8.3.15 [lokymeHTUpoBaHve ucnpasneHuii B UPK

8.3.16 YBenoMsieHMe CnoHcopa uccnegoBaTeneM o
CepbE3HbIX HeXenaTesNbHbIX SBEHUSX U
COOTBETCTBYIOLUME OTYETDI

8.3.17 YBeaoMsieHve CrOHCOPOM u/unu
vccneposaTeneM (YTo MPUMEHMMO)
YMOSIHOMOYEHHbIX opraHoB 1 3CO/H3K o
HenpeaBUAEHHbIX CEPbE3HBIX HexXenaTenbHbIX
peakumsx n o Apyrov nHdopmauuu no
6e3onacHocTn

Cm. 8.2.15

Cm. 8.2.16

[lOKyMeHTanbHO 3aKpernuTb BU3UTbI MOHUTOPOB W
UX pesynbTaTbl

[lokyMeHTanbHO 3aKkpenuTb Ntobble cornaweHus nméo
CyLLeCcTBEHHbIE MeperoBopbl, KacalLlmecs BONpocos
NpoBeAeHUs UCCNef0BaHUS, €ro aAMUHUCTPATUBHbIX
acneKToB, HapYLWeEHWI NPOTOKONA, OTYETHOCTU MO
HexenaTenbHbIM SBEHUSAM

[lokyMeHTanbHO NOATBEPAUTL, YTO COrNlacne Kaxzaoro
cy6bekTa noslyyeHo B cOOTBETCTBUM ¢ GCP 1 NpOTOKOSIOM A0
Hayana ydactvsa B uccnegosaHum. Kpome Toro,
[IOKYMEHTasIbHO 3aKpenuTb paspelleHne Ha NpsMoi JocTyn
(cm. 8.2.3)

[lokyMeHTanbHO NOATBEPANTb (DaKT CyLLEeCTBOBaHUS CybbekTa
1 [OCTOBEPHOCTb COBPaHHbIX AaHHbIX. BKMOUUTL UCXOAHbIE
[IOKYMEHTbI, OTHOCSILLMECS K UCCIEA0BAHUIO, SIEYEHMIO U
aHaMHesy cy6bekTa

[lokyMeHTanbHo 0popMUTL NOATBEPXKAEHWE UCCNeaoBaTeNneM
WK YNONHOMOYEHHbIMU COTPYAHUKAMU uccneaoBaTens
3aperncTprpoBaHHbIX AaHHbIX

[loKyMeHTanbHO 3aKpenuTb BCE W3MEHEHWS/AONONHEHNS UK
ncnpasnenns, caenaHHole B UPK nocne 3anvcm
nepBOHaYasbHbIX AaHHbIX

YBEAOM/IEHWE CTMOHCOPa UCCNeA0BaTeNEM O CEPbE3HbIX
HexenaTenbHbIX SBNEHUNAX U COOTBETCTBYOLLME OTUETHI
cornacHo 4.11

YBeloMNIeHNe CMOHCOPOM W/nnn uccneposaTenem (4to
NPVYMEHUMO) YMOJTHOMOYEHHbIX opraHoB 1 3CO/H3K o
HenpeaBUAEHHbIX CEPbE3HBIX HEXeNaTebHbIX peakumsax B
COOTBETCTBUM C 5.17 1 4.11.1 v 0 Apyroi uHdopmMauum no
6e3onacHocTu B cooTBeTCTBUM C 5.16.2 1 4.11.2

X (rne
TpebyeT
cs1)

X

X (roe
TpebyeT
cs1)

X
(konus)

X
(konusi)

X (roe
TpebyeTc
)

X
(opuruHa
n)

X
(opuruHa
n)

X

X




8.3.18 CoobLieHne CNoOHCOPOM UcceaoBaTesto
MHbopMaLmn no 6esonacHocTu

MHbopmMaummn no 6esonacHocTn B
cooTtBeTcTBMM c[15.16.2

8.3.19 MNMpomexyToyHble nnu roaosblie | MpOMeXyTOYHblE NN FOAOBbIE OTHETHI,

OT4YéThbl, NpegocTaBnsieMble 3CO/HIK

M YNOJIHOMOYEHHbLIM OpraHam

CoobLueHune CrnoHcopoM uccneposaTento | X X

X X (roe

npegnoctaensieMble 9CO/H3K B cooTBeTCTBMM € 4.10 ” Tpebye

YMNO/IHOMOYEHHbIM OpraHam B cooTBeTcTBumM € 5.17.3 TCA)

8.3.20 XypHan ckpuHuHra cybbekToB | [JoKyMeHTaNbHO 3aKpenuTb uaeHTuduKaumno

Ccy6BbEKTOB, MpOWeAWNX Nepes uccneaoBaHmem
CKPUHWHF

8.3.21 Cnncok naeHTUUKaUMOHHBIX | [loKyMeHTasbHO NMOATBEPAUTL, YTO

Kofo0B cybbekToB

8.3.22 XypHan peructpauuun
BKJTIOYEHNS Cy6bEKTOB

nccnepoBaTeNb/opraHnsaumsa xpaHaT

X X (roe
Tpebye
TCS)

KOHMMAEHLMANbHbBIA CMIMCOK UMEH BCeX CY6BHEKTOB,

KOTOPbIM NPW BK/IOYEHUU B UccnedoBaHue 6binu

NPUCBOEHbI NAEeHTUhMKaLMOHHbIEe KoAbl. Mo3BonseT

nccnepoBaTesno/opraHnsaunm naeHTMbuunpoBaTb

noboro cybbekTa

JloKyMeHTaNnbHO 3aKpenuTb XpPOHONOMrMYECKY0
nocnenoBaTeNbHOCTb BKJIKOYEHUSI CYOBEKTOB MO
MAEHTUPUKALUMOHHBIM KoAaM

8.3.23 Yuét nccnepgyemoro npoaykta | [lokyMeHTanbHO 3aKpenuTb UCMOJIb30BaHne

B UCCieAoBaTe/IbCKOM LEeHTpe

8.3.24 Jluct obpasuos noanucen

8.3.25 Y4éT xpaHswmxcsi 06pasLos
6MONOrMYecKknx XnaKocTen/TkaHem

(ecnu nmetoTca)

nccnenyeMmoro NnpoaykKrTa B COOTBETCTBUMM C
NpOTOKOJ/IOM

AaHHble U/vnun ucnpasneHus B UPK

8.4 MNocne 3aBeplLIeHNs WX NPEKpaLLEeHNs UccrenoBaHus

[Mocne 3aBeplieHns UK NpekpaweHns nccnefoBaHns BCe JOKYMEHTbI, NepeyncrieHHble B

[lokyMeHTanbHoO 3akpenutb 06pasLbl NoANUCENR U
MHULMANOB BCEX MWL, YNONHOMOYEHHbIX BHOCUTb

[loKyMeHTanbHO 3aKpenuTb MeCTOHaxoXAeHue U
naeHTUdMKaLMIO XpaHawmxcs o6pasuUos B cnyyae
Heo6X0AMMOCTM NPOBEAEHUS NOBTOPHbIX aHaNW30B

8.2 1 8.3, pomxHbI coaepxxaTbCa B daline nccnegoBaHms BMeCTe C HUXeYKasaHHbIMU

AOKYMEHTaMU:

HanmeHoBaHue AoKyMeHTa

8.4.1 Yuért uccnepyemoro
npoaykTa B
nccneaoBaTenbCkoOM LEHTpe

8.4.2 [lokyMeHTauus no
YHUUTOXEHUIO
nccneayemMoro npoaykra

8.4.3 UTtorosblit cnuncok
NAEHTUDVKALNOHHBIX KOLOB
cyb6bekToB

8.4.4 Ceptndukar ayanta
(ecnu nmeetcs)

Lenb

[IOKyMeHTaNIbHO 3aKpenuTb UCMOo/b30BaHne
nccneayemMoro NpoAyKTa B COOTBETCTBUM C MPOTOKO/IOM.
[IOKyMeHTasIbHO 3aKpenuTb pe3ybTaTbl OKOHYaTEbHOIO
noacyéTa KoMM4YecTsa UCCeayeMoro NpoayKTa,
NoJslyYeHHOro UCCeA0BaTENbCKUM LIEHTPOM, BblAAHHOIO
cybbekTaM, BO3BpaLLEHHOro CybbekTaMu u
BO3BPALLEHHOr0 CMOHCOPY

[lOKyMeHTaNbHO 3aKpenuTb haKT YHUUTOXEHUS
HeWCrnonb30BaHHbIX UCCNeLyeMblX NPOAYKTOB CMIOHCOPOM
WU B UCCNEA0BATENIbCKOM LieHTpe

CaenaTtb BO3MOXHOW MAEHTUPUKALMIO BCEX BKIOYEHHbIX
B UccnefoBaHue cy6beKkToB B Cllydae Heo6XoAMMOCTU X
nocnegytowero HabnoaeHns. CMCoK A0MKEH XPaHUTLCS
c cobnogeHnemM TpeboBaHUn KOHPUAEHUMANBHOCTU B
TeuYeHWe CornacoBaHHOro cpoka

[loKyMeHTanbHO 3aKpenuTb hakT NpoBeaAeHUs ayanTa

Haxoautcs B

o Haxogut
daitnax a8 Al
nccneposare o
s/ A darinax

CnoHcop
opranmsaum | o
"
X X
X (ecnun X
YHUYTOXEH
B
KNUHUYECKO
M LeHTpe)
X

X

8.4.5 OTYET MOHMTOpa O
3aBepLialollem Bu3nTe

8.4.6 lokymeHTauus no
pacnpeaeneHuio cy6beKkToB no
rpynnam v packpbITUIO KOAOB

8.4.7 UToroBblit OTHET
vccneposarens,
npeaoctasnsembli 3CO/HIK (ecnum
TpebyeTcs) U YyNOIHOMOYEHHbIM
opraHam (rae NpUMeHMMo)

8.4.8 OTUET 0 KIMHNYECKOM
nccneaoBaHum

[oKyMeHTanbHO 3aKpenuTb OKOHYaHWe BCeX MeponpusTUin
nccnenoBaHns, Heo6XoAMMbIX AJ1st 3aBepLUatoLWero BUsMTa, u Hanuune
KOMWIA OCHOBHbIX AOKYMEHTOB B COOTBETCTBYIOLWMX dhaiinax

Bo3BpallaeTcs CMoHCopy ANst AOKYMEHTaNbHOro 3aKpenieHus
MMEeBLUMX MECTO C/lyYaeB BCKPbITUS KOAOB

JloKyMeHTaNbHO 3aKpenuTb 3aBepLUeHne nccnefoBaHns

[loKyMeHTanbHO 3aKpennTb pe3ynbTaTbl NCCNEA0BAHUA N UX
NHTEepnpeTaumno

X (ecnmn
NpUMEHMMO)







