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Mpeaucnosune

Llenu v npuHumnel ctaHgapTtnsaumm B Poccunckon ®epepauumn ycraHosneHsl degepanbHbIM 3aKOHOM OT
27 pekabpst 2002 r. Ne 184-03 «O TeXHUYECKOM PErynmpoBaHUn», a npaBuia NPUMEHEHNST HaLMOHamNbHbIX
ctaHgapToB Poccunckon ®epepaumm — FOCT P 1.0—2004 «CtaHgapTtusauusa B Poccunckon degepaumn.
OcCHOBHbIE NONOXEHNA»

CBefeHus o ctaHpapTe

1 NOArOTOBJIEH Accoumnaumen mexayHapoaHbIx dhapmavresTudecknx npounssoautenen (AIPM), Mex-
OyHapogHowv koHdeaepaumen obuiects notpedutenen (KoHdOI), Poccuiickon AkageMmmnein MeanUMHCKMX HaykK
(PAMH) no cobcTBEHHOMY ayTEHTUYHOMY NepeBoAayY, YKa3saHHOMY B NyHKTe 4

2 BHECEH Texnun4yeckum komuteTom no ctaHgapTtnsaumm TK 450 «JlekapCTBEHHbIE CPEeACTBa»

3 YTBEPXX[EH [lMpukazom ®enepanbHOro areHTCTBa No TEXHUYECKOMY PEryriMpoBaHuio U MeTPOsiormm
OT 27 ceHTs6psa 2005 r. Ne 232-cT

4 HacTtosawumn ctaHgapT naeHTudeH PykoBoacTBY No Hagnexawen knuHuydeckon npaktuke (Consolidated
Guideline for Good Clinical Practice) MexxayHapoaHoi KOHepeHLMM MO rapMOHM3aLUKN TEXHUYECKNX Tpebo-
BaHWUM K perncrpauum chapMaLeBTU4eCKnX NpoayKTOB, NpegHasHavYeHHbIX AMs NpUMeHeHnst Yenosekom (Inter-
national Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for
Human Use; ICH)

|_|pl/l NnpuMeHeHnn HacTodLlero ctaHaapTa pekoMmeHgyeTca UCNoJ1b30BaTb BMECTO CCbITOYHbIX MeXayHa-
POAHbIX CTaHOAApPTOB COOTBETCTBYHOLWMNE MM HalMOHalbHblE CTaHOAaPTbl Poccuiickon CDe,u,epau,MM

5 BBE[EH BINEPBbIE

UHpopmayusi 06 usmeHeHUsIXx K HacmosweMy cmaHOapmy rybrukyemcsi 8 exe200Ho u3dagsaeMom
UHGbopMmayUoHHOM yKkazamerne «HauyuoHarnbHble cmaHOapmbi», @ meKcm U3MeHeHUU U rornpasok — 8 exxeme-
CsIYHO u30asaeMbix UHGOPMAaUUOHHbIX yka3amersax «HauuoHanbHble cmaHOapmebi». B criyyae nepecmompa
(3aMeHbl) unu ommMeHbl Hacmosiue2o cmaHGapma coomeemcemeyroujee yeedomneHue bydem orybrukogaHo
8 exxemMecsiHHO u3zdasaeMoM UHGOPMaUuUOHHOM ykasamene «HauuoHanbHbie cmaHdapmbl». Coomeemcm-
gyrowjasi UHgbopmauusi, yeedoMrieHUe U meKcmbl pa3Meuw,aromess makxe 6 UHghopmalyuoHHoU cucmeme obuje-
20 r10/1b308aHUsT — Ha odhuyuanbHOM calime HayuoHabHO20 opeaaHa Pocculickol ®edepauuu o
cmaHOapmu3ayuu 8 cemu IHmepHem

© CraHgapTtunHdopwm, 2005

HacTtosiwmin ctaHaapT He MoXeT BbiTb MOSTHOCTbIO UMM YaCTUYHO BOCMPOU3BEEH, TUPaXKMPOBaH U pac-
MpoCTpaHeH B kayecTBe ouLmarnbHOro n3gaHus 6es paspelueHns defepanbHOro areHTCTBa no TEXHUYECKOMY
perynMpoBaHmuio 1 METPOOrMn
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BBepeHune

Haponexalas knuHudeckas npaktuka (Good Clinical Practice; GCP) npeactaBnsieT cobon mexayHapoa-
HbI 3TUYECKUI MU HaYYHbIN CTaHOapT NSaHMPOBaHUA N NPOBEAEHUS UCCReAoBaHW C y4acTUEM YerioBeka B
KayecTBe CybbeKkTa, a Takke JOKYMEHTanbHOro ohOpMIIeHNst U NpeacTaBneHns pedynbTaToB TakMx Mccnego-
BaHWN.

CobntogeHne ykaszaHHOro ctaHgapTa CIyXuT Ans obwectsa rapaHTMer Toro, Y4To npaea, 6e3onacHoOCTb
n Gnaronony4yne cyGbEKTOB MCCNeaoBaHNsA 3alUULLEHbI, COTNAcyTCA C MpUHLUMNaMKM, 3anoXeHHbIMK Xerb-
CUHKCKOW Aekrnapauuen BecemmnpHorn meguumHcekon accoumaumm (BMA), 1 UTo AaHHbIE KITMHUYECKOro Uccneno-
BaHUS JOCTOBEPHbI.

Llenbto HacTosLLEero HauMoHanNbBHOro CTaHaapTa (aanee — HacTOSALWUA CTaHA4apPT) ABMSIeTCS yCTaHoBMe-
HWe eaguHbIX co cTpaHamu EBponenckoro Coto3a, CoeanHeHHbIMK LLTaTamn AMmepukn n AnoHuen npasus, 4Tto
[OMKHO cnocobCcTBOBaTb B3aUMHOMY MPU3HAHWIO AaHHbLIX KIMMHUYECKUX UCCIeO0BaHWUA YNOMHOMOYEHHbLIMN
opraHamu Ha3BaHHbIX CTPaH.

Hactoswwun craHgapt naeHtudeH ICH GCP — PykoBoacTBY MO Hagnexallen KNMHUYECKOW npakTuke
(Guideline for Good Clinical Practice) MexxayHapogHon KoHdepeHLMn No rapMOHU3aLnn TEXHNYECKNX Tpebo-
BaHWU K perncrpauum chapMaLeBTUYECKUX NPOOYKTOB, NpeaHas3HavYeHHbIX ANs NpUMeHeHnst YenosekoMm (Inter-
national Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for
Human Use; ICH), koTopoe, B cBOIO o4epeab, pa3paboTaHo ¢ y4eTOM AeUCTBYOLLMX TpeboBaHWI Hagnexatlen
KnunHn4Yeckown npakTtnkm EBponerickoro Cotosa, CoeanHeHHbIx LLITaToB AMepukn 1 AnoHuK, a Takke ABCTpanuu,
KaHnagbl 1 BcemnpHon opraHmsauum 3gpaBooxpaHeHumst (BO3).
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HAUUWOHANBbHBLIAN CTAHOAPT POCCUMUCKOWNW OEOQOEPALUUNMNU

HAONEXALLAA KMTMHNYECKASA NPAKTUKA

Good Clinical Practice (GCP)

Oata BBegeHuss — 2006—04—01

O6nactb npumeHeHus

Hactoswuin ctaHgapt HeobxoamMmo cobniogatb Npy NPoBeAEHUN KITMHUYECKUX UCCIEA0BAHMN, AaHHbIE
KOTOpPbIX 3anfaHNpoBaHO NpeacTaBUTb B YNOSTHOMOYEHHbLIE OpraHbl.

MpyHUMNBLI, YCTAHOBMEHHbIE HACTOSILLMM CTaHAAPTOM, MPUMEHUMbI TAKXKE U K UHBIM KITMHUYECKMM Uccre-
[OBaHMAM, KOTOPble MOTYyT OKa3aTb BMUsiHWE HA 6e30nacHOCTL U Griarononyyme YenoBeka, BbICTYNaoLLEro B
KayecTBe cybObekTa.

1 TepmuHbI n onpeaeneHus

B HacToslLeM cTaHgapTe NPUMEHSIIOTCS CneaytoLie TePMyHbI C COOTBETCTBYIOLLMMM ONpeaeneHnsaMm:

1.1 ayauT (audit): KomnnekcHas 1 HesaBrcMmas NpoBepKa OTHOCSLLNXCS K UCCNEA0BaHNI0 AeATENBHOCTH
N OOKyMeHTauuu, NpoBoaMMas Ans NoATBEMKOAEHUS COOTBETCTBUSI 3TOM OEATENbHOCTU, a Takke npoueayp
cbopa, aHanusa v NpeacTaBneHns aHHbIX MPOTOKOMY, CTaHAAPTHBLIM ONepaunoHHbIM NpoLeaypam CnoHcopa,
Hagnexallewn knmHudeckon npaktuke (GCP) n HopMmaTuBHbIM TpeboBaHUAM.

1.2 6naronony4ue cy6bekToB uccneposaHusa (well-being (of the trial subjects)): dusnyeckoe n ncmxu-
Yeckoe 340POBbe CYOBEKTOB, yHaCTBYOLLMX B KITMHUYECKOM UCCeg0BaHNN.

1.3 6powutopa uccnegoBartens (investigator’'s brochure): CeBogHoe n3noxeHue pesynbTaToB KNUHUYEC-
KOro M OOKIMHUYECKOIO M3yYEeHUs1 UccrieqyemMoro npogykTa, 3Ha4yMMbIX Anst ero MCCneaoBaHus Ha YeroBeke
(cMm. pasgen 7 HacTosLlero craHgapTa).

1.4 poroBop (contract): [JaTnpoBaHHOE 1 NOANUCAHHOE COrMnalleHre Mexay AByMsi Unmn donee CTopoHa-
MU, KOTOpOe yCTaHaBMNMBaeT JOTOBOPEHHOCTU, KacalLmecs pacnpegeneHnst obbema pabdoT n ob6a3aHHoCTEN
npu NpoBeAeHNN KIIMHUYECKOTO UCCNEeAoBaHNs, a Takke, ecrm yMecTHO, (OMHaAHCOBbIX BOMpocoB. OCHOBOM
[0roBopa MOXeT CITYXXWUTb NPOTOKOJT UCCref0BaHNS.

1.5 pokyMeHTanbHbIN cnepd (audit trail): JokymeHTauus, no3sonstoLlas BOCCTaHOBUTL X0, COBbITUN.

1.6 mokymeHTaumua (documentation): Bce 3anvcm B nobon dpopme (Bkouas 3anmcyn Ha OyMadkHbIX,
9MEKTPOHHBIX, MarHUTHbIX UM ONTUYECKUX HOCUTENSIX, CKaHOrPaMMbl, PEHTFEHOBCKME CHUMKW, 3MeKTpokap-
auorpaMMbl U T.M.), KOTOpblE OMUCLIBAKOT MO0 PErMcTPUpYOT MEeToAbl, OpraHn3auuio Wwnu pesynbtaTbl
KIMMHNYECKOro NCCrefoBaHus, a Takke BNUSIIOLLME Ha uccreaoBaHne akTtopbl U NPUHATbIE MepPbI.

1.7 3akno4yeHue (NpumMmeHuTenbHO K HezaBucumomy atuyeckomy komutety) (opinion (in relation to
Independent Ethics Committee)): 3akntoueHne n/unu pekomeHgaumMm He3aBUCMMOro aTMHECKOro KoMuTeTa.

1.8 3akoHHbIN npeacTaButenb (legally acceptable representative): ®usnyeckoe nnu ropnamnyeckoe
nnUo, NI MHONM CyOBEKT NpaBa, MMEIOLLMIA B CUITY 3aKOHa NpaBo AaBaTb Corfiacune Ha y4actue B KIMHUYECKOM
nuccneaoBaHnM OT UMEHN NOTEHLMaNbLHOro cyobekTa nccnegoBaHus.

1.9 npeHTUUKaLUMOHHLIN KoA cybbekTa (subject identification code): YHukanbHbIN Koa, NpucBanBae-
MbI UCCrieaoBaTeNneM Kaxaomy CcyObeKTy nccreaoBaHunst Ans obecneyeHns KOHOUAEHUManbLHOCTM ero nny-
HbIX AaHHbIX M UCMOJb3YEMbIi BMECTO MMEHU CyObeKTa B OTYETaX MO HeXeNnaTernbHbIM ABIIEHUAM U/ apyrmx
OaHHbIX, OTHOCSILLMXCS K UCCIIE00BaHMIO.

U3paHne ocpmumanbHoe
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1.10 nvHAMBUAYyanbHasa perncTpaunoHHas kapTa; MIPK (Case Report Form; CRF): [JokyMeHT Ha Bymax-
HOM, 3NEKTPOHHOM WM OMNTUYECKOM HOCcuTene, NpedHa3HayeHHbIN Ans BHECEHMS BCeW NpegyCMOTPEHHON
NPOTOKOJSIOM M noAsiexallen nepegade CoHCOpy MHopMaumy Nno KaxaoMmy CyObekTy nccnegoBaHust.

1.11 nHcnekumsa (inspection): [lenctere yNnonHOMOYEHHbLIX OPraHoB, 3aknoyaroLeecs B ouLmanbHOn
npoBepKe AOKyMeHTauun, 060pyaoBaHns, MHbIX MaTepuarnos, MMEIOLLNX, MO MHEHMIO YITONTHOMOYEHHbIX Opra-
HOB, OTHOLLEHME K KITMHUYECKOMY MCCIEeAO0BaHUI0 N HAaXO4ALWUNXCS B MCCeA0oBaTENbCKOM LEHTPe, B MOMeLLe-
HUSIX CNOHCOPA U/UIN KOHTPaKTHOW UCCNEeA0BaTENbCKOW OpraHn3aLmu, a Takke UHbIX OpraHn3aumsax, UMetoLLnX,
MO MHEHUIO YNONMHOMOY€EHHBIX OPraHOB, OTHOLLEHME K UCCIEA0BaHNIO.

1.12 uHchopmupoBaHHoe cornacue (informed consent): MNMpoueaypa 4OOPOBONBHOIO NOATBEPKAEHUS
CybBbEeKTOM CBOEro COorfnacusi Ha y4actue B KOHKPETHOM MCCNedoBaHUK nocrie nonyveHuns nHdopmaumm o6o
BCEX 3HaYMMbIX AN NPUHATUS UM PeLLEHMs acnekTax uccriegosanns. IHopmmnposaHHoOE corracue AOKyMeH-
TMpyeTCcs NOCPEACTBOM MOAMNMCAHUA U aTUpoBaHns chopMbl MHCOOPMMPOBAHHOIO COrfacus.

1.13 uccneposatenb (investigator): ®usmyeckoe nNUUO, Hecyllee OTBETCTBEHHOCTb 3a NpoBedeHue
KNMHUYECKOro UCCNefoBaHNA B UccreoBaTenbCckoM LeHTpe. B crniyvae nposegeHns nccnegosaHvs B ucchne-
[oBaTenbCKOM LieHTpe rpynnon nuy uccnegosarternem (rnaBHbIM UCCegoBaTenem) SBNAeTca pykoBoanUTENb
rpynnbl. CM. Takke TEpMUH «conccrnegoBaTenb» (1.54).

1.14 uccnepoBaTtenb-koopauHaTop (coordinating investigator): Viccnegosatenb, oTBevYaloLLMin 3a KO-
opanHauuio AeATenNbHOCTU UCcneaoBaTenen Bcex nccneoBaTernbCkmX LEeHTPOB, y4acTBYOLWMX B MHOMOLEHT-
POBOM KITMHUYECKOM MCCIeaoBaHUM.

1.15 ncecneposarenb/opraHusauums (investigator/institution): TepMmuH, o3HavaloWwm: «muccnegosarterb
n/vinu opraHnsaums B 3aBUCUMOCTU OT HOPMaTMBHBLIX TpeboBaHUAY.

1.16 nccnepoBaTenbCkui LeHTp (trial site): PakTnyeckoe MecTo NpoBedeHUs KITMHNYECKOrO UCCIeao-
BaHUS.

1.17 nccnepyembin npoAaykT (investigational product): JllekapcTBeHHas dhopma akTMBHOMO BELLECTBa UNn
nnauebo, nsyyaemas unm ncnonb3yemMas 4 KOHTPONs B KIMMHNYECKOM MCCIeA0BaHUN, B TOM YnCne 3aperu-
CTPUPOBAHHBIN NTIEKAaPCTBEHHbIN NPOAYKT B Cryyae, ecriv crnocob ero npMMeHeHUs OTNINYaeTCs OT YTBEPXKOEH-
HOro, a Takke NpW ero MCMonb3oBaHWW MO HOBOMY MOKa3aHWO WM ANs MONydYeHUs OOMONHUTENbHOW
UHOPMaLIMK NO YTBEMKAEHHOMY NOKa3aHWUIo.

1.18 knMHU4Yeckoe ucnbiTaHme/nccnegoBanue (clinical trial/study): Jlto6oe nccnegosarne, NpoBoaM-
MOe C y4acTueM 4erioBeka B KadecTBe CybbekTa AN BbISIBNEHUS UMW NOATBEPXKAEHUS KITMHUYECKUX W/vnu
dapmakonormyecknx apdeKkToB uccreqyemMbix NPoAyKTOB W/MMNW BbISIBIIEHUS HeXenaTerbHbIX peakumMn Ha
uccriegyemMble NpoayKTbl, N/VNM M3y4eHnst X BcacbiBaHWsA, pacnpegeneHus, metabonmama 1 BblBEOEHUS C
Lerbio OLeHUTb MX 6e3onacHOCTb U/nnm apPEeKTUBHOCTD.

TepMUHbI «KNMHUYECKOE UCTIbITAHUE» N «KITMHUYECKOE UCCNeaoBaHNeE» SBASIOTCA CUHOHMMaMMU.

1.19 KOHTpaKTHasA uccrnegoBaTenbckasa opraHusaums (contract research organization; CRO): dusu-
Yyeckoe NMLO UNun opraHm3aumsi (kommepyeckasl, Hay4YHO-MccregoBaTenbCckasa Unu nHas), kKotopas B paMmkax
[0roBopa Co CMOHCOPOM BbINOMHAET OA4HY UIn 6onee 13 ero 06s93aHHOCTEN U PYHKLUIA, CBA3AHHbBIX C NpoBe-
OEHMEeM KIMHUYECKOro nccregoBaHus.

1.20 koHTpOnb KayecTBa (quality control; QC): MeToabl 1 Mepbl, ABNSIOLLMECS YacTblo CUCTEMbI 06ec-
neYyeHUs KayecTBa 1 Ucnonb3yemble A5s NPOBEPKN COOTBETCTBUS BbIMNONHAEMbIX NPU NPOBEEHUN CCNeao-
BaHWA npoLeayp npeabssrseMbiM TPeboBaHMAM K UX KaYecTBy.

1.21 koopAnHauUnoHHbIN KomuTeT (coordinating committee): KomuteT, KOTOpbIN MOXET BbITb OpraHn3o-
BaH CMOHCOPOM Afs KOOpAUHaALMN NPOBEAEHNST MHOTOLEHTPOBOIO KIMHUYECKOrO MCCNEeAoBaHUS.

1.22 koHUaeHUManbHocThb (confidentiality): CoxpaHeHue B TalHe OT HEYMOJSTHOMOYEHHbIX L, MHAOP-
MaLuMu1, NpuHaanexatlen CrnoHCcopy, Un Hopmaumm, NO3BONALLEN MAEHTUDULMPOBATL CyObeKTa uccne-
[OBaHus.

1.23 MHoOroueHTpoBOe KNUHUYecKoe uccnegosaHue (multicentre trial): KnuHnyeckoe nccneposaHue,
nNpoBoAMMOE MO eAUHOMY NPoToKony 6onee YeM B OAHOM UCCregoBaTENbCKOM LIEHTPE U, 3HA4YUT, Bonee Yyem
OOHWUM nccnegoBaTenem.

1.24 MoHUTOpUHr (Monitoring): [leaTenbHOCTb, 3aKroYvaloLasca B KOHTPOe 3a XOA0M KITMHUYECKOro
uccregoBaHus, obecneyeHun ero nposegeHns, cbopa gaHHbIX U NpeacTaBeHns pe3ynbTaToB B COOTBETCTBUN
C MPOTOKONOM, CTaHAapTHbIMW OnepaLMoOHHbIMU NpoLieaypamu, Haanexallen knnHuyeckom npaktukon (GCP)
W HOPMaTWBHbBIMU TPEBOOBaHUSIMM.

1.25 Hagnexawas knuHu4veckasa npaktuka (Good Clinical Practice; GCP): CtaHgapT nnaHuMpoBaHus,
opraHusaumu, NpoBeAeHNs, MOHUTOPUHIa, ayauTa, LOKYMEHTUPOBAHUSA KITMHUYECKUX UCCNEAOoBaHUN, a TaKkke
aHanusa v npeacTaBneHns Ux pesynbTaToB, CRyXalun rapaHTnen 4OCTOBEPHOCTM U TOYHOCTU NOMYYEHHbIX
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OaHHbIX U NPeACTaBNEHHbIX Pe3ynbTaToB, a Takke obecnevmBaroLwuin 3awmnTy Npas, 300POBbS U KOHPUAEHLM-
anbHOCTN CyOBHEKTOB NCCNeaoBaHUS.

1.26 HexxenaTenbHasa peakuus; HP (adverse drug reaction; ADR): OTHocUTENbHO NpeaperncTpaumoH-
HOrO KNMHUYECKOro NPMMEHEHUSA HOBOIO NIEKAPCTBEHHOMO NPOAYKTa UMW ero NpUMEHEHNs MO HOBbIM NOKa3aHu-
SIM, OCODEHHO ecnu TepaneBTUYecKne J03bl TOYHO HE YCTaHOBIEHbI, — BCE HEraTMBHbIE peakumm, CBA3aHHbIe
C NpuMMeHeHuemM nbor A03bl NeKapCTBEHHOMO NPOAYKTa. TepMUH «CBA3aHHbIE C MPUMEHEHNEM NEKapCTBEH-
HOro MpoAdyKTa» 03Ha4YaeT, YTO CYLLECTBYET XOTA Obl MUHMMarbHas BO3MOXXHOCTb Hanu4ms NPUYNHHO-CEACT-
BEHHOW CBSA3N MEXAY JeKapCTBEHHbIM MPOAYKTOM W HeXenaTeribHbIM SBIieHWEeM, T.e. B3aMMOCBSA3b He
UCKITIOYeHa.

[nsa 3aperncTpnpoBaHHbIX NIEKapCTBEHHbIX NMPOAYKTOB 3TOT TEPMUH O3HAYaeT BCe HeraTMBHbIE peakLimm,
CBSI3aHHblE C NPYMEHEHNEM NeKapCTBEHHOIO NPoayKTa B 00bIYHbIX A03aX, UCNONb3YEMbIX 5151 NPOUNAKTUKN,
OWarHOCTUKK UIN NeveHunst 3aboneBaHnii, a Takke 4118 U3MeHeHus onaunonornyecknx yHkumi (cm. Pykosoa-
ctBo ICH «OueHka aaHHbIX NO KNMHUYECKON 6e30nacHOCTU: TEPMUHONOIMS U CTaHA4apThl 9KCNpecc-oTyeT-
HOCTM®).

1.27 HexxenaTenbHoe saBneHue; HA (adverse event; AE): Ilto6oe BbISsBNEHHOE Y naumneHTa unm cybbekTa
KIUHUYECKOro MUccreaoBaHus nocrne NpMMeHeHns nekapcTBEHHOro npoaykra HebnaronpnatHoe ¢ MeauuuH-
CKOW TOYKM 3peHusi CobbITNE, KOTOPOE MOXET Y HE UMETb NMPUYNHHO-CEACTBEHHOW CBS3U C €ro NPUMEHEHVEM.
Taknm o6pasom, HexxenaTenbHoe saBneHue (HA) moxeT npeactasnsaTe cobon nobor HebnaronpPUATHLIN CUMM-
TOM (BKJHOUasi OTKITOHEHME NabopaTopHOro nokasartens OT HOPMbI), Xkanody unu 3abonesaHne, BPeMsi BO3HUK-
HOBEHUSI KOTOPOrOo He WCKMNYaeT MPUYNHHO-CNEOCTBEHHON CBA3W C MPUMEHEHMEM NeKapCTBEHHOro
(nccnegyemoro) npoaykTa BHE 3aBMCMMOCTM OT HanuMung Unm oTCyTCTBUS Takow cBs3un (cM. pykoBoacTso ICH
«OueHKa AaHHbIX MO KIMMHUYeCcKon 6e30MacHOCTU: TEPMUHOMNOMMSA U CTaHAaPTbl AKCNPECC-OTYETHOCTMY).

1.28 He3aBMCUMbIN KOMUTET NO MOHUTOPUHIY AaHHbIX; HKM[ (Independent Data-Monitoring Com-
mittee; IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring Committee)): Heaa-
BUCUMBIN KOMWUTET, KOTOpbIM MOXeT ObiTb 0Bpa3oBaH MO MHUUMATMBE CrNOHCOpa Afs MNepuoaMyecKoro
paccMOTPEHNST X04a KITMHUYECKOrO MCCNedoBaHusd, AaHHbIX MO 6€30MacHOCTN U/MINM OCHOBHbBIX NapaMeTpoB
appekTMBHOCTU, a Takke AN BbIpaboTKM pekoMeHAaLMi CMOHCOPY O LenecoobpasHOCTU MPOLOIKeHUs,
npekpaLleH1st uccnegoBaHus NN BHECEHUS B HETO U3MEHEHUIA.

1.29 He3aBucumbin aTndeckumn komutet; HOK (Independent Ethics Committee; IEC): HesaBncumbin
OpraH (3KCNepTHbIA COBET UMM KOMUTET, OENCTBYIOLLMIA Ha YPOBHE OpraHmn3auumn, permoHansHOM, HauuoHanb-
HOM UNN MEXOYHAPOOHOM YPOBHE), COCTOSALMNA U3 MEANUMHCKMX pabOTHWMKOB, a Takke Nul, HE MMEHLLMX
OTHOLLIEHNSA K MeauLnHe, KOTOpbIn obecrneynBaeT 3awmty npas, 6e3onacHOCTM M Bnarononyynsi CyGbEKTOB
nuccrnegoBaHus M BbiCTynaeT Ans obwecTBa rapaHTOM TakoOW 3alUMTbl, B YACTHOCTM MyTEM PacCMOTPEHMS,
yTBEpPXAEeHMA/oqobpeHus nNpoTokona mccnefoBaHus, KaHAMaaTyp wuccrnegoBaTenen, mccrnegoBaTenbCKUX
LEHTPOB, a TaKke MaTepuanoB U METOAOB, KOTOpbIE MpearnonaraeTcs UCNonb3oBaTh A8 NOMyYeHns N OOKY-
MEHTMPOBaHNSt HHPOPMUPOBAHHOIO COrMacus CyGbEKTOB NcCneoBaHus.

lMpaBoBou cTaTyc, cocTas, PYHKUUN, AEATENBHOCTb HE3ABNCUMbIX 3TUHECKUX KOMUTETOB, @ TakKe OTHO-
CALLUMECS K HAM HOPMAaTUBHbIE TPEOOBaHUSA MOIYT pa3nnyaTbCH B pasHbIX CTpaHax, TeM He MeHee, HOK gormkHbI
dyHKUMOHNpoBaTh B cooTBeTcTBUM ¢ GCP.

1.30 He3aMHTepecoBaHHbIN cBuAeTenb (impartial witness): duanyeckoe n1Lo, HeNpU4acTHoe K NpoBe-
OEHNI0 KIMHUYECKOro UCCreaoBaHus, Ha KOTOpoe He MOryT OKa3aTb AaBreHue y4aCTHUKN KITMHUYECKOro UC-
CrnegoBaHUSA 1 KOTOPOE B Cry4vae, ecrnn CyObeKT NCCneaoBaHns UNM ero 3akOHHbIV NpeacTaBUTENb HE YMeeT
UIN HE MOXXET YNTaTb, MPUCYTCTBYET BO BpEMS MOSTyYEeHUSA MH(POPMUPOBAHHOTO COracus, a Takke 3a4nTbiBaeT
TEKCT MHpopMUpPOBaHHOrO cornacus n niobble apyrue npegocTaBnsemMble cyObekTy nccrnegoBaHns NMCbMeH-
Hble maTepuarnbl.

1.31 poknuHuyeckune nccnepgosanua (nonclinical study): BuomeaguuuHckne nccnegosaHus, NPoBOAM-
Mble 6e3 yyacTusi YeroBeka B KayecTBe cybbekTa.

1.32 HenpeaBuAeHHasA HeXXenaTenbHaA peakums (unexpected adverse drug reaction): HexxenaTtenoHas
peakumsi, CyLLIHOCTb UK TSPKECTb KOTOPOW HE COrnacyeTcsi C U3BECTHOM MHbopMaLmen o NpoaykTe (HanpuMmep,
¢ OpoLutopor uccnegoBaTtens Ans He3aperMcTPUpPOBaHHOIO UCCIegyeMoro NPoAayKTa UM ¢ IMCTKOM-BKITagbl-
LeM/CBOAHON XapaKTepUCTUKON NeKapCTBEHHOro npoaykra B criyyae 3apermcTpupoBaHHOro npoaykra) (cm.
pykoBoacTeo ICH «OueHka gaHHbIX MO KIMHUYECKo 6e30MacHOCTU: TEPMMHOIIOMMS U CTaH4apTbl 3KCNpecc-oT-
YETHOCTUY).

1.33 HopmaTuBHbIe TpeboBaHuA (applicable regulatory requirement(s)): Bce 3akoHbl M NOA3aKOHHbIE
aKTbl, perynupyroLme npoBegeHne KIMHUYECKNX UCCNeA0BaHNIN nccreayemblx NPOAYKTOB.

1.34 o6ecneyeHue kayecTBa (quality assurance; QA): COBOKYNHOCTb CUCTEMATUYECKUX U MNAaHOMEPHbIX
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OEeVICTBUN, KOTOPbIE MMEIOT Lienbio obecnevnTb COOTBETCTBUE NPOBEAEHNS UCCnedoBaHusd, cbopa, perncrpa-
LMK 1 NpeacTaBneHns AaHHbIX Hagnexallen knnmHmdyeckorn npaktuke (GCP) n HopmaTtusHbiM TpeboBaHUsAM.

1.35 opraHmusauusa (MeguumHckas) (institution (medical)): Jllobasa opraHnsaumsi BHe 3aBUCUMOCTU OT ee
OpraHn3aLMoHHO-NpaBoBon opmbl NMMB6O MeguumMHCKoe, NGO cToMaTonorM4yeckoe nogpasgeneque, rae npo-
BOAAT KITMHMYECKOE NccreoBaHue.

1.36 opuruHanbHble MeauLIMHCKMe 3anucum (original medical record): CM. TEpMUH «NepPBUYHANA AOKY-
MeHTauusa» (1.41).

1.37 ocHoBHble AOKyMeHTbI (essential documents): [JOKyMeHTbI, KOTOpbIE B COBOKYMHOCTW WX NO
OTAENBHOCTM MO3BOMSAKT OLEHUTb XOf KITMHUYECKOTO UCCeaoBaHMs U Ka4eCTBO MOSTyYEHHbIX AaHHbIX (CM.
pasgen 8 HacTodwero ctaHgapTa).

1.38 otyeT MoHUTOpa (Monitoring report): NMUCLMEHHBIN OTYET MOHUTOPA CMOHCOPY MOCME Kaxaoro
BM3UTa B UCCriegoBaTeNbCKUIA LIEHTP /UMK KOHTaKTa C uccregoBaTensiMvM B COOTBETCTBMM CO CTaHAAPTHLIMA
onepaumoHHbIMK Npoueaypamm (COIT) cnoHcopa.

1.39 otuyeT 06 ayauTte (audit report): NMMCbMeHHOEe 3akmnOYeHne ayauTopa CroHcopa O pesynbTaTax
ayauta.

1.40 oTyeT 0 KNMHNYECKOM UcnbiTaHun/uccnegoBaHum (clinical trial/study report): OT4yeT B NCbMEH-
How cbopMe, NpeacTaBnsLWnin cobon onucaHne KNMHUYECKOro UCNbITaHUSA/MCCrnefoBaHNs Kakoro-nnbo Tepa-
NeBTUYECKOro, NPOUNaKTUYECKOro MnM AMarHOCTUYECKOro cpeacTBa C yyYacTMeM 4ernoBeka B KayecTBe
cybbekTa, 06beQUHSIIOLLMIA KITMHUYECKOE U CTaTUCTUYECKOE ONMUCaHWS, NPeACTaBNeHne AaHHbIX U UX aHanm3
(cm. pykoBoacTBo ICH «CTpykTypa u cogep»xaHne 0TY4ETOB O KIMHUYECKOM UCCIIEA0BaHNNY ).

1.41 nepBuYHas gokymeHTauums (source documents): icxoaHble AOKYMEHTbI, AaHHbIE 1 3anucuy (Hanpu-
Mep, NcTopmm 6onesHn, ambynaTopHble KapThl, TabopaTopHbIe 3anncK, 3aMeTKN, HEBHUKN CyOBHEKTOB UCCTe-
[OBaHWUS, BOMPOCHMWKW, >KypHanbl Bbldayun MeOMKaMEHTOB, 3anucu aBTOMAaTUYECKUX YCTPOWCTB,
BepumLmMpoBaHHbIE U 3aBEPEHHbIE KOMUWM MIU BbIMUCKU, MUKPOULLKN, OTOHEraTuBbl, MUKPOMIEHKA UMK
MarHWTHbI€ HOCUTENMW, PEHTTEHOBCKME CHUMKM, NIoBbIE 3anncn, OTHOCALLMECH K MaLMEHTY, B TOM YUCIIE XPaHsi-
LMecs B anTeke, nabopatopusix U OTAENEHMAX MHCTPYMEHTANbHON AMArHOCTUKM, UCMONb3YEMbIX B KIMHUYEC-
KOM ncCrneaoBaHun).

1.42 nepBUYHbIe AaHHbIe (source data): Bcst nHdopmaums, cogepkalascsa B OpUrnHasnbHbIX MeANLnH-
CKUX 3anUCsIX 1 X 3aBEPEHHbIX KOMUSX, ONMUCbIBatOLLLasi pe3ynbTaThbl KNMHUYECKUX HabnoaeHuin, o6cnegosaHmmn
W Opyron AesTenbHOCTW, NO3BOSAIOLLLAs8 BOCCO34aTh X0, KNMHUYECKOro uccneaoBaHus U oueHuTb ero. MNep-
BMYHbIE AaHHblE coAepKaTCH B MEPBMUYHON AOKYMEHTaUMN (MOANMHHUKAX UITN NX 3aBEPEHHbIX KOMUSAX).

1.43 nonpaska (k npotokony) (amendment (to the protocol)): CM. TepMUH «nonpaBka K NPOTOKOMNYy»
(1.44).

1.44 nonpaBka K npoTtokony (protocol amendment): OcdopmMrneHHoe B MMCbMEHHOM BUAE OnucaHue
NU3MEHEHWI UM ouumansHoe pasbsacHEHNE NPOTOKONa.

1.45 npenapat cpaBHeHunA (comparator (product)): Mccnegyembiin unu 3aperMcTpMpoBaHHbIA NeKapcT-
BEHHbIA NPOAYKT (T.€. aKTUBHbIA KOHTPONb) Moo nnauebo, ncnonb3yemMbii(oe) Kak KOHTPOSb B KITMHUYECKOM
nccnenoBaHuu.

1.46 NpOMeXyTO4YHbIN OTYET O KIIMHUYECKOM ucnbiTaHuu/mccnegoBaHuum (interim clinical trial/study
report): OT4eT 0 NPOMEXYTOYHbIX pe3yfibTaTtaxX U NX OLEHKe, OCHOBaHHbIN Ha MPOBEeAEeHHOM B XO4€ KIMHU4YecC-
KOro nccriejoBaHunsi aHanmae AaHHbIX.

1.47 npoTtokon (protocol): IokyMeHT, KOTOPbI ONUCLIBAET LieNu, An3aiH, METOL4ONOIMI0, CTaTUCTUYECKNe
acnekTbl U opraHu3auuio uccriegoBaHns. NoMMMO 3TOro NPOTOKON OBbIYHO COAEPXKUT MONyYEHHbIE paHee
OaHHble 1 0B0CHOBaHWe UccneaoBaHUd, OHAKO 3Ta MHopMaums MoXeT BbITb NnpeacTaBneHa U B Apyrux
OOKYMEHTax, Ha KOTopble CCbIIaeTcs NPOTOKON uccnegoBaHud. NprMeHnTenbHO K HacTosLWeMy CTaHgapTy
TEPMUH «NPOTOKON» NoApa3yMeBaeT Kak caM NPOTOKON UCCNeoBaHUs, Tak U NOMpaBKM K HEMY.

1.48 npsamon poctyn (direct access): Pa3spelueHne Ha M3yyeHue, aHanma, NPOBEPKY M KOMUpoBaHue
nobbIX 3anucen n 0TYETOB, HEOBXOAUMbIX ANS OLEHKM KNMHUYECKOro uccrenosaHus. Jlvua, umerolme npaso
nNpsiMOro goctyna (HanpvumMep, npeactaBuTeny HauMoHarbHbIX UM MHOCTPaHHbIX YNOMHOMOYEHHbIX OPraHoB,
MOHWTOPbI 1 ayAUTOPbI CMIOHCOPA), AOIMKHBI MPUHUMATL BCe pa3yMHble Mepbl Ansi COBN0AEeHNS HOPMATUBHbIX
TpeboBaHui No 3aLmuTe KOHPUAEHUMANBHOCTU MHPOPMALIMK, NO3BONSAIOLWEN MAEHTU(NLNPOBaTL CyOHEKTOB,
W MHGOpMaLmK, NpuHagnexatlen CnoHcopy.

1.49 panpomusauums (randomization): MNMpouecc pacnpegeneHns cybbekToB UccnegoBaHus no rpynnam
fieYeHNs UM KOHTPONS CrlyYariHbIM 06pa3oM, NMO3BOMSAIOLLMIA CBECTU K MUHUMYMY CyOBEKTMBHOCTD.

1.50 cepTudmkar aygurta (audit certificate): [lokyMeHT, COCTaBneHHbIN ayauToOpoM B NoATBEPXKAEHUE
dakTa npoBeaeHus ayauTa.
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1.51 cepbe3Hoe HexenatenbHoe ABneHne; CHA n/unu cepbesHas HexenartenbHas peakuua; CHP
(serious adverse event; SAE or serious adverse drug reaction; serious ADR): Jlto6oe HebnaronpuatHoe meau-
LMHCKoe cobbiTne, KOTOPOE BHE 3aBUCUMOCTM OT A03bl TEKAPCTBEHHOrO NpoaykKTa:

- MPUBESIO K CMEpPTY;

- NpeacTaBnsaeT cobon yrposy ANs XXU3HW;

- TpebyeT rocnuTanuaaumm unn ee NPoasIeHns;

- MPUBESIO K CTONKON NN 3HAYUTENBHON HETPYAOCNOCOOHOCTU UMM UHBANUAHOCTU

umm

- NpeacTaBnsieT cobov BPOXAEHHYIO aHOManuo unu aedekT poXxaeHns

(cm. pykoBopacteo ICH «OueHka gaHHbIX MO KNUHMYeckon 6e30nacHOCTU: TEPMUHONOIMMSA 1 CTaHaapThl
3KCMPECC-0THETHOCTUY ).

1.52 cnenon metoa/mackupoBka (blinding/masking): Metoa, npy NpMMEHeHUN KOTOPOro OAHOW UNn
HECKOJSIbKUM Y4aCTBYIOLLUM B KIMHUYECKOM MCCNEAOBaHMN CTOPOHaM HEN3BECTHO, Kakoe fieyeHne Ha3HavyeHo
cybbekTy nccrnegoBanus. [pocton cnenor MeTog npegycMaTpyBaeT HEOCBE4OMITEHHOCTb O Ha3HaYEHHOM UM
BUOE NleYeHns CyObeKTOB MCCNeaoBaHus, B TO BpEMS Kak ABOMHOW Cnenon meTtog nogpasyMmeBaeT HeocBe-
OOMIIEHHOCTb CyOBbEKTOB UCCIEef0BaHUS, nccregoBaTenen, MOHUTOPOB U, B HEKOTOPbIX CIyvasix, nuu, BbIMos-
HSAOLLMX CTaTUCTUYECKYH 06paboTKy AaHHbIX.

1.53 cobnoaeHmne TpeboBaHU (MPUMEHUTENLHO K KITMHUYECKUM uccriegoBaHusiM) (compliance (in
relation to trials)): CnegoBaHue BceM CBSI3aHHbLIM C KITMHUYECKMM UCCeAoBaHNEM TpeboBaHNSAM, Haanexatuemn
KnuHmnyeckon npaktnke (GCP) n HopMaTUBHBIM TPeBOBaHUAM.

1.54 couccnepoBartenb (subinvestigator): JTlo6on yneH ncecnegosBaTenbCKOro KONMeKTuBa, HasHa4YeH-
HbI MCCrefoBaTeNEM U OCYLLECTBISAOLNIA N0 ero KOHTPOSEM 3Ha4YMMble NPOLEAYPbl KIMMHUYECKOro uccre-
[OBaHMA B UCCreoBaTeNbCKOM LEHTpe (Hanpumep, UHTEPH, OpAUHATOP, Hay4dHbIA COTpyAHUK). CM. Takke
TepMuH «uccriegosatens» (1.13).

1.55 cnoHcop (sponsor): dusmyeckoe NNy LPUOUHECKOE NMLO, ABMSIOLLEECH NHULNMATOPOM KIMHUYEC-
KOro nccrnefoBaHns U Hecyllee OTBETCTBEHHOCTb 3a ero opraHv3aunio u/mnm ouHaHcupoBaHue.

1.56 cnoHcop-uccnepoBartenb (sponsor-investigator): Jlnuo, KoTopoe camMoCTOATENBHO UMM COBMECTHO
C OPYrMMW NIMLAMN MHALMUPYET U NPOBOAUT KITMHUYECKOEe UCCneaoBaHme 1 o HenocpeacTBEHHbIM PYKOBOA-
CTBOM KOTOPOro uccrnenyemMbin NpoaykT nnbo HasHavaloT, MO0 BbiAAT CyObEKTY UccnenoBaHus, GO noc-
negHvn npuHumaeT ero. CnoHcopoM-uccnegoBaTenieM MOXET ObiTb TONbKO dmnanyeckoe nuuo. O6a3aHHOCTH
CMOHCcOpa-mccneaoBartens BKoyaT B cebs 06513aHHOCTM Kak CNoHcopa, Tak U uccriegoBaTens.

1.57 ctanpapTHble onepauuoHHbie npoueaypbl; COlMN (standard operating procedures; SOPs): No-
OpPOOHbIE MMCbMEHHbIE UHCTPYKLUMW, MpegHas3HavYeHHble 4518 AOCTUKEHMS e4MHO00pasns Npu OCyLLeCTBNEHNN
onpeaeneHHon AesiTeNbHOCTY.

1.58 cyb6beKkT/cy6beKT nccnepaoBsaHus (subject/trial subject): dusmyeckoe nuuo, yyacTeylowlee B Knu-
HUYECKOM UCCreJoBaHNM B COCTaBe rpynnbl, NOnyyaroLwen nccnegyemMbiii NpoaykT, MO0 B COCTaBE KOHTPOSb-
HOW rpynnbl.

1.59 ynonHomou4eHHble opraHbl (regulatory authorities): OpraHbl, obnagatoLLme npaBoM OCyLLECTBNATb
perynupytowme oyHKUMK. NpUMEHUTENBHO K HaCTOSILLEMY CTaHAapTy TEPMUH «YMOSTHOMOYEHHLIE OpraHbI»
BKITIOYaeT B cebsd MHCTaHUMM, YNONTHOMOYEHHbIE paccMaTpuBaTh NPEAOCTABMNEHHbIE UM KITMHUYECKME AaHHbIe,
a Tarke NpoBoauTb MHcnekumm (cm. 1.11). 3Tn opraHbl Takke MHOrAa Ha3bIBaOT KOMMETEHTHBIMM OpraHamu.

1.60 yTBepxxaeHue (NPUMEHUTENBHO K DKCNepTHOMY COBeTy opraHu3aumm) (approval (in relation to
Institutional Review Boards)): INpuHaToe 3kcnepTHbIM coBeTOM opraHm3aumm (QCQO) 3aknoveHne, NoOATBEPX K-
Jatoee dakT NpoBeAEHUS SKCNEPTU3bI KITMHUYECKOTO UCCIef0BaHNs U ABNSIOLWEECS paspeLleHeEM Ha ero
NpoBeAEHNE B JAHHOW OpraHmM3auum B COOTBETCTBUM C MHCTPYKUmMsiMM OCO, HOpMaTUBHBIMU LOKYMEHTaMM
MEAMLIMHCKON OpraHuM3aLmu, a Takke Hagnexallen KnuHndeckon npaktukon (GCP) n HopMaTuBHbIMU Tpebo-
BaHUSAMMU.

1.61 ya3BuMbIe cy6beKTbl uccrnenoBaHua (vulnerable subjects): INluua, Ha ybe xenaHne y4acTBoBaTb
B KIMHUYECKOM MCCIeJ0BaHNM MOXET OKa3aTb Ype3MepHoe BrvsHME oxugaHvie (060CcHOBaHHOEe M Heobo-
CHOBaHHOE) Te€X WIM UHbIX NMPENMYLLECTB, CBA3aHHbIX C y4acTMeM B UCCIEeLOBaHUN, UK CaHKLMKN BbILLECTOSI-
LWMX B Mepapxum nvu B criyyae oTkasa OT yvacTud. B kadecTBe nprvmepa 4YreHoOB nepapxXmyecknx CTPyKTyp
MOTYT ObITb Ha3BaHbI yYalLMecs BbICLUMX U CPeOHNX MeAVLMHCKMX, hapMaLeBTUYECKMX U CTOMATONOMMYECKMX
y4eOHbIX 3aBegeHUA, MaaLLni NepcoHan KNnHKK 1 nabopaTopuii, criyxaiume papmaueBTUYEeCKUX KOMNaHun,
BOEHHOCHY)XaLyme 1 3aknoyeHHble. K ys3BrMbIM cyGbekTam nccrnegoBaHns Takke OTHOCATCH BonbHbIE, CTpa-
Jarowue HensnevMMbiMKu 3aboneBaHvsaMK, nvua, Haxogdwuecd B JoMax Mo yxogy, Huwme n 6e3paboTHble,
NauMeHTbl, HAXOAALWMNECH B HEOTIIOXHOM COCTOSIHAM, NPEACTaBUTENN HaLMOHArNbHLIX MEHbLLUMHCTB, 6e3go-
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MHbIE, KOUEBHUKM, BEXEHLbI, HECOBEPLUEHHONETHNE U LA, HAXOASALWMNECS N0 ONEKOM UMM NONEYNTENBCTBOM,
a TaKke nvua, HecnocobHble AaTb cornacue.

1.62 AkcnepTHbIN coBeT opraHusaumm; ACO (Institutional Review Board; IRB): HezaBucumbIli opraH,
COCTOALLMIA M3 nuu, paboTalowmx B 061acTu MeguumHbl, B TOM YMCIe Hay4YHOW, a Takke He OTHOCALLMXCS K
MeauLUMHe crieumanbHOCTEN, KOTOPbIN obecneyvmBaeT 3awuTy npae, 6e3onacHoCTu 1 6riarononyymsi cyobekToB
nccrnefoBaHus M NPeaoCcTaBnsieT 0OLWEeCTBEHHYO rapaHTUo TaKoM 3aLuThl, B TOM YMCHE NyTEM PacCMOTPEHMS,
yTBEPXXAEHNS/0000pEeHNsT NPOTOKONa UCCNeNoBaHUS M NMOMPaBOK K HEMY, a TakkKe MaTepuanoB U MeTooB,
KOTopble NpegnonaraeTcsi UCNosb30BaTh Ars MONyYeHUs N OKYMEHTUPOBaAHWUSI MIH(POPMUPOBAHHOIO Cornacus
CyOBLEKTOB MCCefoBaHUS.

2 MpuHuMnbI Hagnexawen KnuHn4yeckon npakTukm (GCP)

2.1 KnvHnyeckre vccnegoBaHns OOIMKHbI MPOBOAUTLCA B COOTBETCTBUM C 3TUHECKMMMU MPUHLMNAMMU,
3anoXeHHbIMU XenbCcuHKCKon aeknapaumen BMA n otpaxeHHbiMn B GCP 1 HopMmaTuBHbIX TpeboBaHUAX.

2.2 [lo Hayana vccnegoBaHus AomkHa ObiTe NpoBeAeHa OLEHKa COOTHOLLEHMS MPOrHO3MPYEeMOro pucka
M HeydoOCTB C OXmaaeMon nonb3on ans cybbekTa nccnegoBaHuns n obliecTtsa. MiccnegoBaHne MOXET ObiTb
HayaTo 1 NPOJOIMKEHO TONBKO B TOM Crydae, ecnv oxugaemas nornb3a onpaBabliBaeT pUCK.

2.3 lNpaBa, 6e3onacHocTb U Gnarononyyme cybbekta uccnegoBaHus MMEKT NePBOCTENEHHOE 3HaYeHNe
1 OOMKHbI MPeBanNUpoBaTh Hag UHTepecaMu Hayku u obLiecTsa.

2.4 NHdopmaums (QoKIMHUYECKas 1 KnuHudeckas) ob nccrnegyemMom npoaykre AorkHa 6biTe ocTaTou-
How Ans o60CHOBaHUA NpeanonaraemMoro KNMHNYECKOro NCCreaoBaHus.

2.5 KnmHnyeckre nccnegoBaHms OSMKHbI OTBeYaTb HayyYHbIM TpeboBaHMAM 1 ObiTb YETKO U NOAPOGHO
OnucaHbl B NPOTOKONeE.

2.6 KnuHuyeckoe vccnegoBaHve OOMKHO MPOBOAMTBCS B COOTBETCTBMM C MPOTOKOSIOM, YTBEpPXKAEH-
HbIM/0O06pEHHBbIM JKCNepTHLIM coBeTOM opraHmdauumn (3CO)/HeszaBucumbiM aTndeckum kommtetom (H3IK).

2.7 OTBETCTBEHHOCTb 3a OKa3blBaeMyto CyOLEKTY MEONLIMHCKYIO MOMOLLb U MPUHATUE PELUEHUA Meau-
LIMHCKOrO XapaKTepa HeceT Bpau.

2.8 Bce npusnekaemble K NpoOBEAEHMIO UCCNESOBaHUS NULA AOMKHbI UMETb COOTBETCTBYHOLLUE 06pa3o-
BaHWe, NOArOTOBKY W ONbIT A1 BbIMNOSIHEHUS BO3MOXEHHbIX Ha HAX 3a4au.

2.9 [lobpoBornbHOE MHPOPMMPOBAHHOE cornacue AOSMKHO ObiTb MOMYYEHO Y KaXaoro cybbekTa 4o ero
BKITIOYEHUSI B UCCINEAOBaAHME.

2.10 Bcto MOfy4YeHHy B KITMHUYECKOM WCCredoBaHMM MHAOpMaUMio HeOOXO4MMO pPerMcTpupoBaTthb,
nepeaaBaTb U XpaHUTb TakumM obpa3oMm, 4ToObI Bbin 06ecrneveHbl TOYHOCTL U NPaBUIIbHOCTL ee NpeacTaBse-
HUS1, UHTepnpeTaLun 1 Bepudukaumm.

2.11 KoHmaeHumaneHOCTb 3anucen, no3BonsoolwmMx naeHTuduumposats cyObeKTOB uUccneaoBaHus,
pomkHa 6bITb obecneyeHa ¢ cobnogeHVeM npaBa Ha YaCTHYHO XU3Hb U 3alUMUTy KOHUAEHLMANsHOCTU B
COOTBETCTBMU C HOPMATUBHbBIMU TPEOOBaHUSIMM.

2.12 Mpoun3BOACTBO M XpaHeHWe nccrnegyemblx NPOAYKTOB, a Takke obpalleHne ¢ HUMU HeobxoamMmo
OCYLLIECTBIATb B COOTBETCTBUM C NMpaBuUamMmun Hagnexalien nponsBoacTBEHHONM NpakTuku (good manufacturing
practice; GMP). ccnegyembie NpoayKTbl AOMKHbI MPUMEHATLCH B COOTBETCTBUN C YTBEPXKAEHHBIM MPOTO-
KOIOM.

2.13 [Ina obecneyeHns Ka4ecTBa Kaxa0ro acnekrta uccnefoBaHus AoMmKHbl OblTb BHEAPEHbI COOTBETCT-
BYIOLLIME CUCTEMbI M ONEpaLUOHHbIE Npoueaypbl.

3 JKcnepTHbIM coBeT opraHusauun/HesaBucmbin
atnyecknn komutet (QCO/HIK)

3.1 Ob6s13aHHOCTHN

3.1.1 OKcnepTHbIN COBET opraHM3aumn/HesaBuCUMbIN STUHECKUA KOMUTET NPU3BaH 3alumlLiaTh npaea,
Be3onacHocTb 1 6narononyyne Bcex cybbeKkToB uccnenoBaHus. ViccneaoBaHnsim ¢ yHacTMeM ysa3BUMbIX CyOb-
€KTOB [OIMKHO ObITb YaeneHo ocoboe BHMMaHMe.

3.1.2 3CO/H3K gosmkeH nonyynTb crieayrolmne AOKYMEHThI:

- NMPOTOKON NCCrneaoBaHNS/MoONPaBKu;

- MUCbMEHHYIO (PopMy MHOPMUPOBAHHOrO cornacus U ee nocriegyolime pegakuuu, npegnaraemble
nuccneanoBaTenem Ans UCNorb30BaHWS B UCCNEA0BaHUM;
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- OMUCcaHve OeNCTBUIN, HanpaBeHHbIX Ha NPUBMEeYeHne CyObEKTOB K y4acTUO B UCCNEAOBaHMMN (Hanpu-
Mep, peknamHble 06bsBNeHNs);

- MMCbMEHHbIE MaTepuansl, KOTopble OyayT NpeaocTaBneHbl CyobekTam;

- BpoLutopy uccnegosartens;

- N3BECTHY0 MHGOPMAaLIMIO, KacatoLLytocs 6e3onacHoCTH;

- MHbOpMaLMIO O BbINfiatax U KOMMNeHcaumsax cyobekTam nccrnegoBaHus;

- TeKyLLyl0 Bepcuio HayyHon brorpadun ncenegosartens (curriculum vitae) nwnn gpyrme matepuans,
NoOATBEPXKAAOLLME ero KBannukawumio;

- nobble apyrue AOKYMeEHTbI, koTopble MoryT notpebosaTtecsd QCO/HOK ans BbinonHeHust ero oba3aH-
HoOCTeNn.

OCO/HBK gomkeH paccmMoTpeTb BONPOC O NPOBEAESHUM NpeaiaraeMoro KimHNYeCKoro nccrnegoBaHms B
pa3yMHble CPOKU U JOKYMEHTarnbHO 0pOPMUTL CBOE MHEHMWE, YETKO MAEHTMMNLMPYS MCCegoBaHue, paccMoT-
PEHHbIE JOKYMEHTbI U AaTbl NP BbIHECEHWUW CIEAYIOLNX PELUEHWNNA:

- yTBEpXAeHMA/00obpeHns;

- TpeboBaHNA 0 BHECEHUN U3MEHEHUI, HEOBXOANMbBIX A4S NONYyYeHUs YTBEPXXAeHUs/onobpeHus;

- OTpMLaTEeNbHOro 3aKmnyeHnsi/HeogobpeHnss;

- OTMEHbI/NPUOCTaAHOBMNEHUS AaHHLIX paHee yTBepXaeHus/onobpeHus.

3.1.3 OCO/H3K pgomkeH oLeHNTbL COOTBETCTBUE KBaANUMMKaLMM UCCneoBaTerns npeanaraeMomy ucere-
[OBaHWIO Ha OCHOBaHUM ero Hay4Houn Guorpachum (curriculum vitae) n/wnmn opyron COOTBETCTBYIOLLIEN JOKYMEH-
Taumu, 3anpoweHHorn 9CO/HOK.

3.1.4 3CO/H3K pormkeH paccmaTpuBaTth Kaxaoe Tekyllee nccrnefoBaHne ¢ NnepuoanyHoCTbIO, afekBaT-
HOW pUCKy Ans cybbeKkToB MCCNedoBaHUs, HO He pexe OJHOro pasa B rog.

3.1.5 OCO/H3K moxeT noTpeboBath, UTOOLI CyObekTaM nccrnefoBaHnst NOMUMO MHEpOpMaLIMK, yKa3aH-
Hon B 4.8.10, Obinn npenocTaBrieHbl OOMOSTHUTESbHbIE CBeAeHUS 00 uccnenoBaHUKM, ecrnu, Mo MHEHUHO
OCO/H3K, ata MHdopmaumsa NO3BONUT CYyLLECTBEHHO NMOBbLICUTL CTEMEHDb 3aLUThI NpaB, 0e3onacHOCTN n/nnm
Onarononyynsa cyGbHEKTOB.

3.1.6 Ecnu cornacve Ha yyacTve cybbekta B UCCRedoBaHWU, He CBS3aHHOM C feyeHneMm, JaeT ero
3aKOHHbIN NpeacTasuTens (cM. 4.8.12 n 4.8.14), OCO/HOIK gomkeH ybeaunTbes, 4TO NpeocTaBneHHbI NpoTo-
Kon u/unu gpyrasi OKyMeHTauusi COOTBETCTBYHOT STUYECKMM HOPMaM 1 HOpMaTVBHbBIM TPeOOBaHUAM AN TaKmX
nccnenoBaHuin.

3.1.7 Ecnu npoTokon npeaycmMaTpuBaeT HEBO3MOXHOCTb NOSTyYEeHUS COornacus Ha y4acTue B uccriegoBa-
HUK Yy cyObekTa UM ero 3akoHHoro npeactaesuTens (cM. 4.8.15) 4O MOMeHTa BKOYEHUsI cyObekTa B uccneno-
BaHne, 3CO/HOK pomkeH ybeamTbCsi, YTO NPeAoOCTaBMEHHbIA MPOTOKOM W/uWnM Apyras [OKyMeHTauus
COOTBETCTBYHOT 3TUMECKMM HOPMaM U HOPMAaTUBHBLIM TPeOOBaHMAM ANs TaKUX NCCNEAOBaHWIN (Hanpumep, npu
HEOTIOXHbIX COCTOSIHUSIX).

3.1.8 3CO/H3K paccmatpuaeT pasmep 1 NOpPSAOK BeINnaT CyobEKTY uccnegoBaHus, 4tTobbl ybeanTtscs
B OTCYTCTBUM HEODOCHOBAHHOW 3aUHTEPECOBAHHOCTU UMW NPUHYXXOEHNS CyOBbeKTOB uccrnegoBaHus. Pasmep
BbINMaT cyobekTam JOIMKeH ObiTb 3apaHee onpeaeneH U He AOMKEH LIeNIMKOM 3aBUCETb OT TOro, 3aBepLumnsl
cybbeKT uccrnegoBaHue NOMHOCTBIO UIN HET.

3.1.9 BCO/H3K pomkeH ybeouTtbcsa B TOM, 4TO MHOpPMaLMs, KacaroLllasaca Beinnat cybbekTam mccrne-
[OBaHWs, BKIOYas MeToAbl, CyMMbI U rpadiuk BbInmnaTt, OTpaxeHa B MMCbMEHHON hopme MHOPMUPOBAHHOTO
cornacusa u nbon apyrov NMCbMEHHO MHpopMaLumn, NpeaocTaBnsemMon cyobekTam. [JLormkHO ObITb yKasaHo,
Kakum obpasom GyaeT onpefeneH pasmep Bbinnar.

3.2 Cocras, ¢hyHKUUU U NOPAOOK paboThl

3.2.1 3CO/HB3K pomkeH MMeTb B CBOEM COCTaBe [OCTATOYHOE YWUCIIO ML, CyMMapHO obGnagaromx
HeobX04MMbIM OMbITOM U KBanuduKaumen Ans oLeHKN Hay4YHbIX, MEAMLIMHCKMX N STUYECKUX acrekToB Nnpea-
naraemoro uccnegoBaHusi. PekomeHgyetcs, utoobl B CO/HIK Bxogumnu:

a) He MeHee MATU YNIEHOB;

©0) kKaK MMHUMYM OOWH YNEH, YbW MHTEPECHI NexaT BHe cdepbl HayKK;

B) Kak MMHMMYM OfJMH YIIEeH, KOTOPbIA HE 3aBUCUT OT OpraHn3auun/MuccnenoBaTenbCKoro LIeHTpa.

"onocoBaTb/BblpaXkaTb MHEHME MO MCCIeS0BaHMIO MMELOT NpaBo TOMbKO Te urneHbl ACO/H3K, koTopble
He 3aBWUCAT OT MccrnegoBaTens u cnoHcopa gaHHoro uccnegosaHua. CO/HOK gomkeH BECTM CMMCOK CBOMX
YIIEHOB C YKa3aHUEM KX KBanvdukauun.

3.2.2 3CO/H3K pgormkeH ocyLecTBnATb 4eATENBHOCTb B COOTBETCTBMM C MMCbMEHHBIMU NpoLeaypamu,
OOKYMEHTUPOBaTb CBOKO paboTy, BECTU MPOTOKOSNbI 3acefaHuni, a Takke cobnogate GCP 1 HopmaTtuBHbIE
TpeboBaHus.
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3.2.3 OCO/H3K nprHUMaEeT peLleHnst Ha 00 bABMEHHbIX 3acefaHUsAX NPV HanM4umn KBoOpyMa, yCTaHOBITEH-
HOro ero NMMCbMEHHbLIMW NMpoLeaypamMm.

3.2.4 MNpaBo ronocoBaTtb/BbiCKa3blBaTb CBOE MHEHWE W/UINM pekoMeHAaLMM UMEIT TOMbKO Te YNeHbl
OCO/H3K, KoTopble y4acTBYHOT B paCCMOTPEHUM AOKYMEHTALUN N 06CYyXaEHUMW.

3.2.5 ViccnepoBaTtenb MOXET NpeoCcTaBnsATb MHpopMaLuto Nno fodbiM acnekTaM UccregoBaHust, HO He
MOXET y4acTBOBaTb B MPEHUSAX UNN B roytocoOBaHnn/BbipaboTke MHeHnst QCO/HOK.

3.2.6 3CO/H3K moxeT obpaliaTbCs 3a MOMOLLLIO K 3KCNepTam, He SBMSIIOLLMMCS ero YneHamu.

3.3 NMpoueaypsbl

OCO/H3K pomkeH paspaboTaTtb, AOKYMEHTanbHO ohopMnTb 1 cobniogaTe CBOM npouenypsbl, onpeae-
nsiowme:

3.3.1 Ero cocTtaB (thammnum n ksanumkauuio YrieHOB) U YYpPEOUBLLNIA Er0 OpraH.

3.3.2 MNopsgok HazHavYeHWst 3aceaHnil, ONOBELLEHNST €r0 YSIEHOB O NPEACTOALMNX 3acefdaHnsiX, a Takke
opraHusaumio 3acefaHui.

3.3.3 Mopsgok NepBUYHOIO 1 NOCNEOYIOLLErN0 PACCMOTPEHUS AOKYMEHTaLUN MO NCCNESO0BaHMIO.

3.3.4 lNepuognyHOCTb NocreayoLwero paccCMoOTpeHNa AOKYMEHTauUmMm nNo nccreoBaHuio.

3.3.5 Mopsgok, cornmacHo HOpMaTUBHBLIM TPeOOBaHWSIM, YCKOPEHHOTO PacCMOTPEHUS U YTBeEpXAe-
HUsI/0000pEeHNsT He3HAUNTENBHBLIX UBMEHEHUI ANst UCCIeJOBaHNNA, paHee YTBePKOEHHbIX/0A00PEHHbIX UM Xe.

3.3.6 HeponycTumocTb BKItoUYeHMs CybbeKTOB B uccnegosaHue Ao toro, kak OCO/HOK Bblgact nMcbMeH-
Hoe yTBepxaeHne/onobpeHre Ha NpoBeAeHNEe UCCIefoBaHMS.

3.3.7 HeponycTMmMocTb OTKIOHEHMIA OT NPOTOKONAa UNKU ero nsaMeHeHun 6e3 NnpeaBapuTensHOro YyTBEPXX-
neHnsi/ogobpeHunsa cooTBeTCTBYHOLWMX NonpaBok QCO/HIK, kpome Tex criyvaeB, korga Heo6X0AMMO YCTPaHUTb
HEenocpeaCTBEHHYIO yrpo3y CyObekTam nccrefoBaHnst MK KOrda M3MEHEHWs KacatoTcs TONbKO agMUHUCTPa-
TMBHbIX UMM TEXHNYECKMX acNeKTOB UCCreaoBaHus (Hanpumep, 3aMeHa MOHUTOpa, U3MEHEHME HOMepa Terne-
¢oHa) (cm. 4.5.2).

3.3.8 Ob6sa3aHHOCTL nccnegoBatens HesameanuTensHo coobate SCO/HOK:

a) 00 OTKIMOHEHMSAX OT NPOTOKOMAa UITN U3MEHEHMAX NPOTOKOIIA, MPON3BEAEHHbIX ANs YCTPAHEHWUS! HEMO-
CpeacTBEHHOW yrpo3bl cybbekTam nccneposanua (cMm. 3.3.7, 4.5.2, 4.5.4);

©0) 06 N3MeHeHUNAX, yBENNYMBAIOLLMX PUCK 4151 CYOBEKTOB U/UNK CYLLEECTBEHHO BNUSOLLMX HA NPpOBeAeHNE
uccneposanus (cm. 4.10.2);

B) 000 Bcex HexenaTterbHbIX peakuusix, KoTopble SBMASITCA OQHOBPEMEHHO CEPbEe3HbIMU U HENPEABU-
OEHHbIMK;

r) O HOBbIX OAHHbIX, KOTOpPbIE MOTYT CBUOETENbLCTBOBATb O BO3pacTaHWM pucka ANnd CyObeKToB umm
HebnaronpusATHO NOBMNMATL HAa X0, UCCreNoBaHUS.

3.3.9 O6s3aHHocTb QCO/H3K HesameanMTensHO B NMCbMEHHOM Buae coobluaTtb uccnegosarento/opra-
HU3auumn:

a) O CBOMX peLLEHMAX/3aKIMIYEHNSIX, KacatloLLMXCa UCCNEAOBaHMS;

©0) 0 NMpUYMHaX NPUHATUS PELLEHWNIA/3aKITIOHMEHNI;

B) 0 nopsifke o6xanoBaHWs ero peLleHnn/3aknioyeHnin.

3.4 lokymeHTauus

OCO/H3K gomkeH XxpaHnTb BCe JOKYMEHTbI (HanpuMep, CBou npouedypbl, CIMCKU YIEHOB C yKasdaHeM
poaa AesTenbHOCTU 1 MecTa paboTbl, NpeACcTaBNeHHbIE HA PaCCMOTPEHME AOKYMEHTbI, MPOTOKOSbI 3aceaHunn
N Mepenucky) B TEYEHNe MUHUMYM TpeX JieT Mocre 3aBepLleHus MCCNedoBaHUA M NpegocTaBnsATb MX MO
3anpocy YNoSIHOMOYEHHbIX OpPraHoB. ViccrnegoBaTenu, CNOHCOP, YNONHOMOYEHHbIE OpraHbl MOTyT 3anpalunBaTh
y QCO/H3K ero npoueaypbl 1 CIUCKX YNEHOB.

4 UccnepoBaTtenb

4.1 Ksanudmkauus n oba3aTenbcTBa uccnegoBarens

4.1.1 ViccnegoBaTenb A0MMKEH MMETb 06pa3oBaHmne, MPodeCCMOHaNbHY0 MOArOTOBKY U OMbIT, MO3BOJISA0-
LMe emy MpUHATL Ha cebs OTBETCTBEHHOCTb 3a Haanexallee npoBeAeHWe KIMHUYECKOro UccrnegoBaHus.
Ksanudukaums nccrnegoBsaTensi JOMKHa COOTBETCTBOBATbL HOPMATMBHBLIM TpeboBaHMAM 1 ObITb NOATBEPXKAE-
Ha ero Hay4Hou Buorpadwmen (curriculum vitae) n/mnu gpyrumm JOKyMeHTaMu, KOTopble MOryT ObITb 3anpoLUeHb!
cnoHcopoM, OQCO/HBK n/vnmn ynonHOMoOYeHHbIMM OpraHamu.

4.1.2 ViccnepoBaTtenb OOMKEH AeTanbHO 3HaTb, Kak MPUMEHATb UccneayeMblil MpOAYKT B COOTBETCTBUM
C MPOTOKOJSIOM, TEKYLLIEV pefakumnen GpoLutopbl uccnegoarens, nHdopMaumen o NnpoaykTe N ApyrmMmmn NCToud-
HUKaMn, npegocTaBNAeMbIMN CIIOHCOPOM.

4.1.3 Nccnepoeatenb A0MmMKeEH 3HaTb U cobntogate GCP 1 HopmaTueHble TpeboBaHus.
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4.1.4 NccnepoBaternb/opraHn3aunst He OOIMDKHbI NPENSTCTBOBATb MOHUTOPUHIY M ayAUTy CO CTOPOHbI
CMOHCOopA, a TaKkkKe UHCMEKLMAM YNOSTHOMOYEHHbIX OPraHoB.

4.1.5 ViccnepoBaTtenb QOMKEH BECTM CNUCOK 0bnagatowmx Heobxoammon KBanudukaumen nuu, Kotopble
Mo ero Nopy4YeHNIo OCYLLECTBNSAIOT ONpeaesieHHY0 AeATENbHOCTb B paMKax NCCIeAOoBaHus.

4.2 CooTBeTCTBYHOLME peECYpPChI

4.2.1 UccnepoBarernb JomkeH bbITb cnocobeH NpogeMoHCTpUpoBaTh (HanpumMep, Ha OCHOBaHWUM PeTPo-
CMEKTUBHbIX JaHHbIX) BO3MOXHOCTb Habopa B Te4eHMEe OrOBOPEHHOTO nepuopa TpebyeMoro konnyecTsa noa-
XOOSLLMX CYOBLEKTOB UCCIEAOBaHNS.

4.2.2 ccnepoBaTenb AOMKEH MMETb OCTAaTOYHOE KONMMYECTBO BPEMEHW, YTODObI Haanexatumm obpasom
NPOBECTU U 3aBepPLUNTb NCCMEeAOBaHNE B TEYEHNE OrOBOPEHHOMO Nepuoaa.

4.2.3 ViccnepoBaTtenb JOMKEH pacnofiaraTb 4OCTAaTOYHbIM KOSIMYECTBOM KBanMmLMpoOBaHHbIX COTPYA-
HUKOB M MaTepuarnbHbIX pecypcoB (MoMelleHusl, obopyaoBaHve) B NEPUOA UCCIeAoBaHUs, Ans TOro Y4Tobbl
NPOBECTUN 3TO UCCNeaoBaHMe Haanexaiwmm n 6esonacHbiv o6pasom.

4.2.4 NccnepoBaTenb OTBEYAET 3a TO, YTOObI BCE 3aHATHIE B KITMHUYECKOM UCCNEAO0BaHNN COTPYLHUKA
ObInN XOPOLLO 3HAaKOMbI C MPOTOKOMOM U UccriegyeMbIM NPOAYKTOM, @ Takke CO CBOMMMU pyHKUMSIMU N 06s13aH-
HOCTSIMU.

4.3 Oka3zaHMe MeAULIMHCKOW NoMoLLM CyObeKTaM uccrnenoBaHus

4.3.1 Asnsowmnca uccrnegoBartenem unm couccriegoBarteniemM Bpad HeceT OTBETCTBEHHOCTb 3a Bce
NpPUHUMaeMble B paMKkax UCCrefoBaHNs peLleHns MeauLMHCKOro Xxapakrepa.

4.3.2 Bo BpeMsi 1 N0 3aBepLUEHMN y4acTus CybbekTa B MCCnegoBaHUM UCCriefoBaTenb/opraHm3aums
OOIMKHbI 06ecneynTb oKkasaHue CyobekTy HeOOXOAMMON MEANLIMHCKOM MOMOLLM B criydae Ntobbix CBSI3aHHbIX C
nccneaoBaHMeM HexernaTernbHbIX SBIEHU, BKIoYas KNMHUYECKN 3HaYNMMble M3MEHEHMs1 NabopaTopHbIX NoKa-
3aTenen. ViccnegoBatens/opraHmsaumns 06s3aHbl MTHOPMUPOBaTh CyObeKTa O CTaBLUMX M3BECTHLIMU UCCIIe-
[0BaTeNo UHTEPKYPPEHTHbIX 3aboneBaHmsaX, TPEOYIOLLMX MEQNLNHCKON MOMOLLN.

4.3.3 NccnepoBaTento pekoMeHayeTcs CooOLWMTh nevallemy Bpady, ecriv TakoBo MMeeTcs, 06 yyactum
cybbekTa B nccrnegoBaHWM Npy YCrioBMK, YTO CYObEKT He BO3pakaeT NMpPOTUB MHPOPMUPOBAHMSA Jevallero
Bpaya.

4.3.4 XoTa cybbekT He 0653aH coobLaTh 0 NpuyMHax, NobyamBLLMX €ro JOCPOYHO NpeKpaTUTb yyactue
B MCCNegoBaHUK, UccrenoBaTenb AOSMKEH NOMbITaTbCs YCTAHOBUTL 3TU NPUYMHDI, NPOSIBIIASA NPY 3TOM MOJIHOE
yBaXeHMe K npaBam cyObekTa.

4.4 KoHTaktbl ¢ 3CO/HIK

4.4 1 lNepepn TeM Kak Ha4yaTb UCCregoBaHWe, UccregoBaTenb/opraHn3aumst SOJKHbI NOTYyYnTb MMCbMEH-
HOEe N JaTupoBaHHoOe yTBepxaeHue/onobpenne QCO/HIK npoTokona uccnenoBaHus, MMCbMEHHON hOpMbl
MHOOPMMPOBAHHOIO COrfacus 1 ee NocneayLnX pegakumi, Mep, HanpaeeHHbIX Ha NpUBIeYeHne CyObeKTOB
K y4acTuto B UCCreaoBaHUM (Hanpumep, peknaMHbIx 00 bABMEHMI), U NIOObIX PYTMX MMCbMEHHbIX MaTeEpPUarnos,
KOTOpble NpegnoniaraeTcs NpegocTaBUTb CyObeKkTam.

4.4.2 BmecTe ¢ gpyrMmn AOKyMeHTaMu1 uccnegoBaternb/opraHnsaums 4omkHbl npegoctaBute 9CO/HOK
nocneaHo peaakumo 6poLutopbl nccnegosarens. Ecnu 6polutopy nccnegosatens 4ONOMHAOT B X04e uccne-
[oBaHus, nccnegosaTens/opraHusaumsa obasaHel npegoctasnte ACO/HIK HoBylo pepakumio GpoLutopbl Uc-
cneposatens.

4.4.3 B TeueHne uccnegoBaHus nccrnegoBaTenb/opraHMsaumsa gormkHel npegoctasnsate ICO/HIK Bce
noanexalime pacCMOTPEHNIO LOKYMEHTbI.

4.5 CobnropgeHue npoToKona

4.5.1 ViccnepoBaTenb/opraH13aLms OOMMKHbI MPOBOANTbL UCCNeaoBaHUe B COOTBETCTBMM C MPOTOKOMOM,
COrnacoBaHHbIM CO CMOHCOPOM W, NPW HEOOXOAMMOCTU, C YMOSIHOMOYEHHBLIMU OpraHaMu, U YTBEPXOEH-
HbIM/ogo6peHHbIM OCO/HOK. B noaTBepxaeHWe AOroBOPEHHOCTU MUccenoBaTerib/opraHn3aumsa U CroHCop
noAnucbIBalOT MPOTOKOS U OTAENbHbIV A0roBOp.

4.5.2 NccnepoBaTenb He OOMKEH OTKMOHATLCS OT MPOTOKONa WM BHOCUTb B HEro MameHeHusi 6es
cornacusi cnoHcopa u 6e3 npeaBapUTENBHOIO PACCMOTPEHUS U JOKYMEHTarNbHO OOPMIIEHHOIO yTBEpPXAe-
Husa/opnobpeHus nonpasku k npotokony ACO/H3K, kpome Tex cnyyaes, korga HeobX0AMMO YCTPaHUTb HeMo-
CPEACTBEHHYHO Yrpo3y cyObekTam nccneaoBaHus Unm Korga u3MeHeHMst KacatoTCst TONTbKO aAMUHNCTPATUBHBIX
UITM TEXHUYECKMX acMeKToB UccrneaoBaHus (HanpMmep, 3aMeHa MOHUTOPa, U3MeHeHre Homepa TenedoHa).

4.5.3 NccnepoBatenb UM Ha3Ha4YeHHOE MM NMLO LOJMKHO OOBACHATE U AOKYMEHTANbHO 0QOpMIATbL
ntobble OTKINOHEHMS OT YTBEPXKAEHHOIO NPOTOKONA.

4.5.4 ViccnepoBaTenb MOXET OTKITOHSITLCS OT MPOTOKOIIA UMW BHOCUTL B HETO U3MEHEHWSI 4111 YCTPaHEeHUs!
HenocpeacTBEHHOW Yrpo3bl cybbekTam uccriegoBaHusi 6e3 npenBapuTenbHOro yTBepXaeHus/ogobpermns
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OCO/H3K. B kpaTyaliumMe CpoKu OnMcaHue OTKIIOHEHUI WITM M3MEHEHWUA C yKaszaHMeM KX MPUYMH U, Npu
HeobXxo4MMOCTH, Npeanaraemble NonpaBky K MPOTOKONY AOMKHbLI ObiTb HAanpaBeHb:

a) 3CO/H3K anga paccMoTpeHust U yTBePXKAEHMA/0[00peHNs;

©) cnoHcopy Ans cornacoBaHWs ¢ HUM;

B) YMOSTHOMOY€EHHbIM OpraHam, ecrnim Heob6XxoaAnmo.

4.6 Uccnepyemble NpoayKTbl

4.6.1 OTBETCTBEHHOCTb 3a Y4eT UCCreayeMbIX NMPOaYKTOB B UCCIeA0BaTENLCKOM LIEHTPE BO3MOXEHA Ha
uccneposarens/opraHu3aumio.

4.6.2 Ecnu aT0 pa3spelueHo/TpebyeTcsi, uccnegoparternb/opraHu3anns MoryT/0ormkHbl nepegaTb HEKOTO-
pble unu Bce 06513aHHOCTY UCCreaoBaTens/opraHu3aLnmm no y4eTy nccrnegyemMbix NpoaykToB B UCCrefoBaTesb-
CKOM LIEHTPE anTe4yHoMy pabOTHUKY U MHOMY LY, MOAKOHTPONbHOMY UCCreaoBaTento/opraHn3aumni.

4.6.3 ViccnepoBartenb/opraHMsauus n/mnm ante4vHbii paboTHUK UM MHOE YNOSTHOMOYEHHOE UccnenoBa-
Tenem/opraHvsaumen NULo JOMKHbI BECTU YYET NOCTABOK NPOAYKTOB B UCCIEA0BaTENbCKUN LEHTP, UX hakTu-
YEeCKOro KONmM4yecTBa B LEHTPe, MCMONb30BaHNs KaXXablM CyOBbEKTOM, a TakKe Bo3Bparta CroHcopy nnbo MHOro
pacnopsXXeHNss HEMCNONb30BaHHbLIMM NPOAYKTamn. 3anncy No yyeTy OOSMKHbI BKMoYaTh B cebs AaThl, Konvye-
CTBO, HOMepa napTuin/cepun, CPoKM rogHOCTY (rae NPUMEHMMO) U YHUKambHbIE KOAbl MCCNeAyeMblX MPOaYyKTOB
1 cyObeKTOB UccneaoBaHus. ViccnegoBaTenb AOMKEH BECTU 3anvcKy, NOATBEPXKAAOLMNE, YTO CYyOBbEKTLI MONYy-
Yanu uccrnegyemMble NPOAyKTbl B 403aX, NPegyCMOTPEHHbIX MPOTOKOMOM, B KONMYECTBaxX, COrMacyloLwmnxcs ¢
06LLMM KONMYECTBOM UCCregyeMbIX MPOAYKTOB, MOMy4YEeHHbIM OT CMIOHCOpa.

4.6.4 Viccnepyemble NpoayKTbl CrieAyeT XpaHUTb B COOTBETCTBMM C UHCTPYKLMSIMU crioHcopa (cMm. 5.13.2
1 5.14.3) n HopMmaTuBHbIMY TpeBOBaAHUAMM.

4.6.5 NccnepoBaTenb JOMmMKeH 06ecneunTb, YToObl uccriegyemble NPOAYKTbI ObININ MCNONb30BaHbl TOSNBKO
B COOTBETCTBMU C YTBEPXKOEHHBIM NPOTOKONOM.

4.6.6 ViccnepoBarernb unuv yrnosiHoOMOYEHHOE UccregoBatenem/opraHusaumeit nmuo AomMKHO 06bACHUTL
KaXxgoMy cyObekTy npaBusia NpMMEHEHNS CCIEeQYEMbIX NPOAYKTOB 1 Yepes NpuemMrieMble MHTepBarbl Bpeme-
HK (B 3aBUCMMOCTU OT UCCNeaoBaHus) NPOBEPATL COOMIOAEHNE STUX MHCTPYKLMIA KaXabIM CyObEKTOM.

4.7 PangpoMusauus n packpbiTue Koaa

WccnepoBatenb gomkeH cobnogaTe NpegyCMOTPEHHYHO B UCCNEAOBaHUM METOAMKY paHaoMu3aumu,
€Crnv TakoBasi MMeeTCs, 1 obecneynTb packpbiTUe Koda TONMbKO B COOTBETCTBUM C MPOTOKONoM. Ecniv nccne-
[OBaHMe NpPoBOANUTCS CrenbIM METOLOM, UCCIeAoBaTESNb AOMKEH HE3aMea MTENbHO AOKYMEHTanbHO odop-
MUTb U OO BACHUTL CNOHCOPY NOG0E NPeXAEBPEMEHHOE PaCKPbITUE KoAa UCCedyeMbIX NPOAYKTOB (Hanpumep,
crny4YanHoe packpbiTUe Koaa, packpbiTve KOAa B CBSA3M C CePbe3HbIM HeXenaTernbHbIM SBIIEHVNEM).

4.8 UncpopmupoBaHHoOe cornacue cybbLeKToB uccnenoBaHust

4.8.1 NMpwn nonyyYyeHUn 1 AoKyMeHTanbHOM odhopMieHnn MHAOPMUPOBAHHOMO Corflacus uccrnegoBartenb
[OMKeH cobntogaTe HopMmaTuBHbIE TpeboBaHus, NpuaepxkmnBaTecs GCP 1 3TUYeCKNX NPUHLUMMNOB, 3aTOXKEHHbIX
B XenbCUHKCKoM geknapauun BMA. [lo Havana uccnefoBaHnst UccrieqoBatesb A0MMKEH NOMyYnTb NMMCbMEHHOE
yTBepxaeHne/onobpeHne OCO/HIK nucbMeHHOM ¢opMbl MHGPOPMUPOBAHHOIO COrnacusa U nobbiX Opyrux
NMMCbMEHHbIX MaTepuanos, NPeaoCcTaBNseMbIX CyObekTam.

4.8.2 MNucbmeHHan dopma MHPOPMUPOBAHHOIO cornacus n niobble Apyrne NMCbMeHHbIE MaTepuarnsl,
npegocTaBnsieMble cydobekTam, cnegyeTt AONOMNHATE/MCNPaBSATb MO MepPE NOsIBNIEHUS HOBOW BaXKHOW MHAOP-
MaLMm1, KOTopas MOXeT oKa3aTbCs CyLLeCTBEeHHON Anga cornacusa cybbekTa. Jliobas gononHeHHas/vcnpaBnex-
Hasi NMMCbMeHHas opma MH(OPMMPOBAHHOIO cornacus u nwbble Apyrne AONONHEHHbIe/UCNpaBneHHbIe
NMCbMEHHbIE MaTepuansbl, NpeaocTaBnsemMble CyObekTaM, JOMKHbl ObiTb yTBEepXAeHbl/ogobpeHbl SCO/HIK
[0 NX UCrnonb3oBaHus B uccrnegoaHun. CyObekT unm ero 3akoHHbIV NpedcTaBuTenb JOMMKeH ObITb CBOEBpe-
MEHHO 03HaKOMIIEH C HOBOW MHpopMaumelt, cnocobHON NOBNUATL Ha XenaHne cybbekTa npogoskaTh ydactue
B nccregoBaHunn. GakT nepegadn 3Ton MHOOopMauumn JOIMKEH ObITb JOKYMEHTarbHO 0OOPMIIEH.

4.8.3 Hn nccnepgoBatenb, HA Apyrve 3aHsTble B UCCNef0BaHUM LA He JOMKHBLI MPUHYXAaTh cybbekTa
WIIN UCMNONb30BaThb UHbIE HEKOPPEKTHLIE METOALI BO3AENCTBMS C LIENbLIO CKIIOHUTL €ro K y4acTuto nmbo npogorn-
YKEHUIO y4acTusi B MCCNeOOBaHUN.

4.8.4 Hn ycTHas, HM NUCbMEHHas MHpopMaLuWsi, KacatoLwascs nccrneoBaHns, BKAOYAs MUCbMEHHYHO
dopMy MHDOPMMPOBAHHOIO COrfacus, He AOMmKHa cogepXaTb (hOPMYNMPOBOK, MPAMO MITM KOCBEHHO CKITOHS-
OLLMX CyObEeKTa UM ero 3aKOHHOTO NPEACTaBUTENS OTKa3aTbCsl OT 3aKOHHbIX MpaB, a Takke OPMYIMPOBOK,
NpsIMO MM KOCBEHHO OCBOBOXAALWMX MCCNeaoBaTerns, OpraHn3aLmio, CoHCopa unm nx NnpegcraBmTenem ot
OTBETCTBEHHOCTU 32 XanaTHOCTb.

4.8.5 VccnepoBaTenb U Ha3Ha4YeHHOE UM NNLIO JOJPKHO B MOSHOM Mepe NponHgopMmpoBaTth cybbekTa
unu, ecnu cybbekT He cnocobeH aaTtb MHPOPMMPOBAHHOE Cornacue, ero 3aKkoOHHOro npeacTaBuTens 060 Bcex

10



FOCT P 52379—2005

3HAYMMBbIX acreKTax UCCneaoBaHusl, B TOM YNCIe O3HAKOMUTb C MMCbMEHHOW nHdopMaLmen ob nccnegosaHmm
1 ogobpeHnem/nonoxuTenbHbiM 3akntodeHnem 3CO/HOK.

4.8.6 YcTtHaga n nucbMeHHasa nHgopmaLrma o6 ncecnegosaHum, BKNoYas NMCbMeEHHY0 hopMy MHopMu-
pPOBaHHOIO cornacusi, AofkKHa coaepaTb Kak MOXHO MeHbLUe chelumarnbHbiX TEPMUHOB M ObiTb MOHATHA
CcybbeKTy unm, B COOTBETCTBYIOLLUX Cry4Yasx, ero 3aKkOHHOMY NPeACTaBUTENIO U HE3aMHTEePEeCOBaHHOMY CBU-
aeterno.

4.8.7 MNepepn nonyyeHnem MHGPOPMMPOBAHHOIO cornacus uccnegosaTesib UM HasHa4YeHHOe UM JiMLO
[OOIMKHO NpefoCcTaBUTb CyObEKTY MNKU ero 3akOHHOMY NpeAcTaBUTENO OOCTAaTOYHOE KONMYECTBO BPEMEHU U
BO3MOXHOCTb Ansi nonyyeHus 6onee noapobHon nHdopmauum o6 nccnefoBaHnn N NPUHATUSA pelueHnsa ob
yyacTuu B HEM UINK OTKa3se oT Takoro yyactusi. Cy6bekT nnm ero 3akOHHbIM NPeaCcTaBUTENb JOIMKEH NONYyYnTb
ncdepnblBaloLLMe OTBETbI Ha BCe BOMPOChI 06 nccnegoBaHmm.

4.8.8 [lo Hayana y4acTtus B UCCnegoBaHMM CyOBbEKT UM ero 3aKOHHbIA NPeACcTaBUTENb, a TaKkKe Lo,
NpoBoAMBLLEE pa3bsCHUTENLHYO 6eceny, AOMKHbI NOANMCAaTb U COBCTBEHHOPYYHO AaTMPOBATh NMUCbMEHHYHO
dopmy MHGPOPMNPOBAHHOIO COrnacus.

4.8.9 Ecnu cyObeKT 1 ero 3akOHHbIV NpeacTaBUTENb HE CNOCOBEH YnTaTb, TO B TEYEHME BCEW pasbsic-
HUTenbHON Beceabl AOMKEH NPUCYTCTBOBaTbL HE3aMHTEPECOBaHHbIN cBUAeTerNb. [locne Toro kak cy6bekTy unm
€ro 3aKOHHOMY NPEACTaBUTESTO NPOYUTANN U Pa3bACHUIM MUCbMEHHYI0 hopMY MHOPMUPOBAHHOIO COrfacus
1 gpyrve npegocraBnsgemMble CyObeKkTy MMCbMEHHbIE MaTepuarbl U MOCIe TOro Kak CyObeKT U ero 3aKOHHbIN
npeacTaBuTeNb an YCTHOe cornacue Ha ydyactue cybbekTa B uccrnefoBaHum 1, ecnm cnocobeH, nognucan m
COBCTBEHHOPYYHO OaTMpoBarn MMCbMEHHY POopMy MHDOPMMPOBAHHOIO COrnacud, CBUAETENb OOIDKEH ee
noanucatb M COBCTBEHHOPYYHO AaTupoBaTh. [ognuceiBas dopmy cornacus, cBuaeTernb NOATBEPXKAAET, YTO
WH(popMaLms, cogepxalladaca B oopme corfiacus U BCex ApYrux NUCbMEHHbIX MaTepuanax, bbina TOYHO
pasbsCHeHa U NoHATa CyOBbEKTOM MNKN ero 3aKOHHbIM NpeacTaBUTENEM U YTO cornacue Ha yyactue B uccne-
[O0BaHMM JaHO CyObeKTOM Unm ero 3akKoHHbIM NpeacTaBuTenem o6pOBOMLHO.

4.8.10 Kak B x0ie pasbsacHUTENbHOM 6eceabl, Tak U B MMCbMeHHOM dhopMe MHPOPMMPOBAHHOIO cornacus,
a Tarke MndbIX APYrMX MMCbMEHHBIX MaTepuanax, NpeaocTaBnsieMbix CybbekTaM, JOMKHO ObiTb pa3bACHEHO
cnegywulee:

a) ViccnepoBaHue HOCUT AKCNEpPUMEHTarnbHbINA XapakTep.

©0) Llenb nccnepoaHus.

B) BapmaHTbl neyeHusa B npouecce uccnegoBaHus U BEPOATHOCTb CNyYarHOro pacnpeneneHus B ogHy
13 rpynn fevyeHuns.

r) MNpouenypsl nccnefoBaHWs, BKMOYas BCe MHBA3MBHbIE NpoLeaypbl.

) O6sa3aHHOCTU cyObekTa.

e) Te acnekTbl UCCneaoBaHNs, KOTOPbIE HOCAT 3KCNEPUMEHTanNbHbIN XapakTep.

X) Oxungaembii puck unu HeygobceTBa Ans cyObekTa, a Takke, B COOTBETCTBYIOLLMX cry4vasX, And
3MOBpUoHa, Nroga unu rpygHoro pedeHka.

3) Oxxugaemble Bbiroga u/unu nons3a. Ecnv nonb3bl ¢ MEOMLIMHCKON TOYKN 3peHns He npeanonaraeTcs,
TO cyObeKT AormkeH bbiTb NocTaBneH 06 3TOM B N3BECTHOCTb.

1) VIHble, NOMMMO NpeayCMOTPEHHbIX B UCCe40BaHUN, NpoLeaypbl UM METOAbI FIeYeHUs], KOTOPbIE MOryT
ObITb AOCTYMHbI CYyOBEKTY, a Takke NX 3HaYMMble MOTEHLManNbHbIE BbIrO4a U/UMY Nonb3a, a Takke PUcK.

K) KomneHcauusa n/unu neyenve, JoCTynHble CyObEKTy B Criyyae NpUYMHEHWst Bpeda ero 340poBbio B
pesynbTaTte yyacTus B UCCrneaoBaHUu.

n) MnaHnpyemsble BbiNnaTthl CyObEKTY 3a ero y4acTtve B UCCrneaoBaHUN, eCNu TakoBble NPeAYCMOTPEHbI.

M) NMnaHnpyemble pacxodbl CyObekTa, ecnv TakoBble OXUAAKTCS, CBSA3aHHbIE C €ro y4acTMem B nccrie-
noBaHuu.

H) YyacTue cyObekTa B uccrnegoBaHnm SBnsieTcst 40OPOBOMbHBIM, M OH MOXET OTKa3aTbCs OT y4acTus
WK BbINTU U3 UCCIEQOBaHUS B JO60OM MOMEHT 6e3 Kaknx-nmbo caHkuun ons cebsi unm notepy NONOXKEHHbIX
BbIro.

0) MoHuTopsl, ayautopbl, OCO/HOK 1 ynonHomMo4eHHbIe opraHbl B TOW Mepe, B KakoW 3TO AonycKaeTcs
3aKoHOAAaTeNbLCTBOM, ByayT MMETb NPSMOW AO0CTYN K OpUrMHanbHbIM MEULUHCKUM 3anucam cybbekta ang
NpOoBepPKM Npoueayp Wunm gaHHbIX KITMHUYECKOTO UCCregoBaHns, He HapyLuasi mpy 3TOM KOHmaeHUmansHoc-
TV OaHHbIX CyObekTa, U YTO CyOBbEKT UMM ero 3aKOHHbIV NPeacTaBUTESNb, NOAMMCLIBAs MUCbMEHHYIO hopmy
WHOPMMPOBAHHOIO COrMnacusi, 4aeT paspeLleHne Ha Takon JOCTyn.

n) 3anvcu, naeHTuduumpyowmne cybbekta, 6yayT CoOXpaHeHbl B TalHe U MOryT OblTb PacKpbITbl TONBKO
B TOW Mepe, B Kakol 3TO AonyckaeTcs 3akoHoaatenbcTBoM. [Mpy nybnukaumm pesynstaToB UCCReLoBaHUS
KOH(UAEHUMANLHOCTb AaHHbIX CyObekTa ByaeT coxpaHeHa.
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p) CyOBbeKT unm ero 3aKoHHbIN NpeacTaBuTens OyaeT CBOEBPEMEHHO O3HAKOMJIEH C HOBOW MHAOpMa-
uuen, cnocobHOM NOBMNUATL Ha XernaHue cyObekTa NPoAomKaTh y4acTve B UCCeqOoBaHUN.

¢) Nuua, K KOTOpbIM MOXHO 06pPaTUTLCS ANs NONyYeHUs OOMNOMNHUTENBbHOM MHdbopMauun o6 nccnenosa-
HUW 1 NpaBax CybbeKTOB UCCMEeA0BaHUS, a TaKkke B Criyvyae NpUYMHEeHNs Bpeda 300pOoBbio CybbekTa B pesynb-
TaTe ero y4actus B UCCriejOBaHuu.

T) Bo3MOXXHbIE 06CTOATENBCTBA U/ NPUYUHBI, MO KOTOPbIM yYacTue CyObekTa B UCCIrieOBaHUM MOXET
ObITb NpekpaLleHo.

y) NMpegnonaraemas 4NUTENbHOCTb y4acTusi CyObekTa B MccriegoBaHnm.

@) MNpubnumanTensHoe KONMYECTBO CYOBHEKTOB, KOTOPOE NpeanonaraeTcs BKMNOYMTb B UCCeAoBaHME.

4.8.11 lNepepn BKkNIOYEHNEM B UCCMeAOBaHNE CyOHEKT UMK €ro 3aKOHHbIV NpeacTaBuTerb OOMKEH Nony-
YUTb NOANUCaHHBLIN U AATUPOBAHHLIN IK3EMMNAP NMMCbMEHHOW (POPMbl MHPOPMUPOBAHHOMO corfacusa u Bce
Opyrue npefocrasnseMble cybbekTam NUCbMeHHble MaTepuansl. Bo Bpems yyactus cybbekTa B nccrnegoBa-
HUW CYOBEKT UM €ro 3aKOHHbIN NpeacTaBUTeNb AOIMKEH Nony4vaTe NOANMCAHHbBIE Y 4ATUPOBaHHbIE SK3EeMMs-
pbl BCEX MOCreayrLmx pegakumn opMsl MHPOPMUPOBAHHOIO COMNacusi U KOMMM BCEX MOMPaBOK K APYTrnM
NMCbMEHHbLIM MaTepuanam, NpeaocTaBnsemMbiM cyobekTam.

4.8.12 Ecnn B KNNMHMYECKOM MCCreaoBaHUN (CBA3aHHOM MO0 He CBS3AHHOM C JIEYEHUEM) Y4acTBYHOT
CyObEKTbI, KOTOPble MOryT ObITb BKMOYEHbI B UCCNEOBaHME TOSbKO HA OCHOBaHWMM COrMacus UX 3aKOHHbIX
npeacraBuTenen (HanpumMmep, HECOBEPLUEHHOMNETHUE, NMaUMEHTbI C BblpaXXeHHbIM criaboymmem), TO CyObeKT
JorkeH 6biTb NponHdopMupoBaH 06 nccrnegoBaH B COOTBETCTBMM C €r0 CMOCOBHOCTLIO NMOHATL 3Ty MHAOP-
Mauuto, U, ecrnin CyOBEKT B COCTOSIHWMM, OH OIMKEH NognmcaTtb U COBCTBEHHOPYYHO OATMPOBaTh MUCBMEHHYHO
dopmMy MHPOPMUPOBAHHOIO Cornacus.

4.8.13 Kpome cny4aes, onucaHHbix B 4.8.14, B uccnegoBaHue, He CBA3aHHOE C NiedeHneM (T.e. nceneno-
BaHue, B KOTOPOM He npegnonaraeTcs HeNnocpeaCcTBEHHON C MEAMLIMHCKON TOYKU 3pEHNS NoMb3bl A9 CyObek-
Ta), MOryT ObITb BKMOYEHbI TOMbKO CyOBLEKTbI, KOTOPbIE NMMYHO Aat0T CBOE corfnacue u coBGCTBEHHOPYYHO
NOANUCLIBAOT U OATUPYIOT MMCbMEHHYHO (hopMy MHCPOPMUPOBAHHOIO COrnacusi.

4.8.14 B nccnepoBaHus, He CBsI3aHHbIE C NievYeHneM, CybbekTbl MOryT ObITb BKIHOYEHbI C COrnacus nx
3aKOHHbIX NpeacTaBMTeNnel Npy cobogeHNM CriegyoLnX YCIoBUN:

a) Llenu nccnepgosaHus He MOryT 6bITb JOCTUMHYThI MOCPEACTBOM UCCNEA0BaHUS C y4acTUeM CyObEKTOB,
KOTOpble MOryT AaTb CBOE cornacue NM4Ho.

0) Oxupgaembiin puck ansg cyGbEKTOB HE3HAYMTESEH.

B) OTpuuaTensHoe BO34ENCTBUE Ha 340pOBbe CybbekTa CBeAEHO K MUHUMYMY N HE3HAYUTESBHO.

r) ViccnegoBaHme He 3anpeLLeHo 3aKoHOO4AaTENbCTBOM.

) Ansa BkroYeHWs Taknx cyb6bekToB AOMKHO ObiTh 3anpoLLeHo cnelmanbHoe yTeepxaeHne/onobpeHme
OCO/H3K, yuntbiBatoLLiee 3TOT acnekT.

MopobHble nccnegoBaHms (3a UckNoyeHnem o60CHOBaHHbIX CryYaeB) AOMKHbI MPOBOAUTLCS C yHacTuem
naumeHToB, MeIoLLMX 3aboneBaHne, Ang neYeHnst KOTOporo NpeaHasHayvyeH nccnegyemoi npoaykT. CyobekTbl
B TaKMX NCCnegoBaHnaxX OOJMKHbI HAXOAUTLCS Nogd 0cobo TlaTenbHbIM HabngeHneM, 1 X yd4acTne AOIMKHO
ObITb NpPeKpaLLeHo, ecnn eCTb OCHOBaHUS NonaraTb, YTO OHU UCMLITLIBAKOT Ype3MepHbIA ANCKOMMOPT.

4.8.15 lNpn HEOTNOXHbIX COCTOSAHUAX, KOrga OO0 BKMOYEHUS B UCCegoBaHUE HEBO3MOXHO MOMYyYUTb
cornacme camoro cybbekTa, OHO AOMKHO ObITh 3anpOLUEHO Y €ro 3aKOHHOro NpeAcTaBUTENs, eCriv TakOBOW
npucyTtcTByeT. Ecnu npeaBaputensHoe cornacue camoro cyobekTa HEBO3MOXXHO U OTCYTCTBYET €ro 3aKOHHbIN
npeacTaBuTeNb, TO AN BKITIOYEHUS CybbekTa B UCCnegoBaHue OOMKHbI ObiTb MpeanpuHATL NpegyCMOTPeEH-
Hble NPOTOKOSOM W/MNu ApyrMMun JOKyMeHTamu 1 yteepxaeHHble/onobpeHHsle CO/HOK mepbl, HanpasneH-
Hble Ha 3awwuTy npas, 6e3onacHocTn 1 Gnarononyynsa cybbekTa, a Takke obecneynBaroLMe COOTBETCTBUE
HopMaTUBHbIM TpeboBaHUsM. CyOBbEKT UNK ero 3aKOHHbIM NpeAcTaBUTENb A0MKEH ObITh B KpaTyaniLne CPoKm
nocTaBneH B U3BECTHOCTb 00 nccneaoBaHum, Uy HEro AOMKHO ObITb 3aNpOoLLEHO corfacue Ha NpogormkeHue
y4yacTusi B UCCIe4OBaHMM, a Takke ApYyroe cornacme, kak 3To nonoxeHo (cm. 4.8.10).

4.9 3anncu u oTyeThbl

4.9.1 NccnepoBatenb AomkeH obecneunsaTe NPaBUbHOCTb, MOMHOTY, pa3bopyYnBOCTb U CBOEBPEMEH-
HOCTb NpeJoCTaBnNeHWsI CMOHCOPY AaHHbIX, coaepxalumxca B IPK n Bo Bcex TpebyeMbix oTHeTax.

4.9.2 NaHHble B IPK gomkHbI COOTBETCTBOBATL NEPBUYHON AOKYMEHTAL MK, U3 KOTOPOW OHU NEPEHECEHDI;
UMeoLLMECs pacxoXaeHUs AOMKHbI OblTb OOBSACHEHDI.

4.9.3 Jltobble nameHeHust unu ncnpaenenuns B IPK gormkHbl 6biTb NognmncaHbl, 4aTMPOBaHbl, 0O bsICHEHDI
(Mpy HeOBXOOMMOCTHM) U HE OOSMKHBI CKPbIBATh NMEPBOHAYarbHYO 3anuch (T.€. LOMKEH ObiTb COXpaHEeH «O0KYy-
MEHTarbHbIV CNea»); 3T0 OTHOCUTCS Kak K MMCbMEHHbIM, TaK U K 3NTEKTPOHHBIM U3MEHEHUSAM UITM UCTIPaBIEHUSIM
(cm. 5.18.4, 0)). CnoHcop AormkeH NpegocTaBUTb UCCreaoBaTeENAM U/Mnn UX YNONMHOMOYEHHbLIM NpeacTaBuTe-
NAM MHCTPYKLUMIO O nopsifke oopMreHns Takux ucnpasneHuii. CnoHcop AOMKeH UMETb NMUCbMEHHbIE NpoLie-
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Oypbl, NpegycmaTpuBarolime, YTo uaMeHeHus unm ncnpaenennst B IPK, BHOCUMBbIE €ro ynosTHOMOYEHHbIMU
npeacTaBUTENAMU, JOKYMEHTANbHO 0QOPMIIAIOTCS, ABNATCA HeobxoaumbIMn U 0gobpstoTca nccnegosare-
nem. ViccnepoBaTenb JOMKEH XPaHUTb 3anmcy 06 3TUX UBMEHEHUSX U UCTIPABIEHMUSX.

4.9.4 ViccnepoBaTtenb/opraHnsaumsi SOMMKHbI BECTU AOKYMEHTALMIO MO UCCIeA0BaHMIO COrmacHo pasgeny 8
HacTOosILLLero cTaHgapTa U HopMaTUBHbLIM TpeboBaHusM. MccrnegoBaTens/opraHn3auns OOMmkHbI NPUHUMATD
Mepbl, NpegoTBpaLLaloLLMe CllydaiHoOe U NPeXaeBPEMEHHOE YHUUTOXEHME 3TUX JOKYMEHTOB.

4.9.5 OcHOBHble JOKYMEHTbI AOMMKHbI XPaHUTLCS HE MEHee [BYX NEeT MNocre YTBEPXAEHMS NocneaHemn
3asBKM Ha pervctpauumto npenaparta B Poccun unm ctpaHe — yyactHuue ICH u oo Tex nop, noka H1 ogHa u3
3asBOK He OydeT HaxoANTbCH Ha pacCMOTPEHUN 1 He ByaeT NNaHNPOBaTLCS HOBLIX 3asiBOK, UIN HE MEHee OBYX
net nocne ouumnansHOro NpekpaLLeHnst KNMHUYECKon paspaboTky uccrenyemMoro npoaykTa. AT AOKYMEHThI
OOIMKHbI XpaHUTbCs Bonee ANUTENbHbLIA CPOK B CriyYae, ecrnv 3To NpegyCMOTPEHO HOpMaTUBHbIMK TpeboBa-
HUSIMW MM JOrOBOPOM CO CMoHCOpoM. OTBETCTBEHHOCTBIO CMOHCOPa ABNAeTCs MHpopMupoBaHme nccnego-
BaTens/opraHnsaummn ob UCTeYEeHN CpoKa XpaHeHns AoKymMmeHTauum (cMm. 5.5.12).

4.9.6 ®duHaHCcOoBbIE acneKkTbl NCCNEeAOBaHMS OOIMKHbI OblTb OTPaXXeHbl B 4OrOBOPE MEXAy CMOHCOPOM U
uccrnegoBaTenem/opraHu3aumen.

4.9.7 Mo 3anpocy MoHuTOpa, ayantopa, ACO/HIK nnu ynonHOMOYEHHOro opraHa uccrnegosarernbs/opra-
HM3aUUs OOMKHbI 06ecnevnTb NPSMOK JOCTYMN KO BCEM 3arnmcsM, OTHOCALLMMCS K UCCIef0BaHMIo.

4.10 OT4yeThbl O X04€ UccrnegoBaHus

4.10.1 UccnepoBaTtenb gormkeH npeactaenate ACO/HIK kpaTkme NMCbMEHHbIE OTYETHI O XO4E UCCre-
[OBaHWA exeroaHo unu vaue, ecny atoro Tpebyetr CO/HIK.

4.10.2 NccnepoBaTenb OOMKEH He3aMennuTernbHO NpefocTaBnisaTb NMUCbMEHHbIE OTYETHLI CMOHCOPY,
OCO/H3K (cm. 3.3.8) 1, B COOTBETCTBYHOLUMX CITyYasx, opraHM3aumm o JNoObIX M3MEHEHUSIX, CYLLIECTBEHHO
BMNUSIIOLLMX Ha NPOBeAEeHME UCCrefoBaHNst U/Mnn YBENNUYUBAKOLLMX PUCK ANs CyOHLEKTOB.

4.11 OT4eTHOCTbL MO 6e3onacHoOCTH

4.11.1 O60 BCcex cepbe3HbiX HexenaTternbHbIX sABneHusx (CHA) HeobxoomMmo HemeaneHHo coobuwatb
CMOHcopY, 3a uckntoveHneM Tex CHA, koTopble B NPOTOKOIE UIn B ApYrom AOKYMeHTe (Hanpumep, B 6poLutope
uccregoBaTens) onpefeneHsl kak He TpebyoLme HemeaeHHoro coobueHus. Nocne NepBMYHOro HemeaneH-
Horo coobLLeHns HeobxoaMMO B KpaTyanLLmMe CPOKU NPeaCTaBUTb NOAPOOHBIN NMCbMEHHbIN OTYET. [NepBUYHbLIN
1 nocriegyowme oT4eTbl AOMKHbI MOEHTUULMPOBaTh CyOBHEKTOB NCCregoBaHNsS MO MPUCBOEHHBIM UM YHU-
KanbHbLIM KOaMm, a He No MMeHam cyOLEeKTOB, NEPCOHarNbHbIM MAEHTUHUKALNOHHBIM HOMEpPaM U/Unu agpecam.
WccnepoBatenb OomkeH Takke cobniogatbs HopMmaTuBHbIE TPEOOBaHUS, pernmaMeHTUpyoLmne NpeaocTaBneHne
OTYETOB O HEMPEABUAEHHbIX CEPbE3HbIX HEXENaTerbHbIX peakuusiX YNorTHOMOYeHHbIM opraHam n OCO/HOK.

4.11.2 O60 Bcex HexenaTenbHbIX ABNEHNSIX U/MNN OTKNOHEHUAX NabopaTopHbIX NokasaTenemn OT HOpMbI,
onpeferneHHbIX NPOTOKONOM Kak KpUTU4eckune Anisi oueHkn 6esonacHocTu, Heobxoaumo coobLaTte CrOHCOpY B
COOTBETCTBMU C TPeOOBaHNSIMM K OTHYETAM U B CPOKW, ONpPeAEerieHHbIE CMIOHCOPOM B MPOTOKOJE.

4.11.3 Npwn coobLLeHNsIX O CMepTH nccrnegoBaTenb 0653aH no 3anpocy cnoHcopa n ACO/HIK npepocta-
BUTb NMOOY0 JOMNOMHUTENBHYO MHpopMaumo (HanpyMMep, MPOTOKON BCKPLITUSE U MOCMEPTHbLIN 3MUKPU3).

4.12 NpexaeBpeMeHHOe npeKpaLleHne unm NPMocTaHoOBKa nccrneaoBaHUs

Ecnu no kakon-nnbo npuuvHe mccnegoBaHve NpexaeBpeMEHHO NMpeKpalleHo UM NpUOCTaHOBIEHO,
uccnegoBaTenb/opraHn3aumns AOMKHbI He3aMeaAnuTenbHO NHPOPMUPOBaTL CyOLEKTOB MCCneaoBaHus, obec-
neyYnTb UM COOTBETCTBYHOLLIEE JleYeHre N HabnogeHne 1, ecnv NpegycMoTpeHO HOpMaTUBHLIMU TPeboBaHWS-
MU, MHOPMMPOBATL YNONTHOMOYEHHbIE OpraHbl. Kpome Toro:

4.12.1 Ecnun uccnegosarternb NpeXaeBpeMeHHO NpeKkpaLlaeT UM NpMocTaHaBnNMBaeT uccrnegoBaHue 6e3
npeaBapuTENbHOro COrnacust CMoHCopa, OH OOMMKEeH coobwuTe 06 9TOM opraHv3auuu, rae NpMMEHUMO, U
nccrnegoBarernb/opraHm3aums AomMKHbI He3aMeaMTeNbHO NPONHgopMMpoBaTb 06 3Tom cnoHcopa n ACO/HIK
1 npegoctaBuTb cnoHcopy n ICO/H3K nogpobHoe nncbMeHHOe OOBbSACHEHME NPUYMHBI MPUOCTAaHOBKU UMK
npekpaLleHns nccnenoBaHus.

4.12.2 Ecnu cnoHcop npekpaliaeT unm npuoctaHaBnmMBaeT uccnegosaHme (cm. 5.21), uccnegosarernb
[OOMKeH He3aMeaMTenbHO coodLWwnTbL 06 9TOM OpraHn3auuu, rae NPUMEHMMO, U uccriegoBaTenb/opraHM3auns
OOIMKHbI He3ameanuTensHO npouHdopmuposaTb 06 aTom ICO/HIK n npegoctasute SCO/HIK nogpobHoe
NMCbMeHHOEe 0O BSACHEHWE NPUYUHBLI MPUOCTAHOBKW UMW NPEKpaLLeHNs NCCneaoBaHus.

4.12.3 Ecnn QCO/H3K okoH4YaTenbHO nnmn BpeEMeEHHO OT3bIBaeT yTBEPXXAeHne/oqobpeHre Ha npoBeae-
Hue nccrnepoBanus (cMm. 3.1.2 1 3.3.9), uccnegoBaresnb AOMKEH COOOLLMTL 00 3TOM OpraHnsaumm, rae npuve-
HMMO, 1 nccnegoBaTenb/opraHM3aums JOIPKHbI He3aMeanMTenbHO NPOUHGOPMUPOBaTL 06 3TOM CroHcopa U
NpefocTaBuTb CMOHCOPY NOAPOBHOE MUCbMEHHOE OOBACHEHUE MPUYMHBI MPUOCTAHOBKU UIU NpeKpaLleHns
nccrnegoBaHus.
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4.13 UtoroBbin oTuyeT nuccnegoBarens

Ecnun TpebyeTcs, no 3aBepLIEHM NCCIEA0BaHNS UccrneaoBaTesb OMMKEH COOBLLMTL 06 3TOM OpraHusa-
umu; nccnegoBaTens/opraHnsaunsa ormkHel npegoctaBuTb ACO/HIK kpaTkum otyeT 06 Torax nccregoBaHus,
a Takke Bce TpebyeMble OTYEThI YITOSTHOMOYEHHbIM OpraHam.

5 CnoHcop

5.1 O6ecneyeHne Ka4ecTBa U KOHTPOSb KayecTBa

5.1.1 CnoHcop oTBeYaeT 3a BHeApeHMEe N nogaepxaHne cucteMm obecneveHns U KOHTPoNns KavyecTsa C
nucbMeHHbIMK COIl, kKoTopble MMEOT CBOEW LieNbio 00ecneunTb NpoBeAeHE nccrneaoBanns, coop, permctpa-
LU0 1 NpeAcTaBrneHne AaHHbIX B COOTBETCTBUM € NpoTokorioM, GCP u HopMaTBHbIMM TPEOOBaHNSIMMU.

5.1.2 CnoHcop oTBe4vaeT 3a obecrneyeHne cornacusi BCex BOBIMEYEHHbIX CTOPOH Ha npefocTaBneHune
npsimoro goctyna (cm. 1.21) Bo Bce yyacTBylOLIME B UCCIEQOBaHNN LEHTPbI, KO BCEM NEPBUYHBIM AaHHBIM/OO-
KyMEHTaM 1 oTyeTaM B LieNAX UX MOHUTOPMHIA 1 ayanTta CMOHCOPOM, a Takke MHCNEKLUN HaLMOHaNbHbIMU U
WHOCTPaHHBLIMW YMOSTHOMOYEHHBIMU OpraHamu.

5.1.3 KoHTporb kadecTBa crieayeT OCYLLECTBIATb Ha BCeX aTanax paboTbl ¢ 4aHHbIMU, YTOObI 06ecnevnTb
WX JOCTOBEPHOCTb U NPaBUITbHOCTL 06paboTku.

5.1.4 [loroBopbl MeXxay CrOHCOPOM U Uccregosatenem/opraHnsaumen nnm nodomn apyron yyacTByoLLen
B MCCregoBaHnM CTOPOHOW OOIMKHbI ObiTb COCTaBMEHbl B NMMCbMEHHON (hOpMe Kak YacTb NMPOTOKONia uUnu B
KayecTBe CaMOCTOATENbHbIX JOKYMEHTOB.

5.2 KoHTpaKkTHas uccrnepgoBaTtenbckas opraHM3auus

5.2.1 CnoHcop MOXEeT MOJSTHOCTBI UMM YaCTUYHO nepefaTb 00sI3aHHOCTU U (PYHKUMW, CBSI3AHHbIE C
NpOBEAEHNEM UCCNEAOBAHUS, KOHTPAKTHOW MCCrefoBaTeNbLCKOM OpraHn3aumumn, ogHako OTBETCTBEHHOCTL 3a
Ka4yeCTBO M MOSHOTY MOJTyYEHHbIX B XOAE UCCNeoBaHWUs OaHHbIX BCcerga nexuT Ha cnoHcope. KoHTpakTHas
nccregoBaTenbckasi opraHn3aums AoMmKHa OCYLLECTBSATL Mepbl N0 06ecneyYeHunio 1 KOHTPOIO KavecTBa.

5.2.2 MNepepaya KOHTPAKTHOW MCCNeaoBaTENbCKOM opraHM3auun fnobbix CBA3aHHbIX C UCCIegoBaHMEM
0ba3aHHOCTEN U DYHKLMIA A0MKHa BblTb JOKYMEHTanbLHO ohopmMIieHa.

5.2.3 Bce cBsA3aHHbIE C UccriefoBaHMEM 00sI3aHHOCTY U PYHKLMN, HEe NepedaHHble KOHTPaKTHOM uccre-
[oBaTenbCKOW OpraHn3auum, OCTalTCs B KOMMETEHLMN CMIOHCOpPA.

5.2.4 Bce, 4TO B HACTOsILLLEM CTaHAapTe KacaeTcs CroHcopa, Takke NPUMEHMMO K KOHTPaKTHOW uccre-
[oBaTenbCKOM OpraHn3auum B TOM Mepe, B KOTOPOK KOHTpaKTHasA nccnegoBaTtenbCckasd opraHn3aumns npuHiMaeT
Ha cebsa 06513aHHOCTY 1 YHKLUKM CNIOHCOpa Mo NPOBeAEHNI0 NCCIEAOBaHNS.

5.3 MeguumHckasa kBanudunkauma

CnoHcop [OMKeH Ha3HauMTbL 0bnagatoLLmMii COOTBETCTBYHOLLEN MEMLIMHCKON KBanudukaLlmen nepcoHarn,
KOTOpbIN JOSMKEH ObITb BCErga AOCTYNEH AN PELLEHMS CBS3aHHbIX C UCCreJ0BaHNEM BOMPOCOB MEAMLNHCKOTO
xapakTtepa. [1p1 HeobxoAMMOCTU AN 3TON Leny MoryT 6biTe NPMBIIEYEHbl BHELLHNE KOHCYMbTaHThI.

5.4 lu3zanH uccnegoBaHus

5.4.1 CnoHcop AoMmKeH NpuBnekatb KBanuduumnpoBaHHbIX Nyl (Hanpumep, BUOCTaTUCTUKOB, KNMHUYEC-
Knx cpbapmakonioroB, Bpayen) Ha Bcex aTanax uccrnegoBaHus — OT paspaboTtku npoTokona, MIPK un nnanHa
CTaTUCTMYECKOrO aHanmsa 4o NoAroTOBKU MPOMEXYTOYHOIO U (hMHAINbHOIO OTHETOB.

5.4.2 Takxe cM. pasfgen 6 HacTosLero ctaHaapTa, pykoBoacTtso ICH «CTpykTypa n cogepxaHue otyeta
O KIMHWYECKOM UccregoBaHuM» U Apyrme cooTBeTcTBylowme pykoBoactBa ICH nmo gmsanHy, npoToKomny u
opraHusaummn nccreoBaHus.

5.5 MeHepXMeHT uccnefoBaHusi, paboTa ¢ AaHHbLIMU U BeAeHWe JOKyMeHTauum

5.5.1 CnoHcop 065s3aH npuBenekatb obriagaroLmx COOTBETCTBYOLEN KBanudurKkaumnen nuy, ansi ooero
pyKoBOACTBa mccrnegoBaHveM, paboTbl C OaHHbIMW, BepudurKaumm OaHHbIX, NPOBEAEHUS CTaTUCTUYECKOrO
aHanmsa v noaroToBKU OTYETOB 006 MccnegoBaHum.

5.5.2 CnoHcop MOXeT NpUHATL pelleHne o6 o6pa3oBaHUM HE3ABMCMMOIO KOMUTETA MO MOHUTOPUHIY
AanHbix (HKM[) ons paccmoTpeHns xoga KIMHUYECKOro NCCNeAoBaHNs, BKIOYas pacCCMOTPEHNE OaHHbIX MO
©e30MacHOCTM U OCHOBHbIX NapameTpoB 3hEKTUBHOCTH, a Takke Ans BbIpaboTKM pekoMeEHAALUA CNIOHCOPY
0 LenecoobpasHOCTM MPOLOIHKEHUS, NPEKPALLEHNST NCCINEA0BaHNS UMM BHECEHMUS B HEro nameHeHnin. HKM/
OOMMKEeH MMETb MMCbMEHHbIE ONnepaLMoHHbIE MPoLEeaypbl M BECTU NMMCbMEHHbIE 3anncu BCEX CBOMX 3acCedaHui.

5.5.3 Npu ncnonb3oBaHWM SMNEKTPOHHBLIX CUCTEM 415 paboThbl C AaHHBIMU UCCIIE[0BaHNS U/ 3NEKTPOH-
HbIX CUCTEM YyAaneHHoro 4ocTyna K JaHHbIM CMIOHCOP AOKEH:

a) OBecneunTb N JOKYMEHTaNbHO OPOPMUTL COOTBETCTBUE CUCTEM 3IIEKTPOHHOW 06paboTKM OaHHbLIX
YCTaHOBIEHHbLIM CMIOHCOPOM TPeBOBaHMAM K MONTHOTE, TOYHOCTU U HAAEXHOCTU AaHHBIX, a TakkKe CTabUNbHOCTb
OOCTXeHNs1 Tpebyemoro pesynbTaTta (T.e. Banugauuio).
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©) Mmetb COIT No ncnonb3oBaHMO 3TUX CUCTEM.

B) OGecneunTtb paboTy cuCTEM TakMM 06pa3oM, YTOObl MOXHO ObINIO M3MEHATb AaHHbLIE U MPU 3TOM
BHOCUMbIE N3MEHEHMWS ObINK Obl 3aA0KYMEHTUPOBaHbI, @ paHee BBeAeHHble AaHHble He Obinn Obl yaaneHs!
(T.e. umerncst QOKyMeHTanbHbIN crieq).

r) imeTb cuctemy 3alumThbl, NPeAOTBPALLAOLLY0 HECAHKLMOHMPOBAHHbLIA AOCTYM K AaHHbLIM.

) IMeTb CnMCoK N, HagerneHHbIX MPaBoOM BHOCUTb M3MEHEHMS B AaHHble (cM. 4.1.5 1 4.9.3).

e) ObecneumBaTb afekBaTHOE pe3epBHOE KOMMPOBaHWE OaHHbIX.

%) CoxpaHAaTb MacKMpoBKy B UCCegOBaHWsIX, MPOBOAMMbIX CMEMbIM MeToAoM (T.e. COXPaHATb MacKu-
POBKY NMpu BBOAE U 06paboTke AaHHbIX).

5.5.4 Ecnv B npouecce 06paboTku JaHHbIe TPaHCOPMUPYIOTCS, BCEraa A0SMKHa CyLLEeCTBOBaTb BO3MOX-
HOCTb CPaBHEHUSA CXOAHbIX AaHHbIX C 06paboTaHHbIMK.

5.5.5 CnoHcop AOMmKeH UCMONb30BaTh YHUKANbHbLIN MOEHTU(UKALUMOHHBIM Kog cybbekTa (cm. 1.58),
NO3BOMSAOLLMI OeHTUMMLMPOBaTh BCE AaHHbIE MO KaXO0My CyOBbeKTy.

5.5.6 CnoHcop v gpyrue Briagenblibl AaHHbIX AOIMKHbI XPaHUTb BCE OTHOCALLMECS K CMOHCOPY OCHOB-
Hble JOKYMEHTbI MO UccrneaoBaHuio (CM. pasaen 8 HacToswero ctaHgapTa).

5.5.7 CnoHcop AOMKeH XpaHUTb BCE OTHOCSLUMECS K HEMY OCHOBHbIE AOKYMEHTbI MO UCCIEeL0BaHUI0 B
COOTBETCTBUU C HOPMATMBHBIMU TPeOOBaHUAMK TeX CTpaH, B KOTOPbIX MPOAYKT 0400peH u/unu B KOTOPbIX
CrnoHcop cobupaeTtcsa obpaTuTbCs 3a 0400peHMEM.

5.5.8 Ecnu cnoHcop npekpalLaeTt KINMHUYECKyto pa3paboTKy nccnegyemoro npogykra (no ogHomy wnm
BCEM MOKa3aHUAM, NyTSM BBEOEHMWS!, NeKapCTBEHHbIM hopMam), OH [JOIMPKEH XpaHWUTb BCE OTHOCSLLMECS K
CMOHCOPY OCHOBHbIE AOKYMEHThI MO NCCIEeAOBaHMI0 B TeYEHME MO KpanHen Mepe ABYX JieT ¢ MOMeHTa oduum-
arnbHOro npekpalleHnsi paspaboTku UM B COOTBETCTBMU C HOPMATUBHBIMU TPEOOBaHNSIMM.

5.5.9 Ecnu cnoHcop npekpallaeT KIMHUYECKYHo pa3paboTKy nccnegyemMoro Nnpoaykra, OH A0JPKeH coob-
WnTb 06 9TOM BCEM Yy4acTBYHLLMM B MCCeoBaHWM MCcnegoBaTensam/opraHM3aunsmMm U ynorTHOMOYEHHbIM
opraHam.

5.5.10 Jliobasa nepegaya npaB co6CTBEHHOCTU Ha AaHHble JOIMKHA ObITh AOBeAeHa 0O CBeAeHUs ynon-
HOMOYEHHbIX OPraHoOB B COOTBETCTBMM C HOPMaTUBHBbIMU TPEOOBaHUAMMN.

5.5.11 OTHOCALLMECS K CMIOHCOPY OCHOBHbIE JOKYMEHTbHI AOIMKHBI XPaHUTLCA HE MEHee OBYX NeT nocne
YTBEPXKAEHNS NOCneaHen 3asiBkM Ha perncrpauuto npenapata B Poccum unm ctpaHe — yyactHuue ICH n go
Tex nop, Noka HW ogHa 13 3asBOK He DyaeT HaxoouTbCs Ha PAaCCMOTPEHUN U He ByAET NiaHNpPOBaTLCS HOBbIX
3asBOK, UNN HE MeHee ABYX NET nocne odurumansHOro npekpaLleHns KnmHuyeckon dasel paspaboTtkm nccne-
Ayemoro npogykra. 3Tv JOKYMEHTbI JOIMKHbI XpaHUTbLCA Gonee AnuTenbHbIN CPOK B CriyYae, ecnv 3To npeayc-
MOTPEHO HOPMAaTMBHbLIMWU TPEOOBAHMAMU NN HEOOXOAMMO CMOHCOPY.

5.5.12 CnoHcop AomkeH B NCbMeHHOM doopMe MHOPMUPOBaTb UccredoBaTenen/opraHn3anmm o Heob-
XOAMMOCTU XPaHEHUS! CBSI3AHHbIX C UCCIeAOBaHNEM 3anucelt, a Takke NMMCbMEHHO U3BECTUTb UX, KakK TOMbKO
HeobX04MMOCTb B AarnbHENLWEM XpaHeEHUN OTNageT.

5.6 Bbibop nccnepgoBarens

5.6.1 CnoHcop HeceT OTBETCTBEHHOCTb 3a BbIGOp nccnegosaTenen/oprannsaumn. Kaxapii nccnenosa-
Tenb AOJMPKEH MMETb KBanNudukaumio, onbIT U pecypcbl (cM. 4.1, 4.2), AocTaTouHble A1 NPOBEAEHUS UCCIea0-
BaHUS, AN KOTOPOro OH BblOpaH. Ecnu B MHOroLEHTPOBbLIX UCCrefoBaHUSAX HEOOXOAMMO OpraHM3oBaTb
KOOPOWHALMOHHBIA KOMUTET W/Mnn BbiOpaTb KOOPAMHATOPOB M3 Yucra MccrnegoBaTternen, To 3To sBnaeTcs
0053aHHOCTbLIO CMOHCOopA.

5.6.2 [1o noan1caHus 4oroeBopa ¢ uccriegoBarteniem/opraHnsaumen Ha npoBegeHne ccnegoBaHus CroH-
COp AOIMKEH NPedoCcTaBUTb UccregoBaTento/opraHn3anmm NpoToKoN 1 BpoLopy uccrnegoBaTens B TEKyLLEN
pedakuum 1 aaTtb uccregoBatento/opraHM3aunmMm OCTaToOuHOE BpeMs Ansi O3HAKOMITEHUSI C MPOTOKONOM U
npegocTaBneHHon nHdopmarmen.

5.6.3 CnoHcop AommkeH Nony4nTb cornacue nccrnegoBatensg/opraHn3aumm:

a) npoBoauTb nccrnegoBaHne B cootBeTcTBUM ¢ GCP 1 HopMaTuBHbIMK TpeboBaHuamMu (cM. 4.1.3), a
TakKkKe C NPOTOKOJIOM, COrfacoBaHHbIM CO CMIOHCOPOM 1 yTBepXaeHHbIM/ogobpeHHbIM QCO/HIK (cm. 4.5.1);

©) cobntogath npouenypbl perncTpaumm/npeactTaBneHns 4aHHbIX;

B) Ha NpOBeAEHNE MOHUTOPWUHIa, ayamTa U Hcnekumn (cm. 4.1.4);

r) XpaHUTb OCHOBHbIE JOKYMEHTbI, CBSI3aHHbIE C UCCrefoBaHNEM, 4O TeX Mop, noka CMoHCOopP He CoobLwnT
nccnegosarernto/opraHM3anmm, YTo 3T JOKYMeHTbI 6onblie He TpebytoTtcs (cm. 4.9.4 n 5.5.12).

CnoHcop v uccnegoBatenb/opraHn3anmns JOMMKHbI MoANMCaTb NPOTOKOS UM MHOW LOKYMEHT, MOATBEPXK-
JaloLwuin aTo cornacue.
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5.7 PacnpeneneHne obsa3aHHOCTeN

[o Havana nccnegoBaHWs CNOHCOP AOMKEH YCTAaHOBUTL U pacnpeaenvTb BCe CBA3aHHbIE C UCCreaoBa-
HMem 06a3aHHOCTU U PYHKLIMW.

5.8 KomneHcauuun cybbekTtam u uccrnegoBartensm

5.8.1 Ecnu npegycmMoTpeHo HopMaTUBHBIMU TPeEBOBaHMSIMW, CMIOHCOP AOSMPKEH 0BecneyvnTb CTpaxoBaHue
U rapaHTUpPOBaTh IOPUMANYECKYHO U (hMHAHCOBYIO NOAAEPXKKY NCcnegoBaTens/opraHM3aumm B criyyae npeib-
SIBNEHUS UM NPETEH3UI, CBSI3AHHbIX C UCCINELOBAHNEM, 32 UCKITHOYEHNEM TEX MPETEH3NI, KOTOPbLIE BO3HWKITN
B pe3ynbTate ymbICia Un HEOCTOPOXHOCTU CO CTOPOHbI UCCriegoBaTensi Uiy YreHOB NCCneaoBaTerbCKoro
KOnneKkTuBa.

5.8.2 MNpaswuna u npoueaypbl CNOHCOPa AOSMKHbI NpegycMaTpmBaTb BO3MELLLEHNE pacXOdo0B Ha feveHne
CcyOBLEKTOB B criyqae NPUYNMHEHUS Bpeaa X 300POBbIO B pe3yrnbTaTe NX y4acTus B UCCIefoBaHNM B COOTBET-
CTBUM C HOPMATUBHBLIMW TPeBOBaHNAMN.

5.8.3 Ecnu cybGbekThbl uccrefoBaHuns NosydatoT KOMMNeHcaumto, Nopsgok U cnocob KoMneHcaumMm AOMmMKHbI
COOTBETCTBOBAaTb HOPMAaTUBHBLIM TpebOBaHMAM.

5.9 ®duHaHcupoBaHue

®PurHaHCOBbIE acneKTbl MCCNeAoBaHUsA AOIMKHbI ObiTb AOKYMEHTanbHO OdOpMIieHbl B Buge Aorosopa
MeXy CMOHCOPOM 1 Uccregosatenem/opraHnsaumen.

5.10 YBegomneHue ynornmHOMOY€eHHbIX opraHoB/nogaya 3asBkU B YNOJIHOMO4YeHHbIe OpraHbl

[o Hayana KNMHMYeCKoro nccregoBaHnst CNOHCOpP (MM CMOHCOP COBMECTHO C MCCrnedoBaTenem, ecnm
3TO NpPegycMOTPEeHO HOPMAaTMBHbIMU TpebOoBaHUAMU) OOMKEH NofgaTb B COOTBETCTBYIOLLME OpraHbl BCe
Tpebyemble 3asiBKM 1151 UX PaCCMOTPEHUS, NPUHATUS U/MNK NONYyYeHUs pa3peLLeHms HavyaTb UccnegoBaHne
(B 3aBUMCMMOCTM OT HOpMaTuBHbIX TpeboBaHui). Bce yBeaomneHus/3asiBkM AOMKHbI BbiTb AaTUPOBaHbI U
copepxaTtb AOCTaTOYHY0 MHpopMauuio Ans naeHtudmrkaumm npoTokona.

5.11 NMoarBepxpneHue paccmotpeHna ACO/HIK

5.11.1 CnoHcop A0SMKEH NOoNy4MTb OT UCcrnegoBaTtens/opraHM3auuu:

a) HammeHoBaHue 1 agpec ICO/HO3K uccneposatens/opraHusauuu;

©0) noaTeepxaeHune ot ACO/HIK Toro, 4YTo OH opraHn3oBaH n gencTeyeT cornacHo GCP n cooTBeTCcTBY-
IOLLIEMY 3aKOHOOATENbCTBY;

B) OOKYMeHTanbHO odpopmMIleHHOe yTBepxaeHne/onobpenHne OCO/HOK u, no TpeboBaHMo cnoHcopa,
KOMWUIO TEKyLLEe BepCMM MPOTOKoNa, NMUCbMEHHON (hopMbl MHOPMMPOBAHHOIO cornacus U nobbiX ApyrmMx
npegocTaBnseMbix CybbekTaM NMMCbMEHHbIX MaTepuarnoB, a Takke OnucaHvue OEVCTBUA MO MPUBMEYEHUIO
CyOBLEKTOB K y4acTuIO B MUCCNEAOBaHUU, OOKYMEHTOB, OTHOCSALLMXCSA K NPEeAyCMOTPEHHbLIM A5 CyObekToB
BbInsiaTamMm U KOMMNEHCaUMsM, 1 NTOObIX MHBIX JOKYMEHTOB, KOTOpble Mornn 6biTb 3aTpeboBaHbl CO/HIK.

5.11.2 Ecnu 3CO/H3K obycrnosnueaeT Bblgady CBOEro yTeepxaeHus/oqobpeHnsi BHeCeHMeM U3MeHeHun
B Kakne-nnbo acnekTbl MCCNeaoBaHUs, Hanpymep B NPOTOKOI, MUCbMEHHYI0 (hopMy MHOPMUPOBAHHOIO CO-
rnacusi unu nodble MHble NpegocTaBnsieMble CybbekTaM NMCbMEHHbIE MaTepuanbl UW/unu gpyrue npoueaypbl,
CMOHCOpP AOMKEH MONy4YnTb OT MccregoBaTens/opraHM3aumny KOnuM BCEX U3MEHEHHbIX OOKYMEHTOB WM faTy
nony4yeHHoro yreepxaeHus/onobperns 9CO/HOK.

5.11.3 CrnoHcop [OrmKeH Mony4uTb OT UCCredoBaTens/opraHM3aumMmM OOKYMEHTaUMIo M AaTtbl No0bIX
NOBTOPHbIX yTBepXaeHun/onobpennn ICO/HIK, a Takke pelleHun 06 OT3biBE UMW MPUOCTAHOBKE paHee
BblAaHHOrO yTBEPXAEeHUA/0gobpeHus.

5.12 UHdopmauma 06 uccnegyembix npoayKTax

5.12.1 MNpw nnaHnpoBaHNN UccnefoBaHUI CIIOHCOP AOIDKEH pacnonaraTe JOCTaTOYHbIM 06 bEMOM NOMy-
YEHHbIX B JOKITMHUYECKMX U/ KITMHUYECKUX UCCINEAOBaHUSAX OaHHbIX No 6e30nacHOCTU U 3dhheKTUBHOCTH,
onpaBabiBaKOLLMX MPUMEHEHNE NCCeQyeMOoro NpodyKTa C NCNONb30BaHMEM COOTBETCTBYIOLNX NyTeN BBeae-
HWSI U 003 NPY COOTBETCTBYHIOLLEN ONUTENBHOCTM U B COOTBETCTBYHOLLLEN NOMYNALUN.

5.12.2 CnoHcop pomkeH 06HOBNATL BpoLLtopy nccrnegoBaTens no Mepe nonyYyeHns HOBOM CyLLIeCTBEHHOM
WHpopmMaumm (CM. pasgen 7 HacTosILWEero cTaHgapTa).

5.13 NMpounsBoAcTBO, yNnakoBKa, MapKUpPOBKA U KOAMPOBaHMUe uccnenyemMbix NpoayKToB

5.13.1 CnoHcop aormkeH obecneuntb, YTOObI Mccreqyemble NPOAyKThl (BKIOYasi, B COOTBETCTBYHOLLMX
crny4asix, akTUBHble npenapaTtbl CPaBHEHUS M Nnauebo) MMenu xapakTepUcTUKN, COOTBETCTBYIOLLME CTaaum
pa3paboTku JaHHbIX NPOAYKTOB, OblIM NPOM3BEeAEHbl B COOTBETCTBMU C NpUMeHNMbIMU TpeboBaHuamn GMP
1, B COOTBETCTBYIOLLMX Cry4asix, 3aKO4MPOBaHbl M MapKMpoBaHbl TakumM 06pa3om, 4ToObl 0becneunTs 3aLuTy
MacknpoBku. Kpome Toro, MapkupoBka JOJKHa COOTBETCTBOBaTb HOPMaTUBHBIM TPeOOoBaHUSAM.

5.13.2 CnoHcop JOMKEH ONpeaenvTb AN1s UccneayeMbix NpoayKTOB TeMnepaTypy XpaHeHUs, YCroBust
XpaHeHus (HanpuMmep, B 3alUMLLEHHOM OT CBeTa MeCTe), CPOK XpaHeHWsi, pacTBOPUTENN 1 npouedypbl Ans
pa3BedeHUs U BOCCTAHOBIEHUS, @ TAKKe, ECN TaKoBbIE NPEAYCMOTPEHBI, YCTPONCTBA A1 BBEAEHMS NPOAYK-
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Ta. CrnioHcop AormkeH HpopmMmpoBaTth 06 3TMX TpeboBaHUSAX BCE BOBIIEYEHHbIE CTOPOHbI (HAaNpUMep, MOHUTO-
poB, Uccnegosartenemn, NPoBU3OPOB, 1L, OTBETCTBEHHbIX 3a XPaHeEHMWE).

5.13.3 Uccnenyemble NpoayKTbl OMKHbI ObiTh YNakoBaHbl Tak, YTOObI NPegoTBpaTUTb NX 3arpsi3HeEHNE 1
o6ecneynTb X COXPaHHOCTb (MPUro4HOCTL) NPU TPAHCTNOPTUPOBKE U XpPaHEHUM.

5.13.4 [ina nccnenoBaHuin, B KOTOPbIX UCMOMb3YEeTCs Cnenon MeTod, cMctemMa KogMpoBaHus uccnenye-
MOro NpoAyKTa AOKHa BKoYaTh B cebst MexaHW3M, MO3BOSSIOLLMIA, B 3KCTPEHHbIX CrydasnXx, ObICTPO MOeHTK-
duumMpoBaTb NPOAYKT, HO, B TO )€ BPEMS], HE A0MYCKaloLLMIA BO3MOXXHOCTN HE3AMETHO PaCKpLITh KOA.

5.13.5 Ecnu nekapcTtBeHHada hopma mccrnegyemoro Nnpoaykra unv npenaparta CpaBHEHUS Ha KIMHUYeC-
KOM 3Tane nsyvyeHus Obina CywecTBEHHO M3MEHeHa, TO 40 UCMOMb30BaHUS HOBOW NeKapCTBEHHOW hopMbl B
KNMUHUYECKNX UCCeJ0BaHNSIX AOMKHbI ObITb MONyYeHbl pe3ynbTaTthl N0ObIX 4ONOMHUTENBHBLIX UCCIef0BaHNUIA
[OAaHHOW nekapcTBeHHOW opMbl NpoAaykTa (Hanpumep, CTabuibHOCTU, PacTBOPMMOCTU, BUOOOCTYNHOCTN),
HeobxoaMMble A1 OLEHKN TOrO, CNOCOBHbI NN faHHbIE U3MEHEHWSI CYLLLECTBEHHO NOBNUATL HA hapMaKOKNHe-
TN4eckmi nNpodunb NPoayKTa.

5.14 MNocTaBKa uccrneayeMbiX NPOAYKTOB U NMpaBuiia obpalleHus ¢ HUMU

5.14.1 CnoHcop oTBeYaeT 3a NOCTaBKy MccregoBaTento/opraHnsaumm ncenegyemoro npoaykra.

5.14.2 CnoHcop He JormKeH NOCTaBnsATb UCCReAYEMbIV NPOAYKT UccrnegoBaTento/opraHnsaumm go tex
nop, noka He Mony4nT BClo Tpebyemyto AokymeHTauuto (Hanpumep, yteepxaeHue/ogobpeHne SCO/HIK n
YMOJSTHOMOYEHHbBIX OPraHoB).

5.14.3 MucbMeHHbIe NpoLeaypbl CNOHCOPa AOMMKHbI BKMOYaTh B ce0S MHCTPYKLMKU NS uccnegoeare-
nsi/opraHnsauum No nNpaBunnaM XpaHeHus Uccneayemoro npogykra u obpalleHus ¢ HUM, a Takke No Be4eH o
COOTBETCTBYIOLLEN AOKYMeHTauuu. [Npoueaypbl OMKHBLI onuckiBaTh 6e3onacHoe nonyvyeHue nccnegyemMoro
npoaykra, obpalleHne C HUM, ero XxpaHeHue 1 Bblaaudy, U3bATME HEMCMONb30BaHHOIO NCCReayeMOoro NpoayKTa
y CyObeKTOB 1 BO3BpaT €ro CNoHCopy (Nnbo MHoe pacrnopsikeHne HeMCnonb3oBaHHbLIM NPOAYKTOM, €CNK 3TO
CaHKLUWOHNPOBAHO CMOHCOPOM M COOTBETCTBYET HOPMATUBHBLIM TpeboBaHNAM).

5.14.4 CnoHCop O0SMKEH:

a) obecneunTb CBOEBPEMEHHYHO NOCTaBKY UCCNeayeMbiX NPOAYKTOB UCCNeaoBaTensam,;

©) LOKYMEHTUPOBATL MOCTaBKM, NOMyYeHne, Bbiaady, BO3BpaT U YHUYTOXeHMe (NMnbo nHoe pacnopsixe-
HWe) uccnegyemMbix NPoAyKToB (CM. pasgen 8 HacTosILEero ctaHgapTa);

B) MMETb CUCTEMY BO3BpaTa UccrnenyemMoro npoaykra v JOKYMeHTUPOBaHUS NOAOBHOro 3baTust (Hanpu-
Mep, OT3biBa OpakoBaHHOrO NPOAyKTa, BO3BpaTa NpoAyKTa NOCre OKOHYaHWs UCCNeA0BaHUA UIu Mo UCTEYEHUN
Cpoka roaHocCTK);

) UMETb CUCTEMY YHUYTOXEHUS (NGO MHOMO pacnopsiKeHUs1) HEMCMNONb30BaHHbIX UCCeayeMbIX MPOaYK-
TOB 1 JOKYMEHTUPOBAHMSI NOAOOHOr0 YHUUTOXEHMUS (MO0 MHOMO pacrnopsiKeHUs).

5.14.5 CnoHcop O0IMKEH:

a) MpuHATE Mepbl No obecneyeHnto cTabunbHOCTM UccrefyeMbIX NPOAYKTOB Ha MPOTSXKEHUN BCErO
nepuoga Mcrnosb30BaHus.

0) VMimeTb gocTaToyHOE KONMYECTBO MCMOMb3YyEeMOro B UCCIegOBaHNSIX MCCNedyemMoro npogykra, Ytobbl
noaTBepauTb, B criyyae HeobxoaMMOCTH, ero COOTBeTCTBME crneundmrkaumnsam, a Takke BECTU y4eT aHanu3os
N XapaKkTepucTk obpasuoB npodykta n3 naptmm. B 3aBucMmocTu ot ctabunbHOCTU 0bpasubl AOMKHbI ObITh
CoxpaHeHbl NMbo A0 OKOHYaHUSA aHanu3a JaHHbIX No UccneaoBaHuo, NGO B TeUeHNe Cpoka, onpeaeneHHoro
COOTBETCTBYHLLMMN HOPMATUBHbLIMU TPEBGOBaHNSAMM, UCXOOA U3 TOTO, Kakow nepuop aBnseTcs bonee anuterns-
HbIM.

5.15 focTtyn Kk 3anucsam

5.15.1 CnoHcop 4omkeH NpeaycMOoTpPeTh B MPOTOKOJIE UITM MHOM MMCbMEHHOM COrfnalleHnm 0693aHHOCTb
uccrnegosaTens/opraHnsauumn obecneynTb NPSIMON AOCTYN K NEPBUYHBIM JaHHBLIM/OAOKYMEHTaUUN Ans Lenen
MOHUTOpWHra, ayauTa, akcneptusbl ACO/HIK, a Takke MHCMEKUUN CO CTOPOHBI YNOSTHOMOYEHHbIX OpraHoB.

5.15.2 CnoHcop fgomkeH ybeauTbCsa B TOM, YTO KaXdbli CyObEKT Jarn NMCbMEHHOE cornacme Ha npsiMon
[OCTYn K ero opurMHarbHbIM MEQULMHCKNM 3anUCaMm Ans Lernen MOHUTOpUHra, ayamTa, akeneptussl 9CO/H3K,
a TaKkKe MHCMNEKLUMN CO CTOPOHbI YNONTHOMOYEHHbIX OpPraHoB.

5.16 UHdopmauma, oTHocsAWwascsl K 6esonacHOCTU

5.16.1 CnoHcop oTBeYaeT 3a MOCTOSIHHYO0 OLIEHKY 0€30MacHOCTUN NCCreayemblX NPOAYKTOB.

5.16.2 CnoHcop OOMmKeH He3aMeaAnuTensHO YBEAOMUTb BCEX 3aHATbIX B UCCReLOoBaHWM uccnegoBaTe-
nen/opraHnsauum, a Takke yrnornHOMOYEHHbIE OpraHbl O MOMYyYeHHbIX JaHHbIX, KOTOPblEe MOMYT HEGaronpusiTHo
0Tpa3uTbcs Ha 6e3o0nacHOCTN CyOBHLEKTOB, MOBNUATL Ha NPOBeAEHNE UCCrefoBaHNs MO0 U3MEHUTb YTBEPXK-
nenne/onobpeHne SCO/HIK Ha npoaomkeHne nccnegoBaHus.

17



FOCT P 52379—2005

5.17 CoobLeHns o HexxenaTterbHbIX peakLnax

5.17.1 CnoHcop JOMmKeH B BO3MOXHO 6osiee KOpOTKMA CPOK coobLaTte BCEM y4acTBYHOLLUM B UCCNeno-
BaHuUM nccneposaTenam/opraHudaumnam, SCO/HIK, roe ato TpebyeTcs, a Takke YyNnorHOMOYEHHbIM OpraHam
060 BCex HexenaTenbHbIX peakuusx, KOTopble OOHOBPEMEHHO SBMSIOTCA CEPbEe3HbIMU U HENpPeaBUAEHHBIMU.

5.17.2 Takue aKCnpecc-oTYeThbl AOSMKHBI COOTBETCTBOBATL HOPMATMBHLIM TPpeOGOBaHMAM M PYKOBOACTBY
ICH «OueHka gaHHbIX MO KNMHUYecKon 6e30nacHOCTN: TEPMUHOMOINA U CTaHAapTbl 9KCNPECC-0TYETHOCTUY.

5.17.3 CnoHcop Jo/mKeH NpeacTaBnsTb HA PaCCMOTPEHME YNONTHOMOYEHHBIM OpraHamM Bce HOBble AaH-
Hble 1 NepMoauYveckmne OT4eTbI MO 6e30MacHOCTM UCCNEAYEMOro NPOAYKTa B COOTBETCTBMU C HOPMATUBHLIMU
TpeboBaHmsMN.

5.18 MoHuTOpUHr

5.18.1 Uenb

Llenbio MOHUTOPUHIa UccrefoBaHUs SBMSETCS NpoBepKa TOro, YTo:

a) MNMpaea 1 bnarononyyne cyGbHLEKTOB 3aLUULLEHbI.

©) MpepcTaBneHHble faHHbIE ABNSATCA TOYHbIMU, MOSHBIMU U NOATBEPXKAAKTCA NEPBUYHON AOKYMEHTa-
umen.

B) MiccnegoBaHue NpoBoaUTCS B COOTBETCTBUM C YTBEPKAEHHOW TEKYLLEN BEPCUEN MPOTOKOa/MoNpaBokK,
GCP v HopmaTMBHBIMY TPeBOBAHUSIMM.

5.18.2 Bbi6op MOHUTOPOB M UX KBanudukauma

a) MoHWTOpbI JOIMKHBI Ha3HAYaTbLCA CMOHCOPOM.

©) MOHMTOPbLI OOIMKHBI UMETH COOTBETCTBYHIOLLYIO NMOAFOTOBKY, a Takke obragaTtb Hay4YHbIMU /UK KNn-
HUYECKMMMW 3HAHUSMU, HEOOXOAUMbBIMW ANS NPOBEAEHUST HAAMNEXaLlero MOHMTOPUHIa uccrnegoBaHus. Keanu-
UKauns MOHUTOPOB AOSMKHA ObITb MOATBEPXKAEHA JOKYMEHTASIBHO.

B) MOHMTOpPbI OMKHBI AeTarnbHO 3HaTb NUCCnedyemble NPOAYKTbI, MPOTOKOI, MMCbMEHHY0 (hopmy MHOp-
MUWPOBAHHOTO COrflacus 1 BCe Apyrve NnpegocTaBnsemble cyobekTtam nncbMeHHble Matepuansl, COIM cnoHco-
pa, GCP 1 HopMaTuBHbIE TPEOOBaHMSI.

5.18.3 O6bem u copgepxaHne MOHUTOPUHra

CnoHcop formkeH obecneunTb Hagnexalun MOHUTOPUHT UccrneaoBaHuin. CoHCOp AOMKEH ONpeaenuTb
HeobxoaMMble OObEM U coaepKaHNE MOHUTOPUHIA NCXOAs U3 Lienen, 3agady, MeTOAONOMN, CAOXHOCTW, Mac-
KMPOBKU, 0ObeMa 1 OLeHMBaeMbIX NapaMeTpoB nccregosaHus. Mo obiemMy npasuny, ¢ LeNblo MOHUTOPUHIa
TpebyeTcst nocelatb nccnegoBaTenbCKMe LEHTPbI 40, BO BPEMS U MOCIE OKOHYaHMs nccnegoBanms. OgHako
B VCKITHOYMTESbHBIX CIy4asix CMOHCOP MOXET PeLunTb, YTO MOHUTOPUHT 6e3 BM3UTOB B MCCredoBaTeNbCKue
LEHTPbl B COYETaHUM C TakMMy npouegypamMu, Kak TPEHVWHT M MpoBedeHMe COBELLUaHui uccrnegosartenen,
npefocTaBneHne UM NogpPoOOHOro MMCbMEHHOTO PYKOBOACTBA MOXET rapaHTMpPOBaHHO obecneunTb Haanexa-
Llee npoBeaeHve nccnegoBaHmsa B cootBeTcTBumn ¢ GCP. CtaTnctnyeckn onpegensiemble KOHTPOSbHbIE Bbl-
OOpKM MOTYT CRYXXUTb MpUeMeMbiM METOAOM ANs OTOOpa NPoBepPSiEMbIX AaHHbIX.

5.18.4 O6s13aHHOCTM MOHUTOpPA

MoHuTOp, B COOTBETCTBMM C TpeboBaHMUSMU CNIOHCOPa, AOMKeH obecneunTb Hagnexawee nposegeHve
N OOKyMeHTanbHoe odopmMieHne nccnenoBanms. C 3Tol Lenblo MOHUTOP, KOrga YMECTHO U HeOBXoaUMO C
Y4YETOM KOHKPETHOro MCCreAoBaHMs U UCCnenoBaTenbCKOro LEHTPa, BbIMOMHAET HUXKEenepeymcrneHHble
OEencTBuS:

a) BbicTynaeT B KayecTBe OCHOBHOTO CBSA3YHOLLENO 3BEHA MeXAy CMOHCOPOM U nccrnegoBaTenem.

©) MNpoBepsieT B Ha4arne 1 Ha NPOTSKEHUUN BCEro UCCIeAoBaHUs afeKBaTHOCTL KBanudukaLmm n pecypcos
uccneposartens (cm. 4.1, 4.2, 5.6), a Takke OOCTAaTOMHOCTb Ansi 6e30MacHOro 1 Haanexallero NnpoBeaeHnst
nccregoBaHNsl UMELNXCS MIOACKMX U MaTepuarbHbIX PECypCcoB, BKIovasd rabopaTtopuu, obopygoBaHue m
nepcoHarn.

B) B oTHoLWweHMM nccrnegyembix NPoayKTOB MOHUTOP NPOBEPSIET CreayoLlee:

1) CPOKM 1 YCNOBUSA XpaHEHUS MPUEMIIEMbI Y KONTMYECTBO JOCTATOYHO A0 KOHLA UCCIe40BaHunS;

2) uccnegyemblie NPoAyKThbl MOyYatoT TOMbKO Te CyOHEKTbI, KOTOPbIM OH HA3HAaYeH, U B [03aX, YCTaHOB-
NEHHbIX NPOTOKOOM;

3) cybbekTam npeaocTaBneHbl HEOOXOOUMbIE MHCTPYKLMM MO NPaBUIbHOMY MPUMEHEHUIO NCCneayemblX
NPOAYKTOB, OOpALLEHUNIO C HUMU, X XPAHEHMIO 1 BO3BPATY;

4) nony4yeHve, NPUMEHEHNE N BO3BpaT UcCregyeMbIX NPOAYKTOB B MCCIEA0BaTENIbCKOM LIEHTPE AOK-
HbIM 06Pa30M KOHTPONMPYIOT U 0POPMIISIOT JOKYMEHTASBHO;

5) yHUuTOXEHME (NMMBO MHOE pacnopsiKeHne) HEUCMNONb30BaHHbIX UCCNedyeMbIX NPOAYKTOB B UCCReno-
BaTENIbCKOM LIEHTPE OCYLLECTBASAOT B COOTBETCTBUM C HOPMATUBHBIMW TPEOOBaHUAMUN 1 MO COrNacoBaHMUIo CO
CMOHCOPOM.
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r) MpoBepsieT cobniogeHne ncenegosatenemM yTBEPKOEHHOTO NPOTOKOMa U BCEX yTBEPXOEHHbIX Nonpa-
BOK K HEMY, €CIN TaKOBblE UMEIOTCS.

n) MNpoBepsieT, 4TOObI NMCbMEHHOE MHOPMUPOBAHHOE COrflacue KaXKaoro cyobekta Obino nosyyeHo go
Hayana y4actusi B UcCrefoBaHuu.

e) ObecneuymBaeT Hanu4ume y uccrieqoBartensi TeKyLLen pegakumm 6poLutopbl uccnegoBaTens, BCex apy-
X AOKYMEHTOB M MaTepuarnos, HEOOXOAMMEBIX AN NPOBEAEHUSA UCCNENOBaHUS Haanexalwmm obpasom n B
COOTBETCTBMU C HOPMATUBHLIMU TPEBOBaHUSIMM.

X) ObecneymBaeT To, YTOObI UCCriegoBaTeNb M Ero COTPYAHWKW, 3aHATbIE B MCCNefoBaHUn, Obinu gocta-
TOYHO MHAOPMUPOBaHbLI 06 nccnegoBaHuK.

3) MNpoBepsieT, 4To NccnegoBaTernb U ero COTPYAHWUKM, 3aHATLIE B UCCINEA0BAHMM, BLIMOSTHAT CBA3aHHLIE
C uccrnegoBaHnemM o6s13aHHOCTU B COOTBETCTBUM C NPOTOKONOM 1 BCEMW APYIMMU MUCbMEHHBIMU COrnaLleHusi-
MU MeXy CMIOHCOPOM W UCcrneaoBaTenem/opraHMsaumert u He nepeatoT BbINOTHEHUE CBOMX (PyHKLMIA HEeYMor-
HOMOYEHHbBIM fMLaM.

n) MNMpoBepsieT cobntogeHne nccrnegoBaTenem Kputepmes oTbopa npu BKIHOYEHUN CYyOBEKTOB UCCeno-
BaHUS.

K) CoobLuaeT 0 ckopocTy Habopa CyObEKTOB B UCCIiefoBaHME.

n) MNpoBepsieT NpaBUIIbHOCTb, NOJTHOTY M CBOEBPEMEHHOCTL PErMCTPaLMM AaHHbIX B NEPBUYHbIX 1 OPYTUX
OTHOCSLLMXCH K UCCrie4oBaHMI0 JOKYMEHTaX, a Takke NopsaoK UxX BeOeHus!.

M) MpoBepsieT, 4TO UccrnefoBaTeNb NPEAOCTaBMseT Bce TpebyeMble OTHETHI, YBEAOMIIEHUS, 3AaNPOChI U
NogobHbIe JOKYMEHTbI M YTO OHU SIBMASIOTCA NPaBUMbHBIMU, MOSTHBIMW, CBOEBPEMEHHBLIMU, pa3bop4ymBbIMU,
[aTMpoBaHbl U MAEHTUULMPYIOT NCCriegoBaHme.

H) MpoBepsieT NpaBUNBHOCTb M NOMHOTY AaHHbIX B MPK, nepBuYHbIX JOKYMEHTax 1 Apyrmx OTHOCALLMXCS
K MCCneaoBaHuWIo 3anucsax nyTeM ConocTaBneHms nx mexgy cobow. B ocobeHHOCTW, MOHUTOP OOMKEH NpoBe-
puUTb cnegytoLlee:

1) nNpaBuUNbLHOCTL BHECEHUs1 TpebyeMbix NPOTOKosioM AaHHbiX B VIPK 1 nx cooTBeTcTBME AaHHLIM B
NepBUYHON JOKYMEHTaLNN;

2) ntodble N3MEHEHWs 403bl U/UIK Tepannm YETKO JOKYMEHTarIbHO 0hOpPMISIOTCA 4118 Kaaoro cybbekra
nccnenoBaHus;

3) HexxenaTtenbHbIE SABMEHNS, COMYTCTBYIOLLIEE NEYEHME N MHTEPKYPPEHTHbIE 3aboneBaHns perncTpmpy-
totcs B IPK B COOTBETCTBMM C MPOTOKOSOM;

4) nponyLeHHble CyOLEKTOM BU3UTLI, HEMPOBEAEHHbIE aHAaNU3bl U HEBLIMOJTHEHHbIE 06CIe[0BaHNS ICHO
oTpaxeHbl B IPK kak TakoBble;

5) BCe cnyyam NCKIToYeHUs 1 BbIObIBaHMS CyObEKTOB U3 NCCIe40BaHWs 3aperncTpmpoBaHbl 1 OO bACHEHDI
B NPK.

0) CoobuwaeT nccnegosaTtento o nobbix gonyweHHbIX B MPK owmnbkax, nponyckax n HepasbopymnBbix
3anucsax. MoHMTOp JOmKeH NpocneauTb 3a Tem, YToObl COOTBETCTBYHOLLME UCTPaBeHUsl, 406aBNeHNs 1Unm
Bbl4YEepPKMBaHUS ObINn caenaHbl, 4aTMpoBaHbl, 0O bACHEHbI (ECM HEOOXOAMMO) U NoANMcaHbl CaMUM UCCNeno-
BaTenem nnbo ynonHOMOYEHHbIM Ha nognvcaHune 3a Hero nameHeHun B VIPK yneHom mnccnegoBaTernbCcKoro
KonnekTvBa. [JaHHble MOSTHOMOYNSI OOJKHbI ObITh 3aKpenneHbl JOKYMEHTANbHO.

n) MNpoBepseT cobntogeHne CPOKOB COOOLLEHUSA O HexenaTemnbHbIX ABneHusx, onpeaeneHHoix GCP,
npoTtokonom, QCO/HIK, cnoHCopoM 1 HopMaTUBHLIMK TpeboBaHUAMMN.

p) NpoBepsieT BegeHne uccriegoBaTernem OCHOBHbIX JOKYMEHTOB (CM. pa3gen 8 HacTodLwero craHgapTa).

c) CoobuaeT nccnenosarento 06 OTKNOHeHNsAX oT npoTtokona, COlM, GCP n HopmMaTuBHbIX TpeboBaHui,
a Takke npegnpvHuMaeT HeoOXoaMMble AENCTBUS C LeNblo NPeaoTBpaTUTb NOBTOPEHUE NOAOOHLIX OTKIOHE-
HUA.

5.18.5 Npoueaypbl MOHUTOPUHTrA

MoHutop gormkeH cobnogaTe nnceMeHHble COlN cnoHcopa, a Takke npoueaypbl, crneumansHo onpege-
NEHHbIe CMIOHCOPOM ANst MOHUTOPWHIa KOHKPETHOTO MCCIedoBaHus.

5.18.6 OTyeT MOHUTOpA

a) Mocne Kaxgoro BU3nNTa B UCCNEAOBATENbCKMIA LEHTP UM CBA3AHHOMO C UCCIeAOBaHMEM KOHTakTa
MOHUTOP AOKEH NpeacTaBUTb CMIOHCOPY NMUCbMEHHbIA OTYET.

©) OT4yeTbl AOMKHbI BKINOYaTL B ceds faTy, HAMMEHOBaHWE LEHTPa, MMsi MOHUTOpPA, UMS uccrieqoBaTens
WIIN MHOTO NMLA, C KOTOPbIM COCTOSIICA KOHTAKT.

B) OTueTbl JOMKHbI CoAepXXaTb KpaTkoe onncaHne 00LEKTOB NPOBEPKU, COOOLLEHME MOHUTOPA O CyLue-
CTBEHHbIX AaHHbIX/hakTax, OTKIOHEHNSIX U HEAOCTaTKax, BbIBOAbI, ONUCaHWE OENCTBUNA, NPEANPUHATLIX NMMG0o
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niaHnpyembIX U/unu pekoMmeHagyemblx onst obecnedeHms cobnogenns TpebosaHun npotokona, GCP v ynon-
HOMOYEHHbIX OPraHoB.

r) MNMpoBepka CNOHCOPOM OT4YeTa U nocriegyrolme AeVCTBUS MO HEMY AOIDKHbI ObiTb JOKYMEHTanbHO
odbopMIIeHbl YNONTHOMOYEHHbBIM NPEeACTaBUTENEM CMOHCOPA.

5.19 Ayaut

Mpu npoBeaeHM ayauTa B npegenax Mep, HanpaerneHHbIX Ha 06ecneyeHne kKayecTBa, CNIOHCOPbI JOSKHbI
YYUTbIBATD:

5.19.1 Uenb

Llenbto cnoHcopckoro ayauta, NPOBOANMOrO OTAENBHO Y HE3ABUCUMO OT PYTUMHHBLIX (OYHKLMIA MO MOHW-
TOPWIHIY U KOHTPOJSTIO KA4YeCTBa, ABMAETCS OLleHKa COOTBETCTBUS MPOBOAMMOrO UccrnegoBaHus npotokony, COIT,
GCP v HopmaTMBHbBIM TpeOOBaHMSIM.

5.19.2 Bbi6op ¥ kBanucmkauus ayautopoB

a) [Ins npoBegeHWs ayauTa CNOHCOP AOMKEH HAa3HAYMTb N1L, HE3aBUCUMbIX OT KIMHUYECKUX UCCReno-
BaHWM.

6) CnoHcop 06513aH yA0CTOBEPUTLCS B TOM, YTO ayaAUTOPLI 06nafatoT A40CTaTOYHOM KBanudukauuen, T.e.
NMOAroTOBKOM M OMbITOM, Afsi NPOBEAEHUS ayanTa Haanexawmm obpasom. Ksanndukaumsa ayautopa AomkHa
ObITb MOATBEPXAEHA JOKYMEHTAsBHO.

5.19.3 Npoueaypsbl ayauta

a) CnoHcop JormkeH ybeantbes, Y4TO ayauT KIMHUYECKUX UCCNeAOBaHMI/MporpaMmM NpOBOANUTCS B COOT-
BETCTBMM C NNCbMEHHBLIMU NpoLegypamMu CNoHcopa, onpeaensowmumm obbekT ayanta, MeToabl NpoBeaeHus
ayauTa, 4acToTy ayamuToB, a Takke hopMy U cogepkaHne oT4eToB 06 ayauTe.

©) PaspaboTaHHbI CNOHCOPOM MaH ayauTa 1 npoueaypbl ayauTa uccrnegoBaHus OOIMKHbI ObITb onpe-
AeneHbl 3Ha4YMMOCTbIO JAHHOTO UCCefoBaHNs NS Nogaym 3asiBOK B YNOSTHOMOYEHHbIE OpraHbl, KONTIMYECTBOM
CyOBEKTOB, y4aCTBYOLLMX B UCCIIeQ0BaHMM, TUMOM M CIIOXXHOCTBIO NCCEeAoBaHWs, CTEMNEHBIO p1cka Ans CyOb-
€KTOB MUCCNEAOBaHMS, a Takke AOMKHbI OblTb NPUHATLI BO BHUMaHWE Ntobble BbisiBIIEHHbIE MPOGneMb.

B) 3ameyaHus u BbIBOAbl ayauTa OODKHbI ObITb OPOPMIIEHbl AOKYMEHTarbHO.

r) [ns coxpaHeHUs HE3aBUCUMOCTM U LLEHHOCTU DYHKLMM ayanTa yrnonHOMOYEHHbIE OpraHbl HE JOJKHbI
B PYTMHHOM Mopsigke 3anpalimBaTb oT4yeTbl 06 ayauTe. YNOMHOMOYEHHble opraHbl MoryT obpawatbcs 3a
[OMyckoM Kk oTyeTam o6 ayaute, eCnv MMEKTCH CBUAETENbCTBA cepbe3Horo HecootBeTcTBuss GCP, unu B
cny4ae cynebHbix pa3bupartenscrs.

) Ecnn aTo TpebyeTca cOOTBETCTBYIOLLMM MECTHBIM 3aKOHOO4ATENbCTBOM UITN NOA3aKOHHBbIMU akTamu,
CMOHCOP [OSMKEH NPEeACTaBUTb CBUAETENLCTBO O NPOBEAEHHOM ayauTe.

5.20 HecobniopgeHve NnpMMeHUMbIX TpeboBaHMI

5.20.1 Hecobntogenne npotokona, COIlN, GCP wu/unu coOoTBETCTBYIOLMX HOPMATMBHbLIX TpeboBaHWi
uccregoBaTtenem/opraHu3aumen U CoTpygHMKOM CMOHCOpa AOIMKHO BECTU K 6e3oTnaratenbHbIM JeNCTBUAM
CMOHCOpa, HanpaeneHHbIM Ha obecneveHne nx cobnoaeHus.

5.20.2 MNpw obHapyXeHMn B XO4E€ MOHUTOPUHIa UMM ayamTa Cepbe3HbIX U/Uv NOBTOPSIOLLIMXCS CITyYaeB
HecoOnaeHNsT NPUMEHUMbIX TPeOOBaHUIM CO CTOPOHbLI UCCnefoBaTeNs/opraHn3aLmmn CNoOHCOp AOIMKEH npe-
KpaTuTb y4acTue uccriegoBarens/opraHusanmm B uccriegosaHun. Ecnm yyactue nccnegoBatensi/opraHnsauum
npekpaLleHo B pe3yrbTaTe Cepbe3HbiX U/UMNn NOBTOPSAOLLNXCS CIlydaeB HecobniogeH s MPUMEHMBIX Tpebo-
BaHWU, CMNOHCOP JOIMKeH be3oTnaratenbHO yBeAOMUTb 06 3TOM YMONTHOMOYEHHbIE OpPraHbl.

5.21 [locpoyHoe npekpalwieHMe unm npmocTaHoBKa uccreaoBaHus

Ecnu nccnegoBaHue OCPOYHO NpeKpaLLLEHO UMM NPUOCTAHOBIIEHO, CMIOHCOP AOIMKEH HE3aMeANMUTENbHO
CoobLWKMTL NccregoBaTensiM/opraHn3annsam 1 yNorHOMOYEHHLIM OpraHam O NpeKpaLleHn U NPUOCTaHOBKE,
a TaKke ykasaTb MpUYMHbI NpekpalleHust unm npmuoctaHoBkn. ACO/HIK Tarke gormkeH ObiTb HEMEOSIEHHO
WHOPMNPOBAH CMOHCOPOM UNN UccrnegoBaTenem/opraHm3aumen (B COOTBETCTBUM C HOPMAaTMBHbIMKU Tpebo-
BaHUSIMK), B TOM YUCIE M O MPUYMHAX NPEKPALLEHNST U MPUOCTAHOBKN UCCNELOBAHMS.

5.22 OT4eT O KIIMHUYECKOM uccrenoBaHUU/UCTNIbITaHUN

HesaBucumo oT Toro, 6bI110 NN UcCnegoBaHWe 3aBEPLUEHO MO NMPOTOKONY UMW NpeKpaLleHo 4OCPOYHO,
CMOHCOp JoSmkeH obecneynTb COCTaBNeHNE 1 NpeacTaBreHne B YNOSTHOMOYEHHbIE OpraHbl (B COOTBETCTBUM C
HOpPMaTUBHLIMU TPEBOBAHMAMIN) OTHETOB O KITMHUYECKOM MccnenoBaHn. CoHCop Takke AoMmkeH obecneunTb
COOTBETCTBME OTHETOB O KIIMHUYECKOM MCCIEAOBaHUN, BXOASALLMX B COCTaB 3asABKU HA permcTpaumio, cTaHgaptam
pykoBoacTea ICH «CTpykTypa 1 cogepkaHme OTYeTOB O KNMHUYECKOM nccriegoBanmm» (MprnmevyaHune —
PykoBoacteo ICH «CTpykTypa n cogepxaHue OTY4ETOB O KIMHMYECKOM WUCCNEeAOoBaHMUY YKasbiBaeT, YToO B
OTAENbHbIX CryYasix MOryT ObITb NPUEMIIEMbl COKpPaLLIEHHbIE OTYETHI.)
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5.23 MHoroueHTpoBble UccrefoBaHUs

Mpn MHOTOLEHTPOBBLIX UCCIEAO0BaHMSIX CMOHCOP AOMMKEH obecneyvnTb criegytoulee:

5.23.1 Bce uccnegosartenu NnpoBoadaT nccnegoBaHNe B CTPOroM COOTBETCTBUM C NPOTOKONIOM, COrfiaco-
BaHHbIM CO CMOHCOPOM W, ecnu TpebyeTtcs, ¢ YNONIHOMOYEHHBIMW OpraHaMn U yTBEpPXXOeHHbIM/OLOOPEHHbBIM
OCO/H3K.

5.23.2 NPK pa3spaboTaHbl Taknm obpasom, YToObl cobpaTb Bce TpebyeMble AaHHbIE U3 BCEX LIEHTPOB,
y4acTBYHOLLUMX B MHOTrOLIEHTPOBOM McCrefoBaHun. TeM nccrnegoBatensam, KoTopble cobuparoT JONOMNHUTENb-
Hble OJaHHble, OOMKHbI ObITb Takke NpeaocTaBneHbl gononHuTensHble MPK, paspabotaHHble ona cbopa go-
NOJTHUTENbHbLIX AaHHbIX.

5.23.3 O6s13aHHOCTM nccneoBaTenen-koopauHaATOPOB M APYIrMX uccnegoBaTernien JOKYMEHTarnbHO 3a-
KpenneHbl 40 Hayana nccrneaoBaHus.

5.23.4 Bcem uccneposatensam npeaocTaBneHbl MHCTPYKLUMM NO cOBnoAeHNI0 NPOTOKONa, €AMHbIX CTaH-
[ApTOB OLEHKM KITMHUYECKMX M NTabopaTopHbIX AaHHbIX, a Takke no 3anonHexHuo NPK.

5.23.5 CeA3b Mexay nccriefoBaTtensMm He 3aTpyaHeHa.

6 MpoToKON KNUHMYECKOro uccrenoBaHUA U NONPaBKK K NPOTOKONY

Mo obuemy npasuny, cogepxaHue NpoOToKoNa UCCrnefoBaHNs OOMMKHO UMETh YKa3aHHYH0 HUXKE CTPYKTY-
py. OgHako nHdopmauus, uMetoLLLas OTHOLLEHME TOMbKO K O4HOMY MCCrefoBaTeNbCKOMY LEHTPY, MOXET ObiTb
npeAcTaBrneHa Ha OTAENbHbIX CTpaHMLax NPOTOKONa Uiv cogepXXaTbCs B OTAEMNbHOM COrnalleHum, a 4acTb
NPUBEOEHHON HMXE UH(OpPMaLMM MOXET TakKe COAepXaTbCHA B APYrMX OOKYMEHTax, CCbIKM Ha KOTopble
UMEITCS B NPOTOKONeE, HanpuMmep B GpoLutope nccrnegosarens.

6.1 O6was nHdopmaums

6.1.1 HasBaHue npoTtokona, ngeHTndurKaumoHHbIM HoMep nNpoTokorna v gaTa. Jliobasi nonpaBka Takke
OOMKHa UMeTb HOMep MOMNpaBKK U AaTy.

6.1.2 HammeHoBaHWe/UMs 1 agpec cnoHcopa 1 MOHUTOPA (€CMNN OHU PasnNUYaloTCs).

6.1.3 VImsa n gOMmMKHOCTb N, YNONHOMOYEHHbIX OT UMEHM CroHCopa NOANMCLIBaTb MPOTOKOS U NOMNpaBku
K NPOTOKO-y.

6.1.4 ima, QOMKHOCTb, agpec 1 Homep TenedoHa Ha3Ha4YeHHOro CNOHCOPOM MeAMULMHCKOro aKcnepTa no
JaHHOMY uccneaoBaHuio.

6.1.5 Ima n gomKHOCTL UccrnegoBaTenen, 0OTBeYatoLmnx 3a NnpoBegeHne nccnefoBaHus, a Takke agpeca
1 HOMepa TeneMOoHOB KIMHUYECKNX LIEHTPOB.

6.1.6 VIma, JomKHOCTb, agpec 1 Homep TenedoHa KeanunumpoBaHHOro Bpaya, oTBevatoLero 3a npu-
HATME BCEX peLleHnn MeULIMHCKOrO XapakTepa (ecnv JaHHoe NuUUo He SIBNSETCS uccnegosarenem).

6.1.7 HanmeHoBaHus1 1 agpeca KIMHU4Yeckux nabopatopun n apyrmx MeanLMHCKUX UM TEXHUYECKMX
cnyx6 n/mnu opraHv3aunii, BOBNIEYEHHbIX B 1CCreg0BaHueE.

6.2 O6ocHOBaHue uccneaoBaHUsA

6.2.1 HassaHue 1 onucaHue nccnegyembix NPOAYKTOB.

6.2.2 CBOOHOE M3MOXEHME NOTEHUMATBHO UMEKOLLNX KITMHUYECKYHO 3HaYMMOCTb pe3yrbTaToB AOKINHU-
YeCcKMX UccneaoBaHun, a Takke pesynbTaToB KINUHUYECKUX UCCNeaoBaHUM, 3HaYUMbIX A51S JaHHOro uccneno-
BaHUS.

6.2.3 KpaTkoe onncaHmne U3BeCTHbIX 1 NOTEHLManbHbIX PUCKOB U MOb3bl AN CyObEKTOB UccneaoBaHus,
€CIn TaKkoBble MMEHTCS.

6.2.4 OnuncaHne n ob6ocHoBaHme cnocoba BBeAeHVS, AO3UPOBKU, pexnma JO3NMPOBaHNA N Kypca NeYeHns.

6.2.5 YkasaHue Ha To, YTO uccriefoBaHve OyaeT NpoBOAUTLCHA B COOTBETCTBMM € npoTokonom, GCP un
HOpMaTUBHbIMU TpeboBaHNAMN.

6.2.6 OnncaHne vccnegyemomn nonynauun.

6.2.7 CcbInkn Ha nuTepaTypHble UCTOYHUKN U AaHHbIe, CYLLIeCTBEHHbIE ANs uccneaoBaHus 1 npeacras-
nawowme cobort o6ocHoBaHWE AaHHOIMO UCCreaoBaHUS.

6.3 Llenn 1 3agaum uccnegoBaHums

[eTanbHOe onucaHue Luenen n 3agad nccrieaoBaHus.

6.4 luszanH uccnegoBaHus

HayyHasa o60CHOBaHHOCTb UccneaoBaHUsA U AOCTOBEPHOCTb MOMYYEHHbIX B UCCReA0BaHUM OaHHbIX Cy-
LLIeCTBEHHO 3aBUCAT OT AM3anHa nccnegosaHuns. OnucaHve ansanHa uccnegoBaHus OMKHO BKOYaTh B cebs:

6.4.1 YkasaHne OCHOBHbIX 1 AOMOSTHUTENBHbIX (MPU HANM4uKn) UccriefyemMbix napamMmeTpoB, KoTopble byayT
OLleHUBATbCS B XOA€e UCCrefoBaHus.

6.4.2 Onncaxwne Tvna/gusanHa NPoBOAMMOrO UCCnefoBaHus (Hanpumep, ABOMHOe crienoe, nnawuebo-KoH-
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Tponupyemoe, napansnenbHoe) 1 rpadyeckyto CxeMy Au3aviHa nccnegoBaHus, Npoueayp v aTanos nccneno-
BaHUS.

6.4.3 OnncaHne mep, HanpaBIieHHbIX Ha MUHUMN3aLUIO/UCKITIOYEHNEe CyObEeKTUBHOCTH, B TOM YKCHIE:

a) paHooMmsauumu;

©) cnenoro metoaa/MacKMpOBKK.

6.4.4 OnucaHve ncnonb3yemoro B MICCNeA0BaHUN NeYeHnsl, J03UPOBKM U CXEMbI MPUMEHEHWS nccreny-
eMbIX NPOAYKTOB. Takke BKINoYaeT B cebs onvcaHne nekapcTBeHHON (hopMbl, yNakoBK/ U MapKUpoBKKU Uccne-
OyeMblIX NPOAYKTOB.

6.4.5 Oxngaemas NpoaoOMKUTENBHOCTb yYacTuUs CyObLEKTOB B MCCNeoBaHMMU, OnucaHue nocrnenosa-
TENbHOCTU U NPOAOIKUTENBHOCTU BCEX MEPUOOOB UCCNeoBaHUSA, BKMOYasd nepuo nocreayoulero Habnto-
OEeHVs, eCrnv TaKOBOW NpeayCMOTPEH.

6.4.6 OnncaHne «npaBus OCTAHOBKM» UIN «KPUTEPUEB UCKITHOUEHMUSA» OIS OTAENbHbIX CYyObEKTOB, YacTel
NCCregoBaHUs UM NccnegoBaHns B LENOM.

6.4.7 lNpoueaypbl yveTa uccrnegyembix NPOAYKTOB, BKMKYad, Mpu Hanuuum, nnauebo n npenapatbl
CpaBHEHWS.

6.4.8 XpaHeHne paHaoMM3aLMOHHBIX KOAOB M NPOLEAYpPbl UX PacKpbITHS.

6.4.9 MNepeyeHb Bcex AaHHbIX, pErmMcTpmpyembix HenocpeacteeHHo B VIPK (1.e. 6e3 npegsapuTenbHO
3anMcu B MMCbMEHHOM WK 3MEKTPOHHOM BUAE) M pacCMaTpMBaEMbIX B KA4ECTBE NEPBUYHBLIX AAHHbIX.

6.5 OT6Op U NCKINIOYEHNE CYOBHEKTOB

6.5.1 Kputepum BknoveHNa CyGbHEKTOB.

6.5.2 Kputepum HeBKIMOUYEHNsT CyObEKTOB.

6.5.3 Kputepum ncknoyeHnss cyGbekToB (T.e. OCHOBaHWUSA MpeKpalleHUs MpUMEHEHUs UCCIegyeMoro
npogykTa/mccnegyemoro neyeHmns), a Takke npouenypbl, onpegenstoLme:

a) Korga v kak cyGbeKkToB MCKNoYaTh U3 UCCneaoBaHus/nevyeHns nccrnegyemboiM npoayKTOM.

©0) Kakvne gaHHble 1 B Kaknme CpoKM A0SMKHbI ObITb COGpaHbl MO UCKIIOYEHHBIM NaLMeHTaMm.

B) 3aMeHeHbI N1 N Kaknm 06pa3om BbiObIBLINE CYyOBHEKTDI.

r) Mocneayowee HabnwogeHne 3a cyGbekTamu, UCKMIOYEHHBIMY U3 fleYeHUs UCCregyeMbiM MpoayK-
ToM/uccrnenyemMbiM nevyeHneMm.

6.6 JleyeHue cy6bLEKTOB

6.6.1 OcyLuecTBnsiemoe neveHne, BKNOYas Ha3BaHWA BCeX NPOAYKTOB, UX JO3UPOBKU, YacTOTy npuema,
nyTu/cnocobbl BBEOEHMWS, a Takke NPOAOIIKUTENBHOCTb NEYEHWSs, BKIOYasa nepmoabl nocregytowero Habmo-
OEeHVs NS KaXaown rpynnbl IEYEHUs: UccrefyeMbIMU NPoayKTamu.

6.6.2 JlekapcTBa/cnocobbl NeveHust, N(pMMeEHEHNE KOTOPbIX pa3peLLeHo (BKIMoYas HEOTMOXHYIO Tepanuio)
UIn He paspeLUeHo 40 U/Unu BO BPEMS NCCNeOOBaHUS.

6.6.3 MeToabl kKOHTpONs 3a cobnoaeHnemM npoueayp cybbekramu.

6.7 OueHka 3acpcpeKTUBHOCTU

6.7.1 lNepeveHb napaMmeTpoB 3PPEKTUBHOCTN.

6.7.2 MeToabl 1 CPOKM OLLEHKN, perncTpaumm n aHannsa napameTtpos 3 PeKTUBHOCTH.

6.8 OueHka 6e3onacHocTH

6.8.1 NepeyveHb NnapameTpoB 6e30MacCHOCTY.

6.8.2 MeToAbl 1 CPOKM OLIEHKN, permctpauumn n aHanusa napameTpoB 6e30nacHoCTU.

6.8.3 TpeboBaHus k oTyeTam, NpoLeaypbl N0 PEMMCTPALIUN U COOBLLIEHNSIM O HEXeNaTeNbHbIX SBIIEHUSIX
N NHTEPKYPPEHTHBLIX 3aboneBaHusIX.

6.8.4 MeTopn 1 NpOAOCIMKNTENBHOCTb HAbMtoAeHUS 3a cybbekTammn Nocne BO3HNKHOBEHMS HEXXeNaTeTbHbIX
ABMEHUN.

6.9 CtatucTtuka

6.9.1 OnucaHne cTaTUCTUYECKMX METOAOB, KOTOpblE MpeanonaraeTcsi UCnofb3oBaTh, BKIOYAs CPOKU
Ka)KOoro niiaHnpyeMoro NpOMeXyTO4YHOro aHanmaa.

6.9.2 MNnaHupyemoe konmyecTBO CcybbekToB. B cnyyae MHOroUEeHTPOBbIX MCCNeaoBaHUN OOMKHO ObiTh
onpegeneHo nNnaHMpyemMoe KOnmyecTBO CyOBHEKTOB B KaxkaoM LieHTpe. O6ocHOBaHME pa3mepa BbIOOPKM, BKITHO-
Yyasi pacCy>XaeHust Unu BblYMCNeHns Ans 060CHOBaHMSA CTAaTUCTUYECKOWM MOLLHOCTM UCCNEOOBAHMWS U KIMHUYEC-
KO NpaBOMEpPHOCTU UCCref0BaHums.

6.9.3 MNprMeHseMbI YypOBEHb 3HAYNMOCTMU.

6.9.4 Kputepun npekpalleHmst uccrieqoBaHums.

6.9.5 MNpoueaypsbl ydeTa OTCYTCTBYHOLMX, HE NOANEXALLMX aHann3y U1 COMHUTENbHbIX AaHHbIX.

6.9.6 MNpoueaypbl coobLLEeHNs 0 NOBbIX OTKNOHEHNSAX OT NepPBOHaYanbHOro CTaTUCTUYECKOro NraHa (Bce
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OTKITOHEHMS OT MEPBOHAYarbHOro CTaTUCTUYECKOrO NilaHa AOMKHbI ObITb ONMCaHbl 1 0O0CHOBAaHbI B MPOTOKOSE
n/vnu ounHansLHOM oTt4yeTe 06 nccnegoBaHun).

6.9.7 OTOop cyObLEKTOB Ansl aHanM3a (Hanpumep, BCe paH4OMU3NPOBAHHbIE CYOBHEKTLI, BCE CYyOBbEKTDI,
nonyymeLune XoTda 6bl OOHY 403y MccrnegyemMoro npenaparta, Bce CyObekTbl, COOTBETCTBYIOLLME KPUTEPUSM
oTOopa, CyObeKTbI, JaHHbIE KOTOPbIX MPUroAHbI AN OLLEHKN).

6.10 MpsAmon gocTyn K NepBUYHbLIM AaHHbIM/QOKYMEeHTaLum

CnoHcop JormkeH NpeaycMoTpeTb B NPOTOKOME UM MHOM NMUCBMEHHOM corfalleHum ob6a3aHHOCTb UC-
crnepgoBatenen/opraHu3aummn He NPenaTCTBOBAaTbL NPSIMOMY AOCTYMY K MEPBUYHBIM JaHHbLIM/OOKYMEHTaL MM Ans
NpOBEeAEHUS CBA3AHHbIX C MCCIeA0BaHNEM MOHUTOPWHIA, ayauTa, 3TUHECKON IKCNepPTU3bl, a TaKKe MHCNEKLUN
CO CTOPOHbI YNONHOMOYEHHbIX OpPraHoB.

6.11 KoHTponb kayecTBa U obecnevyeHue KayecTBa

6.12 3Tuka

OnncaHne 3TNYeCKMX acnekToB UCCIeL0BaHUS.

6.13 PaboTta c gaHHbIMU U BegeHWe 3anucemn

6.14 ®duMHaHCcuMpoBaHMe U CTpaxoBaHue

®PurHaHCMpOBaHME 1 CTpaxoBaHWe, eCMv OHW He ONMcaHbl B OTAENbHOM JOrOBOpE.

6.15 My6nukauun

MonuTnka B OTHOLLIEHMM NyBNUKauuin, ecnv oHa He onncaHa B OTAEeNbHOM A0roBope.

6.16 MpunoxeHus

(MpumeyaHune — Mockonbky NMPOTOKON UCCNEAOBaHUS U OTYET O KIMHWUYECKOM WUCCREefoBaHUU/UCTIBITaHAN
TECHO CBSA3aHbl, ANs AOMNOMHUTENbHON UHbopMaumn cM. pykoBofcTBo ICH «CTpykTypa 1 cogepkaHue oTyeTa o KNMHUYec-
KOM 1ccriegoBaHum».)

7 Bpouwopa uccnegoBarens

7.1 BBegeHue

Bpowutopa nccneposarens () npeactaBnsaeT cobon CBOAHOE N3MNOXEHNE KITMHUYECKUX U OKITUHNYEC-
KMX OaHHBIX MO UccrnegyemMomy nNpoaykTy, KOTOpble MMEIOT 3HaYeHUe AN ero 3yyeHusi ¢ y4actmem Yernoseka
B kayecTBe cybbekTa uccrnegoBanus. HasHayeHnem BU sBnsieTca npegocraBneHve nccriegoBaTensim v apy-
MM nuuam, BOBrEeYEHHbIM B NPOBEAEHNE UCCeaoBaHns, MHopMaLmmn, MoOMoratoLeri NOHMMaHunio 1 cobnto-
OEHMWI0O MHOTVIX CYLLECTBEHHbIX MOMOXEHWI MPOTOKOMA, TaKMX Kak 403a, YacToTa/nepnoanyHOCTb 403, Cnocobbl
BBeLeHUs, a TaKkke npoLenypbl MOHUTOPUHra 6esonacHocTu. BU Takke obecneumsaeT noHMMaHue, cnocobeT-
BYIOLLIEE KITMHNYECKOMY BEOEHMIO CyObeKTOB UCCefOBaHNSA B TeHEHUe Kypca KIMHUYECKOrO NccrenoBaHus.
MHdopmauusa gormkHa ObiTb NpeacTaBrnieHa B KPaTKOW, NMPOCTOM, OOBHEKTUBHOM, B3BELLUEHHOW U FULLEHHOMN
pEeKamMHOro oTTeHka oopme, NO3BONSOLLEN KIMMHULUCTY UK NOTEHLMAaNbHOMY MCCeaoBaTesNio NOHATL ee U
chopMmpoBaTh CBOK CODCTBEHHYIO OO BEKTUBHYIO OLIEHKY LienecoobpasHoCTH npeanaraemMoro uccnegoBaHus
NCX0AS U3 COOTHOLLIEHUS pUCKa M Nonb3bl. [10 3TOM NpuynHe B pegaktnpoBannm B 06bIMHO A0MKEH NPUHUMaTD
yyacTme MeauUMHCKUIA 3KCNepT, HO coaepkaHne B normkHo 6biTb 0400peHo cneumnanucTamm Tex obracrten,
rae Oblnu NonyyYeHbl ONUCbIBaEMbIE AaHHbIE.

HacTtoswun ctangapT onpeaenseT MMHUManbHbI 06beM MHpopMaLmn, KOTopast JOJMKHA ObITb BKITHOYE-
Ha B BU, n paeTt pekomeHgaumm MO CTPYKType M3MNOXeHUs AaHHOW WHdopmauumn. NpegnonaraeTtcd, 4To
XapakTtep 1 o6bem A0CTYNHOM MHpopMaLmMm ByayT U3MEHATLCS B 3aBUCMMOCTU OT CTaaun pa3paboTku nccne-
ayemoro npoaykrta. Ecnu uccnegyembint IpoayKT HAXOAUTCH Ha pbliHKE M 6ONbLUMHCTBY NPAKTUKYIOLLINX Bpayven
XOPOLLO M3BECTHbI €ro hapmakoriormieckmne cBorncTea, b moxeT G6bITb MeHee nogpobHon. 'ae aTo gonycka-
eTCH YNONIHOMOYEHHbIMM OpraHamMu, BMecTo B MoryT ObITb MCMONb30BaHbl Matepuarsl, CoOAepXaLime OCHOB-
HYI0 WHOpMaUMio O MPOAYKTE, NUCTOK-BKNaAbill WU MHAOPMAaUUA Ha 3TUKETKE Mpu YCroBUKM, 4YTO
anbTepHaTUBHbLIN BapuaHT COOAEPXKUT akTyanbHyl, BCECTOPOHHIO U NoapobHyto uHpopmaumio o060 Bcex
XapaKTepucTrkax Uccrneayemoro npoaykra, Kotopble MOryT ObiTb BaXkHbl 4518 uccnegosatensd. Ecnu 3aperu-
CTPUPOBaHHbIA NMPOAYKT MccriegyeTca Ha npegMeT HOBOro MpUMEHeHus (T.e. MO HOBOMY Mokasanuio), BU
[ormkHa BbITb COCTaBneHa ¢ y4eToM HOBOro npumeHeHus. BU cneayet nepecmaTpmuBaTh He pexe OJHOro pasa
B rog u, npy Heo6xoaUMOCTM, AOMONHATE B COOTBETCTBUU C MUCbMEHHBIMU NpoLieaypamMu cnoHcopa. B 3asu-
CUMOCTU OT CTagmmM pa3paboTku NpoayKTa U NO Mepe NOCTYNIEHNsT HOBOW 3HauYnmon nHdopmavmm bU moxHo
[ononHsaTb 1 6onee yacto. OgHako B COOTBETCTBMUM C Hagnexawen knuHnyeckonm npaktnkon (GCP) HoBas
WMH(opMaLMsi MOXET BblTb HACTONBLKO BaXHa, YTO ee He0OBX0ANMO COObLLNTL UccneaoBaTensM 1, BO3MOXHO,
OCO/H3K u/unun ynonHOMo4YeHHbIM OpraHam [0 ee BKIHYeHUs B HOBYIO peaakumio BIA.

Kak npaBusio, CNoHCOp OTBeYaeT 3a NpefoCcTaBneHne uccrnegoBaTtendam aktyanbHou pegakuun bW, a
uccriegoBaTenn oTBeYaloT 3a npefocTaBneHue aktyanbHon pepakumm BU cootsetcTtBytowemy OCO/HOK.
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Ecnu cnoHcopom nccnegoBaHvsa sBAsieTca uccregoBaTernb, OH OIDKEH YOOCTOBEPUTLCH, AOCTYMHa fin 6po-
LLKOpa KOMMepPYeCKoro npomnssoauTens. Ecnv uccnenyemsin NpoayKT npegocTaBnaeTcst CaMmm COHCOPOM-UC-
crnegoBaTtenem, OH JOIDKEH AO0BECTM Heobxoanmyo MHAOPMaLmnIo OO CBEAEHUS] 3aHATOro B MCCneaoBaHum
nepcoHana. Ecnm oTcyTcTBYET npakTnyeckas HeobXoaMMOCTb cocTaeneHnst B ctangapTHoro dopmaTa, B
KayecTBe arnbTepHaTUBbI CMOHCOP-UCCregoBaTenb AOMKEH NpeacTaBUTe MUHMMarbHBI OOBbEM akTyarbHON
WHhopMaLMm, ONUCaHHOW B HACTOsLLEeM CTaHaapTe, B paclUMpeHHOM pasaene 060CHOBaHUA UCCreLOBaHuS.

7.2 O6wWwue NonoXeHus

BW pnomkHa BkntoyaTh B cebs:

7.2.1 TUTYNbHbIA NINCT

JormxHbl BbITh Yka3aHbl HAMMEHOBaHWE CMOHCOpPa, NAEHTUUKATOPbI KaXKAOro nccregyemMoro npoaykra
(T.e. HOMEp mccregoBaHWs, XMMUYECKoe MM ogobpeHHoe DKeHepuyeckoe HasBaHue, a Takke TOproBble
Ha3BaHW4, rae paspeLleHo 3akoHo4aTENbLCTBOM M MO XenaHWo CroHcopa) u aaTta peaakumm bU. PekomeHay-
eTcs ykasbiBaTb HOMep Bepcun B, a Takke Homep v aaty npeabiaywen pegakumm BA. MNpumep npveeneH B
npunoxexHmn 1.

7.2.2 YKa3zaHue Ha KOHt(huaeHUManbLHOCTb

Mo enaHuO CNOHCOP MOXET BKINOUMTL B B/ yBegomneHne ncenegoearenen/nonyyartenen o Tom, 4To
OHM OOMKHbI paccmaTpmaTtb BU kak KOHbaeHUManbHbIN JOKYMEHT, NpeaHasHayeHHbI UCKMIOYNTENBHO ANns
O3HAKOMMEHWS U UCNONb30BaHWsS UccneaoBaTenbCknum konnektsom n CO/H3IK.

7.3 CopepxaHue bpoLUOpbI UccriegoBaTtensi

BU pomxHa nmeTb cneayowme pasaensl, Kaxabli U3 KOTOPbIX, rAe NOAXOAMUT, cnefyeT conpoBoXaaTtb
CMUCKOM CCbINTOK Ha NNTEPaTypPHbIE UCTOYHUKMU:

7.3.1 OrnaBneHue

Mpumep ornaeneHns NpueBeaeH B NPUIIOXEHUN 2.

7.3.2 Pe3rome

OormxHo BbITe NpeacTaBneHo KpaTkoe pestome (kenaTernbHO, He NpeBbIllatoLLee AByX CTpaHuL) JoCTymn-
HOW MHbopMaLMM O PU3NYECKMX, XMMUYECKUX, (DapMaLleBTUYECKMX, (hapMaKONoOrm4eckmx, TOKCMKOMorm4ec-
KnX, (bapMakoKMHETUYECKNX, METabONMMYECKMX U KITMHUYECKMX CBOMCTBAX, COOTBETCTBYHOLLEN TEKYLLIEN CTagun
KNMHUYECKoW pa3paboTku nccrnegyemoro npogykra.

7.3.3 BBegeHue

B kpaTkom BBOOHOM pasgene OOMMKHbI ObiTb yka3aHbl XMMUYECKOe Ha3BaHMe (a Takke AXXeHepuyeckoe 1
TOProBoOe Ha3BaHWsi, ecrv 0fobpeEHbI) UCCreayeMoro NpoaykTa, BCe aKTUBHbIE UHIPEANEHTLI, hapMakooru-
Yyeckasi rpynna, K KOTOPOW OTHOCUTCS Uccriegyembli MpoaykT, M MECTO, Ha KOTOpOe OH B HeW mpeTeHayeT
(Hanpumep, npenMyLLecTBa), 0O0CHOBaHWE O118 U3yYeHUs UCCneayemMoro NpoaykTa, a Takke ero oxungaemMble
npodmnakTnyeckme, TepaneBTMydeckue Unu gMarHocTu4eckne nokasaHus. Kpome Toro, B BBOAHOM pasgene
[OMKeH ObITb chopMynMpoBaH ObLLMIA NOAXOMA, K OLEHKE NCCreayemMoro npoaykTa.

7.3.4 ®usmnyeckmne, xummn4yeckue 1 cpapmaleBTUHECKME CBOMCTBA U NIeKapCcTBeHHasi hopma

[orxHbl ObITb NpeacTaBneHbl ONMcaHne KOMMNOHEHTOB MCCIegyeMoro NpoaykTa (BKmoyast XMMmnyeckme
n/vnn CTpyKTypHble bopMyIbl), a TakkKe KpaTkas CnpaBka O ero CyLeCTBEHHbIX (U3NYECKUX, XUMUYECKMX U
dapmaueBTU4ECKNX CBOMNCTBAX.

[nsa obecneyeHns agekBaTHbIX Mep 6€30MacHOCTU B X0A4e UCCNeAOBaHWs OOMMKeEH ObITb yYkasaH u, ecriu
TpebyeTcsi, 060CHOBaH COCTaB NiekapCTBEHHOW (hOpMBbI, BKMOYasi AONOMHUTENbHbIE BELLeCTBa. Takke OOIKHbI
ObITb NpeaoCcTaBnNeHbl MHCTPYKLMM MO XPaHEHUIO N MCMONb30BAHMIO JIEKaPCTBEHHBLIX HOPM.

CnepgyeT ynomsiHyTb Nto6oe CTPYKTypHOE CXOACTBO C OPYTMMU M3BECTHBIMMW BELLECTBAMM.

7.3.5 [loknnHU4eckue uccnegoBaHus

Beegenue

HorxHbl ObITb NPeacTaBneHbl B KpaTkon hopme pesynbTaThl BCEX CYLLECTBEHHbIX OOKMMHUYECKUX UC-
cnepoBaHUn oapMaKosriorMyecknx CBOMCTB, TOKCUYHOCTU, hapMaKOKMHETMKN U MeTabonmMama nccreayemoro
npogykTa. OomkHbl OblTb ONUCaHbl MCMOMNb30BaHHbIE METOAbI, NPEACTaBMNeHbl NOMyYeHHble pe3ynbTaThl, a
Takke ux obcyxaeHme B CBA3WN C UccriegyemMbiMi TepaneBTUYECKMMM 1 BO3MOXHbBIMW HEGaronpusiTHelMu
acbdpekTamm y Yyenoseka. B 3aBUCMMOCTU OT HANMUNS/LOCTYNHOCTU MHGOPMALLMK YKa3bIBaKOT CreayoLlee:

Vcnonb3oBaHHbIE B UCCregoBaHNSIX BUAbI )KUBOTHbIX.

KonnyectBo 1 non XMBOTHbIX B KaXX4OW rpynne.

EovHuupbl namepeHunsa gosbl (Hanpumep, Munnurpamm/Kunorpamm (Mr/kr)).

KpaTHOCTb BBEAEHUA.

MyTb BBEOEHUA.

OnutenbHOCTb Kypca BBEAEHWS.

MHopmauus, oTHocALLAsCA K CUCTEMHOMY pacrnpenerneHuto.
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lMpogomknTenbHOCTE Nocneayowero HabnaeHnsa Nocne OKOHYaHUs BBe4eHWS npenapara.

PesynbTathl, BKMOYas packpbiTue crnegyoLwmx acrnekTos:

- XapakTepa v 4acToTbl hapMaKoNOrM4Yecknx Unm TOKCUYECKNX 3ADPEKTOB;

- BbIP@XXEHHOCTW UMW CTENEHN TSXKECTU hapMaKomOrM4yecknx UM TOKCUYeCkux adppexTos;

- O303aBUCMMOCTM 3PPEKTOB;

- BpEMEHM A0 HaCTynneHnst aheKToB;

- o6patumocTu acpbpekToB;

- NPOOOMKNTENBHOCTU 3chbheKkToB.

[ns 6onbluel HAarmagHOCTM AaHHbIE crieqyeT, No BO3MOXHOCTY, NPEACTaBNATb B BUuAe Tabnuu/cnmckos.
Mocnenylowme pasgensl AOMKHbI COAepXaTb 00CyaeHne Hanbonee BaXKHbIX pe3ynbTaToB UCCIeqoBaHuM,
BKITHOYas 4O303aBMCMMOCTb HabnogaemMbix 3 eKTOB, MX SKCTPANONSILMIO HA YeNOoBeEKa, a Takke Ntobble NHbIe
acnekTbl, TPebytoLLMe UccrenoBaHns y YenoBeka. Tam, rae Heobxoammo, 40MMKHO BbITb NPOBEAEHO CPABHEHMWE
3(PEKTUBHBIX M HETOKCMYECKMX [03 npenaparta Ha XXMBOTHbIX OQHOMO U TOro e Buaa (T.e. HeobxoauMo
npegocTaBuTb 0bCyXXaeHMe TepaneBTUYeckoro nHaekca). Cnegyet ykasatb, Kak 3T JaHHbIE COOTHOCHATCS C
[03MpoBKaMu, nNpegaraeMbiMn A11s1 NPUMEHEHMs Y YenoBeka. Bo Bcex cnyyasx, rge BO3MOXHO, Npy NpoBe-
OEHUN CPaBHEHU peKoMeHOyeTCH ykasblBaTb KOHLEHTpauuy npenapaTta B KPOBW/TKAHW, a He O03MPOBKWU,
BblpaXKEHHbIE B MI/KT.

a) [loknnHnyeckasi chapmakonorms

[aHHbI pa3aen AomkeH BKtoYaTh B ceds KpaTkoe onucaHne dhapMakorormyecknx CBOUCTB uccneaye-
MOro MpoAyKkTa W, ecrn 3TO BO3MOXHO, €r0 OCHOBHbIX MEeTabonuTOB MO pe3ynbTaTaM WccnegoBaHui Ha
XMBOTHbIX. KpaTkoe onncaHue JOmMKHO BKOYaTh B cebs MccnegoBaHus Mo oLeHKe BO3MOXHOW TepaneBTnyec-
KOW aKTUBHOCTM (Hanpumep, 3 heKTUBHOCTb NPU SKCNIEPUMEHTANBHOWM NaTONorMn, NMMraHa-peLenTopHoe B3a-
UMOJENCTBUE U CNELMPUYHOCTb OENCTBUS), a TakkKe UCCNedoBaHMs Mo oueHke GesonacHocTu (Hanpumep,
creumarnbHble UCCNeaoBaHUs AN N3YyYeHWs MHbIX, HE UMEIOLLUX TepaneBTUYECKON HanpaBneHHoCcTn, dhapma-
Konormnyeckmnx agpdeKkToB).

0) ®apmakokuHeTMKa n MeTabonnam NPoayKTa y KUBOTHBLIX

[aHHbI pa3aen AomkeH BkNoYaTh B cebsi kpaTkoe onvcaHne hapMakoKMHETMKN, MeTabonmama u pac-
npegeneH1s nccnegyemoro npoaykra B TKaHsSIX )KMBOTHBLIX BCEX BUAOB, HA KOTOPbLIX MPOBOAMITUCH UCCNEL0Ba-
HUs1. [JJomKkHbI ObITb OCBELLEHbI BCacbiBaHWe, MeCTHas U cucteMHast bBuogoCTynHOCTb MCCredyemMoro Npoaykra
1 ero MeTabonmToB, a Takke MX CBSA3b C AaHHbIMU (DAPMaKoSorM4ecknx 1 TOKCUKOOrMYECKUX MCCNenoBaHUi
Ha >XMBOTHbIX.

B) Tokcukonorus

[aHHbI pa3gen JoSmKkeH BKMYaTh B cebsi KpaTkoe onucaHue Tokcuvecknx adhdpeKkToB Mccreayemoro
NPOAYKTa, BbIBMEHHbBIX B UCCIEQOBAaHNSX Ha XXUBOTHBIX pasHbIX BUAo0B. CnedyeT, o BO3MOXHOCTW, npuaep-
XMBaTbCSA HUKENPUBEOEHHON CTPYKTYpPbl OrNaBneHns JaHHOro pasgena:

- TOKCMYHOCTb NPY OOHOKPATHOM BBEAEHUM.

- TOKCMYHOCTb NPY MHOTOKPaTHOM BBEAEHUN.

- KaHueporeHHoCTb.

- CneumanbHble UccrnenoBaHus (HanpyMep, MECTHO-pasapakaloLLee 1 anneprusnpyoLLee AencTeme).

- PenpoagykTtuBHas TOKCUYHOCTb.

- [eHOTOKCUYHOCTb (MyTareHHoOCTb).

7.3.6 lencTtBMeE Yy YenoBeka

Besegenue

B atom pasgene nogpobHo obcyxaalT M3BECTHble 3PdEKTbI UCCreQyeMoro npoaykra y 4YernoBeka,
BKITHOYas MHpopMaumto, OTHOCSILLYOCS K hapMakoknHeTuke, MeTabonmamy, bapmakoguHaMmumke, 00303aBUCH-
MocTh adhdpekToB, 6e3onacHOCTH, 3hHEKTUBHOCTH, a Takke APYrMM Bugam papMakoriormyeckorn akTUBHOCTU.
Mo BO3MOXHOCTMU, AOMKHO ObITb JAHO KPATKOE ONUcaHMe KaXaoro 3aBepLUEHHOro KIMHUYECKOro uccrenoBa-
HUs1. Takke fomkHa ObITb NpeacTaBneHa HgopmaLms o pesyrnbTatax noboro MCnonbL30BaHMsA UCCenYEMOro
NpoAyKTa BHE PaMOK KITMHUYECKMX MCCNed0BaHUN, HanpyMep CBEAEHUS, NOMNyYeHHbIe BO BpeMSA NocTperncrpa-
LIMOHHOTO NPUMEHEHMS MPoAyKTa.

a) ®apmakokMHeTMKa 1 MeTabonmM3M y YerioBeka

[aHHbI pasgen JormkeH coaepxaTb KpaTKyto MHGOPMAaLIMIO, OTHOCSLLYHOCS K (hapMaKoKMHETHKE uccre-
QyeMoro nNpoaykTa, U BkNoYaTb B ceds cneaytolee (B 3aBUCMMOCTU OT HaNMYmsi JaHHbIX):

- ®apMakoKnHeTUKY (B TOM uncne Mmetabonnam, BcacbiBaHUe, CBA3bIBaHWE ¢ Genkamu nnasmbl, pacnpe-
OeneHue 1 BbIBEAEHUE).

- BuopgocTynHocTb nccnegyemoro npogykta (abContoTHY0, rae 3TO BO3MOXHO, U/ OTHOCUTESTbHYHO) C
MCMNosb30BaHMEM OnpeaeneHHoN ekapCcTBEHHOM hOPMbI B KAYECTBE CPaBHEHWS.
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- Cybronynaumm HaceneHus (Hanpumep, pasnuuunsa no nosy, Bo3pacTy UMM HapyLeHusaM pyHKUMA
OopraHosB).

- BaanmopencTteus (Hanpumep, NekapCTBEHHbIE B3aMMOAENCTBUSA U BIUSTHUE NpUeEMa NULLIN).

- Opyrve gaHHble No hapMakoKUHETHKe (HanpuMep, pedynbTaTbl NPOBEAEHHbIX B paMKaxX KIMHUYECKMX
UCnNbITaHUN hapMaKOKMHETUYECKNX NCCNEAOBaHNA Ha Pas3nNUYHbIX rpynnax).

©) BesonacHocTb 1 3¢hheKTNBHOCTD

KpaTko gomxkHa 6bITb NnpeacrasneHa nHgopmauus, oTHocswasacs K 6e3onacHocTy, dapMakognHamuke,
a(pPeKTUBHOCTU 1 00303aBUCUMOCTM 3PPEKTOB UCCneayeMoro npoaykra (M ero metabonutoB, ecnu ecTb
[OaHHble), NoSTyYeHHas B XOA4e NPOBEAEHHbIX KIMHUYECKUX UCCIefoBaHMI (C y4acTneM 340pO0BbIX 40O6POBOSIb-
ueB n/vnu nauneHToB). [lomkHa ObITb NpeacTaBrieHa MHTepnpeTaumst 3TUX AaHHbIX. ECriv YacTb KNMHNYeCKkux
nccnegoBaHUM yxxe 3aBeplueHa, Anga Gornee siCHOro BOCMPUATUS OAaHHbIX PEKOMEeHAyeTcs npeactaBuTb Mo
3aKOHYEHHbLIM UCCIefoBaHMAM CBOAHbIE OTYEThI N0 30 EEKTUBHOCTM 1 6GE€30MaCHOCTM UCCINeayEeMOro npoaykTa
Mo OTAENbHbIM NMOKa3aHMAM Y Pas3riMyHbIX NoNynauui. Takke peKoMeHayeTcs UCMNob30BaTb CBOAHLIE TabNMLbl
HexenaTtenbHbIX peakUnin No BCEM KIMMHUYECKMM UccneaoBaHusAM (BKIoYas nccnegoBaHns Ans nobbix nsy-
YaBLUMXCS NokadaHui). [omkHbl ObiTb OCBELLEHbI 3HAYMMbIE Pas3nNnyns B Xapaktepe/4acToTe HexenaTenbHbIX
peakumi Kak AN pasfuyHbiX NokasaHun, Tak U Ans pasnuyHbiX NONynsumm.

B B pomkHbl ObITb ONMcaHbl BO3MOXHbIE PUCKU U HEXENaTerNbHbIE peakumm, KOTopble MOXHO OXnaathb,
OCHOBbIBasACb Ha HAKOMNMNEHHOM OfbiTe NPUMEHEHWS KaK UCCneayemMoro NpoaykTa, Tak U CXOAHbIX C HUM Npo-
OykToB. [JormkHbl 6bITb Takke onMcaHbl Mepbl NPEJOCTOPOXHOCTU UMK cheLlmanbHble MeToabl HabnaeHus,
KOTOpble HEOOXOANMO MPUMEHATE NPY UCMOMNB30BaHUU NPOAYKTa C UCCefoBaTENbCKUMM LENSMMU.

B) [NocTperncTpaLmoHHbIA ONbIT NPUMEHEHMS

B B/ gomkHbl ObiTh yKasaHbl CTpaHbl, B KOTOPbIX UCCNeAyeMbIN NPOAYKT yXXe MMeeTcsa B npojaxe unu
Ob1n 3apeructpupoBaH. Jlilobas 3HaumMmas nHdopmauus, NonydeHHas B Xoae nocTperncTpaLnuoHHOro npume-
HeHVs1 NpoayKTa, AomkHa OblTb NpeacTaBneHa B 0606LleHHOM Buae (Hanpumep, nekapcTBeHHble hopMbl,
[O3NPOBKN, MYTU BBEAEHUS U HexXenarternbHble peakumn). Takke B BU gomkHbl ObiTh ykasaHbl CTpaHbl, B
KOTOPbIX 3asiBUTENIO ObINo OTKa3aHo B 0400peHun/perncTpaumm npoaykTa ans KoMMep4YeCcKoro Ucnosib30BaHNs
UITN XXe paspeLleHne Ha Npoaaxy/CBnaeTensCTBO O permctpauumn 6uio aHHynMpoBaHo.

7.3.7 O6cyxaeHue AaHHbIX U MHCTPYKLMWU ONA uccnegoBaTens

B aTom pasgene JomkHO ObITb NMpefcTaBneHo 00CyXAeHNEe OOKIMMHUYECKNX N KIMHUYECKUX OaHHBLIX U
06006LeHa nHdopmauus, NonyvYeHHast U3 pasHblX MCTOYHUKOB MO pasfnMyHbIM CBOMCTBAM MCCReayemMoro npo-
oykta. Takum obpasom, mccnegoBaTtento npenocTaBnawTcs Haubonee mHopMaTUBHas WHTepnpeTaumsi
MMEILLMXCS AaHHbIX, @ Takke BbiBOAbI O 3HAYMMOCTU 3TOM MHGOPMAaLUKN OISt NOCMEAYIOWMX KITMHUYECKUX
nccregoBaHun.

[omkHbl ObITb OCBELLEHbI ONMybnMKoBaHHbIE paboTbl MO CXOAHLIM MPOAYKTaM, ECIU TaKOBblE UMEHOTCS.
370 No3BONUT UccneaoBaTesnto ObiTb FOTOBLIM K HEXXeNaTeNbHbIM peakLnsam unu opyrum npobnemam, Kotopble
MOTYT BO3HUKHYTb B X04€ KMUHUYECKNX UCCNEeAOBaHNI.

OcHoOBHasi Lienb AaHHOTo pasfena 3akro4yaeTcs B TOM, YTOObI MOMOYb UCCreaoBaTeSNo NOSyUYNTb YETKOE
npeacTaBrieHne 0 BO3MOXHbIX pUCKax U HeXXenaTerbHbIX peakuusix, a Takke O cneumanbHbIX TecTax, MeTogax
HabnogeHNa n Mepax NpeaoCTOPOXHOCTM, KOTOpPbIe MOryT NOHaAobUTLCA B XOAE KIMHUYECKOro UccreanoBa-
HMA. OTO NpeacTaBrneHne A0MKHO BblTb OCHOBaAHO Ha AOCTYMHOW MHAOPMaLNN O (PU3UYECKMX, XUMNYECKUX,
hapmaneBTUHECKNX, hapMaKONOorm4ecKkmx, TOKCUKONTOrMYECKMX 1 KITMHNYECKNX CBOMCTBaX UCCIeLyeMOoro npo-
aykta. KnuHuyeckomy nccnegoBaTtento Takke OOMKHbI OblTb NpeaocTaBneHbl MHCTPYKLUU NO AMArHoCTUKE U
neyYeHno BO3MOXHbIX Nepefo3upPOoBOK N HEXXenaTerbHbIX peakLnii, KOTopble OCHOBaHbI Ha NpeablayLiem Knu-
HUYECKOM OMbITE N hapMaKONTIOrM4YeCKMX CBOMCTBaX UCCNeayeMOoro Nnpoaykra.

7.4 MpunoxeHue 1

TUTYNbHBLIN NMACT (npumep)

HA3BAHWE CIIOHCOPA

MpoaykT:

Homep nccneposaHus:

HasBaHue(q): xumudeckoe, oxeHepuyeckoe (ecrnu noaxoauT), TOProBoe HassaHwe (ecrnv paspeLueHo
3aKOHOAATENbLCTBOM Y MO XENaHUKo CNoHcopa)

BPOLLUKOPA NCCJIEOOBATENA

Howmep pepakumm:

[ata Bepcuu:

3ameHsieT NpeablayLUyio peaakLmo HomMep:

[ara:
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7.5 NMpunoxeHue 2

OIMABJIEHVE BPOLWIOPBLI MCCNEOOBATENA

(Npumep)

Yka3aHue Ha KOHUOEHUManbHOCTb (HE00sI3aTENBHO)
Moanucn (HeobA3aTensbHO)

1 OrnaBneHue

2 Pesiome

3 BeepgeHne

4 dusnyeckne, xmummnyeckmne, hapmaneBTUHECKNE CBONCTBA U
nekapcTBeHHas dpopma

5 [loknnHuyeckne nccnegoBaHms

5.1 JoknuHnyeckasa dapmakonorusi

5.2 dapmakoknHeTka n MetTabonnam NnpoayKTa y XMBOTHbIX
5.3 Tokcukonorus

6 OdpdexTbl y yenoseka

6.1 ®apmakokmHeTka U MeTabonuam y Yyenoseka

6.2 besonacHoCTb N 3 PEKTUBHOCTb

6.3 MNocTperncTpaumoHHbIN ONbIT MPUMEHEHNS

7 ObcyxaeHue aaHHbIX U UHCTPYKUUK Ans uccnegoBaTens
CcblInku Ha:

1 Ny6nukauun

2 OT4eThl

[aHHble cChInku OOMKHbI BbITb NPUBEAEHbI B KOHLE KaXaoW rnasbl.
MpunoxeHus (Npu HaNM4UKn)

8 OcHOBHbIe AOKYMEHTbI AnAd npoBegeHNA KNMMHN4YeCKOro uccriegoBaHus

8.1 BBepgeHue

OCHOBHbIMW JOKYMEHTaMN SBNSAOTCA T€ AOKYMEHTbI, KOTOpble BMECTE UN N0 OTAENbHOCTM NO3BOMSOT
OLEHUTb NPOBeAEeHME UCCIEQOBaHNS U Ka4eCTBO MOMYYEHHbIX OaHHbIX. TN AOKYMEHThI CryXaT JoKa3aTerlb-
CTBOM cOBnoaeHust uccnegoBaTternieM, COHCOPOM U MOHUTOPOM CTaHAAPTOB HaZnexallemn KIMHNYECKON npak-
Tnkn (GCP) n HopMaTuBHbIX TpeboBaHWA.

OCHOBHbIE AOKYMEHTbI TaKkxKe crny>aT 60mMbLIOMY YNCIY UHBIX BaXHbIX Lienen. CBoeBpeMeHHOoe nomele-
HMe OCHOBHbIX JOKYMEHTOB B (bannbl uccrnegoBaTensi/opraHn3anmum 1 CroHcopa MOXeT CyLLEeCTBEHHO Cnocob-
CTBOBAaTb YCMELUHOMY BbIMNOMHEHUIO B paMKax KITMHUYECKOro UccrneoBaHus CBOUX (PyHKLMI nccrnegoBartenem,
CMOHCOPOM ¥ MOHMTOPOM. Kpome Toro, 3T AOKyMEHTbI 0ObIYHO ABMASHOTCA OO bEKTOM HE3aBUCUMOrO ayauTa co
CTOPOHbI CMOHCOPA Y UHCMEKLMM CO CTOPOHbI YNOSTHOMOYEHHbBIX OPraHOB Kak 4acTu NpoLecca NoATBEPKAEHMS
3aKOHHOCTU NPOBEAEHNS UCCrefoBaHNs U JOCTOBEPHOCTU COBPaHHbIX AaHHbIX.

Hwxe npvBedeH MMHUManbHbIA NepedYeHb OCHOBHbLIX JOKYMEHTOB. [JOKyMEHTbI CrpynnupoBaHbl B TpU
pasgena B 3aBUCUMOCTU OT CTaauM KIMHUYECKOrO UCCneoBaHusl, Ha KOTOPOW OHM OBbIYHO CO3aatoTCs:

1) nepea Havanom KnMHUYecKon dasbl UCCrieqoBaHNS;

2) BO BpeM4 KIMHU4eckon dasbl uccnegoBaHus;

3) nocne 3aBepLUEHUS UIN NPEXOEBPEMEHHOTO NPEKpaLLEHNs NCcnegoBaHuns.

[aHo obbsAcHeHVe Lienen Kaxaoro AOKYMEHTa, ykasaHo, rae AOKYMEHT AOMKeH XpaHUTbCs: B dpannax
uccneposartens/opraHusauum nnbo cnoHcopa, NMbo B 06oux mectax. [lonyckaeTca o6beaAnHEHNE HEKOTOPbIX
[OOKYMEHTOB MpPU YCITOBWM, YTO OTAENbHbIE 3NEMEHTbI Nerko MAeHTUMULMPYOTCS.

darinbl nccnefoBaHUs OOMKHbI OGbITb CO3[4aHbl B Hayane uccnefoBaHUst Kak B MeCcTe HaxoXaeHus
uccrnegoBaTens/opraHnsauum, Tak n B ocpumce cnoHcopa. MiccnegosaHne MOXHO CHMTaTh 3aBEPLUEHHBIM TOSTBKO
nocrie Toro, kak MOHUTOP NPOBEPUT halnbl U nccnegoBaTens/opraHn3aumm, U CNOHCopa U NOATBEPAMUT Hanm-
yne Bcex HeobxoanMbIX JOKYMEHTOB B COOTBETCTBYHOLMX hannax.

lMepeuncneHHble B HACTOSILLEM CTaHAapTe AOKYMEHTbI Kak No OTAENbHOCTU, Tak Y B COBOKYMHOCTM MOTYT
ObITb MOABEPrHYTHI ayAUTY CMOHCOPa U MHCMEKUMMN YNONHOMOYEHHbIX OPraHoB 1 AOIDKHbI ObITb NPeAbABIIEHDI
npv NpOBEeAEHUN TaKOBbIX.

8.2 MNepepn Hauyanom knNuHUYeckom pasbl UccrnegoBaHUSA

Ha ctaguu nnaHvpoBaHuWs mccnegoBaHus 0O ero hopMarnbHOro Havana AofmkHbl ObiTb CO34aHbl 1
nomeLLeHbl B hann cneayoline AO0KYMEHTbI:
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HaumeHoBaHve gokymeHTa

Llenb

Haxogutcs B chaninax

ncecneposarens/
crnoHcopa
opraHusaumm
8.2.1 bpowtopa ncecnegosaTtensi [okymeHTanbHO 3akpenutb hakT ne- X X
pepayv uccnegosaTento HeobxoanMon u
aKTyarnbHOW Hay4YHOW MHdopmaumm 06 nc-
crnefyemMomMm npoaykre
8.2.2 lNognucaHHbIM NPOTOKON M No- [okymeHTanbHO 3akpenuTb dakT yT- X X
npaBK1 K HeMy (ecnn TakoBble UMEIOTCS), | BEPXAEHWS CMOHCOPOM W MCCnefoBsa-
obpaseL MHAMBMAYanbHOW perncTpaumnoH- | Tenem npotokona/nonpasok n NPK
How kapTbl (UPK)
8.2.3 WHdopmaumsa, npepocTasnsie-
Mas cy6BbeKTy nccnegoBaHns
- dopma MHGPOPMMPOBAHHOIO COr- [okymeHTansHO odopMUTL dakT no- X X
nacus (Bkmoyas BCe Heobxoaumble | NyveHust HPOPMUPOBAHHOTO cornacus
pa3bsACHUTENbHbIE MaTepuanbl)
- Jwbasa ppyras nNUCbMEHHast WH- [okymeHTanbHO NOATBEPAUTb, YTO X X
dopmaums cybbektam OydeT npegocTaBrieHa CoOOT-
BETCTBYIOLLAA (C TOYKN 3PEHNS copepxa-
HUS U JOCTYNHOCTM ANS NOHUMaHUS)
nMcbMeHHasa nHdopmaums, nomoraroLas
UM [aTb corfiacue Ha OCHOBE MOJIHOW
MHPOPMMPOBAHHOCTY
- PeknamHble obbasnenns gns npu- [lokymeHTanbHO noATBEpPAUTb, YTO X
BMneyvyeHnss cyObekToB B WCCredoBaHWe | Mepbl NO MpUBReYeHUo CyObEeKTOB adek-
(ecnun ncnonbaytoTcs) BaTHbl N OTCYTCTBYET ANEMEHT MPUHYX-
AeHns
8.2.4 duHaHcoBbIE acnekTbl nuccneno- [okymeHTanbHO 3akpenuTb UHaHCO- X X
BaHuA BOE cormnalleHune rno UccrnefoBaHnio Mex-
Ay CNOHCOPOM W uccrieposatenem/opra-
HU3aumen
8.2.5 CtpaxoBoe 0653aTenbcTBO [okymeHTanbHO MOATBEPAUTb, YTO B X X
(ecnn TpebyeTcs) cny4yae npuunHeHns yuepba, cBsI3aHHOro
C wuccrnegoBaHuem, cybbektam OygeT
[OCTynHa KomneHcauus
8.2.6 MNoanucaHHoe cornaileHve BO- [lokymeHTanbHO 3aKpenuTb cornatle-
Brie4YeHHbIX CTOPOH, HanpumMep: H¥A
- Mexay uccnepgosaTtenem/opraHusa- X X
LiMemn 1 CrnoHcopom
- Mexay uccrnepgosaTtenem/opraHusa- X X (ecnm
LMen 1 KOHTPaAKTHOM nccriegoBaTenbCkom TpebyeTcs)
opraHu3auuven
- Mexay CMNOHCOPOM W KOHTPaKTHOM X
nccnegoBaTernbCKon opraHusaumen
- Mexay uccnepgosaTtenem/opraHusa- X X
unerhn U  yrnoriHOMOYEHHbIMW OpraHamu
(ecnu TpebyeTcs)
8.2.7 latnpoBaHHOE N AOKYyMEHTarbHO [okymeHTanbHO NoOATBEPAUTb, YTO X X

ochopmneHHoe yTBepxaeHne/ogobpeHue
OKcnepTHBIM ~ COBETOM  OpraHusauum
(3CO)/He3aBMCMMbIM  3TUHECKUM KOMMU-
TeTom (H3K) cneayowmx 4OKYMEHTOB:

- MPOTOKONa n noObIX nonpaBokK

- PK (ecnn TpebyeTcs)
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HavnmeHoBaHue AOKyMeHTa

Llenb

Haxogutca B channax

nccneposatens/
CrnoHcopa
opraHusaumm
- opMbl MHPOPMUPOBAHHOIO COT-
nacusi
- no6on gpyron NUCbMEHHON NHAOP-
Maumu, NpegocTaBnsemMon cybbektam
- peknamMHbix 0ObsSBNEHUA NS npu-
BreyeHus1 cyObLEKTOB B MWCCrefoBaHue
(ecnu ncnonbaytoTcs)
- WHopmaumMM O  KOMMeHcauuu
cybbekTam (npy Hanm4um)
- MoBbIX MHBLIX YTBEPXOEHHbLIX/0400-
PEHHBIX JOKYMEHTOB
8.2.8 CoctaB OkcnepTHOro coseTta [okymeHTanbHO 3akpenuTb COOTBET- X X (rge
opraHu3auun/HesaBucumoro 3Tudeckoro | cteue coctaBa QCO/HIK TpeboaHusim TpebyeTcs)
KomuTeTa GCP
8.2.9 PaspelleHne/ogobpeHne npoTo- [okymeHTanbHO noaTBepauTb, 4TO X (rge X (rge
Korna/ysejoOMreHre O NPOTOKOSIE OT YNOf- | MPU  HanuM4Mu COOTBETCTBYHOLIMX HOp- |  Tpebyetcs) TpebyeTcs)
HOMOUYEHHbIX OpraHoB (rge TpebyeTcs) MaTUBHbIX TpeboBaHMN paspelleHne/
opobpeHvie/yBegoMIIEHE YNONTHOMOYEH-
HbIX OpraHoB MOJflyYeHO A0 Havana uc-
cnefoBaHus
8.2.10 Curriculum vitae w/vnn gpyrmne [lokymeHTanbHO NoATBEPAWUTbL KBanu- X X
OOKYMEHTbI, NoATBepXAatoLme KBanugu- | ukaumio n NpUroaHoCTb Ans NpoBeAEHNs
Kauui uccnegoBaTeneni M couccneno- | UCcrnenoBaHns U/mMnm ocyLLEeCTBEHUS Me-
BaTenen OVLMHCKOro HabntoaeHns 3a cybbektamu
8.2.11 HopMarbHbIi AManasoH 3Have- [okymeHTanbHO 3aKkpenutb HopMarib- X X
HWIA ONs NpegycMOTPEHHbIX NMPOTOKOMOM | Hbl  Auanas3oH 3HaveHud ans nabo-
MeOULIMHCKNX/NabopaTopHbLIX/TEXHNYECKUX | paTOPHBLIX TECTOB
npoueayp u/vnm TecToB
8.2.12 MepauumnHckune/nabopaTtopHble/ [okymeHTanbHO noaTBEPAUTL NPUroa- X (rge X
TEXHUYECKMe npoueaypbl/TecTbl: HOCTb OOOpydoOBaHus ANA NpoBeAeHus TpebyeTcs)
Tpebyembix TecToB M obecrneyeHns Ha-
- cepTudukaums
OEXHOCTU pe3ynbTaToB
- UMK akKkpeauTaums
- WUNU BHYTPEHHUA W/MNN BHELUHWUIA
KOHTPOJIb KayecTBa
- UK gpyrve MeToabl NOATBEPXKAEHUS
(roe TpebyeTtcs)
8.2.13 O6pa3subl 3TMKETOK Ha yNakoB- [okymeHTanbHO noaTBEPAUTL CObNt0- X
Kax uccrnegyembix NPOAYyKTOB JeHne CcoOTBETCTBYKOLINX TpeboBaHui K
MapKMpOBKe UCCneayeMoro npenapara u
NPUIrO4HOCTb MHCTPYKLMIA AN CyObekToB
8.2.14 WNHcTpykuust no obpalleHuto ¢ [okymeHTanbHO 3aKpenuTb WMHCTPYK- X X
ucecregyembiMu NpoaykTaMyM U pacxod- | uumm  ans obecneveHus Hagnexallero
HbIMW MaTepuanamu (ecnu He BKMIOYEHO B | XpaHEHWs, YMaKoBKW, pacnpeneneHns u
NpoTOKON unu 6poLUopy nccnegosaTtens) | yTunu3auum uccrnegyemMbix NpogyKToB U
pacxofHbIX MaTepuanoB
8.2.15 Y4yeT nocTaBOK UCCrnenyeMbliX [okymeHTanbHO 3akpenuTb faTtbl U X X
NPOOYKTOB U pacxodHbIX MaTepuanos crnocob MocTaBku, HOMepa cepui nccne-
OyeMbIX NPOAYKTOB M pacXofHbIX Mare-
puanos. [lo3BonseT oTcrneaunTb Cepuio
npoaykTa, KOHTPONMpoBaTb YCIOBUSI MO-
CTaBKW U BECTM y4eT
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Haxogutcsa B channax

BU3nNTE

03HaKOMMEHNs uccrnedoBaTens M 3aHs-
TOro B UCCMEeoBaHWUK nepcoHana ¢ npo-
Lueaoypamu UCCreaoBaHust (MOXeT OblTb
o6beauHeHo ¢ 8.2.19)

HanmeHoBaHve gokymeHTa Llens
nccneposatens/
opraHusaummn croxcopa
8.2.16 CepTtudumkaTbl aHanu3oB Mo- [okymeHTanbHO noATBEpAUTL MNOA- X
CTaBIEHHbIX UccnegyemMbixX NPOAYKTOB TNIMHHOCTb, YUCTOTY U KONUYeCTBEHHOEe
COofiepxaHve akTMBHOro BellecTsa (8o3u-
POBKY) nccrneayembix MPOAYKTOB
8.2.17 Tpoueaypbl packpbiTUa Kopa [okymeHTanbHO 3akpenuTb npoueay- X X (B cooT-
Ans uccrnefoBaHnin, MPOBOAUMbIX CIenbIM | Py 9KCTPEHHON MAEHTUMDUKALMN MacKUpo- BETCTBYIOLLUX
MeToA0M BaHHOro wuccrnegyemoro npogykrta 6es cnyvasx,
HapyLleHUs1 MacKUpOBKM ArSl OCTarbHbIX TpeTba
CcyOBbeKToB CTOpOHa)
8.2.18 PaHOoomMmM3aLMOHHBIA CNUCOK [oKyMeHTanbHO 3aKkpenuTb MeTop4 X X (B cooT-
paHaommusaumm cybbLeKToB nccneoBaHus BETCTBYIOLLNX
cnyyasx,
TpeTba
CTOpPOHA)
8.2.19 OtyeT MoOHMTOpPaA O npenBa- [okymeHTanbHO NoaTBepAUTbL NpUeM- X
puTENBLHOM BU3UTE NeMoCTb  1ccneaoBaTenbCcKoro LeHTpa
AN AAHHOTO UCCneaoBaHns (MoxeT BbiTb
ob6beanHeHo ¢ 8.2.20)
8.2.20 OT4yeT MOHMTOpPA O CTApTOBOM [okymeHTansHO noaTBepauTb akT X X

8.3 Bo Bpems knuHu4yeckon pasbl uccnegoBaHus
B noateepxaeHune Toro, 4To BCA Heobxoaumas HoBas MHOpMaLUWst AOKyMEHTarnbHO 0hopMIseTcs no
Mepe ee NoCTyNMeHns, B AOMOSTHEHNE K BbllLENepeyncrieHHbIM JOKYMEHTaM, UMeoLUMCS B dpainne, no xony
nccrnegoBaHust HeobxoamMmMo Job6aBnATb cnegyowme JOKYMEHThI:

HavnmeHoBaHue AOKyMeHTa

Llenb

Haxogutcsa B channax

odpopmneHHoe yTBepxaeHvne/ogobpexHune
OKCMepTHbIM ~ COBETOM  OpraHusaumm
(3CO)/HeszaBUCUMBIM 3TUHECKUM KOMUTE-
Tom (HOK) cnegyoLwmnx 4OKyMeHTOB:

- NoONpaBoOK K MPOTOKOYy
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paccMoTpeHuss n yTBepxaeHus/onobpe-
Hua OCO/HOK nonpaBok W/unu HOBbIX
penakuuin. YkasbiBaloTcs pedakuust u aa-
Ta JOKYMeEHTa

nccneposatens/
CrnoHcopa
opraHusauuum
8.3.1 O6HOBEHHBIE BEpCUM OpOLLIOPbI [okymeHTanbHO 3akpenutb  akT X X
uccnegosaTens CBOEBpPEMEHHOIo coobLLeHSs nccneaoBa-
Ten Heobxoaumon wuHdoOpmMauMu no
Mepe ee NoCTynneHns
8.3.2 JTio6oe nameHeHme: [okyMeHTanbHO 3akpenuTb W3MeHe- X X
HUSI OaHHbIX [OKYMEHTOB, MPOW3BEAEH-
- npoTokona/nonpasok u NPK A Aoky P A
Hble BO BpeMs uccrnenoBaHus
- popMbl MHPOPMUPOBAHHOIO corna-
cus
- no6on gpyro NUCbMEHHON NHAOP-
Maumu, NpegocTaBnseMon cybbektam
- peknamMHbix 0ObsSIBNEHUA Ans npu-
BrieyeHns CyObLEKTOB B McCcrnefoBaHue
(ecnu ncnonbayoTcs)
8.3.3 [latupoBaHHOE 1 AOKYyMEHTarbHO [okyMeHTanbHO NOATBEPOUTL aKT X X
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Haxogutcsa B channax

HavnmeHoBaHue gokymeHTa Lienb
VICCJ'IeﬂOBaTeJ'IH/
crnoHcopa
opraHunsauuu
- HOBbIX peakuui:
- oOpMbl UHPOPMUPOBAHHOIO Ccorna-
cust
- npepocTaBnsieMblx CybbekTam ma-
Tepwanos
- peknaMHbix 0ObsSBNEHUA NS npu-
BreYeHns cyObeKToB B ccrnefoBaHue (ec-
1 UCMONb3yeTcs)
- Opyrux yTBepXaeHHbIX/0000peHHbIX
OOKYMEHTOB
- pe3ynbTaToB MEpMoaMYecKoro pac-
CMOTPEHNS [OOKYMEeHTauum no uccrnepo-
BaHuio (roe TpebyeTtcs)
8.3.4 T'me Tpebyetcs, paspelueHue/ [lokymeHTanbLHO 3akpenuTb COOTBET- X (roe X
opobpeHne/yBejoMneHne yNonHOMOYEH- | CTBME HOPMAaTVBHBLIM TPeboBaHMAM TpebyeTcs)
HbIX OpraHoB ANS:
- MOMNpaBOK K NPOTOKOMY U APYrnx Ao-
KYMEHTOB
8.3.5 HayuHyto 6uorpacumio (curricu- Cwm. 8.2.10 X X
lum vitae) HOBbIX nccneposatenen wwnu
couccnegosatenen
8.3.6 VameHeHna HopmanbHOro aua- [okymMmeHTanbHO 3akpenuTb Hopmarib- X X
nasoHa 3Ha4YeHu’ AN NpeayCMOTPEHHBIX | HbI AManasoH 3Ha4yeHWn TecToB, W3-
NPOTOKOSNIOM  MeAMLMHCKMX/nabopaTop- | MEHEHHBIX B XoA4e WccrnegoBaHus (CM.
HbIX/TEXHUYECKUX NpoLeayp/TecTos 8.2.11)
8.3.7 W3ameHeHuas B MeaULUHCKUX/ [oKymMeHTanbHO noATBEepAnTb, 4TO X (roe X
nabopaTopHbIX/TEXHUYECKNX NpoLeaypax/ | TeCTbl NPOAOINKaT oTBevaTb TpeboBa- | TpebyeTtcs)
Tecrax: HWSIM B TEYEHUE Mepuoaa NCCNeLoBaHUS
(cm. 8.2.12)
- cepTudukaums
- UMK akKkpeauTaums
- NN BHYTPEHHUIA W/ BHELLHWIA
KOHTPOIb KayecTBa
- UK gpyrve MeToabl NOATBEPXKAEHUS
(roe TpebyeTtcs)
8.3.8 [lokymeHTaums No noctaBkam uUc- Cwm. 8.2.15 X X
cnepyembix NPOAYKTOB M PacXodHbIX Ma-
Tepwarnos
8.3.9 Ceptucbmkatbl aHanm3a HOBbIX Cwm. 8.2.16 X
cepwii uccnegyemMbix NPOAYKTOB
8.3.10 OT4eTbl MOHUTOPOB O BU3MTaxX [okymeHTanbHO 3aKkpenuTb BU3UTbI X
MOHUTOPOB U UX pe3ynbTaTbl
8.3.11 CyllecTBeHHble [Ania  uccne- [OKyMeHTanbLHO 3aKkpenutb obble X X
[JoBaHWs1 neperoBopbl/nepenvcka (NoMu- | cornatleHust nMbo cyLlecTBEHHbIE nepe-
MO BU3UTOB): roBOphbI, KacarliMecss BONPOCOB NpoOBe-
OEHUs UCCnefoBaHusl, ero agMUHUCT-
- nepenwvcka M
paTUBHbIX acMeKTOB, HapyLleHUA NpoTo-
- 3an1cu BCTped KOna, OTYETHOCTM MO HexXernaTernbHbIM
ABMEHUAM
- 3anvcu TenedOoHHbIX NEPEroBOpOB

31




FOCT P 52379—2005

HaumeHoBaHve gokymeHTa

Llenb

Haxogutcsa B channax

HUSA CyObeKToB

rMYEecKyto NocrneaoBaTenbHOCTb BKIIOYe-
HMS1 CY6BEKTOB MO MAEHTUMDMKALMOHHBIM
Kogam

nccneposatens/
CrnoHcopa
opraHunsauuum
8.3.12 MNoagnucaHHble opMbl UHGOP- [okymeHTanbHO noATBepauTb, 4TO X
MWPOBaHHOrO cormacus cornacue kaxgoro cyobekra nonyyeHo B
cootBeTcTBUM ¢ GCP un npotokonom go
Havana y4actus B uccrneposaHumn. Kpome
TOro, AOKYMEHTaNbHO 3akpenuTb paspe-
LLUEeHNe Ha npsimon goctyn (cm. 8.2.3)
8.3.13 lNepBuyHasi oOKymMeHTauus [okymeHTanbHO noaTBepanTb aKkT X
cyliecTBoBaHUs cybbekta U gocToBep-
HOCTb COBPaHHbIX AaHHbIX. BkniounTb mc-
XOAHble [OKYMEHTbl, OTHOCALMecs K
MCCnefoBaHUo, MEYEHNI0 U aHamHesy
cybbekTa
8.3.14 3anonHeHHble, AaTUPOBaHHbIE JokymeHTansHO odopMnUTbL  noAaT- X X
M MoAnMuCaHHble WHAMBUAYanbHble pe- | BepXAeHue nccnegosaTeneM wmm ynon- (konus) (opuruHan)
rmcTpaumoHHble kapTel (MPK) HOMOYEHHbIMWU COTPYAHUKaMu nccnefo-
BaTens 3aperncTpMpoBaHHbIX AaHHbIX
8.3.15 [JokymeHTMpoBaHWe ucnpasne- [okymeHTanbHO 3aKpennTb BCE U3Me- X X
Hun B UIPK HEHUS/OOMNOMHEHNA WNU  UCNpPaBneHns, (konus) (opuruHan)
caenaHHble B VIPK nocne 3anucu nepso-
HayvanbHbIX AAHHbIX
8.3.16 YBegomMneHue cnoHcopa uccne- YBegomneHue crnoHcopa uccrnenoBa- X X
JoBaTefieM 0 Cepbe3HbIX HexXenaTterbHbIX | TerneM O Cepbe3HbIX HexenaTenbHbIX siB-
SIBNEHNAX U COOTBETCTBYHOLLME OTHEThI NeHnsX W COOTBETCTBYKOLUME OTYETHI
cornacHo 4.11
8.3.17 YBegomneHue  CMNOHCOPOM YBeAoOMsieHMe CMOHCOPOM WU/MnK nC- X (roe X
n/vnn nccnepgosarenem (4To NPUMEHMMO) | cnegoBaTenemM (4To MPUMEHUMO) ynon- |  TpebyeTcs)
ynoniHomoyeHHbIX opraHoB 1 QCO/H3K o | HoMoYeHHbIX opraHoB u 3CO/H3K o
HenpeaBUAEHHbIX Cepbe3HbIX Hexena- | HenpeABUAEHHbIX Cepbe3HblX Hexena-
TEMbHbIX Peakuusx U O ApYyron MHAOP- | TeNbHbIX peakumsx B COOTBETCTBUM C 5.17
mMauum no 6e3onacHoOCTU n 4111 n o gpyroh mHdopmauum no
6e30nacHoOCTM B COOTBETCTBUM C 5.16.2 1
4.11.2
8.3.18 CoobLLeHMe CnoHCOpPOM uccrie- CoobLLeHne cnoHcopoM uccreno- X X
posaTtento nHdopmaumm no 6esonacHocTy | BaTento nHdopmavum no 6esonacHocT B
cooTBeTcTBMM € 5.16.2
8.3.19 lNpomexyTouHble Unu rogoBble lMpomMexyTouHble WM rogoBble OT- X X (rge
oTyeThl, npepoctasnsgemole 3CO/H3K u | yeThl, npepoctaBnsemble OCO/HIK B TpebyeTcs)
YNONTHOMOY€EHHBIM OpraHam cootBeTCcTBUM C 4.10 1 YNONHOMOYEHHbBIM
opraHam B cootBeTcTBUM € 5.17.3
8.3.20 XKypHan ckpuHuHra cybbekToB [okyMeHTanbHO 3akpenutb WOEHTU- X X (roe
hrKaumio cybbeKkToB, NpoLueaLwmx nepes TpebyeTcs)
nccnegoBaHNeM CKPUHUHE
8.3.21 Cnncok unaeHTUMKaLUMOHHBLIX [okymeHTanbHO NoaTBEPAUTL, YTO UC- X
KOOOB Cy6beKToB cneposaTenb/opraHn3auns XpaHAaT KOH-
duAeHUManbHBIM  CMMCOK  UMEH  BCeX
CyOBbEKTOB, KOTOPbIM MpWU BKMIOYEHUN B
nccrnegoBaHve H6binn NPUCBOEHbI MAEHTU-
hrKaumoHHble Koppl. MNo3BonseT uccne-
posaTento/opraHmsaumm  naeHTuduLmn-
poBaTb ntoboro cyobekTa
8.3.22 XKypHan perncrpauum Bkroye- [okymeHTanbHO 3akpenuTb XPOHOIO- X
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Haxogutcsa B channax

BGronorMyecknx XunakocTen/TkaHen (ecnm
nmeloTc)

XOXOEHWE U UOEHTUDUKALMIO XPaHALLNX-
ca obGpasuoB B criyyae HeoGXoOMMOCTH
npoBeAeHUs NOBTOPHbLIX aHaNM3oB

HaumeHoBaHve gokymeHTa Llenb uccneposatens/
crnoHcopa
opraHunsauuum
8.3.23 YyeT uccnegyemoro npoaykra B [okymMmeHTanbHO 3aKpenuTb UCMOMb30- X X
nccneaoBaTenbCkoM LEHTpe BaHvWe uccregyemoro npogykrta B COOT-

BETCTBUW C NPOTOKOSIOM

8.3.24 JNuct obpasuoB noanucen [lokymeHTanbHO 3akpenuTb obpasubl X X
noanucern W WHULMANOB BCEX Muu,
YMONTHOMOYEHHbIX BHOCUTb AaHHble 1/1nu
ncnpasneHus B PK

8.3.25 YyeT xpaHsawmxca obpasuoB [okymMeHTanbHO 3akpenuTb MecTOHa- X X

8.4 MNocne 3aBepLeHUA UM NpeKpalLeHusa nccrnenoBaHus
lMocne 3aBepLUeHMs MK NpeKpaLleHus uccnegoBaHus BCe OOKYMEHTbI, nepedncrnenHoie B 8.2 n 8.3,
OOMKHbI cogepxkaTbCs B paine nccnegoBaHns BMECTE C HDKEYKa3aHHbIMU JOKYMEHTaMMU:

Haxogutca B dpannax

HanmeHoBaHve gokymeHTa Lenb uccnenosarens/
opraHunsauuum cnoxcopa
8.4.1 Y4yeT uccnegyemoro npoaykra B [okymeHTanbHO 3aKpenuTb UCMOMb30- X X
nccneaoBaTenbCkoM LEHTpe BaHWe uccrnegyemoro npoaykra B COOT-
BETCTBUM C MPOTOKOSOM. [JOKyMEHTarnbHO
3aKpenuTb pesynbTaTbl OKOHYaTeNbHOro
noacyeTa KonuMyecTBa  MccCregyemoro
npoaykTa, Nony4YeHHOro uccnegosaTtenb-
CKUM LEHTPOM, BblAaHHOro cybGbekTam,
BO3BpaLlEeHHOro cybbektamn n BO3Bpa-
LLIEHHOTO CMOHCOpPY
8.4.2 [lokymeHTaums no YHUUYTOXEHUIO [okymeHTanbHO 3akpenutb  akT X (ecnu X
nccnegyemoro npogykra YHUYTOXEHWS HEMCTONMb30BaHHbIX UCCEe- | YHUYTOXEH B
AyeMblX MPOAYKTOB CMOHCOPOM UMW B | KIMHWYECKOM
nccneaoBaTenbCkoM LEHTpe LeHTpe)
8.4.3 VToroBbIi CNNCOK MAEHTUUKA- Cpoenatb  BO3MOXHOW  MaeHTUGU- X
LIMOHHBIX KOAOB CyOHEKTOB KaLMio BCEX BKIMIOYEHHbIX B CCeaoBaHne
cybbeKTOB B criydae HeobXxoaMMOCTU UX
nocnegywouwiero HabnwogeHus. Cnmcok
OOMKEeH XpaHUTbCcs C cobntoaeHnem
TpeboBaHWIN KOHUAEHUMANBHOCTU B Te-
YeHue CornacoBaHHOrO Cpoka
8.4.4 Ceptndukatr ayguta (ecnu [okymeHTanbHO 3akpenuTb hakT npo- X
nmeeTcs) Be[eHnsa ayguTa
8.4.5 Ortyer MoHMTOpPa O 3aBep- [oKkymeHTanbHO 3akpenuTb OKOH4Ya- X
LialoLem BU3NTe HWEe BCEX MepOonpuaTUA UCCNedoBaHus,
HeoGXoAMMbIX 4NN 3aBepLualoLLero B13u-
Ta, U HanM4me KOmMuin OCHOBHBIX JOKYMEH-
TOB B COOTBETCTBYHLUUX dhanniax
8.4.6 [okymeHTaumss no pacnpege- BosBpallaetca cnoHcopy Ans AoKy- X
NeHuto CyOBbEeKTOB MO rpynnaM W pac- | MEHTANbHOrO  3aKpenneHns  MMEBLUMX
KPbITUIO KOLOB MECTO CIny4aeB BCKPbITUS KO4OB
8.4.7 'ToroBbIi OTYET nccrnegoBaTtens, [okymeHTanbHO 3akpenuTb 3aBepLue- X
npepoctaBnsiembin ACO/HOK (ecnn Tpe- | HME uccnegoBaHua
6yeTcs) M yNONHOMOYEHHbIM OpraHam (rae
NPYMEHUMO)
8.4.8 OTyeT O KNMHMYECKOM MuCCrie- [okymeHTanbHO 3aKpenuTb pesynbTa- X (ecrin X
JoBaHUn Tbl UICCNEAOBAHUS N MX UHTEpNpeTaLuo NPUMEHUMO)
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