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Llenu v npuHumnel ctangaptmsauum B Poccuiickon ®egepauunn yctaHoBneHsl ®egeparnbHbiM 3aKOHOM
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HOBHbIE NONOXeHns"

CBefeHus o cTaHpapTe

1. NoaroToBneH Accoumnaumen MmexayHapoaHblx dapmareBTnyeckux npoussoautenen (AIPM), Mex-
OyHapopgHon koHdenepauuven obuwects notpedutenen (KoHdOIT), Poccuiickon AkagemMmen MeanuMHCKUX
Hayk (PAMH) no cobcTBeHHOMY ayTEHTUYHOMY NepeBoy, yKazaHHOMY B MyHKTe 4.

2. BHeceH TexHnyecknum KommTeToM no ctaHgaptTusauum TK 450 "llekapcTBeHHblE cpeacTaea”.

3. Y1BepxaeH lNpukazom PenepanbHOro areHTCTBa N0 TEXHNYECKOMY PEryriMpoBaHuio U METPOOriu
oT 27 ceHTabpst 2005 r. N 232-cT.

4. Hacrtoawun cTaHgapT uaeHTu4eH PykoBOACTBY MO Hagnexawen KAMHUYECKOW MpaKTUKe
(Consolidated Guideline for Good Clinical Practice) MexayHapogHown koHdepeHLMn No rapMOHU3aLmmn Tex-
Hu4eckmx TpeboBaHMI K perncTpaumm dapmaueBTUYeCKUX NPOAYKTOB, NpeAHa3HaYeHHbIX ANA NPUMEHEHNS
yenosekoM (International Conference on Harmonization of Technical Requirements for Registration of
Pharmaceuticals for Human Use; ICH).

Mpy NpUMeEHeHUM HacTosLWero ctaHaapTa pekoMeHAYeTCa UCNOoMNb30BaTb BMECTO CChINOYHbIX MeXay-
HapOAHbIX CTaHOAPTOB COOTBETCTBYHOLLME UM HaUMOHarbHble CTaHaapTbl Poccuiickon degepaumm.

5. BeeaeH BnepB.le.

BBEOEHWE

Hapnexaiwasa knvHudeckas npaktuka (Good Clinical Practice; GCP) npegctasnsieT cobon mexayHa-
POAHbIN STUYECKUIA N HAYYHbIA CTaHOapT MaHUPOBaHMSA U NPOBEAEHMS UCCENOBaHUN C y4acTUEM YernoBe-
Ka B KayecTBe CyObekTa, a Takke OOKYMEHTalbHOro oOpMIIEHUSA U NPeAcTaBNeHNs] pe3yrnbTaToB TaKuX
nccrnegoBaHun.

CobniogeHue ykaszaHHOro ctaHgapta CnyxuT ana obuwiectsa rapaHTuen Toro, 4To npaea, 6esonac-
HOCTb M Bnarononyyne cyGbLEKTOB UCCNeAoBaHUA 3aliuLLeHbl, COrnacylTcsa C NpUHUMNamMm, 3anoXeHHbIMN
XernbCUHKCKOW Aeknapauuen BcemupHon megmumHckon accoumaumm (BMA), n 4TO gaHHbIe KIMHUYECKOro
nccrneaoBaHnsa 4OCTOBEPHDI.

Llenblo HacTosLero HauuoHanbHOro craHaapTa (fanee - HacTOosAWNA cTaHaapT) ABMASETCS YCTaHOB-
neHune eanHblx co ctpaHamn Esponenckoro Cotosa, CoeanHeHHbiMKM LLTaTamn Amepukn n AnoHnen npasun,
YTO JOMMKHO CMOCOGCTBOBATbL B3aMMHOMY MPU3HAHWMIO AAHHbIX KIMHUYECKMX UCCNEeAoBaHUA YNOMHOMOYEH-
HbIMW OpraHamMu Ha3BaHHbIX CTPaH.

Hactosawmn ctaHgapt naeHtndeH ICH GCP - PykoBoacTBy Mo Hagnexallen KIMHUYECKON NpakTuke
(Guideline for Good Clinical Practice) MexayHapogHon KoHEepeHUMn NO rapMOHM3aLUN TEXHUYECKMX Tpe-
OoBaHWMM K permcTpaumm hapmaueBTUYECKNX NMPOAYKTOB, NpeAHa3HauYeHHbIX OMsi NMPUMEHEHUST YENTOBEKOM



(International Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals
for Human Use; ICH), koTopoe, B CBOKW o4epefnb, pa3paboTaHO C ydeTOM [OencTByllMX TpeboBaHui
Hagnexatlen knuHuyeckon npaktukn Eesponenckoro Cotosa, CoegnHenHbix LUTaTtoB AMepukn n AnoHuu, a
Takke AscTpanuu, KaHagbl n BcemupHon opraHmsaumm sgpasooxpaHenuns (BO3).

OBJIACTb NPUMEHEHWA

Hactoswun craHagaptT Heobxoommo cobnogatb Npu NPoBeAEHUN KNUMHUYECKUX MCCNeaoBaHUNn, AaH-
Hble KOTOPbIX 3annaHMpoBaHO NPeaCcTaBUTb B YNONHOMOYEHHbIE OpraHbl.

MprHUMNBLI, YCTAHOBMEHHbIE HACTOSALLMM CTaHAApPTOM, NPUMEHUMbI Takke MU K UHBbIM KITMHUYECKUM UC-
CrnefoBaHMAM, KOTOpble MOryT okas3aTb BMMsiHME Ha Ge3onacHOCTb M Grarononyyne YenoBeka, BbICTyMato-
Liero B kayecTBe cyObekTa.

1. TEPMWHbI N OINMPEOEJIEHNA

B HacTosileM cTaHOapTe NPUMEHSITCS creayowmne TEPMUHBI C COOTBETCTBYIOLLMMMK ONpeaeneHns-
MU:

1.1. ayaut (audit): KomnnekcHas n He3aBUCMMasi NpoBepKa OTHOCALLUMXCS K UCCIEAOBaHNI0 AeATeNb-
HOCTW 1 AOKYyMEHTaumMun, NpoBoAMMas Ans NOATBEPXAEHUSA COOTBETCTBUS 3TOM AeATENbHOCTU, a Takke npo-
uenyp cbopa, aHanu3a v nNpeacTaBneHus AaHHbIX NPOTOKOMY, CTaHAAPTHLIM ONepauvoHHBIM npoleaypam
CrnoHcopa, Hagnexatewn knuHnyeckon npaktuke (GCP) n HopmaTnBHbIM TpeboBaHMAM.

1.2. Gnarononyune cybbekToB nccnegosaHus (well-being (of the trial subjects)): duanyeckoe n ncmxm-
Yyeckoe 340pOBbe CYyObEKTOB, yHaCTBYOLMX B KITMHUYECKOM NCCNeaOoBaHNN.

1.3. 6powitopa nccnegosatens (investigator's brochure): CBogHoe M3noxeHne pesynbTaToB KMHUYe-
CKOTO M JOKIMMHUYECKOrO N3yYeHUs Uccnegyemoro npoaykra, 3HayMMblxX Ans ero UccnefoBaHus Ha Yernose-
Ke (cM. pasgen 7 HacTosLero craHaapTa).

1.4. goroeop (contract): JaTupoBaHHOEe U NOAMUCAHHOE COrnalleHne mexay AByMs unu 6onee cTopo-
HaMu, KOTOpOe yCTaHaBNMBaeT AOrOBOPEHHOCTU, Kacalolmecs pacnpegenennss obbema paboT n ob6s3aHHo-
CTEN Npu NPOBEAEHUN KITMHUYECKOTO UCCNEAOBaHWs, a TakKe, eCnn yMecTHO, pmHaHcoBbIX Bonpocos. Oc-
HOBOW JOroBOpa MOXeT CMYXWTb MPOTOKOJ NCCNEea0BaHNS.

1.5. pokymeHTanbHbI cnep, (audit trail): [lokymeHTaums, No3BonsioLas BOCCTaHOBUTb XO4 COObITUA.

1.6. pokymeHTaumsa (documentation): Bce 3anucu B niobow popme (Bkniovasd 3anucu Ha GyMaxkHbIX,
3MNEKTPOHHbIX, MArHUTHBIX UMW ONTUYECKUX HOCUTENSAX, CKAHOTPaMMbl, PEHTTEHOBCKUE CHUMKM, 3NEKTpOKap-
avorpammbl U T.M.), KOTOPble OMUCBLIBAOT NGO PErncTpupyroT METOAbl, OpraHu3auulo U/unu pesynbTathbl
KNWHUYECKOTO UCCNEAOBaHWS, a Takke BNUSIOWME Ha uccnegosaHne pakTopbl Y NPUHATLHIE MEPBI.

1.7. 3akniodeHve (NpumeHnTensHO K HesaBucMMoOMy aTuyeckomy komuTeTy) (opinion (in relation to
Independent Ethics Committee)): 3aknioyeHue n/vunu pekoMeHgaumy HesaBnMcMMOro 9TMHECKOro KommreTa.

1.8. 3akoHHbIN NpeacTaBuTenb (legally acceptable representative): duanyeckoe unu ropngnyeckoe nu-
Lo, UNN MHOWM CYOBEKT NpaBa, UMEIOLUA B CUIY 3aKOHa MpaBo AaBaTb COrfacue Ha y4acTue B KIMHUYECKOM
nccrnegoBaHumM OT UMEHM NOTEHUMANbHOro cybbekTa nccrnegoBaHus.

1.9. ngeHTUMKaLMOHHbIN Kog cyobekTa (subject identification code): YHukanbHbIN kO4, NpucBanBae-
MbIA MCCrnedoBaTeneM KaxaoMmy CybObekTy mccnefoBaHus Ons obecnevyeHus KoHUAeHUManbHOCTU ero
NYHBIX AaHHBIX Y UCMOMb3yeMbIl BMECTO MMEHM CybObeKkTa B oTYeTax no HexenaternbHbIM SBAeHUAM u/vnm
OPYrMX AaHHbIX, OTHOCALLMUXCS K UCCNEeAoBaHMIo.

1.10. vHauBmayanbHas pernctpaumoHHas kapta; WPK (Case Report Form; CRF): JokymeHT Ha 6y-
Ma>KHOM, 3MEKTPOHHOM UMK ONTUYECKOM HOCUTene, NpeaHasHayYeHHbIA ANA BHECEHUS BCer NpegyCcMOTpeH-
HOW NMPOTOKOSIOM Y NoAnexallen nepeaade CnoHcopy MHOpMaLum Nno Kaxxaomy cybbekTy nccnegoBaHums.

1.11. uHcnekums (inspection): [encTBne ynonHOMOYEHHbIX OpPraHoB, 3akmniovatolleecs B oduumans-
HOW NpoBepke AOKYMeHTauun, 060pyaoBaHNs, UHbIX MaTepunarnos, UMEIOLLNX, MO MHEHUIO YNTONTHOMOYEHHbIX
OpraHoB, OTHOLUEHME K KITMHUYECKOMY WUCCREeQOBaHUI0 M HaxXoOsLMXCS B MCCreoBaTenbCKOM LEHTpe, B
NMOMELLEHMAX CMOHCOPa U/MiM KOHTPAKTHOW MCCNeAoBaTENbCKOM OpraHu3aumm, a Takke MHbIX opraHv3aum-
AX, UMEIOLLMX, MO MHEHMIO YMOSTHOMOYEHHbIX OPraHOB, OTHOLLEHUE K UCCIeQ0BaHMIo.

1.12. nHdopmupoBaHHoe cornacue (informed consent): MNMpoueaypa Ao6pOBONBLHOIO NOATBEPXKAEHUS
CcybbeKTOM CBOEro cornacusi Ha yqactne B KOHKPETHOM MccriegoBaHuy Nocne nosnyyYeHus uHdopmauum o6o
BCEX 3HAYMMbIX ONA MPUHATUSA UM peLleHns acnekTax uccrnegoBaHus. MIHdopmmnpoBaHHoe cornacue OoKy-
MEHTMpYeTCa NocpeacTBOM NoAnMcaHus u gatmposaHns opmbl MHPOPMUPOBAHHOIO cormnacus.

1.13. nccneposaTtens (investigator): duanyeckoe nUUo, Hecyllee OTBETCTBEHHOCTb 3a MpoOBeAeHue
KNMHUYECKOrO 1ccreoBaHns B UccnenoBaTenbCckoM LeHTpe. B cnyyae npoBefeHus nccnenoBaHusi B UC-
cnefoBaTeribCkoM LIEHTPEe rpynnon nuu uccnegosartenem (rnaBHbIM UCCnefoBaTeneM) SABMSETCs pyKoBoaU-
Tenb rpynnel. CM. Takke TepMuH "conccnegosatens” (1.54.).

2



1.14. nccnepoBaTtenb-koopanHatop (coordinating investigator): MiccnepoBaTenb, oTBevaroLwwmin 3a Ko-
opaMHaLMIo OeATenbHOCTU uccrnegoBaTenen BCex uccnenoBaTenbCKUX LEHTPOB, YYaCTBYHOLIMX B MHOrO-
LEHTPOBOM KITMHUYECKOM UCCNEea0BaHMM.

1.15. nccnepoBatens/opraHusauus (investigator/institution): TepmuH, o3Havalowmn: "uccnegosarerns
n/vinu opraHn3auus, B 3aBUCMMOCTU OT HOPMATMBHBIX TpeboBaHnin".

1.16. uccneposatenbckuin LeHTp (trial site): dakTnyeckoe MecTo NPoBeAEHNS KITMHUYECKOro nccneao-
BaHUs.

1.17. nccnegyembln npodykT (investigational product): INlekapcTtBeHHas popma akTUBHOro BellecTBa
unun nnauebo, nsyvyaemasa nnm Ucnonb3yemas Afis KOHTPOMsi B KNMHWUYECKOM UCCMELOBaHMKU, B TOM 4ucne
3aperMcTpUpOBaHHbIN NEKAPCTBEHHBIN NPOAYKT B Cryvae, ecnu crnocod ero NpMMeHeHUs OTiM4yaeTcs oT
YTBEPXXOEHHOIO, a Takke NpW ero MCrosfib30BaHUM MO HOBOMY MOKA3aHWKO UMW AN NONyvYeHUsa LOMNOSHW-
TenbHOWN MHOoPMaLMN NO YTBEPXKAEHHOMY MOKa3aHuIo.

1.18. knuHn4yeckoe ucnbiTaHme/uccnegosaHue (clinical trial/study): Jlto6oe uccnegosaHne, npoeBoau-
MOe C yyacTMeM 4YernoBeka B KayecTBe CyObekTa Ans BbIABMEHUS NN NOOTBEPXKOEHUS KIMMHUYECKUX U/nnu
hapmakonormyeckmx apeKkToB nccnegyembix NPOAYKTOB U/UNKU BbISIBNEHUSA HexenaTernbHbIX peakuui Ha
uccrnegyemMble NpoayKTbl, /MW N3yYyeHns ux BcacbliBaHUA, pacnpegeneHuns, metabonmama n BbiBegeHus C
Lenblo oUeHUTb UX 6e3onacHoCTb U/nnm acbEKTUBHOCTb.

TepMUHbI "KNUHUYECKOE UcnbITaHe" 1 "KNMHUYecKoe nccrneaoBaHue” aBnatoTCa CUHOHUMaMMU.

1.19. KOHTpaKTHas uccnegoBaTenbckas opraHusdauus (contract research organization; CRO): ®usnue-
CKOe VL0 WM opraHusaums (KoMMep4deckas, Hay4yHO-UccregoBaTenbckas UM uHas), KoTopasi B paMkax
[0roBopa Co CMOHCOPOM BbIMOSHAET O4HY unn donee M3 ero o6s13aHHOCTEN U PYHKUUIA, CBA3AHHBIX C NPO-
BELAEHNEM KITMHNYECKOrO UCCregoBaHus.

1.20. koHTponb kauyecTtBa (quality control; QC): MeTtogbl U Mepbl, SBNSAOLWMNECH 4acTbil0 CUCTEMBI
obecneyeHns ka4yecTBa U UCMONb3yeMble ANs MPOBEPKN COOTBETCTBUSA BbIMOMHAEMbIX MPU NPOBEOEHNMN UC-
crnegoBaHus npoueayp npeabsBnseMbiM TPeboBaHUAM K UX KayecTBy.

1.21. koopanHaLUmnoHHbIN komuTeT (coordinating committee): KomuteT, KoTopbin MOXeT BbiTb OpraHu-
30BaH CMOHCOPOM A1 KoopANHaLMKN NPOBEAEHNS MHOTOLLEHTPOBOIO KIMHUYECKOro NCCNneaoBaHus.

1.22. koHmaeHumanbHoCcTb (confidentiality): CoxpaHeHne B TanHe OT HEYMONTHOMOYEHHbIX NNL WH-
dopmaummn, npuHagnexailen CrnoHcopy, Unu MHgopmalun, nossonsLwen naeHTMdULMpoBaTh cyobekTa
nccriefoBaHus.

1.23. MHOroueHTpoBOe KnuHU4Yeckoe nccrneposaHue (multicentre trial): KnuHnyeckoe muccneposaHue,
NpoBOAMMOE MO €4MHOMY MPOTOKONy Ooree 4em B OOHOM UCCregoBaTeNbCKOM LIEHTPE W, 3Ha4uT, bonee
4YeM OfHUM UccregoBaTenem.

1.24. MOHUTOPUHT (Monitoring): [lesTenbHOCTb, 3aKmoyaloLasiCa B KOHTPOSEe 3a X040M KIMMHUYECKOro
uccregoBaHud, obecneveHnn ero nposeaeHus, cbopa gaHHbIX U NpeacTaBreHnss pe3ynbTaToB B COOTBET-
CTBUM C NPOTOKOMOM, CTaHOAPTHLIMU OMEepauMOHHBIMY MpouedypaMn, Haanexallen KIMHUYECKOW npakTu-
ko (GCP) 1 HopmaTnBHbIMKU TpeBOBaHUSAMM.

1.25. Hagnexawas knuHunyeckada npaktuka (Good Clinical Practice; GCP): CtaHgapT nnaHupoBaHug,
opraHu3aumu, NpoBeAeHNs, MOHUTOPUHIa, ayanTa, JOKYMEHTUPOBAHUSA KITMHUYECKUX UCCNefoBaHUN, a Tak-
Xe aHanusa v npeacTaBrneHns UX pesyrnbTaToB, CRyXaliui rapaHTUen JOCTOBEPHOCTW M TOYHOCTU MOny-
YeHHbIX AaHHbIX U MpeacTaBMNeHHbIX pe3ynbTaToB, a Takke obecrnevmBalowuii 3alMTy npas, 340POBbA U
KOHbnaeHUManbHOCT CyOBbEKTOB MCCreoBaHUS.

1.26. HexxenaTtenbHasa peakuusi; HP (adverse drug reaction; ADR): OTHocMTENbHO npeaperncrpaum-
OHHOTO KIMMHUYECKOro NPUMEHEHWNS] HOBOMO FIEKApPCTBEHHOIO MPOAYKTa MW ero NPUMEHEHUS NO HOBbIM MO-
KasaHunsiM, 0CODEHHO ecrnn TepaneBTUYECcKne 0O03bl TOYHO HE YCTaHOBMEHbI, - BCE HEraTUBHbIE peakuumu,
CBSI3aHHbIE C NPUMEHEHMEM 060N A03bl NIEKaPCTBEHHOrO NpoaykTa. TepMuH "CBsiI3aHHbIE C NMPUMEHEHNEM
nekapCTBEHHOro NPoAyKTa" 03Ha4aeT, YTO CyLeCcTByeT XOTA 6bl MUHMManNbHast BO3MOXHOCTb HanNM4yns npu-
YMHHO-CMNEACTBEHHON CBA3N MEXAY NeKapCTBEHHbIM NPOAYKTOM U HeXenaTenbHbIM SBMEHNEM, T.€. B3aumo-
CBSA3b HE UCKIIOYEHa.

[ns 3aperncTpnpoBaHHbIX NeKkapCTBEHHbLIX NPOAYKTOB 3TOT TEPMWH O3HaYaeT BCe HeraTuBHbIE peak-
LK, CBA3aHHbIE C NPUMEHEHNEM NTEKapCTBEHHOrO NpoaykTa B 0BbIYHbIX J03aX, UCMOMb3yeMblX AN npodu-
NaKkTUKW, OWarHOCTUKU WUIKU fnedeHnst 3abonesBaHuin, a Takke ANs U3MeHeHus pr3nonormyecknx yHKLNN
(cm. PykoBoactBo ICH "OueHka gaHHbIX MO KIMMHUYeCcKoW 6e30MacHOCTU: TEPMUHONOMMS U CTaHAapTbl 3KC-
npecc-oT4eTHOCTM").

1.27. HexenatenbHoe aBneHue; HA (adverse event; AE): Jlloboe BbISIBIIEHHOE Yy naumeHTa unu cybb-
eKTa KNMHWYECKOro MCCreaoBaHWs NOCNe NPUMEHEHNsT NIEKapCTBEHHOrO NpoAyKTa HebnaronpuaTHoe ¢ me-
OVLMHCKOW TOYKM 3peHns CoDbIThE, KOTOPOE MOXET N HE MMETb NMPUYNHHO-CNIEACTBEHHON CBA3W C €ro npu-
MeHeHnem. Takum obpasom, HexernaTenobHoe senenne (HA) moxeT npeacraBnaTe cobon nobdon Hebnaro-
NPUSTHBIA CUMNTOM (BKITHO4Yasa OTKINOHEHMEe nabopaTopHOro nokasartensi OT HOpMbI), anoby unu 3abonesa-
HWe, BpeMS BO3HWKHOBEHWSI KOTOPOro HE UCKMYaeT MPUYMHHO-CIEeACTBEHHOW CBSA3W C NMPUMEHEHUeM ne-
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KapCTBEHHOrO (MCCnegyemMoro) npoaykra BHE 3aBUCUMOCTW OT Hanu4uMs Unu OTCYTCTBMS TakoOW CBA3M (CM.
pykoBoacTBo ICH "OueHka faHHbIX MO KNMHMYeCKon ©6e30nacHOCTU: TEPMUHOMOIMS M CTaHAapTbl 3KCNpecc-
oT4yeTHOCTM").

1.28. HesaBucumbli koMuTeT no MoHuTOpuHry pgadHblx; HKMIO (Independent Data-Monitoring
Committee; IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring Committee)):
HezaBnCMMbI KOMUTET, KOTOPbIN MOXeT OblTb 0Opa3oBaH MO MHULMATMBE CMOHCOPa ANS NepuoanNyecKoro
pacCcMOTPEHUst XoAa KINMHUYECKOro UccrneaoBaHus, AaHHbIX No 6e30nacHOCTY U/MNN OCHOBHbIX NapaMeTpoB
3PPeKTMBHOCTH, a Takke ANs BblpabOTKM pekoMeHAauUMiA CMOHCOpY O LienecoobpasHOCTM MPOAOIIKEHUS,
npekpaLeHns NccrnegoBaHUs UM BHECEHNSI B HETO N3MEHEHWIA.

1.29. HeszaBucumbin atudeckun komuteT; HOK (Independent Ethics Committee; IEC): HesaBucumbin
opraH (3KCMepTHbIN COBET WM KOMWUTET, OEWCTBYIOLLMIA HA YPOBHE OpraHv3auuv, perMoHaribHOM, Halumo-
HanbHOM MIM MEXAyHapoOHOM YPOBHE), COCTOSALMNA U3 MEOMLUHCKMX pabOTHUKOB, a Takke nuu, He UMmero-
LLMX OTHOLUEHUSI K MeanuUnHe, KoTopbii obecnevmBaeT 3awmty npae, 6esonacHocty u 6narononyyms cyob-
€KTOB mMccrnefoBaHus M BbiCTynaeT Ans oblecTBa rapaHTOM TakoM 3aliMTbl, B YACTHOCTU NMyTeM paccMOT-
peHus, yTBepxaeHus/ogobpeHns npoTokona uccrnefoBaHus, KaHaAuaaTyp uvccrnegoBaTtenen, uccrnegosa-
TenbCKMX LEHTPOB, a Takke MaTtepuanos 1 MeTo4oB, KOTOpbIe NpeanonaraeTca NCnonb30BaTh A58 nonyye-
HUS 1 JOKYMEHTMPOBaHMSA MHPOPMMPOBAHHOIO Corfacusi CyobekToB MccrneoBaHuUs.

lMpaBoBoW cTaTtyc, coctas, MYHKUMK, AEATENbHOCTb HE3AaBUCUMbIX STUHECKUX KOMUTETOB, a Takxke OT-
HOCALLMECH K HUM HOPMaTuBHble TpeOOBaHWSt MOTYT pa3nuyaTbCs B pasHbiX CTpaHax, Tem He meHee, HOK
OOMXKHbI pyHKUMOHMpOBaTh B cooTBeTcTBUM ¢ GCP.

1.30. He3auHTepecoBaHHbIN cBUAeTenb (impartial witness): ®usnyeckoe nUUO, HenpuyacTHoe K Npo-
BELEHUIO KITMHNYECKOTO UCCIeoBaHMsl, HA KOTOPOE HE MOTyT OKa3aTb JaBIiEHWE YYACTHUKWU KITMHUYECKOTro
nccrnegoBaHusa U KOToOpoe B Cryvae, ecnv CyObekT MccnenoBaHns UM ero 3akOHHbIN NPeacTaBuTeNb He
yMEET UIN He MOXET 4MTaTb, MPUCYTCTBYET BO BPEMS MOMyYeHUss HPOPMUPOBAHHOIO COrfacus, a Takke
3a4MTbIBaeT TEKCT MHAPOPMUPOBAHHOIO cornacus n nobble gpyrne npegocraBngemMble CyObekTy uccnego-
BaHWS MUCbMEHHbIE MaTepuanbl.

1.31. poknuHuyeckune ncenegosarus (nonclinical study): BuomeamumHckme nccnegosaHus, NPoOBOAM-
Mble 6e3 y4acTusa YyenoBeka B kayecTBe cybbekTa.

1.32. HenpeaBMaeHHan HexenaTtenoHasa peakuus (unexpected adverse drug reaction): Hexenatens-
Has peakuusl, CyLLHOCTb WITM TSXECTb KOTOPOW HE COrnacyeTcs C M3BECTHOW MHdopMauuen o npoaykre
(Hanpumep, ¢ Gpoluopon nccnegoBaTens Ans He3aperucTpuMpoBaHHONO MCcrneayemoro npoaykra wunm ¢
NCTKOM-BKMNaAbILLIEM/CBOOHON XapakTEePUCTUKON NIEKAPCTBEHHOrO NpoayKTa B Criyvyae 3aperncTpupoBaHHO-
ro npogykra) (cm. pykosoactBo ICH "OueHka AaHHbIX MO KIMHWYECKoW 6e30macHOCTU: TEPMMHOMOMMA 1
CTaHAapTbl 3KCNpecc-oT4eTHOCTUN").

1.33. HopmaTuBHble TpeboBaHus (applicable regulatory requirement(s)): Bce 3akoHbl U NOA3aKOHHbIE
aKTbl, perynmpyoLLme npoBeaeHne KIMHUYECKNX NccnegoBaHni nccnegyemMbix NpOayKToOB.

1.34. obecneyveHme kayvectsa (quality assurance; QA): COBOKYMHOCTb CUCTEMATUYECKUX N NaHoOMep-
HbIX OENCTBUIA, KOTOpPbIE UMEKT LieNblo obecneyunte COOTBETCTBME NPOBEAEHUSA nccrneaoBaHud, cbopa, pe-
rmcTpauun 1 NnpeacTaBneHvs AaHHbIX Hagnexallen knuHudeckon npaktnke (GCP) n HopMmaTuBHbIM Tpebo-
BaHUAM.

1.35. opraHusaums (MmegmumHckas) (institution (medical)): Jllo6as opraHv3aums BHe 3aBUCMMOCTY OT ee
OopraHu3auMoHHO-NpaBoBon opMbl NMMOO MeauumHcKkoe, NMBO cToMaTonornyeckoe nogpasfeneHve, rae
NPOBOASAT KIMHUYECKOE UCCIEOOBAHNE.

1.36. opurmHaneHble MeguumHckne 3anucu (original medical record): Cm. TepMuH "nepBuYHasi AOKy-
meHTaums" (1.41.).

1.37. ocHOBHbIE OOKYMeEHTHI (essential documents): [JokyMeHTbI, KOTOPbIE B COBOKYMHOCTW UMK MO OT-
OENbHOCTW MO3BOMAT OLEHUTb XOA4 KIMHWYECKOrO MCCMeAoBaHMs M KavyeCTBO MOMyYEHHbIX OAaHHbIX (CM.
pasgen 8 HacTosdwero ctaHgapTa).

1.38. otueT mMoHuUTOpa (monitoring report): NMUCbMEHHbIN OTYET MOHUTOPA CMOHCOPY NOCne KaXaoro
BM3UTa B UCCMNEOOBATENbCKMIN LIEHTP W/MNW KOHTaKTa C MCCrneaoBaTensmMmn B COOTBETCTBUM CO CTaHOAPTHbI-
MUK onepaumoHHbIMK npouenypamu (COIT) cnoHcopa.

1.39. otueT 06 ayaute (audit report): NMucbMeHHOE 3akniOYeHWe ayamuTopa CroHcopa O pesynbTatax
ayauTa.

1.40. oT4yeT O KNMMHMYECKOM mcnbiTaHun/ucenegoBanum (clinical trial/study report): OTyeT B NnUCbMeH-
HOW hopMe, NPEeACTaBNALWNA CODON ONMUCAHNE KIMHWUYECKOTO MCMbITAaHUS/MCCNEA0oBaHMS Kakoro-nmbo te-
paneBTMYECKOro, NPOUNakTUYECKOro UNn AnMarHoCTMYECKOro cpeacTea C y4acTMeM YenoBeka B KadecTBe
cybbekTa, 06begUHSIIOWNIA KINTMHUYECKOE N CTaTUCTUYECKOE ONncaHus, NpeacTaBneHne AaHHbIX U X aHanms
(cm. pykoBoacTBo ICH "CTpykTypa 1 cogep)xaHne oT4eTOB O KITMHUYECKOM UccregoBaHnm”).

1.41. nepBuyHasi gokymeHTauus (source documents): McxogHble AOKYMEHThI, OaHHbIE W 3anucu
(Hanpumep, nctopun 6onesHu, ambynaTopHble KapTbl, TabopaTopHble 3anncu, 3ameTkn, AHEBHUKN Cybbek-
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TOB MCCregoBaHUs, BOMPOCHUKM, XypHanbl Bbl4auu MeOMKaMeHTOB, 3anvMcy aBTOMaTMYeCKUX YCTPOWUCTB,
BEPUMVLIMPOBAHHbIE 1N 3aBEPEHHbIE KOMUWU UMW BbINUCKMA, MUKPOMULLIM, (DOTOHEraTUBbI, MUKPOMIIEHKN WK
MarHUTHbIE HOCUTENW, PEHTIEHOBCKME CHUMKM, Ntobble 3anmcu, OTHOCALLMECS K NaLMEHTY, B TOM YMcne Xpa-
HAWMeCcs B anTeke, nabopaTopusax U oTAeNeHUAX UHCTPYMEHTaNbHON OUArHOCTUKM, UCMONb3yeMbIX B KIu-
HUYECKOM UCCreLOoBaHNUN).

1.42. nepBuyHble OaHHble (source data): Bes nHdopmaums, cogepxallascs B OpUrMHanbHbIX Meau-
LMHCKMX 3anucsix U UX 3aBepPeHHbIX KOMUSIX, onucbiBatoLas pesynbTaTbl KNMHUYeCKkUX HabnogeHui, obcne-
[OBaHWI U OpYyron AeaTenbHOCTU, NO3BONALLAas BOCCO3aaTh XO4 KIIMHUYECKOro UCCNeoBaHUsA U OLEHUTb
ero. [NepBu4YHbIE AaHHbIE coaepXaTcst B MEPBMYHON JOKYMeHTauuu (MOAMMHHUKAX UMM UX 3aBEPEHHBIX KO-
nmsx).

1.43. nonpaBka (k npotokony) (amendment (to the protocol)): CM. TepMuH "nonpaska Kk npoTokony"
(1.44.).

1.44. nonpaeka Kk npotokony (protocol amendment): OdopmneHHoe B NMUCbMEHHOM BUAE ONMCaHune
N3MEHEHUN Unn opumumnansHoe pasbsaCHEHE NPOoToKona.

1.45. npenapat cpaBHeHus (comparator (product)): Mccnegyembii nnu 3aperncTtpupoBaHHbIA nekap-
CTBEHHbIV NPOAYKT (T.€. aKTUBHbIN KOHTPOrb) NMbo nnauebo, ncnonbsyembli(oe) Kak KOHTPONb B KIMHUYe-
CKOM MccriefoBaHuu.

1.46. NpOMEXyTOYHbIN OTYET O KIUMHUYECKOM uchbiTaHuu/uccnenosaHun (interim clinical trial/study
report): OTYeT 0O NPOMEXYTOYHbIX pe3ynbTaTax U UX OLEeHKe, OCHOBaHHbIA Ha NPOBEJEHHOM B XOA4e KMUHU-
YeCKOro MccneaoBaHnst aHanmae gaHHbIX.

1.47. npotokon (protocol): JJokyMeHT, KOTOPbIN ONWUCLIBAET LeNn, AM3aH, METOLONOMI0, cTaTucTuye-
CKWe acnekTbl U opraHv3aumio nccnefoBanust. [oMrMmMo 3TOro MPOTOKOS OObIMHO COAEPXKUT NOMNyYEHHbIE pa-
Hee AaHHble 1 0DOCHOBaHMe nccneoBaHnst, OQHAKO aTa MHopMaLuusa MoXeT ObiTb NpeAcTaBneHa n B Apy-
X OOKYMEHTaX, Ha KOTOpble CCbINlaeTcs NPOTOKOM mccregoBaHus. NpuMeHMTENbHO K HACTOSLWEMY CTaH-
JapTy TepMuH "npoTokon" nogpasymMeBaeT Kak cam NPOTOKOST UCCreAoBaHNA, Tak 1 MOMPaBKU K HEMY.

1.48. npsamon goctyn (direct access): PaspelueHne Ha nsyyeHve, aHanms, NPOBEPKY U KONMpoBaHUe
nobbIX 3anncen n 0TYETOB, HEOOXOANMBIX AN OLLEHKN KITMHUYECKOro nccrnegoBanus. Jlnua, umetrowmne npa-
BO MpPsIMOro AocTyna (Hanpumep, NpeacTaBUTENy HauMOHamNbHbBIX MW UMHOCTPAHHbLIX YNOMTHOMOYEHHbIX Op-
raHoB, MOHUTOPbLI 1 ayauTOpbl CMOHCOpPA), OOJMKHBI MPUHMMAaTL BCE pasyMHble Mepbl Ans cobnogeHms Hop-
MaTMBHbIX TpeboBaHMIA NO 3almTe KOHUAEHUMANBHOCTU MHOpMaLUK, NO3BONSALLEN nAeHTUdOMLUMPOBaTb
cybbekToB, M UHbopMaLMK, NPUHaAIEXaLLEN CNIOHCOPY.

1.49. pangommsauusa (randomization): lMNMpouecc pacnpeneneHusa cyObLEKTOB MccregoBaHust no rpyn-
nam fieyeHns UM KOHTPOINA CryvyanHbiM 06pa3oM, NO3BOMSIOLLNIA CBECTU K MUHUMYMY CYObEKTUBHOCTb.

1.50. ceptudpmkat ayguta (audit certificate): [lokyMeHT, COCTaBMEHHbI ayaMTOPOM B NoATBEPXOEHNE
drakTa npoBefeHns ayguTa.

1.51. cepbe3Hoe HexenaTtenbHoe siBnenune; CHA n/unn cepbesHas HexenaTenbHas peakuusi; CHP
(serious adverse event; SAE or serious adverse drug reaction; serious ADR): JTloboe HebnaronpustHoe me-
AnuMHCKoe CobbiThe, KOTOPOE BHE 3aBMCMMOCTU OT A03bl NEKapCTBEHHOMO NPoAyKTa:

- NpUBENO K CMepPTH;

- npeacTaBnseT cobom yrpo3y Anst XKU3Hu;

- TpebyeT rocnuTanu3auumn Unm ee NPoasIeHNs;

- MPUBENO K CTOMKOW UIN 3HAYUTENBHON HETPYAOCNOCOOHOCTU NN MHBANMOHOCTY;

unmm

- NpeacTaBnsieT cobor BPOXKAEHHYIO aHOManuo Unm gedekT poxaeHns

(cm. pykoBogcTtBo ICH "OueHka gaHHbIX MO KNMHMYECKOW 6e30MacHOCTU: TEPMUHONOMMSA U CTaHAApPThI
3KCnpecc-oTyeTHOCTH ).

1.52. cnenon metoa/mackupoBka (blinding/masking): MeTtoza, npy NnpUMEHEHUN KOTOPOro OOHOW WUNn
HECKOJTbKMM YyYacTBYIOLUM B KIMHWYECKOM MCCIEeAoBaHUM CTOPOHaM HEM3BECTHO, Kakoe NeyeHrne HasHaye-
HO cyObekTy uccnegoBaHus. [pocTon cnenon MeTod npegycmMaTpmBaeT HEOCBEAOMITIEHHOCTb O Ha3HAYeH-
HOM UM BuAE NnedeHnst cybbekToB UccneaoBaHusl, B TO BpeEMS Kak ABOMHON Crienown MeTod nogpasymeBaeT
HeoCBEeAOMITEHHOCTb CYOBbEKTOB MCCNeaoBaHus, uccnegoBaTtenen, MOHUTOPOB U, B HEKOTOPbLIX Chy4vasix,
WL, BbIMOMHSAIOLWMX CTaTUCTUYECKYI0 00paboTKy AAHHBIX.

1.53. cobniogeHne TpeboBaHW (MPUMEHUTENBHO K KIMHWYECKUM uccrnegoBaHuam) (compliance (in
relation to trials)): CnegoBaHne BceM CBSI3aHHbLIM C KIMHUYECKMM UCCriegoBaHNEM TpeboBaHMAM, Hagnexa-
wen knnHmdeckon npaktuke (GCP) n HopmaTMBHBIM TpeboBaHMAM.

1.54. conccnegoBaTtenk (subinvestigator): JTlobon uneH nccnegoBaTenbCKOro KOMMEKTMBA, Ha3HayeH-
HbI nccnegoBaTeneMm U OCYLLECTBASIOWMIA NO4 ero KOHTPONeM 3HadvMble npoueaypbl KITMHUYECKOro MC-
CcrnegoBaHMs B MCCNEAoBaTENbCKOM LEHTpe (Hanpumep, WHTEPH, OpAMHAaTOp, Hay4yHbld COTPYAHMK). Cm.
Takke TepMuH "ncenegosatens” (1.13.).



1.55. cnoHcop (sponsor): ®dusnyeckoe Unm LLPUSUYECKOE NNLO, ABNSAIOLLIEECS NUHULMATOPOM KITMHUYe-
CKOTO MCCMNeAoBaHus N HecyLlee OTBETCTBEHHOCTb 3a €ro opraHnsauuio n/mnm pmHaHcupoBaHme.

1.56. cnoHcop-nccnegosaTens (sponsor-investigator): Jluyo, koTopoe camocToATENBHO UMM COBMECT-
HO C ApYrMMK NMLaMn UHULUUPYET U NPOBOAUT KITMHUYECKOE MCCneaoBaHue U Noa HenocpeacTBEHHbIM py-
KOBOACTBOM KOTOPOro uccrnegyembini NpoaykT nvbo HasHadvawT, nnbo BbigaloT CyOBbEKTY mccrneaoBaHus,
nnbo nocnegHuii npuHuMaeT ero. CnoHCcopoM-uccrenoBaTenemM MOXET ObiTb TOMbKO U3nMdeckoe Nuuo.
O6sA3aHHOCTM CroHCOpa-nccnegoBaTens BKNOYAT B ceba 0643aHHOCTM Kak CMoHcopa, Tak U uccrenoBsa-
Tens.

1.57. cTraHgapTHble onepaunoHHble npouenypbl; COI (standard operating procedures; SOPs): [Mo-
OpOOHbIE MUCbMEHHBIE MHCTPYKLMU, NpeHa3HavYeHHble AN OOCTWXKEHUS eguMHoobpasns npu ocyliecTsre-
HUW ONpeaeneHHoN OeATENbHOCTH.

1.58. cybbekT/cybbekT nccrnegoBanns (subject/trial subject): dnsmyeckoe nuuo, yvyacTeyrowee B KIu-
HMYECKOM MCCredoBaHMM B COCTaBe rpymnnbl, Mofy4atrolen nccregyemMbin NpoaykT, nnbo B cocTaBe KOH-
TPONBLHOW rPynnbl.

1.59. ynonHomoueHHble opraHbl (regulatory authorities): OpraHbel, obnagatolime npaBoMm OCyLLECTB-
NaTb perynupyowme yHKUun. NpUMEHUTENBHO K HacTosWeMy CTaHA4apTy TePMUH "yrNONHOMOYEHHbIE Op-
raHbl" BKIo4aeT B cebs MHCTaHLMKU, YNONTHOMOYEHHbIE paccMaTpuBaTh NPEAOCTaBNEHHbIE UM KITMHUYECKME
JaHHble, a Takke NPoBOANTb MHCMeKLMKU (cM. 1.11.). ODTn opraHbl Takke UHOrAa Ha3bIBalOT KOMMETEHTHbIMU
opraHamu.

1.60. yTBepxaeHue (NMPMMEHUTENBHO K OKCNepTHOMY COBETY opraHusauuu) (approval (in relation to
Institutional Review Boards)): MNpuHsaToe OkcnepTHbIM coBeToM opranmnsauun (3CO) 3aknioveHne, NnogTeep-
xgarowee dakT NpoBeAeHMs 3KCNepTM3bl KIMMHUYECKOrO UCCIefOBaHUS U ABMSAIOLLEECS pas3pelleHnem Ha
€ro npoBefeHvne B AaHHOW OpraHm3aumm B COOTBETCTBMM C MHCTPYyKunamMn 3CO, HOPMATUBHBIMU OOKYMEH-
TaMy MEOULMHCKOWM OpraHusaumm, a Takke Hagnexawen knuHndeckon npaktukon (GCP) n HopmaTuBHbIMM
TpeboBaHuNsIMN.

1.61. ya3BumMble cybbekTbl nccnegosanus (vulnerable subjects): Jluya, Ha Ybe XenaHue yyacTBOBaTb
B KIMHWYECKOM UCCrefoBaHUM MOXET OKasaTb Ype3MepHoe BhusHuWe oxugaHue (06O0CHOBaHHOE UMW He-
0BOCHOBaHHOE) TEX NN UHbIX NPENMYLLECTB, CBA3AHHbIX C y4acTUEM B UCCNESO0BaHWMU, UM CaHKUMM Bbllle-
CTOSILLUX B Mepapxuu nuL, B crydae otkasa oT ydacTus. B kayecTBe npumepa YneHoB nepapxmyeckux CTpyk-
TYp MOryT ObITb Ha3BaHbl yYaLLMECS BbICLUMX U CPEOHUX MeaNLMHCKUX, hapMaLeBTUYECKUX U CTOMATOSOrM-
YeckMx y4ebHbIX 3aBedeHU, MNaLllnin NepcoHan KNMHUK 1 nadopatopun, criyxawme dapmaueBTUHeCcKmX
KOMMaHWA, BOEHHOCNYXalUMe U 3aknioyeHHble. K ya3BuMbiM cybbekTaM MccrnegoBaHus Takke OTHOCHATCS
fonbHbIe, CTpagaloLme Hen3neuynmMbiMy 3ab0neBaHnAMN, NnLa, Haxo4ALWMecs B 4OMaxX MO yxody, HALWMeE 1
6e3paboTHble, NauneHTbl, HaXOAALWMECS B HEOTIOXHOM COCTOSIHUW, NPEACTaBUTENM HaLMOHAMNbHbIX MEHb-
LWUMHCTB, 6e340MHble, KOYEBHUKM, BEXeHLbl, HECOBEPLUEHHONMETHME W NMLA, HaxogdWwmecs nog Onekon unm
nonevymMTenbCTBOM, a Takke nuua, HecnocobHble AaTtb cornacue.

1.62. SkcnepTHbIN coseT opraHm3aumu; ICO (Institutional Review Board; IRB): HesaBucumbln opra,
COCTOALMN U3 Nuy, paboTarowmux B 0611actv MeguLmHbl, B TOM YUCIe HayYHON, a TakkKe He OTHOCALLMXCS K
MeavumHe cneumanbHOCTEN, KOTOPbIN obecnednBaeT 3awmTy npas, 6e3onacHocTu 1 Gnarononyyms cybobek-
TOB WUCCMNELOBaHMSA U NMpeaocTaBnsieT obLWEeCTBEHHYIO rapaHTU0 TakoW 3aliMTbl, B TOM Yucrne nytem pac-
CMOTpeHUs, yTBepXaeHus/ogobpeHns NpoTokona nccnegoBaHus U NonpaBoK K HEMY, @ Takke matepuanos
U MEeToOoB, KOTOpble npeanonaraeTcd MCMNonb3oBaTb AN NOAy4YeHUs U OOKYMEHTUPOBaHUA MHAOPMUPO-
BaHHOIO cornacus CybbeKkToB NccrneoBaHus.

2. MPUHLUMNBI HAONEXALLEW KNMHWYECKOW MPAKTUKM (GCP)

2.1. KnuHuyeckme mccnegoBaHns OOMKHbI MPOBOANTLCS B COOTBETCTBUM C 3TUHECKMMM MPUHLMMaMW,
3anoXXeHHbIMK XenbCUHKCKoM aeknapaumern BMA n otpaxeHHbiMM B GCP 1 HopmaTtuBHbIX TpeboBaHUsX.

2.2. [lo Havana vccnepoBaHusa AoMmkHa OblTe NpoBeAeHa OLeHKa COOTHOLLEHWS MPOrHO3MpPyemoro
prcka n HeyfobCTB C oxuaaemMon nonb3on Ans cybbekta uccnegosaHusa u obuwectea. ViccnegosaHve mo-
XeT ObITb HAaYaTo N NPOAOIIKEHO TONBbKO B TOM Clyyae, ecnv oxuaaemasi nonb3a onpasablBaeT PUCK.

2.3. MNpaBa, 6e3onacHocTb U Bnarononyyne cybbekta nccnegoBaHMs UMEKT NepBOCTENEHHOE 3HaYe-
HWe 1 JOSMKHbI NPeBanMpoBaTh Hag UHTepecammn Hayku 1 obLiecTsa.

2.4. NIndopmaums (QOKNMHUYECKasa U KNnHUYeckas) o6 uccnegyeMoM npoaykTe OOSmkHa ObiTb AoCTa-
TOYHOM ANA 060CHOBaHWA NpeanonaraeMoro KNMHUYECKOro nccreoBaHus.

2.5. KnuHunueckne uccnegoBaHunst A0MKHbI OTBEYATb HAay4YHbIM TpebGoBaHMAM U ObiTb YETKO 1 Noapoo-
HO onucaHbl B NPOTOKOreE.

2.6. KnuHnyeckoe nccrnegoBaHne OOMMKHO NPOBOAMTBLCA B COOTBETCTBUM C MPOTOKOSIOM, YTBEPXKOEH-
HbIM/000BPEHHBIM KCNEPTHLIM coBeTOM opraHusauumn (3CO)/HesaBmucumMbiM aTndecknm komutetom (HIK).



2.7. OTBETCTBEHHOCTb 3a OKa3blBaeMylo CyOBbEKTY MeAULMHCKYIO NMOMOLLb U NPUHATUE pPeLleHuin Me-
AVLMHCKOTO XapakTepa HeceT Bpau.

2.8. Bce npuBnekaemble K NPOBEAESHNIO NCCNEAOBaHNS Nua SOMKHbI UMETb COOTBETCTBYHOLME 0bpa-
30BaHue, NOAroTOBKY M OMbIT ANS BbINOMIHEHUSA BO3MNOXEHHbIX HA HUX 3a4ay.

2.9. lobposonbHOE MHAOPMUPOBAHHOE cornacue AOMMKHO ObITb MOMYYEHO y Kaxaoro cybbekra Ao
ero BKIMOYEHUS B UCcrnegoBaHue.

2.10. Bcto nony4eHHyo B KIMHMYECKOM MCCneoBaHun MHpopMaumio HeobXoanMo permcTpmpoBars,
nepeaaBaTb M XpaHWUTb Takum 06pa3oMm, 4Tobbl Bbinm obecneyeHbl TOYHOCTb U MPaBUIbHOCTL €€ NpeacTaB-
NeHns, nHTepnpeTauun n Bepudurkaumn.

2.11. KoHpmaeHumnanbHOCTb 3anucen, No3BonsAWwmnx naeHTndmumposaTe CyObEKTOB UccrnegoBaHus,
AomkHa OblTb obecneveHa ¢ cobnogeHneM npaBa Ha YacTHYH XU3Hb WM 3aLUMTY KOH(MAEHUMAaNbHOCTU B
COOTBETCTBMWN C HOPMATUBHBIMU TpeboBaHNAMM.

2.12. Npon3BOACTBO U XpaHEHNe nccrnedyemMbix NPOAYKTOB, a Takke obpalleHne ¢ HUMN Heobxooumo
OCyLlecTBMNATb B COOTBETCTBUM C MpaBuramMu Hagnexaiwlen npou3BOACTBEHHOW npakTukm (good
manufacturing practice; GMP). Uccnegyemble npoAyKTbl AOMXHbI NPUMEHATHCS B COOTBETCTBUM C YTBEpP-
XAEHHbIM NPOTOKOMNOM.

2.13. ns obecneveHns kayecTBa KaXQoro acnekra UccrefoBaHUs OOMKHbl OblTb BHeApEHbI COOT-
BETCTBYIOLLME CUCTEMBI U OnepaumoHHble nNpoueaypsbl.

3. AKCMEPTHbIN COBET OPIrAHM3ALIMW/HE3ABVCKMbIN
ATNYECKUN KOMUTET (3CO/H3K)

3.1. ObsizaHHOCTW.

3.1.1. DKcnepTHbIA COBET opraHusaunn/HesaBNCUMbIN 3TUYECKUA KOMUTET NPU3BaH 3allMLLaTL NpaBa,
fesonacHocTb M Gnarononyymne Bcex CyOBEKTOB uccregoBaHusa. MccneqoBaHusM C y4acTUEM YSA3BUMBbIX
CyOBEKTOB AOIMKHO ObITh YAerneHo 0cob0e BHUMAHUE.

3.1.2. 3CO/H3K pgomkeH nony4ntb crneayolme AOKYMEHTbI:

- NPOTOKOJT UccnenoBaHMA/NoNpaBKku;

- NMUCbMEHHYI0 hOpMYy MHOPMUPOBAHHOIO Cornacusa 1 ee nocrnegylme pegakuumn, npeanaraemble
nccnegoBaTtenem Ans UCNoNb30BaHNSA B UCCNeaoBaHum;

- onncaHve LEeNCTBWIA, HanpaBfeHHbIX Ha MpUBIEYEeHNE CYOBLEKTOB K y4yacTUO B UCCnedoBaHWUU
(Hanpumep, peknamHble 06bABNEHUS);

- MMCbMEHHbIE MaTepwuarsl, kKoTopble ByayT NnpegocTaBneHbl cybbekTam;

- Bpowtopy uccnegoeartens;

- NU3BECTHYIO MH(popMaLuto, kacatoLLytocst 6e30nacHoOCTY;

- MHOPMALIMIO O BbIMNaTax 1 KOMMNeHcaumsax cydbekTam nccrnefoBaHus;

- TEKYLLYIO BEPCUIO Hay4YHon Buorpadun uccrnegosatens (curriculum vitae) n/unu gpyrue matepuans,
noATBEPXXAaKLMe ero KBanmukaumio;

- nobble gpyrMe OOKyMEHTbI, KoTopble MoryT notpeboBatbcss QCO/HOK ansa BbinonHeHus ero obs-
3aHHOCTEN.

OCO/H3K pomkeH paccMoTpeTb BOMPOC O NPOBEAEHMM NpeanaraeMoro KIMHUYeCcKoro ncecnegosaHms
B pa3yMHble CPOKM U AOKYMEHTarbHO 0DOPMUTL CBOE MHEHME, YETKO NaeHTUdmumpys nccrnegoBaHue, pac-
CMOTPEHHbIE AOKYMEHTLI U AaTbl MPU BbIHECEHUW CNEOYIOLLMX PELLEHNIA:

- yTBEepxaeHua/onobpeHus;

- TpeboBaHNs 0 BHECEHUN U3MEHEHUIN, HEOOXOOUMBIX ANsi NONyYeHUs YTBEPXAeHUS/0nobpeHmns:;

- OTpULATENBbHOrO 3aKITYeHNsi/HeonobpeHns;

- OTMEHbI/MPUOCTaHOBIEHNS] AAHHBIX paHee yTBEPXOEHNA/0000peHus.

3.1.3. 3CO/H3K gomxeH oLeHNTb COOTBETCTBME KBanudvkaumm nccnegoBartens npeanaraemomy mc-
CnefoBaHMI Ha OCHOBAHWMM €ro HayyHow Guorpadum (curriculum vitae) n/vnm gpyrom CooTBETCTBYHOLLEN
[OKyMeHTauun, 3anpowerHHon OCO/HOK.

3.1.4. 3CO/H3K gomkeH paccmaTpmBaTh KaXgoe Tekyllee NCCrneaoBaHue ¢ NepuoandHoCTbio, agek-
BaTHOW PUCKY ANl CyOBbEKTOB NCCNeAOBaHUS, HO HE pexe OOHOro pasa B roj.

3.1.5. 3CO/HBOK moxeT notpeboBaTb, 4TOObI CyObEKTaM MccneaoBaHUa NMOMUMO UHAOpMaLMK, yka-
3aHHon B 4.8.10., 66Ny npegocTaBneHbl 4ONONHUTENbHbIE CBeAEHUSI 06 nccneaoBaHuK, ecniv, No MHEHUIO
OCO/HJIK, ata uHdopmaums MNO3BOMUT CYLLECTBEHHO MOBLICUTL CTEMEHb 3awuTbl npae, 6es3onacHocTu
n/vnu 6narononyyns cyobLEKTOB.

3.1.6. Ecnn cornacure Ha yvactue cyObekTa B UCCNeAOBaHWUM, HE CBA3AHHOM C FleYeHMEM, OAET ero
3aKOHHbIA npeactasuTenb (cMm. 4.8.12. n 4.8.14.), OCO/H3K gomkeH ybeanTbCcs, 4TO NpenocTaBlEHHbIV
NPOTOKON W/unun gpyras JOKYMEHTaUUs COOTBETCTBYIOT 3TUYECKMM HOPMaM M HOpMaTUBHbIM TpeboBaHMAM
ONs Takux nccnenoBaHuUi.



3.1.7. Ecnn npoTokon npegycmaTtpyMBaeT HEBO3MOXXHOCTb MOMyYEHUS COrfacus Ha ydYactve B uccne-
[OBaHMM y cyObeKkTa unmn ero 3akoHHoro npeacrtasutens (cMm. 4.8.15.) 0o MOMeHTa BKITOYEHUs1 cybbekTa B
uccneposaHme, 9CO/HOK pgormkeH ybeamTbes, YTO NpeaoCTaBNEHHbIN NPOTOKON U/Mnu apyras 4OKyMeHTa-
LUUS COOTBETCTBYIOT 3TUYECKMM HOpMaM M HOpMaTMBHLIM TPeboBaHMAM LS TakMx MccrnegoBaHui (Hanpu-
Mep, NPU HEOTNOXHBLIX COCTOAHMUSX).

3.1.8. 3CO/H3K paccmaTtpuBaeT pasmMep M Nopsgok Beinnat cybbekTy uccrnegoBaHusl, YToObl yoe-
ONTbCSA B OTCYTCTBMM HEODOCHOBAHHOW 3aUHTEPECOBAHHOCTM UMW NPUHYXXOEHNUSI CyOBbEKTOB MCCNeaoBaHMS.
Pa3wmep BbinnaT cybbektam AomkeH ObITb 3apaHee onpefeneH M He OOMKEH LIeNIMKOM 3aBUCETb OT TOro,
3aBepLmn cybbekT nccnegoBaHme NOMHOCTBH UMK HET.

3.1.9. B3CO/H3K pomxeH ybeauTtbcs B TOM, YTO MHpopMauus, KacawLlascs Bbinnat cybbekram umc-
crnefoBaHus, BKIHOYas METoAbl, CyMMbl U rpaduK BbIMMaT, OTpaXeHa B MMCbMEHHON dhopMe MHAOPMUPO-
BaHHOIO cornacus u nobor apyron NMMCbMEHHOW MHGOPMaLMK, NpegocTaBnsemMon cydbekrtam. [JOormkHO
ObITb YKa3aHo, kakum obpasom ByaeT onpeneneH pasmep Bbinmnar.

3.2. CocTas, (hyHKUMM 1 NOpSOoK paboThbl.

3.2.1. 3CO/H3K pomxkeH nvetb B CBOEM COCTaBe 4OCTATOYHOE YUCIO NuL, CyMMapHo obnagaroLwmx
HEeOOXOAMMBIM OMbITOM U KBanuduKaumen Ons OLEHKM HayuYHbIX, MeOMUMHCKMX U 3TUYECKUX acreKkToB
npegnaraemoro uccnegosaHusl. PekomeHayetcs, 4tobbl B 3CO/HIK Bxogunu:

a) He MeHee NATU YNIEHOB;

6) KaK MMHUMYM OOWH YNEH, YbN UHTEPECHI NexaT BHe cdoepbl HayKu;

B) K&Kk MMHVMMYM OZVH YfieH, KOTOPbIN He 3aBUCUT OT OpraHM3aunM/MccnenoBaTenbCKoro LIeHTpa.

"onocoBatb/BbipaXkaTb MHEHWE MO UCCMEAOBaHUIO MMEOT MpaBo Tonbko Te uneHbl ACO/HIK, koTo-
pble He 3aBUCAT OT UccrnegoBaTens U cnoHcopa gaHHoro uccnegosaHuns. ACO/HOK gomkeH BecTy Cnmncok
CBOWX YIIEHOB C YKa3aHUeM MX KBanmdukauum.

3.2.2. 3CO/H3K pormKkeH ocyLecTBnATb OeATENBHOCTb B COOTBETCTBUM C MMCbMEHHBIMU NMpoueaypa-
MM, JOKYMEHTUPOBATb CBOK paboTy, BECTM NPOTOKOMbI 3acefaHuin, a Takke cobniogate GCP n HopmaTtume-
Hble TpeboBaHus.

3.2.3. 3CO/H3K npuHUMaeT pelueHuss Ha O0BbSABMEHHbIX 3acefaHusaX Npu HanmuMuMm KBopyma, ycta-
HOBJTEHHOIO €ro NMCbMEHHbLIMK NpoLeaypamu.

3.2.4. lpaBo ronocoBaTb/BbiCKka3biBaTb CBOE MHEHUE U/MNN PEKOMEHAALUMU UMEIOT TOSNbKO Te YreHbl
OCO/H3K, KoTopble y4acTBYHOT B paCCMOTPEHMUN AOKYMEHTaLUMN 1 06CyXaeHNN.

3.2.5. NccnepoBatenb MOXET NpPefocTaBnsaATb MHpopMauuio no nobbiM acnekTam UcCneaoBaHus, HO
He MOXET y4acTBOBaTb B MPEHMAX UNK B roriocoBaHumn/BeipaboTke MHeHna SCO/HJIK.

3.2.6. 3CO/H3K moxeT obpallaTbCs 3a MOMOLLLIO K 3KCNepTaM, He ABNAOLWMMCS ero YrieHamu.

3.3. Mpoueaypsl.

OCO/H3K pomkeH paspaboTaTb, JOKYMEHTaNbHO oOopMUTL M cobnogaTe CBOM npouenypbl, onpe-
aenswowme:

3.3.1. Ero coctaB (hamunuu n kBannukaumio YeHoB) 1 y4peanBLLMI Er0 OpraH.

3.3.2. Nopsgok HasHayeHus 3acedaHui, OMOBELLEHWS ero YreHOB O MpeacToswmx 3acedaHusx, a
TakKke opraHvM3aLmio 3acegaHun.

3.3.3. Mopsgok NepBUYHOTO M NOCMNEAYIOLWEro pacCMOTPEHMS JOKYMEHTALUMN NO UCCNESOBAHNIO.

3.3.4. MepuoanyHOCTL NOCNeayLWEro pacCMOTPEHMSA JOKYMEHTALMM NO UCCINESOBAHMIO.

3.3.5. Mopsgok, cornacHo HopMaTuBHbIM TpPebOBaHMAM, YCKOPEHHOTrO PacCMOTPEHMS U yTBepXae-
HUsi/o[oBpEHNSA HE3HAUNTENBHBLIX U3MEHEHWUIA AN UCCNefoBaHuiA, paHee YTBEPXKOEHHbLIX/0A0OPEHHbBIX UM
xe.

3.3.6. HeponyctumocTb BKMOYEHMST CyOBEKTOB B uccrnegoBaHne o Toro, kak QCO/H3K BeigacT
NMCbMEHHOe yTBepXXaeHne/ogobpeHne Ha npoBedeHne NccregoBaHus.

3.3.7. HegonyCcTMMOCTb OTKIOHEHMI OT MPOTOKOMa MM ero MaMeHeHun 6e3 npeaBapuUTENbHOrO
yTBEPXKAEHMA/00006peHnsa cooTBeTCTByOWMX nonpaBok ACO/HIK, kpome Tex cnyyaes, korga Heobxoommo
YCTPaHUTbL HEMOCPeACTBEHHYIO Yrpo3y cyObekTam McCrnedoBaHus UMW KOr4a M3MEHEHMsT KacatoTcsl TONbKO
aOMUHUCTPATUBHbBIX UM TEXHUYECKMX acrekToB MCCrenoBaHus (HanpuMmep, 3aMeHa MOHUMTopa, N3MeHeHne
Homepa TenedoHa) (cm. 4.5.2.).

3.3.8. O6s3aHHOCTL UccregoBaTensa HezameanuTensHo coobwats CO/HIK:

a) 06 OTKMOHEHMAX OT MPOTOKOSA MIU M3MEHEHMSIX NPOTOKOMa, MPOU3BEAEHHbIX ANS YCTPaHeHWUs
HenocpeaCTBEHHOM yrpo3bl cyobekTam nccregosanus (cm. 3.3.7., 4.5.2.,4.5.4.);

6) 06 M3MeHeHWsX, YBENMUYNBAKOLLMX PUCK ANst CYOBEKTOB U/MMNW CYLLECTBEHHO BAUSKOLIMX Ha NpOBe-
aexve uccriegoBanud (cMm. 4.10.2.);

B) 060 BCex HexernaTerbHbIX peakumsix, KOTopble SABMASHTCA OAHOBPEMEHHO CEPbE3HbIMU U Henpea-
BUAEHHBIMY;

r) O HOBbIX AaHHbIX, KOTOpblE MOTYT CBUOETENbCTBOBATb O BO3pacTaHWM pucka Ans CyOBbEKTOB Mnu
HebnaronpuaTHO NOBNUATL Ha XOf, UCCNeL0oBaHUS.



3.3.9. Ob6azaHHocTeb OCO/HBK HeszamegnuTenbHO B NMUCbMEHHOM BuAe coobuwath uccrnegosaTte-
nto/opraHmsauuu;

a) 0 CBOMX peLUeHUsAX/3akNioYeHNsIX, KacalLwmuxecs nccrnegoBaHns;

6) 0 NpyYMHaXxX NPUHATUS PeLLEHUIA/3aKTIYEHNN;

B) O NopsAaKe 00GXanoBaHUA €ro peLleHnIn/3aKknioYeHnin.

3.4. JokymeHTauus.

OCO/H3K pomkeH xpaHuTb BCce AOKYMEHTbI (Hanpumep, CBOM Npoueaypbl, CIUCKA YNEHOB C YKasaHu-
eM poaa AeATenbHOCTM U MecTa paboTbl, NpeAcTaBneHHble Ha pacCMOTPEHMEe AOKYMeHTbl, MPOTOKOSbI 3a-
Ce[aHUnM 1 Nepenucky) B Te4eHMe MMHUMYM TPEX JeT Nnocne 3aBepLUeHnNst NCcnefoBaHns N NpegocTaBnAaTh
MX MO 3anpocy YMNOJSIHOMOYEHHbIX OpraHoB. VccnegoBatenu, CNOHCOP, YNONMHOMOYEHHbIE OpraHbl MOryT 3a-
npawwmBatb y ACO/H3K ero npoueaypbl 1 CAUCKU YIIEHOB.

4. NCCNEOOBATEIJb

4.1. Ksanudgukaums n obssarenscTea uccrnegoBarerns.

4.1.1. ViccnepoBaTenb AOMKEH MMeTb 0bpa3oBaHne, npodeccrnoHanbHyo NOAroTOBKY M OMbIT, MO3BO-
nsowme eMy NpuHATb Ha cebsa OTBETCTBEHHOCTb 3a Haanexalee NpoBeAeHNe KITMHMYECKOro nccrenosa-
Hua. KBanudumkaumsa mccnegosarensa JOMMKHA COOTBETCTBOBATb HOPMATUBHLIM TpeboBaHUAM M ObiTb Noa-
TBEpXAeHa ero Hay4Houn buorpadmeint (curriculum vitae) n/vnun gpyrumm goKyMeHTamm, KOTopble MOryT BbITb
3anpoueHbl cnoHcopom, SCO/HIK n/mnu ynonHOMOYEHHbIMY OpraHamu.

4.1.2. UccnepgoBaTenb OOMKeH AeTanbHO 3HATb, Kak NPUMEHATb Mccrneayemblii NPOaYyKT B COOTBET-
CTBUM C NPOTOKOSIOM, TEKYLLEN pedakuuen Gpolutopbl nccriegosaTtens, UHopMaunern o NPoayKTe U Opyru-
MW UCTOYHMKaMU, MPeaoCcTaBisieMbIMUA COHCOPOM.

4.1.3. ViccnepoBaTenb OomkeH 3HaTb U cobntogate GCP n HopmaTuBHble TpeboBaHus.

4.1.4. ViccnepoBaTenb/opraHn3aums He AOMKHbI NPENATCTBOBATb MOHUTOPWHIY Y ayauTy CO CTOPOHBbI
CMOHCOpa, a Takke MHCNEKLMAM YNONMHOMOYEHHbIX OPraHoB.

4.1.5. VccnepoBaTtenb OOIMKEH BECTU CMMCOK obnagarowwmx Heobxoammown kBanmdukaumen nuu, Ko-
TOPbIE MO €ro NOPYHEHUIO OCYLLIECTBASIOT ONpeAeneHHy0 eATeNbHOCTb B paMKax UCCrefoBaHUS.

4.2. CooTBETCTBYIOLLME PECYPCHI.

4.2.1. ViccnepoBaTenb AomkeH ObiTb CNOCO6EH NPOAEMOHCTPMPOBATL (Hanpumep, Ha OCHOBaHWUK pe-
TPOCMNEKTUBHbIX AaHHbIX) BO3MOXHOCTb Habopa B Te4YeHne OroBopeHHOro nepuoga tpebyemoro konuyecTea
NOAXOASALLINX CyOBEKTOB UCCIef0BaHUS.

4.2.2. ViccnepoBaTenb AOMKEH UMETb AOCTAaTOMHOE KONMUYECTBO BpPEMEHW, YToObl Hagnexawmum o6-
pa3om NpoBEeCcTU 1 3aBepLUNTbL UCCNeJoBaHME B TEYEHUEe OrOBOPEHHOro nepuoaa.

4.2.3. NccnepoBatenb OOMKeEH pacrnonarate AOCTATOYHbIM KOSIMYECTBOM KBaNUULMPOBAHHBIX CO-
TPYAHUKOB M MaTepuasnbHbIX PecypcoB (MoMeLleHnsi, obopyooBaHue) B Nepuon UccnefoBaHust ons Toro,
4YTOObI MPOBECTU 3TO UCCNEeAOBaHNE Haanexawum n 6esonacHsiM obpasom.

4.2.4. ccneposaTtenb OTBEYaeT 3a TO, YTOObI BCE 3aHATbIE B KITMHNUYECKOM UCCegoBaHnN COTPYAHM-
K/ OblNIN XOPOLLO 3HAKOMbI C MPOTOKONOM M MCCNeayeMbiM NMPOOYKTOM, @ Takke CO CBOMMU (DYHKLUSMU 1
0653aHHOCTSAMM.

4.3. OkasaHvne MeaMLUHCKON NOMOLLM CyBbekTaMm nccneaoBaHus.

4.3.1. fBnsaowmincs ncenegosaTtenem unum comccrnegoBaTenemM Bpay HeceT OTBETCTBEHHOCTb 3a BCe
nNpuHMMaeMble B pamMKax UccneoBaHus peLleHns MeguLMHCKOro xapakrepa.

4.3.2. Bo Bpems 1 Nno 3aBepLUEHUN y4acTusi cyObekTa B UCCreAoBaHMU UccnegoBaTens/opraHnsanms
OOMKHbI 06ecnednTb okazaHue cyGbekTy HEOOXOAMMON MEeOULMHCKON NOMOLLM B criydae Niobbix CBA3aHHbIX
C UCcregoBaHNEM HeXenaTernbHbIX SBMEHUW, BKIOYAsS KMMHUYECKU 3HAYUMbIE M3MEHEHMS NabopaTopHbIX
nokasartenen. Viccnegoeatens/opraHnsaums o683aHbl MHPOPMUPOBATbL CYOBLEKT O CTaBLUMX W3BECTHLIMM
nccrnegoBaTesnio MHTEPKYPPEHTHbIX 3a0oneBaHunsx, TpebyoLwmx MegMUUHCKON MOMOLLN.

4.3.3. NccnepoBaTtento pekoMeHayeTcst CoobLMTL fevallemy Bpady, €Cnm TakoBon nmeetcs, ob y4a-
cTumn cybbekTa B nccnegoBaHnm Npu yCrnoBuu, YTO CyOBbEKT He BO3paXaeT NPoTUB MHPOPMUMPOBaHNS Nneva-
Liero Bpaya.

4.3.4. XoTa cybbekT He 0bazaH coobliatb O NpuyMHax, NOByAMBLUMX €ro AOCPOYHO MpeKkpaTuTb y4a-
CTMe B UCCrneaoBaHuK, nccnegosarterb AOMKEH NOMbITaTbCA YCTAHOBUTL 3TU NPUYMHbI, NPOSABAAS NPU 3TOM
NONHOE yBaXeHue K npaBam cybbekTa.

4.4. KoHTtaktbl ¢ 9CO/H3K.

4.4.1. lNepen Tem Kak HavyaTb UccrnedoBaHWe, nccnegoBaTens/opraHu3aumnsa AOMKHbI NOMyYUTb MUCh-
MEHHOe W paTupoBaHHoe yTBepxaeHune/ogobpeHme ACO/HOK npoTokona wmccnefoBaHusi, MMCbMEHHON
POopMbl MHPOPMUPOBAHHOTO COrMacKs 1 ee NOCNeayLLMX pedakL i, Mep, HanpaBreHHbIX Ha NpUBeYeHe
CyOBEKTOB K y4acTuio B MCCneaoBaHUM (Hanpumep, pekriamMmHbiX OObABMEHWU), U NIOObIX OPYTUX NMUCbMEH-
HbIX MaTepuarnoB, KOTOpble NpeanonaraeTcsi NPegoCcTaBUTb CybbekTam.
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44.2. Bmecte C Opyrmu JOOKYMEHTaMu MWCCregoBaTenb/opraHn3auns OOSDKHbl NPeaoCcTaBuTb
OCO/H3K nocnegHoo peagakumio 6poLuopbl uccnegosartensi. Ecnmn 6polutopy nccrnegoBatens AONOMHSIOT B
Xo4e wccrefoBaHus, nccnegosaTenb/opraHnsaumsa obasaHel npegoctaBute ACO/HOK HoBylo pepakumio
OpoLutopbl Uccnegosartens.

4.4.3. B TedyeHue uccnegoBaHus uccrnegoBaTternb/opraHusauns JomkHel npegoctasnate OCO/HIK
BCe noanexaiyme pacCMOTPEHUIO JOKYMEHTbI.

4.5. CobnitogeHue npoTokona.

4.5.1. ViccnepoBaTenb/opraHn3aums OOSMKHbI MPOBOAUTL UCCNEOOBaHWE B COOTBETCTBMM C MPOTOKO-
fIoM, COrfacoBaHHbIM CO CMOHCOPOM W, MPU HEOOXOAMMOCTM, C YMOSTHOMOYEHHBIMU OpraHamu, u yTBep-
»aeHHbIM/ogobpeHHsiM OCO/HAK. B noartBepxaeHuMe OOroBOPEHHOCTU WccredoBaTenb/opraHmM3auns u
CMOHCOpP NOAMMCHLIBAKOT MPOTOKOST UMW OTAENbHbIV AOrOBOP.

4.5.2. \ccnepoBaternb He JOMKEH OTKIIOHATBCS OT MPOTOKONA Ui BHOCUTL B HEFO M3mMeHeHus 6e3 co-
rnacus cnoHcopa u 6e3 npegBapuUTENbHOIO PAcCMOTPEHMS U OOKYMEHTanbHO O(OPMITIEHHOrO yTBepXae-
Husi/ogobpeHusa nonpasku kK npoTokony SCO/H3K, kpome Tex cnyvaes, korga Heobxoaumo yCTpaHUTb Hemno-
CpenCTBEHHYIO Yrpo3y cyObekTam MCCreaoBaHMs UK Korga U3MEHEHUs! KacatoTCsl TONbKO aaMUHUCTPaTMB-
HbIX UMM TEXHUYECKUX acrnekToB MCcCrnedoBaHus (HanpuMmep, 3ameHa MOHUTOpa, U3MEHEHNE HoMepa Tene-
doHa).

4.5.3. ViccnepoBaTenb UM HasHa4YeHHOE MM JIULO OOIMKHO OOBACHATL U LOKYMEHTaNbHO 0OPMIATb
nodble OTKNOHEHNSI OT YTBEPXXOEHHOIO NPOTOKOMA.

4.5.4. ViccnepoBaTernb MOXET OTKIMOHATLCHA OT MPOTOKOMA UM BHOCUTb B HEFO M3MEHEHWs ANs ycTpa-
HEHMS HEMNOCPEACTBEHHOM yrpo3bl cybbektam wuccregoBaHus 6e3 npeaBapuTENbHOrO  yTBepXae-
Husi/fogobperna 3CO/HIK. B kpaTyalume CpPOKM OMMCAHWE OTKITOHEHUM UIN U3MEHEHUN C yKas3aHUeM ux
NPVYKH U1, NpU HEOBXOAMMOCTH, NpeanaraeMble NONpPaBKM K NPOTOKOMY AOMKHbI ObiTb HanpaBneHbI:

a) OCO/H3K gnsa paccmoTpeHus n yTBepxaeHusi/ogobpeHus;

6) cnoHcopy Ansi COrnacoBaHUs C HUM;

B) YNONHOMOYEHHbIM OpraHam, ecrnvm Heobxoammo.

4.6. ccnegyemble NpoAyKTbl.

4.6.1. OTBETCTBEHHOCTb 3a y4eT uccrnegyemMblx NpoaykToB B UCCNEAOBATENbCKOM LEHTPEe BO3NOXEHa
Ha uccnegosartens/opraHnsaumio.

4.6.2. Ecnu aT0 paspelueHo/TpebyeTcs, uccrnegoBaTenb/opraHu3aums MoryT/gosmkHbl nepeaaTtb HeKo-
Topble unn Bce 06583aHHOCTM UccregoBaTens/opraHM3aunm no yvyeTy nccriegyembix NpoaykToB B MCCNeno-
BaTeNbCKOM LEHTpe anTe4yHoMy paboTHUKY WM WHOMY nuuy, MNOAKOHTPOMbHOMY WccregoBaTe-
no/opraHmsauun.

4.6.3. NccnepoBartenb/opraHnsaumst U/vnm anteyHbli paboTHMK UM MHOE YNONTHOMOYEHHOE MUCCreno-
BaTenem/opraHnsauven nmuo AOMKHblI BECTU yYeT MOCTaBOK MPOOYKTOB B MCCreOoBaTeNbCKUA LIEHTP, UX
(haKTU4ECKOro KONM4YeCcTBa B LIEHTPE, NCMONb30BaHMS KaxablM CyObeKkTOM, a Takke Bo3BpaTa CMOHCOpY Iu-
60 MHOro pacrnopsiKeHUs1 HeUCMNonb30BaHHLIMK NPodyKTamMu. 3anucu No yveTy OOMKHbI BKMYaTb B cebs
AaTbl, KONMYECTBO, HOMepa napTun/cepuii, CPOKN FOAHOCTY (rAe NPUMEHMMO) N YHUKanNbHbIE KOOkl nccreny-
eMbIX NPOAYKTOB M CyObLEeKTOB mMccnenoBaHus. ViccrnegoBaTenb LOMKEH BECTU 3anuvcu, NOATBeEpXAatoLme,
4YTO CyObEeKThbI Nony4vanu uccrnegyemble NPoOAyKThl B 403aX, NPeAYCMOTPEHHbLIX MPOTOKOSIOM, B KONIMYECTBAX,
cornacylLmxcsl ¢ 00LUM KONMYECTBOM UCCrieayeMbIX MPOAYKTOB, MOMYyYEHHbIM OT CMOHCOpa.

4.6.4. Nccnepyemble NpoAyKTbl CnedyeT XpaHuTb B COOTBETCTBUM C UHCTPYKLMSIMWU CrioHcopa (CM.
5.13.2. 1 5.14.3.) n HopMaTUBHBbIMK TpeBOBaHUAMM.

4.6.5. ViccnepgoBaTenb JOMKeH obecneyntb, YTOObI uccrnegyemMble NpoaykThl ObivM MCMONb30BaHbI
TOJTbKO B COOTBETCTBUM C YTBEPXKAEHHBIM NMPOTOKOMOM.

4.6.6. ViccrnepoBaTtenb unu yrnorHOMOYEHHOE uccrnegoBaTtenem/opraHm3aumnen nuuo JOSMKHO 00bsc-
HUTb KaXXOOMy CyObeKTy npaBuria NpUMeEHEeHNs: nccnegyemblx NpOAyKTOB U Yepes npuemnemble MHTepBarbl
BPEMEHW (B 3aBUCMMOCTW OT UCCIe0BaHNs) NPOBEPATL COOMOAEHNE STUX UHCTPYKLNIA KaXKAbIM CyOBHEKTOM.

4.7. PaHgoomusaums 1 packpbiTve Koaa.

WccneposaTenb JomkeH cobniogaTte NpeayCMOTPEHHYIO B MCCNegoBaHMM METOAMKY paHOoMu3auuu,
ecrnv TakoBasi UMeeTcsl, U1 06ecneYnTb packpbiTe Kofa TONbKO B COOTBETCTBMM C MpoTokoriom. Ecnu wc-
cnefoBaHMe MPOBOAWTCA crienbiM METOAOM, UccrefoBaTernb OOIMKEH He3aMeanuTernbHO LOKYMEHTarnbHO
0hopMUTb M OOBACHUTL CMOHCOPY NOOE NpeXaeBpPeEMEHHOE pacKpbIiTUE KoAa MccredyeMblX NMpPOAYKTOB
(Hanpumep, cny4anHoe packpbITUe KOAA, PackpbiTUe KOAa B CBSA3M C CEPbE3HbIM HeXenaTernbHbIM ABIEeHN-
em).

4.8. ludbopmmpoBaHHOE cornacue cybbekToB NCCreoBaHus.

4.8.1. lNpn nony4YeHMn N OOKYMeHTanbHOM OOpMieHUM MHPOPMMPOBAHHOIO COrfacusi ccrneaoBa-
Tenb OOMKeH cobniogatb HopMaTMBHblE TpeboBaHusd, npuaepxmaTbca GCP 1 3TMYecKnx NpuHUMMNOB, 3a-
NOXeHHbIX B XenbCUHKCKOM aeknapaumm BMA. [Jo Havana mnccnegoBaHus uccnegoBaternb OOMMKEH MNosy-
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4nTb NCbMeHHoe yTBepxaeHne/ogobperne SCO/HIK nncbmeHHOM hopmbl MHOPMUPOBAHHOIO Cornacus
1 nobbIX APYrMX NMCbMEHHbIX MaTepraroB, NPeAoCTaBNaeMbIX CyObekTam.

4.8.2. lNnucbmeHHasa popma MHHPOPMUPOBAHHOMO corfnacus 1 nobble Apyrme NMCbMeHHble MaTepuans,
npegocTtaBngemMble cybbekTam, cnegyeTt OONONHATE/MCNPaBNATb MO Mepe MOSIBNEHUA HOBOW BaXXHOW WH-
dopmaumm, KoTopass MOXeT OKa3aTbCHA CyLeCTBEHHOW pAns cornacusa cybbekta. Jliobaa [ononHeH-
Hasi/ucnpaeneHHass nUcbMeHHas dopma MH(OPMUPOBAHHOIO corfnacus M nobble Apyrve OOMOSHEH-
Hble/McnpaBneHHble MUCbMEHHbIE MaTtepuanbl, NpefocTaBnseMble cybbekTam, OOMKHbI ObiTb yTBEpXae-
Hbl/ogobpeHbl ACO/HOK go mx ncnonb3oBaHus B uccrnegoBaHun. CyObekT unu ero 3akOHHbIN NpeacTaBu-
Tenb JOIMKEH ObITb CBOEBPEMEHHO O3HAKOMITEH C HOBOW MH(popMauuein, CnocoOHOM NOBMMATL Ha XXenaHue
cybbekTa npogomkaTtb ydyactue B nccnegoannn. dakt nepegayn aTon MHdopmaunm OOMmKeH ObITb LOKY-
MEHTanbHO OPOPMIIEH.

4.8.3. Hn nccnegoBarernb, HM Apyrue 3aHsaTble B UCCMeA0BaHUN nvua He OOMMKHbI NPpUHyXaaTtb cybb-
€KTa W1 NCMoNib30BaTb UHbIE HEKOPPEKTHbIE METOAbl BO3OEWCTBUSA C LIENbI0 CKIOHUTB €ro K yyacTtuio nnbo
NPOAOIIPKEHWNIO yHaCTNSA B UCCNesoBaHWM.

4.8.4. Hn ycTHas, HM nUCbMeHHasa UHopMaLus, Kacarolascs UCCneaoBaHuns, BKNOYas NMMCbMEHHYO
dopMy MHPOPMUPOBAHHOIO COrnacusl, He AOMKHa coaepXatb hOPMYNMPOBOK, MPAMO UMM KOCBEHHO CKIO-
HAKOLWNX CyObEeKTa UM ero 3aKOHHOTO NpeacTaBMTENs O0TKa3aTbCsl OT 3aKOHHBLIX MpaB, a Takke opmynupo-
BOK, MPSIMO UJIN KOCBEHHO OCBOOOXOAMOLLMX MCCedoBaTenNsi, OpraHn3aumio, CnoHcopa uUnn ux nNpeacrasu-
Tenen OT OTBETCTBEHHOCTU 3a XanaTHOCTb.

4.8.5. WNccnepoBatenb unu HasHa4YeHHOE WM NULO AOSMKHO B MOMIHOWM Mepe NpouHGOpPMMUpOBaTh
cybbekTa unu, ecnn cybbekT He cnocobeH gaTe MHPOPMUPOBAHHOE cornacue, ero 3aKOHHOrO NpeacTaBu-
Tens 060 BCex 3HaYMMBbIX acrnekTax UccrnefoBaHus, B TOM YUCIE 03HAKOMUTb C MUCbMEHHON MHpopMauunen
006 nccnegoBaHum 1 ogobpeHnem/nonoxmTenbHbiM 3aknodeHnem SCO/HIK.

4.8.6. YcTHasa 1 nucbMeHHasi nHcpopmaumst o6 nccnegoBaHuK, BKItOYast MMCbMEHHY0 hopmMy nHdop-
MUPOBAHHOIO COrnacus, AOMKHA codepaTb Kak MOXHO MeHbLUE crneumarnbHbIX TEPMUHOB N ObiTb MOHATHA
CyObEKTY Mnu, B COOTBETCTBYHOLUMX CryyasiX, ero 3aKOHHOMY MpeAcTaBUTEN0 U He3auHTepecoBaHHOMY
cBuaeTento.

4.8.7. lNepen nony4eHMeEM UHPOPMUPOBAHHOTO COrfacust UccreaoBaTeslb UM Ha3Ha4YeHHOe UM NNLLO
OOIMKHO NMpefocTaBUTb CyObEKTY UMK ero 3akOHHOMY NPEACTaBUTENIO 4OCTAaTOMHOE KONMYECTBO BPEMEHU U
BO3MOXHOCTb Ans nony4vennst 6onee nogpobHon nHdopmaumm o6 nccnegoBaHMn 1 NPUHATUA peLleHns oo
y4yacTum B HEM UMM OTKa3e OT Takoro yyacTusi. CyObeKkT unu ero 3akoHHLIN NpeacTaBuUTEeNb OOJDKEH MOsy-
YNTb MCYEpPMbIBAKOLLME OTBETHI HA BCe BONPOCk! 06 nccnegoBaHnm.

4.8.8. [lo Hayana y4yactus B UccrnefoBaHnM CyObEKT MM ero 3akOHHbLIN NpeacTaBUTeNb, a Takke nu-
Lo, NpoBOAMBLLEE pa3bsiCHUTENbHY Gecedy, OOMMKHbI MOANMCATb U COOCTBEHHOPYYHO AaTUpPOBaTb MUChb-
MEHHYH dOpMYy MHOPMUPOBAHHOIO cormnacus.

4.8.9. Ecnu cybbekT unu ero 3akOHHbIW NpPeAcTaBuUTENb HE CNOCOBEH unTaTb, TO B TEYEHWE BCEW
pasbscHUTENbHON Gecenbl OOMKEH NPUCYTCTBOBATb HE3aMHTEPECOBaHHbIM cBuaeTenb. [locne Toro kak
CyOBEKTY UNKN ero 3akOHHOMY NPeACTaBUTENO NPOoYUTaNU U Pa3bACHUM MUCbMEHHYIO (hOpMY UHPOPMUPO-
BaHHOrO cornacuga n gpyrue npegocraBnsemble CyObekTy NMMCbMEHHbIE MaTepuarbl U Nocne Toro, kak cyob-
€KT WUIK ero 3aKOHHbIV NPeACTaBUTENb Aan YCTHOE cornacue Ha yvactne cybbekTa B MccriefoBaHun U, ecrim
cnocobeH, nognucan u cobCTBEHHOPYYHO AATMPOBan MUCbMEHHYK OpMY MHCPOPMUMPOBAHHOIO cornacus,
CBUAETENb JOIMKEH ee noanucaTb U coOOCTBEHHOPYYHO AaTtupoBathk. MognuceiBas opmy cornacusi, ceuae-
Tenb NOATBEPXKAAET, YTO MHGOPMALMSA, coaepXKallasacs B popMe Cornacust n BCex Apyrnx NMCbMEHHbIX Ma-
Tepuanax, bbifia TOYHO pas3bsACHEHA U NOHATA CYOBEKTOM UMM €ro 3aKOHHbIM NPeACcTaBMUTENEM M YTO corna-
Cve Ha yyacTue B NccregoBaHun AaHo CyOBEKTOM MK ero 3aKOHHbIM NpeacTaBuTenem 4o0pOBOIbHO.

4.8.10. Kak B xoge pasbscHuUTeNbHOW Becenbl, Tak U B NUCbMEHHOW hopMe MHGOPMUPOBAHHOIO CO-
rnacus, a Takke nobbiXx APYrMx MMCbMEHHbLIX Matepuanax, NnpeaocTaBnseMbiX CyObekTam, OOIMKHO ObiTb
pasbsACHEHO criegytoLlee:

a) NccnepoBaHne HOCUT aKCnepuMEeHTanbHbIN XapakTep.

6) Llenb nccneposaHus.

B) BapuaHTbl neyeHuns B npoLecce nccrneaoBaHus n BEPOATHOCTb CNyYamHOro pacnpeneneHms B ogHy
N3 rpynn neyeHmus.

r) MNpouenypbl UccnefoBaHUs, BKOYasa BCe MHBA3WBHbIE NPOLeaypbl.

4) O6sa3aHHOCTN cybbekTa.

e) Te acnekTbl NccriegoBaHust, KOTOPbIE HOCAT KCNEPMMEHTAarbHbIN XapakTep.

X) Oxnpgaemblii pyuck unu HeygobcTea ansa cybbekTa, a Takke, B COOTBETCTBYIOLUMX Criyyasix, Ans am-
OpuroHa, nnoga vnu rpygHoro pebeHka.

3) Oxugaemble Bbiroga u/vinv nonb3a. Ecnv nonb3bl ¢ MEANUMHCKOW TOYKM 3pEHMS He npeanonaraeT-
s, TO cybbekT fomkeH ObiTb NOCTaBneH 06 9TOM B M3BECTHOCTb.
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1) NHble, noMnmo npegyCMOTPEHHbIX B MCCregoBaHuW, npouedypbl UM MeToAbl fieYeHusl, KoTopble
MOTyT ObITb OOCTYMHbI CyOBEKTY, a TakKe UX 3HaYMMble NMOTEeHUManbHble BbIroga W/Wnmn nonb3a, a Takke
puUcK.

K) KomneHcauus un/vinu nevenune, ocTynHble CyObekTy B criyvyae NpUYnMHEHUs Bpeda ero 34opoBbio B
pesyrnbTaTe y4yacTusi B UCCNeAoBaHun.

n) MNnaHupyeMble BbinnaTtbl CYyObEKTY 3a ero yyactve B MCCrneaoBaHMK, eCnm TakoBble NpeaycMoTpe-
Hbl.

M) MNnaHupyemble pacxoabl CyObeKTa, ecrnvm TakoBble OXWMAAKTCS, CBA3aHHbIE C €ro y4acTueM B UC-
crnegoBaHuu.

H) YyacTue cybbekTa B uccrnegoBaHum ABnsieTcst A0OPOBOSbHBIM, U OH MOXET OTKa3aTbCs OT y4YacTus
UNN BLINTW U3 NccnefoBaHnst B Ntobort MOMeHT 6e3 Kakux-nnbo caHKumi Ansa cebsa nnm notepu NonoXeHHbIX
BbIrog.

0) MonuTtopsl, ayantopbl, 9CO/HIK 1 ynorHOMOYEHHLIE OpraHbl B TOM Mepe, B KakOn 3TO JOMNyCKaeT-
Csl 3aKoHo4aTenbLCTBOM, OyayT MMeTb MPSIMOM OOCTYN K OPUrMHanbHbIM MEOULUHCKMM 3anucsaM cybbekTa
ONs NpOBEPKM NpoLeayp Wunu gaHHbIX KNMHUYECKOro MCCNeoBaHus, HE HapyLuas npu 3ToOM KOHUaeHUN-
anbHOCTU AaHHbIX CyObeKTa, U YTO CyOBEKT UMM ero 3aKOHHbIV NpeacTaBuTeNb, NOANUCHIBAs MUCbMEHHYHO
hopMy MHOPMUPOBAHHOIO cornacus, faeT paspeLleHe Ha Takom JOCTyn.

n) 3anuvcu, ngeHTMdUUMpyowme cydbekTa, byayT COXpaHeHbl B TaiHe U MOTYT ObITb pacKpbITbl TOMb-
KO B TOW Mepe, B Kakon 3TO JornyckaeTcs 3akoHoaaTenbcTBoM. [pu nybnukaumm pesynbTaTtoB uccnenosa-
HUs1 KOHDMAEHLMANBHOCTb AAaHHBIX CyObekTa byaeT coxpaHeHa.

p) CyObeKT unm ero 3akoHHbIN NpeacTaBuTeNb ByaeT CBOEBPEMEHHO O3HAKOMIIEH C HOBOW MHGOpMa-
uuen, cnocobHoM NOBNUATL Ha XxenaHue cyobekTa NpogoskaTb y4acTme B UCCNeLoBaHUN.

¢) Jlvua, K KOTOpbIM MOXHO 06PaTUTBLCH ANA NOMyYEeHUss AOMONTHUTENbBbHOM MHOopMaummn 06 ncenego-
BaHUM 1 npaBax CyOBbEKTOB MCCNEeAoBaHMWs, a TakkKe B Cnydae MpuYMHeHust Bpeda 340pOBbi CybbekTa B
pesynbTarte ero y4acTusi B UCCregoBaHum.

T) BoamoxHble 06CcTOATENBCTBA U/MMM NPUYUHBI, MO KOTOPLIM y4acTue cybbekta B MCCnegoBaHUn Mo-
XeT BbITb NpeKpaLLeHo.

y) MNpegnonaraemas AnNUTENbHOCTb y4acTusi CybbekTa B UCCNeaoBaHUN.

) MpubnmantenbHoe KONMYECTBO CyObLEKTOB, KOTOPOE NpeanonaraeTcs BKIOUYUTbL B UCCreoBaHue.

4.8.11. MNepen BKMIOYEHNEM B UCCeQOBaHNE CYOBLEKT MW €ro 3aKOHHLIN NPeACcTaBUTENb OOJKEH MO-
NyYnTb MNOAMUCAHHBLIN U OATUPOBAHHbLIA IK3EMMASAP MUCbMEHHOW (POPMbl MHPOPMUPOBAHHOIO COrnacus u
BCe pyrve npegocraBnsgemMble cyObekTam NMcbMeHHble MaTepuanbl. Bo Bpems yyactusa cybbekTa B uccne-
OOBaHNM CYyOBEKT UMK €ero 3aKOHHbIN NPeACTaBUTENb OOJPKEH MOMNyYaTb NOAMNMCAHHbIE N AATMPOBAHHbIE 3K-
3emMnnsapbl BCex Nnocneaywmx pegakunn opmbl MHPOPMUPOBAHHOIO COrMacus 1 KoMK BCeX MOMNpaBokK K
OPYTMM MUCbMEHHBIM Matepuanam, npegocTaBniemMbliM cyObekTam.

4.8.12. Ecnu B KNMHNYECKOM MCCIe4OoBaHNN (CBA3aHHOM NMOO He CBA3AaHHOM C JIe4EHUEM) y4aCTBYOT
CcybbeKTbl, KOTOpble MOryT BbITb BKMOYEHbl B UCCreQOBaHUE TONbKO Ha OCHOBAHWM COrfacus MX 3aKOHHbIX
npeacrasuTenen (Hanpumep, HeCOBEPLLUEHHONETHNE, NAaUNEHTbl C BbipaXeHHbIM cnaboymmnem), 10 cyObekT
[OomKeH ObITb NPoUHpOpMMpoBaH 06 nccnegoBaHMM B COOTBETCTBMM C €r0 CMOCOBHOCTBIO MOHATL 3TY WUH-
dopmaumio u, ecnn cybbeKkT B COCTOSHWMM, OH JOSDKEH noanucatb U cOBCTBEHHOPYYHO AaTMpOBaTh MUCh-
MeHHY0 opMy MHPOPMUPOBAHHOIO cornacus.

4.8.13. Kpome cnyyaeB, onucaHHbixX B 4.8.14., B nccnefoBaHue, He CBA3aHHOE C neveHueMm (T.e. uc-
crnegoBaHMe, B KOTOPOM He npeanoriaraeTcsl HENoCpeACTBEHHOW, C MEAMLMHCKOM TOYKM 3PEHUs], MOMb3bl
anga cybbekTa), MOryT ObITb BKITHOYEHDBI TOMBKO CyOBEKThI, KOTOPbIE NIMYHO Aa0T CBOE cornacue u cobCTBEH-
HOPYYHO NOAMNWCHIBAOT U AATMPYHOT MUCbMEHHY OpPMY MHOPMMPOBAHHOIO Cornacusl.

4.8.14. B nccnenoBaHusl, He CBA3aHHbIE C NIeYeHNEM, CyObEKTbI MOTYT ObiTb BKITHOUEHbI C COTNAcust UX
3aKOHHbIX NPeAcTaBUTENENn Npu cobniogeHnmn creayoLwmx yCrioBun:

a) Llenn nccnegosaHns He MOryT GbITb JOCTUMHYThI MOCPEACTBOM UCCHEN0BaHUA C y4acTueM Cyobek-
TOB, KOTOpbIE MOIYT AaTb CBOE cornacue nmyHo.

6) Oxvagaembii puck AN CybbekTOB HE3HaYNTENEH.

B) OTpuuaTtensHoe BO3AeNCTBUE Ha 300pOBbe CyObekTa CBe4eHO K MUHUMYMY U HE3HAYUTEMbBHO.

r) ViccnepoBaHue He 3anpeLleHo 3aKoHo4aTeNbCTBOM.

A) Ons BkoyeHMs Takux CyObeKToB [OMKHO ObiTb 3anpolleHO  cheumanbHoe  yTBepxae-
Hne/ogobpeHne SCO/HOK, yunTeiBatoLee aTOT acnexT.

MogoGHble MccnegoBaHus (3a MCKITHOYEHNEM 0BOCHOBaHHbIX CryYaeB) OOJKHbI NPOBOAUTLCS C y4a-
CTMEeM MauueHTOB, UMetoLLMX 3aboneBaHue, AN NeYeHus KOTOporo NpeaHa3HayYeH UccnegyemMblin NPoayKT.
CybObekTbl B TaKMX NCCNegOBaHNSAX OOIMKHbI HAXOOUTBLCSA Nog ocobo TwaTenbHbIM HabnaeHnem, n ux yya-
CTMe AOMKHO ObiTb MpEeKpaLleHo, ecny eCTb OCHOBaHMS nonaraTtb, YTO OHU UCMbITLIBAKOT Ype3MepPHbIN ANC-
KomMdoopT.
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4.8.15. Tpn HEOTNOXHbBIX COCTOSHWSAX, KOrga A0 BKIOYEHMS B UCCIegOBaHUE HEBO3MOXHO MOMNyYUTb
cornacue camoro cybbekta, OHO AOMKHO ObITb 3anNpoOLUEHO y ero 3aKOHHOro npeacTaBuUTensi, €Cnyv TakoBOM
npucyTcTeyeT. Ecnn npegsaputensHoe cornacue camoro cybbekra HEBO3MOXHO U OTCYTCTBYET €ro 3akOH-
HbI nNpeacTaBuTenb, TO ANA BKMOYEHUA CyObeKkTa B MccrnefoBaHWe OOMKHbl ObITb NpeanpuHAThl Npeay-
CMOTPEHHbIE MPOTOKONOM W/MNK APYrMMU OOKYMeHTamu un yTBepxaeHHble/ogobpeHHble OCO/HIK mepsl,
HanpaBreHHble Ha 3awuTy npae, 6e3onacHocTM 1 Gnaronony4ynsi cybbekTa, a Takke obecnednBatoLme co-
OTBETCTBME HOpMaTUBHbIM TpeboBaHuaM. CyObLEeKT UnM ero 3aKOHHbIA MPeacTaBUTENb LOIDKEH ObiTb B
KpaTyallime CpoK/ MOCTaBEH B M3BECTHOCTL 00 MCCneaoBaHWM, U Y HEro AOMKHO ObITb 3anpoLueHo corna-
Cve Ha NpoAdoIHKeHNe y4acTus B NCCriefoBaHnM, a Takke Apyroe cornacue, kak ato nonoxeHo (cm. 4.8.10.).

4.9. 3anncu 1 oTyeTHI.

4.9.1. WccnepoBatenb oSmkeH obecneynBaTbe MPaBUITbHOCTb, MOMHOTY, pa3bopynMBOCTbL M CBOEBpE-
MEHHOCTb MpeaoCTaBIeHNst CNOHCOPY AaHHbIX, cogepxawmxcs B IPK n Bo Bcex Tpebyembix oTyeTax.

4.9.2. lanHble B MIPK OomkHbI COOTBETCTBOBATb NEPBUYHON OOKYMEHTALUKN, U3 KOTOPOW OHU NepeHe-
CEHbl; UMEIOLLNECS PACXOXKAEHUS OOMKHbI ObITb 0O BACHEHDI.

4.9.3. Iltobble nsameHeHns unu ucnpaenenna B MPK gomkHel GbITb nognucaHsl, AaTMpoBaHbl, 00bsc-
HeHbl (MPY HEOBXOAMMOCTUN) N HEe AOKHbI CKPblBaTb NEPBOHAYanbHY0 3anuch (T.€. AOMMKEH BbITb CoOXpaHeH
"NOKyMeHTarnbHbIA cneq'); 3To OTHOCUTCS Kak K MUCbMEHHbIM, TakK U K 9NEKTPOHHbIM U3MEHEHUSIM UNN UC-
npaeneHusam (cMm. 5.18.4., 0)). CnoHcop AoMmKeH npeaocTaBuTb UccredoBaTendam U/MnuM nx ynonHOMoYeH-
HbIM MpPeACTaBUTENAM MHCTPYKLMIO O Nopsake ohopMIieHUs Takux ucrnpasneHnin. CnoHCOop OOMMKEH UMETb
NMCbMEHHbIE Mpouedypbl, NpegycmaTpuBaroLlme, YTo uameHeHns unu ncnpaenexus B IPK, BHocuMble ero
YNOSTHOMOYEHHBIMU MpeACcTaBUTENSIMU, AOKYMEHTarbHO OhOPMAAIOTCH, ABMAOTCA HEOOX0OUMbIMAU U 0f06-
pswTCca nccregosatenem. ViccnegoBaTtenb AOMKEH XPaHUTb 3anmMcy 06 3TUX 3MEHEHUSIX U UCTIPaBIEHMUSX.

4.9.4. ViccnepgoBaTenb/opraHn3aums AOMKHbI BECTU AOKYMEHTAUMIO MO NCCNeaoBaHn0 COrnacHo pas-
aeny 8 HacTosLero ctaHgapTa U HopmaTyBHbIM TpeboBaHusiM. VccnegoBaTtens/opraHM3aunst AOMKHbI Npu-
HMUMaTb Mepbl, MpeoTBpaLLaloLLme CriydarHoe Uiy NpexXaeBpeMeHHOe YHUUTOXEHNE 3TUX JOKYMEHTOB.

4.9.5. OCHOBHblE AOKYMEHTbI JOIMKHbI XPaHUTLCA HEe MeHee OBYX NeT Nocne yTBepXAeHUsa nocnegHemn
3asBKM Ha perucTpauuio npenaparta B Poccun unu ctpaHe - yyactHuue ICH 1 go tex nop, noka Hu ogHa 13
3asBOK He BygeT HaxooMTbCA Ha PacCMOTPEHMM U He ByaeT NnaHMpoBaThCsl HOBbIX 3asIBOK, UM HE MeHee
OBYX NeT nocne ouumnansHOro npekpalleHms KINMHUYECKon pa3paboTkn uccnegyemoro npogykra. 3t go-
KYMEHTbI JOJKHbI XpaHUTLCA Gonee ANUTENbHBIN CPOK B Cyvae, ecniv 310 NpeaycMOTPEHO HOPMAaTUBHBIMM
TpeboBaHNSIMM U JOFOBOPOM CO CMOHCOPOM. OTBETCTBEHHOCTBLIO CMOHCOpa ABMASETCA MHAOPMUPOBaHNE
nccrnegoBatens/opraHmsaumum 06 UCTEYEHUM CPOKa XpaHeHUs AOoKyMeHTaumm (cm. 5.5.12.).

4.9.6. PmMHaHCOBbBIE acneKTbl UCCNeaoBaHNs OOMKHbI OblTb OTpaXeHbl B AOrOBOpPE MeXay CMOHCOPOM
n nccnegosaTenem/opraHMsauuen.

4.9.7. Tlo 3anpocy monutopa, ayamtopa, OCO/HIK unmM ynonmHOMOYEHHOro opraHa wccregoBa-
Tenb/opraHv3aunst 4OMKHbI 06ecneynTb NPSAMON AOCTYM KO BCEM 3anUCAM, OTHOCSALLMMCS K MCCNEAOBaHMIO.

4.10. OTYeTbl 0 X04€e uccneaoBaHuUs.

4.10.1. NUccnepoBsatenb gomkeH npeactasnate ACO/HOK kpaTkne nucbMeHHbIe OTYeThl O Xo4e UC-
CnegoBaHMs exerogHo unu vawle, ecnum atoro Tpebyetr SCO/HOK.

4.10.2. NccnepoBaTtenb O0MKEH He3aMeanuTeNbHO NPeaoCTaBNATb MUCbMEHHbIE OTYETLI CMIOHCOPY,
OCO/H3K (cm. 3.3.8.) u, B COOTBETCTBYHLLNX CNy4asx, OpraHn3aLmmn o fobbiX N3MEHEHUSAX, CYLLECTBEHHO
BMNUAIOLLMX HA NPOBEAEHUE UCCNEOOBAHNSA /MK YBENNYMBAKOLLNX PUCK AN CyOBbEKTOB.

4.11. OTyeTHOCTb MO 6e30nNacHoOCTL.

4.11.1. O60 Bcex cepbesHbIX HexenaTtenbHbIx sBneHusax (CHA) Heobxogumo HemeaneHHo coobuaTtb
CMoHcopy, 3a ucknodeHmem Tex CHA, koTopble B NpoTOKOe wnu B ApyroM AOKyMeHTe (Hanpumep, B 6po-
Wope nccnegosaTtens) onpegeneHsl Kak He Tpebyowue HemenneHHoro coobuwenus. Nocne nepBrMYHOro
HemMeaneHHoro coobLeHnss Heobxoaumo B KpaTdamnlime CPOKM NPeAcTaBUTb NMOAPOOHBIA MUCbMEHHbIN OT-
yeT. MepBMYHbBIN 1 Nocregyowmne oTYeThl JOIPKHBI MAEHTUPULNPOBATL CyOBEKTOB NCCegoBaHUS No npu-
CBOEHHbIM MM YHUKasbHbIM KOAaM, a HE N0 MMeHaMm CyObeKkToB, NepCcoHanbHbIM MAEHTU(PUKALMOHHBIM HO-
Mepam u/unu agpecam. ViccnegosaTenb AOMKEH Takke cobniogaTe HOpMaTUBHbIE TpeboBaHUA, pernameH-
TUpylOLLME NpeaocTaBneHMe OTYETOB O HEMPeABUAEHHbIX CEPbE3HbIX HEeXenaTemnbHbIX peakuusax yrnosHo-
MOY€eHHbIM opraHam n 3CO/HOK.

4.11.2. O60 Bcex HexenaTemnbHbIX SIBMEHUSX W/UMN OTKINOHEHUsIX NabopaTopHbIX nokasaTtenen ot
HOPMbI, onpefesnieHHbIX NPOTOKONOM KaK KpUTUYeckMe Ans oueHkn GesonacHoctu, Heobxoammo coobwatb
CMOHCOpPY B COOTBETCTBUU C TPEOOBAHUAMMN K OTYETAM M B CPOKU, ONpPeAENEeHHbIE CIOHCOPOM B NPOTOKOJE.

4.11.3. Tpu coobLieHnssx o cmepTn uccnegosatenb 0643aH no 3anpocy cnoHcopa m OCO/H3K
npegocTaBuTb MO0y AOMOMHUTENBHY MHGOPMauuilo (Hanpumep, MPOTOKON BCKPbITUS U MOCMEPTHbIN
3NUKPU3).

4.12. MNpexgeBpemMeHHOe NpeKpaLleHme nnvm NpuocTaHoBKa NCCNeaoBaHus.
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Ecnu no kakon-nnbo npuumHe nccrnegoBaHne npexgeBpeMeHHO NpekpaLLeHo Uiy NpUoCTaHOBIEHO,
uccregoBatens/opraHm3aums  OOMMKHbI  He3ameanutenbHO MHAOPMMPOBaTbh CyObLEKTOB KCCnenoBaHus,
obecneuntb MM COOTBETCTBYIOLLEE NeYeHne n HabngeHne u, ecnu NpeaycMoTpeHo HOPMAaTUBHbBIMU Tpe-
BoBaHuAMK, MHPOPMMPOBaTL YNONHOMOYEHHbIE OpraHbl. Kpome Toro:

4.12.1. Ecnn uccnegosatenb nNpexaeBpeMeHHO npekpallaeT unm npnuocTaHasnmMBaeT uccrnegoBaHue
6e3 npeaBapuTENBHOMO Corflacusl CNoHcopa, OH JOJMKeH coobLwmMTs 06 3TOM opraHu3aumu, rae NpUMeHNMO,
N uccnegoBaTenb/opraHn3auus LOIMKHbI He3aMeanMTeNbHO NPOMHAOPMMPOBaTbL 006 3TOM CMOHCOpa U
OCO/H3K n npepocTtaButb cnoHcopy n 9CO/HIK nogpobHoe NnucbMeHHOe 00bACHEHUE NPUYMHBI NPUOCTa-
HOBKM WIK NpeKpaLleHns NccrefoBaHums.

4.12.2. Ecnv cnoHcop MpekpallaeT UM npuocTaHaBnmMBaeT uccnegosaHue (cMm. 5.21.), uccneposa-
Tenb [OOIDKEH He3amMeanutenbHO coobwmTe 06 3TOM opraHu3auuu, rae npyMMEHUMO, M Uccrenosa-
Tenb/opraHn3aumsi OOIMKHbI He3amennmMTenbHO npovHgopmupoBate 06 aTtom ACO/HIK u npepoctaButh
OCO/H3K nogpobHoe NCbMEHHOE 06 BACHEHNE MPUYMHBI MPUOCTAHOBKM UM NPEKpaLLEeHMs ccnegoBaHms.

4.12.3. Ecnn 9CO/H3K okoH4aTeneHO nnm BpeEMEHHO OT3bIBaET yTBEpXAeHne/oqobpeHue Ha npose-
OeHne uccneposanusa (cm. 3.1.2. n 3.3.9.), nccneposatenb OOMKEH COOOLWMTL 06 3TOM opraHusauuum, roe
NPMMEHUMO, M WCcregoBaTenb/opraHM3aums OOMMKHbl He3aMeanuTenbHO NpouHdOopMUpoBaTL 00 3TOM
CMOHCOpa M NPefoCcTaBUTb CMOHCOPY NoApoOHOE NMUCbMEHHOE OOBbSCHEHWE MPWUYUHBI NMPUOCTAHOBKU WU
npekpaLleHns nccnegoBaHus.

4.13. AToroBbIN OTYET UCcreaoBaTens.

Ecnu TpebyeTca, no 3aBepLUeHUn nccnegoBaHnst MCCnegoBaTenb AOMKEH COobLWMTb 06 3TOM opraHm-
3aumu; uccnegosatenb/opraHmsaumnsa AomkHbl npegoctaBnte ACO/HIK kpaTkmii oTyeT 06 UTorax uccneno-
BaHu4, a Takke Bce Tpebyemble OTYEThI YNONIHOMOYEHHBIM OpraHam.

5. CIIOHCOP

5.1. Obecne4veHne Ka4yecTBa U KOHTPOITb Ka4yecTBa.

5.1.1. CnoHcop OTBe4YaEeT 3a BHeAPEHNE U NoadepKaHne cuctem obecneyeHnst  KOHTPOSA KadyecTBa
¢ nucbmeHHbIMn COT, KoTopbie NMET CBOEN Lierblo obecneunTb NpoBeAeHME UCCreaoBaHus, coop, pern-
CTpaumio 1 npeacTaBneHne AaHHbIX B COOTBETCTBMM € npoTokonom, GCP n HopmaTeHbIMU TpeboBaHUAMM.

5.1.2. CnoHcop oTBeYaeT 3a obecnedeHne cornacusi BCeX BOBIEYEHHbIX CTOPOH Ha NpeaocTaBreHme
npsmoro goctyna (cMm. 1.21.) BO BCe y4yacTBylLME B UCCMEAOBaHUN LEHTPbl, KO BCEM MEPBUYHbIM OaH-
HbIM/OOKYMEHTaM 1 oT4eTaM B LEnsX MX MOHUTOPUHra U ayguTta CMOHCOPOM, a TakkKe WMHCMEKUUU HaLumo-
HanbHbIMU U MHOCTPAHHBLIMW YNONHOMOYEHHbLIMU OpraHamu.

5.1.3. KoHTponb KayecTBa crnefyeT OCYLEeCTBNATL HA BCEX aTanax paboTbl ¢ JaHHbIMK, YToObI 0bec-
NeYnTb NX OCTOBEPHOCTb M NPaBUNbHOCTL 06PaboTKK.

5.1.4. [loroBopbl Mexay CMOHCOPOM W uccriegoBaTenem/opraHusauuent nny nobor Apyron yy4acTBy-
IOLLIEN B MCCNEAOBaHMM CTOPOHOWM AOMKHbI BbITb COCTaBMEHbl B MMCbMEHHOW (DOPME KaK YacTb MPOTOKOMa
U B KAYECTBE CaMOCTOSITENbHbIX JOKYMEHTOB.

5.2. KoHTpakTHasa nccrnegoBaTenbckas opraHn3aums.

5.2.1. CNoHCOp MOXEeT MOSIHOCTbI UM YacTUYHO nepefaTtb 00683aHHOCTU U PYHKLUKM, CBA3aHHbIE C
npoBefeHMeM NCCNeaoBaHUs, KOHTPAKTHOW NccneaoBaTeNbCKOM opraHmM3auumn, ogHako OTBETCTBEHHOCTb 3a
KayecTBO M MOSMHOTY NOMyYEHHbIX B XO4E UCCNeaoBaHMsA AaHHbIX BCerga nexmt Ha cnoHcope. KoHTpakTHasa
nccregoBaTenbckas opraHmM3aumst 4OJKHA OCYLLECTBAATL MePbI N0 06eCnevYeHnto U KOHTPOSIO KavecTsa.

5.2.2. MNepenaya KOHTPaAKTHOWM MCCNEAOBATENLCKOW OpraHn3aLmmn nodbiX CBsI3aHHbLIX C UCCNeaoBaHN-
eM 065a3aHHOCTEN 1 DYHKLMIA JOIMKHA OblTh JOKYMEHTANbHO 0bopMIIEHA.

5.2.3. Bce cBA3aHHblE C nccrnegoBaHNeM 006A3aHHOCTU U (DYHKLWUW, HE NepefaHHble KOHTPaKTHOW UC-
CrnefoBaTenbCKON OpraHn3aLmMmn, OCTalTCs B KOMMNETEHLMN CMIOHCOopa.

5.2.4. Bce, 4TO B HACTOsLLEM CTaHAapTe KacaeTcsa CMoHcopa, Takke MPUMEHMMO K KOHTPAKTHOW MC-
CrnegoBaTenbCKON OpraHvM3auum B TOW Mepe, B KOTOPOW KOHTPaKTHas MccrnegoBaTenbckas opraHvsaumst
npuvHUMaeT Ha cebst 0693aHHOCTM 1 PyHKLUKM CMOHCOPa Mo NPOBEAEHUIO UCCNEAOBAHNS.

5.3. MeguuunHckas kBanudmkaums.

CnoHcop JOmKeH Ha3HaunTb obnagarLwmuin COOTBETCTBYOLWEN MeAMLIMHCKOW KBanudukaumen nepco-
Han, KOTopbl AOMKeH BbITb Bcerga AoCTyneH Ans peLleHnst CBSA3aHHbIX C UCCneaoBaHNMEM BOMNPOCOB Meau-
LIMHCKOro xapakTtepa. [pn HeobxoanmocTu Ans 3Ton uenu MoryT OblTb NPUBMEYEHbl BHELLHUE KOHCYNbTaH-
Thl.

5.4. In3anH nccnenoBaHus.

5.4.1. CnoHcop JormkeH npuBnekaTb KBanMUUMpOBaHHbIX nuL, (Hanpumep, BUOCTaTUCTUKOB, KITUHU-
Yyeckmx papMakororos, Bpaden) Ha Bcex aTanax uccregoBaHus - oT pa3paboTku npotokona, UPK n nnaxHa
CTATUCTUYECKOro aHanu3a Ao NoAroTOBKU MPOMEXYTOYHOrO U (hMHANBHOro OTHETOB.
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5.4.2. Takke cMm. pasgen 6 HacToswero ctangapTta, pykosoacteo ICH "Ctpyktypa u cogepxaHue oT-
yeTa O KIMHMYECKOM MccriefoBaHnn" 1 apyrme cooTBeTCTBYoWwMe pykoBoacTea ICH no amsanHy, npoTokony
W opraHu3aLmm uccnegoBaHums.

5.5. MeHegxmeHT nccnegoBaHus, paboTta ¢ gaHHbIMKU 1 BedeHne JOKYMEHTauumu.

5.5.1. CnoHcop obs3aH npuenekaTb obnagaloLmx COOTBETCTBYOLEN KBanudukaumen nuy ans obuue-
ro pykoBoAcTBa mMccrnegoBaHnem, paboTbl ¢ AaHHbIMKU, BEpUdUKaLMM SaHHbIX, NPOBEAEHNSt CTaTUCTUYECKO-
ro aHanusa u NOAroToBKM OTYETOB 006 MCCcrneoBaHNN.

5.5.2. CnoHcop MOXeT MpUHSATL peLleHre 06 obpa3oBaHUM HE3ABUCUMOIrO KOMUTETA MO MOHUTOPUHTY
AaHHbix (HKMI) ona paccmoTpeHust xoda KIMHUYECKOrO MCCNeaoBaHus, BKMOYasi pacCMOTPEHME AaHHbIX
no 6e30nNacHOCTM M OCHOBHbIX NapaMeTpoB 3(PEKTUBHOCTU, a TakkKe AN BbIpabOTKM pekoMeHAaL M CNoH-
Copy O LlenecoobpasHOCTN NPOAOIHKEHUS, NPEKPALLEHNS NCCIENOBaHNS UM BHECEHUS B HErO M3MEHEHWN.
HKM[ gormkeH nmeTb NUCbMEHHbIE OnepauMoHHbIe Npoueaypbl U BECTUM MUCbMEHHbIE 3amnncu BCEX CBOMX
3acegaHun.

5.5.3. MNpn ncnonb3oBaHUN INEKTPOHHBIX CUCTEM ANA paboThl C AaHHLIMU UCCRELOBAHUSA U/UNWN nek-
TPOHHbIX CUCTEM yAANEeHHOro AocTyna K AaHHbIM CIOHCOP AOMKEH:

a) ObecneunTb U JOKYMEHTanNbHO 0pOpPMUTL COOTBETCTBUE CUCTEM INEKTPOHHON 06paboTkn AaHHbIX
YCTaHOBIEHHbIM CMOHCOPOM TPeOOBaHMAM K NMOMHOTE, TOYHOCTU M HAaAEXHOCTU AaHHbIX, @ Takke cTabunb-
HOCTb JOCTWXeHUs Tpebyemoro pesyneTaTta (T.e. BanMgauuio).

6) UmeTb COIN No MCNONb30BaHUIO 3TUX CUCTEM.

B) ObecneunTb paboTy cuctem Takum obpasom, YTOObI MOXKHO ObINIO M3MEHATb OAHHbLIE U MPU 3TOM
BHOCMMbIE M3MEHEHUS Obinn Obl 3340KYMEHTMPOBAHbI, @ paHee BBeAEHHble AaHHble He Obinu 6bl yaaneHsi
(T.e. ~Mencsa QOKyMeHTarnbHbIN cnes).

r) imeTb cuctemy 3awutbl, NpegoTBPALLAoOLLYI0 HECAaHKLUMOHNPOBAHHbIV AOCTYN K AaHHbIM.

) NMeTb cnncok nuu, HageneHHbIX NPaBoOM BHOCUTbL M3MEHEHUs B AaHHble (cM. 4.1.5. 1 4.9.3.).

e) ObBecne4vnBaTb afeKkBaTHOE pPe3epBHOE KOMMPOBAHNE AAHHbIX.

X) CoxpaHATb MAacKMPOBKY B MCCNEA0BaHUAX, NPOBOANMbIX CnenbiM METOAOM (T.€. COXPaHSATb MacKu-
pPOBKY NMpu BBOAE M 06paboTke AaHHbIX).

5.5.4. Ecnn B npouecce o6paboTkv AaHHble TpaHC(OPMUPYIOTCH, BCerga AOSbkHa CyllecTBoBaTb
BO3MOXHOCTb CPaBHEHUS UCXOOHbIX AaHHbIX C 06paboTaHHbIMK.

5.5.5. CnoHcop JoMmKeH MCMOoNb30BaTh YHUKamNbHbIN MOAEHTUMMKALUMOHHBIN Ko cybbekTa (cM. 1.58.),
NO3BOMSOLWNIA MOEHTMDULMPOBATL BCE AaHHbIE MO KAXO0MY CyOLEKTY.

5.5.6. CnoHcop unu gpyrve Bnagernblbl JaHHbIX JOMKHbI XPaHWUTb BCE OTHOCSLLMECS K CIOHCOPY OC-
HOBHbIE€ JOKYMEHTbI MO MccregoBaHuto (CM. pasaen 8 HacTosiLwero ctaHgapTa).

5.5.7. CnOHCOp AOMKEH XPaHWUTb BCE OTHOCALLMECS K HEMY OCHOBHbIE JOKYMEHTbI MO UCCref0BaHuio B
COOTBETCTBMM C HOPMATMBHbIMK TPeDOBaHMAMW TEX CTPaH, B KOTOPbIX MPOAYKT OJ0OpEeH n/unu B KOTOpbIe
CrnoHcop cobnpaeTcs obpaTuTbca 3a ogobpeHnem.

5.5.8. Ecnu cnoHcop npekpaLlaeT KNMHUYeckyto paspaboTky nccnegyemoro npoaykra (no 0gHoOMY Mnm
BCEM MOKa3aHusIM, NyTAM BBEAEHWS, NEKapCTBEHHbIM (hopMaM), OH AOIMKEH XPaHUTb BCE OTHOCALLMECH K
CMOHCOPY OCHOBHbIE AOKYMEHTbI MO NCCNEAOBaHUIO B TEYEHME MO KpanHen mepe ABYX fneT ¢ MOMeHTa ou-
LmnanbsHoOro npekpaileHus paspaboTku N B COOTBETCTBUN C HOPMATUBHLIMU TpeboBaHMAMMN.

5.5.9. Ecnn cnoHcop npekpaiyaeT KNMHUYECKYo pa3paboTKy uccrenyemMoro npoaykTa, OH AOMMKEH Co-
obWKTbL 06 3TOM BCEM y4yacTBYKOLLMM B UCCREeSOBaHUM uccrnegoBaTensm/opraHn3auusam 1M ynonHOMOYEH-
HbIM OpraHam.

5.5.10. Iliobas nepepaya npaB coBCTBEHHOCTM Ha AaHHble OOSMKHA ObiTb AoBedeHa A0 CBeOeHWs
YMOSTHOMOYEHHBIX OPraHOB B COOTBETCTBUM C HOPMATMBHBIMW TpeDOBaHUAMM.

5.5.11. OTHOCALMECS K CMIOHCOPY OCHOBHbIE AOKYMEHTBI OOJIKHbI XPaHUTLCS HE MeHee ABYyX NeT Mno-
cne yTBepXOeHus nocnegHen 3asiBku Ha permctpauuio npenaparta B Poccun unm ctpaHe - yyactHuue ICH m
00 Tex nop, noka HW ogHa M3 3asBOK He OydeT HaxOAMTbCS Ha PacCMOTPEHUU U He ByAdeT nnaHupoBaTbCA
HOBbIX 3asBOK, UNIW HE MEHee ABYyX NeT nocne ouumanbHOro NnpekpaLleHns KnnHuyeckon drasel paspaboT-
KN nccrnegyemoro npoaykra. 3T JOKYMEHTbI AOMMKHbI XpaHUTbCA 6onee AnuTenbHbIA CPOK B Cnyyae, ecnm
3TO NPeayCMOTPEHO HOPMATUBHbIMU TPeBOBaHUAMUN U HEOHXOAMMO CMOHCOPY.

5.5.12. CnoHcop OomkeH B NMCbMEHHON dhopMme UHopMmMpoBaTb UccriedoBaTenen/opraHmsauumn o
HeOOXOAMMOCTU XpaHEHUS CBA3AHHbIX C UCCMEeLOBaHMEM 3arucen, a Takke MMCbMEHHO M3BECTUTb UX, Kak
TONbKO HEOOXOAMMOCTb B AarbHENLLEM XpaHEHUN OTNageT.

5.6. Bbibop nccnepoBartens.

5.6.1. CnoHcop HeceT OTBETCTBEHHOCTb 3a BblOOp nccrnegoBatenen/opraHmnsaumin. Kaxabin nccnego-
BaTesnb AOIMKEH MMETb KBanudurkauuo, onbiT 1 pecypcbl (cm. 4.1., 4.2.), [ocTaTouHbIe A5l NPOBEAEHNSA UC-
crnegoBaHus, AN KOTOpOro oH BbibpaH. Ecriv B MHOroLEHTPOBBIX MCCNeaoBaHMAX HEOOX0AMMO OpraHv3o-
BaTb KOOPAMHALMOHHBIN KOMUTET U/Unun BbibpaTb KOOPOUHATOPOB M3 YMCMa uccregoBaTenemn, To aTo ABNSA-
eTcsa 0643aHHOCTBIO CNOHCOopa.
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5.6.2. [lo nognucannsa goroeBopa C uccriegoBatenem/opraHn3aumern Ha nNpoBedeHMe UCCneaoBaHus
CMOHCOp JOJMKEH NPedoCTaBUTb MCCregoBaTento/opraHnsanmm npoTokon n GpoLuopy uccrnegosartens B Te-
Kyllen pefakuum u gaTb uccrnegoBatento/opraHnsaumm JOCTaTouHOE BPeEMs Af1s1 O3HAKOMITEHUS C NPOTOKO-
oM 1 NpeaocTaBneHHOW MHopMaLuuen.

5.6.3. CrnoHcop JOMmKeH NonyyYnTb cornacue nccnegoBaTens/opraHmsauunu:

a) npoBoanTb uccnegoBaHue B cootBeTcTBUM ¢ GCP 1 HopMmaTtuBHbIMK TpeboBaHusaMmK (cm. 4.1.3.), a
TakXke C NPOTOKOSIOM, COrNacoBaHHbIM CO CMOHCOPOM M yTBEPXXAEHHbIM/0ao6peHHbIM QCO/H3IK (cm. 4.5.1.);

6) cobnogaTh npoueaypbl perncTpaumm/npeacTaBneHns AaHHbIX;

B) Ha NpoBeAEeHE MOHUTOPUHIa, ayauta u nHcnekumi (cm. 4.1.4.);

) XpaHWUTb OCHOBHbIE JOKYMEHTbI, CBSI3aHHbIE C UCCINEAOBaHWEM, 40 TEX MOP, NOKa CMOHCOP He COo0b-
LWMT uccriegoBatento/opraHn3auum, YTo 3T JOKYMeHTbI 6onblue He Tpebytotea (cm. 4.9.4. n 5.5.12.).

CnoHcop u uccriegoBaTenb/opraHn3aums OOIDKHbI MOANMCaTbh MPOTOKON WM MHOW OOKYMEHT, MoA-
TBEPXOarLWmMIM 3TO cornacue.

5.7. Pacnpenenenune obsasaHHocTeN.

[o Havana uccnegoBaHWst CNOHCOP OOMKEH YCTaHOBUTL UM pacnpedenuTb BCe CBA3aHHbIE C UcCrneno-
BaHuem 0653aHHOCTU N DYHKLNW.

5.8. KomneHcaumm cybbektam u nccnegoBaTensim.

5.8.1. Ecnu npegycMoTpeHO HOpMaTUBHbLIMU TPeboBaHUAMMK, CMOHCOP OOMMKEH obecneyvnTb CTpaxo-
BaHWe UNW rapaHTMpOBaThb HOPUONYECKYIO U OMHAHCOBYO MOAAEPXKKY MccnenoBaTens/opraHn3aumm B criy-
Yyae npeabsBAEHUS UM MPETEH3UN, CBA3aHHbIX C UCCNEeLOBaHMEM, 3a UCKITYEHNEM TeX NMPETEH3UN, KOTO-
pble BO3HMKNN B pe3ynbTaTte yMbICla UM HEOCTOPOXXHOCTU CO CTOPOHbI MCCNEAOBATENS UMM YIIEHOB UC-
CrnegoBaTenbCKOro KONeKTMBa.

5.8.2. MNpaBuna v npouedypbl CNOHCOPa OOSMKHBI MpegycMaTpuBaTh BO3MELLEHNE pacxodoB Ha feye-
HMe CyOBbEKTOB B Cryyae NpUYMHEHWs Bpeda X 300pOBbl0 B pesyrbTate MX y4acTus B UCCrnegoBaHuy B CO-
OTBETCTBMM C HOPMATMBHbLIMU TPEOOBaHUAMMN.

5.8.3. Ecnn cybGbekTbl uccnegoBaHus Mnony4varoT KOMMEHCcaLuuMio, nopsaok M cnocob komneHcaumu
OOMMKHbI COOTBETCTBOBATb HOPMATMBHbLIM TPEOOBaHUSM.

5.9. duHaHcnpoBaHue.

PurHaHCOBbIE acneKTbl UCCrefoBaHUSA OOMKHbI ObiTb JOKYMEHTaNbHO ohOpMIIEHbI B BUAe OOroBopa
MeXy CMOHCOPOM U UccnegoBaTtenemM/opraHusaumnen.

5.10. YBegomneHne yrnonHOMOYEHHbIX OpraHoB/noaaya 3asiBku B YNOfIHOMOYEHHbIE OpraHbl.

[lo Ha4Yana KIMHMYECKOro NCcCregoBaHUs CMOHCOP (MM CMOHCOP COBMECTHO C MccriegoBaTenem, ecnm
3TO NPegyCcMOTPEHO HOPMATUBHBIMU TPEOOBaAHWSIMW) JOSPKEH NOAaTh B COOTBETCTBYIOLLME OpraHbl BCe Tpe-
BOyemble 3asBKM A1 MX PACCMOTPEHUSA, NPUHATUS W/ NONyYeHns paspeLleHns HavaTb uccregosaHune (B
3aBMCUMOCTM OT HOpMaTUBHbLIX TpeboBaHuin). Bce yBegoMneHus/3asBkn OOMKHbI ObITb AaTUPOBaHbI U CO-
AepxaTb 4OCTaTOYHY MHAOPMaLMIO AN naeHTuduKaLmMm npoTokona.

5.11. MNMoaTteepxaeHue paccmotpeHus ICO/HIK.

5.11.1. CnoHcop OOMKEH NoNyyYnTb OT UccnegoBaTens/opraHn3aumm:

a) HanmeHoBaHue n agpec ACO/HOK uccnegosatensa/opraHnsaumy;

6) nogTBepxaeHne or ACO/HOK Toro, 4Yto OH opraHmM3oBaH u gencTeyeT cornacHo GCP u cooTBeT-
CTBYIOLLEMY 3aKOHOOATENbLCTBY;

B) AOKyMeHTanbHO odopMrieHHoe yTBepxaeHne/onobperHne OCO/HIK n, no TpeboBaHMio cnoHcopa,
KOMUIO TEKYLLEW BEPCMU NPOTOKOMA, MMCbMEHHON (hOPMbl MHGPOPMMPOBAHHOIO Cornacus U nbbIX Apyrux
NpefocTaBnsieMbIX CybbekTaM NMMCbMEHHbIX MaTepuasroB, a TakKe onvMcaHue OENCTBUI MO MPUBIEYEHUIO
CyOBEeKTOB K y4yacTuio B UCCNeaoBaHUW, OOKYMEHTOB, OTHOCSALUMXCHA K MPeayCMOTPEHHbIM Afsi CyObekToB
BbINfaTtam 1 KOMNeHcauusam, n NniobdbiX UHBIX JOKYMEHTOB, KOTOpble MOrnu ObiTh 3aTpeboBaHbl QCO/HOK.

5.11.2. Ecnn 3CO/H3K obycrnoenuBaeT Bbigady CBOEro yTBEPXAEHMA/0000peHNs BHECEHMEM U3Me-
HEHMN B Kakme-nmbo acnekTbl ccrnegoBaHus, Hanpumep B MPOTOKOS, MMCbMEHHYIO (hOpMYy UH(POPMUPOBaH-
HOro cornacusi unu niobble UHble NpegocTaBnsieMble cybbekTam NMCbMEHHble MaTepuansl uwunu gpyrue
npouenypbl, CIOHCOP AOMKEH MOMyYnTb OT UcCcregoBaTens/opraHu3auum Konmm BCEX M3MEHEHHbIX OOKY-
MEHTOB M AaTy nony4eHHoro yteepxaeHus/ogobperns 9CO/HIK.

5.11.3. CnoHcop [JormkeH Nony4ntb OT MccredoBaTens/opraHn3auum JOKYMEHTaUMUI0 U aathl MoObIX
NOBTOpPHbIX yTBepxaeHun/ogobpernn ACO/HOK, a Takke pelueHuin 06 OT3bIBE UMM NPUOCTAHOBKE paHee
BbIJAHHOIO yTBEpXAeHMa/ogo0bpeHus.

5.12. Indopmauums ob nccnegyembix NpogyKrax.

5.12.1. MNMpn nnNaHMpoBaHWM NCCNEAOBaAHUI CMOHCOP AOSMKEH pacnonaratb AOCTaTOMHbIM OOBbEMOM
NOMYyYeHHbIX B AOKITMHUYECKMUX U/UMN KITMHUYECKNX UCCNEeA0BaHMAX AaHHbIX MO 6e3onacHoCcTu u apdekTus-
HOCTW, OnpaBAbIBaKOLLMX NMPUMEHEHME MUCCNedyeMoro npoaykra C MCMNoNb30BaHWEM COOTBETCTBYIOLLMX My-
Ten BBeAEeHMS 1 403 NPU COOTBETCTBYIOLLEN ANMUTENBHOCTU Y B COOTBETCTBYHOLLIEN NOMYMALUN.
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5.12.2. CnoHcop pomkeH obHOBNATbL GpOLUOPY MccrnegoBaTens No Mepe MNoslydyeHust HOBOWM Cylle-
CTBEHHOW nHdopMaLmm (CM. pasgen 7 HacToslLLero ctaHgapTa).

5.13. lNpon3BoOACTBO, yNakoBKa, MapKMpoBKa 1 KOANPOBaHUE nccnegyemblx NpoayKTOB.

5.13.1. CnoHcop gomkeH obecneyvnTb, YTOBLI nccnegyemble NPOAYKThI (BKIHOYas, B COOTBETCTBYHOLMNX
crnyyasix, akTMBHble npenapaTtbl cpaBHEHUS 1 nnauebo) nmenn xapakTepucTuki, COOTBETCTBYIOLLME CTaaum
pa3paboTku AaHHbIX NPOAYKTOB, ObiNM NPON3BeAeHbl B COOTBETCTBMMN C NMPUMEHUMbIMU TpeboBaHuamn GMP
1, B COOTBETCTBYIOLLMX CMyYasXx, 3aKOAMPOBaHbl 1 MapKMpoBaHbl Takum obpa3oM, YTobbl obecneunTb 3aLum-
Ty MackmpoBku. Kpome Toro, MapknpoBka JOMKHa COOTBETCTBOBATb HOPMaTUBHbLIM TPeOOBaHNSAM.

5.13.2. CnoHcop JomkeH onpefenutbe ANs Uccneayemblx NPOAYKTOB TemnepaTypy XpaHeHus, ycro-
BV XpaHeEHUs (Hanpumep, B 3allULLIEHHOM OT CBeTa MECTE), CPOK XpaHEeHWs, pacTBOPUTENN 1 Npoueaypbl
0N pa3BefeHnsl U BOCCTAHOBIMEHMS, a TakkKe, eCrv TakoBble NpegyCMOTPEHbl, YCTPONCTBA 4118 BBEAEHMS
npoaykra. CnoHcop OOIMKEH MHAOPMUPOBATL 06 3TUX TpeBOBaHMAX BCE BOBIIEYEHHbBIE CTOPOHbI (Hanpumep,
MOHWTOPOB, UCCregoBaTenen, NPOBU3OPOB, ML, OTBETCTBEHHbIX 3a XpaHeHue).

5.13.3. Uccnepyemblie npoayKTbl AOMKHbI BbITh ynakoBaHbl Tak, YTOObI NPeoTBpaTUTbL MX 3arpsi3He-
HMe n obecneydnTb X COXPaHHOCTb (MPUrOAHOCTL) MPU TPAHCNOPTUPOBKE U XPaHEHUN.

5.13.4. Ina uccnegoBaHuin, B KOTOPbIX UCMOMb3yeTCs CRenov MeTon, cuctema KOAMPOBaHUS uccne-
AyeMoro npofykta AOofKHa BKMovaTb B cebA MexaHu3Mm, MO3BOMSIOWMNA, B SKCTPEHHbIX Criydasix, ObicTpo
naeHTMduumMpoBaTb NPOAYKT, HO, B TO e BPeMs, He JOMYyCKaloLMii BOSMOXHOCTU HE3aMETHO PackpbITb Kof.

5.13.5. Ecnu nekapctBeHHas popma mnccrnegyemoro nNpoaykta unu npenaparta CpaBHEHUSI Ha KINUHU-
4YecKkoM 3Tane M3yyeHus Obina CyLeCTBEHHO M3MEHEHA, TO 40 UCMOMb30BaHNS HOBOW NEKapCTBEHHOW ¢hop-
Mbl B KITMHUYECKNX UCCNEAOBAHMAX OOJMKHbBI ObITb NONy4YeHbl pe3ynbTaTthl NoObiX JONOMHUTENBHBIX UCChne-
OOBaHWA JaHHOW NeKapCTBEHHOW (hopMbl nMpogykTa (Hanpumep, ctabunbHOCTM, pacTBopumocTn, Guogo-
CTYMHOCTW), Heobxoanmble ANst OLEHKN TOro, CMOCOOHbI NN AaHHbIE N3MEHEHMUS CyLLIECTBEHHO NOBMUATb Ha
drapmaKkoKMHeTMYeCKnin Npocunb NpoaykKTa.

5.14. lNocTtaBka nccrnegyemblix NpOAyKTOB M NpaBunia obpalleHns ¢ HUMN.

5.14.1. CnoHcop oTBeYaeT 3a NOCTaBKy MccrneaoBaTento/opraHnsaLmm nccnegyemoro npoaykra.

5.14.2. CnoHcop He JOMKeH NOCTaBNATb MCCneayeMbli NPOAYKT uccnegoBartento/opraHnsanmm oo Tex
nop, Noka He Nony4uT BCIO Tpebyemylo JoKymeHTauuo (Hanpumep, yteepxaeHue/ogobpeHne 3CO/HIK u
YMOSTHOMOYEHHbIX OPraHoB).

5.14.3. NncbmeHHbIe Npoueaypbl CNOHCOpa AOMKHbI BKIoYaTh B cebs MHCTPYKUUKM Anst uccriegosare-
na/opraHu3auum No npasunam XpaHeHus uccrefyemoro NpoAaykTa u obpalleHus ¢ HUM, a Takke no Befe-
HWUIO COOTBETCTBYHOLLEN JOKYMeHTauun. MNpouenypbl 4OMKHBI ONMCbIBaTb Ge3onacHoe nonyvyeHne uccnepy-
€MOro npogykTa, obpalleHne C HAM, ero XpaHeHne v Bblgadvy, U3bAaTue HEMCNONb30BAHHOIO UCCNeayemMoro
npoaykTa y CyGbeKkToB 1 BO3BpaT €ro CrnoHcopy (Mbo nHoe pacnopsKeHne HeMcnonb30BaHHbIM NPOAYKTOM,
€CIn 3TO CaHKLWNOHMPOBAHO CMOHCOPOM M COOTBETCTBYET HOPMATMBHBIM TpeboBaHMAM).

5.14.4. CnoHCcop [LOMKEH:

a) obecneunTb CBOEBPEMEHHYIO NOCTaBKy MCCNeayeMblX NPOAYKTOB UccneaoBaTensm,;

6) OOKYMeHTUpOBaTb MOCTaBKM, NofyvyeHune, Bbigady, BO3BpaT M yHU4TOXEeHue (Nnnbo nHoe pacnops-
XeHue) uccrnegyemMbix NpoAyKToB (CM. pa3gen 8 HacTodwero ctaHgapTa);

B) UMeTb CMCTEeMy BO3BpaTa MCCMeQyemoro npodykrta U AOKYMEHTMPOBaHMSA MOAOGHOro M3bATUS
(Hanpumep, oT3biBa HpakoBaHHOrO NpPoAyKTa, BO3BpaTa MpoaykTa nocrne OKOHYaHWs UCCrefoBaHWs U no
NCTEeYeHUn cpoka roqHoCTK);

r) UMETb CUCTEMY YHUYTOXEHMUS (MO0 MHOMO pacrnopsiXeHWs1) HEMCMNOMNBb30BaHHbIX NCCregyemMbIx Npo-
OYKTOB 1 JOKYMEHTMPOBaHUSA NO40BHOIO YHUUTOXEHUS (MMBO MHOrO pacrnopsiKeHus).

5.14.5. CnoHcop OOMXKEH:

a) MNpuHATL Mepbl No obecneyeHnto CTabunbHOCTU UCCneayeMbiX NMPOAYKTOB Ha MPOTSXEHUN BCEro
nepuoga Mcrnosnb30BaHus.

6) VimeTb gocTaTo4yHOE KOMMYECTBO MCMOMb3YEMOro B UCCNEeAO0BaHNAX UCCrnegyemMoro npoaykra, Yto-
Obl noaTBEPANTL, B CNyvae HeobxoauMOCTH, ero COOTBETCTBME crneumdukaunsam, a Takke BeCTM y4eT aHa-
NN30B M XapakTepmucTuk obpasuoB npoaykTa u3 naptun. B 3aBucMMocTn ot ctabunbHOCTM 06pasLbl JOMKHbI
ObITb COXpaHeHbl NMBO OO0 OKOHYaHUS aHanusa AaHHbIX MO UccnegoBaHuio, Mo B TeYeHne cpoka, onpeae-
NEeHHOro COOTBETCTBYHOLLMMU HOPMAaTUBHbLIMK TpeboBaHMAMM, UCXOOSA U3 TOro, Kakon nepwog sensetcsa 6o-
nee AnuTENbHbIM.

5.15. OocTyn Kk 3anucam.

5.15.1. CnoHcop JOoImKeH NpeaycMOTPeTb B MPOTOKOSE UM MHOM MUCbMEHHOM COrfnalleHum obsizaH-
HOCTb MccnegoBartens/opraHnsauumn obecneynTs NPSIMON AOCTYN K NEPBUYHLIM AaHHBIM/OOKYMEHTaLMn Ans
Luenen MOHUTOpWHra, ayauTa, akcneptuadbl QCO/HIK, a Takke MHCMEKUUM CO CTOPOHbLI YMONMHOMOYEHHbIX
OpraHoB.
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5.15.2. CnoHcop gormkeH ybeamTbCcs B TOM, YTO Kaabli CyOBbEKT Aan NMCbMEHHOEe cornacue Ha npsi-
MOW AOCTYM K €ro OpuUrMHanbHbIM MEOVLUHCKMM 3anucam AN uernen MOHUTOPUHIa, ayauTta, aKCnepTusbl
OCO/H3K, a Takke MHCNeKUMm co CTOPOHbI YNOSTHOMOYEHHbIX OPraHoB.

5.16. MHdopmaums, oTHocaLwasnca K 6e30nacHoCTy.

5.16.1. CnoHcop oTBeYaeT 3a NOCTOSHHYO OLeHKY 6e30macHOCTU nccnegyemblx NpoayKTOB.

5.16.2. CnoHcop OomKeH He3amMeanuTenbHO YBEOOMUTb BCEX 3aHATLIX B MCCNeaoBaHUU uccnenosa-
Tenen/opraHnsauum, a Takke YNoJIHOMOYEHHbIE OpraHbl O MOMYYEeHHbIX AaHHbIX, KOTopble MOryT Hebnaro-
NPUATHO OTpasnTbCsA Ha Ge3onacHoCTN CyObLEKTOB, MOBMUSATL Ha NPoBedeHue nccnenoBannst MMbo nsme-
HUTb yTBepxaeHne/onobpenne 3CO/HIK Ha npogosmkeHne nccrnegoBaHus.

5.17. CoobLeHnsa 0 HexxenaTerbHbIX peakuusx.

5.17.1. CnoHcop JoMmKeH B BO3MOXHO Bornee KOpOTKUA CPOK coobLLaTh BCEM Yy4YacTBYHOLIMM B UCChe-
[oBaHuu nccnegosaTenam/oprannsaumam, ACO/HIK, roe ato TpebyeTcs, a Takke yNONMHOMOYEHHbBIM opra-
Ham 000 BCex HexenaTterbHbIX Peakuusix, KOTOpble OOHOBPEMEHHO SABMSAOTCS CEPbe3HbIMU U HenpeaBu-
OEHHbIMU.

5.17.2. Takme akcnpecc-oT4eTbl OOSMKHBI COOTBETCTBOBAaTb HOPMAaTUBHBLIM TpeboBaHMAM U PyKOBOA-
ctey ICH "OueHka paHHbIX MO KNUHWM4Yeckon 6e30MacHOCTM: TEPMUHOMNOMMS U CTaHdapTbl 3JKCnpecc-
oT4yeTHOCTU".

5.17.3. CnoHcop JOMmKeH NpeacTaBnsaATb Ha PacCMOTPeHME YMNOMHOMOYEHHbIM OpraHam BCe HOBble
OaHHble N Nnepuoguyveckmne oTyeTbl N0 6Ge30nacHOCTM NccresyemMoro nNpoaykTa B COOTBETCTBUN C HOpMATUB-
HbIMW TpeboBaHMAMMN.

5.18. MOHUTOpPWHT.

5.18.1. Llenb

Llenbio MOHMTOPUWHIra nccnegoBaHns ABMSETCS NpoBepKa TOro, YTo:

a) MNMpaea 1 6narononyyne cyObEKTOB 3aLLMLLEHbI.

6) MNpegcTaBneHHble AaHHble SABASAKOTCA TOYHBIMM, MOMHBIMU W MOATBEPXKOAIOTCA NMEPBUYHON OOKY-
MeHTauuen.

B) WccnepoBaHve npoBoAUTCA B COOTBETCTBUM C YTBEPXKAEHHOW TEKyLWehn Bepcuen MpOTOKO-
na/nonpasok, GCP n HopMaTuBHbIMK TpeboBaHUAMMN.

5.18.2. Bbibop MOHMTOPOB U X KBanMdUkauus

a) MoHUTOpPbI AOMKHBI Ha3HA4YaTbCA CNOHCOPOM.

6) MoHVTOpPbI OOMKHBI MMETb COOTBETCTBYIOLLYK MOArOTOBKY, a Takke obrnagaTb HayYHbIMU WM/Unu
KMMHUYECKUMWN 3HAHUAMW, HEOBXoOUMBIMW Afs NPOBEOEHUst Haafexallero MOHMTOpPMHIa MCCregoBaHus.
KBanudukauns MOHUTOPOB AOMKHa ObITb NoATBEPXAEHA JOKYMEHTANBHO.

B) MOHUTOPLI AOMKHbI AeTanbHO 3HaTb UCcnegyemble NpoayKTbl, MPOTOKOS, MUCbMEHHYIO (POpMYy UH-
hOPMMPOBAHHOIO Corfnacus 1 Bce Apyrue npegocraBnsemMble cybbektam nMcbMeHHble MaTepuansl, COrl
crnoHcopa, GCP n HopmaTuBHblEe TpeboBaHUS.

5.18.3. O6bem 1 cogepxaHme MOHUTOPUHra

CnoHcop pomkeH obecneuntb Hagnexawuin MOHUTOPUHI uccnegosaHuii. CNOHCOP OOSMKEH onpege-
nnTb HeobxoaMMble 06BEM U COAepXXaHMe MOHUTOPWUHra UCXo4a U3 uenen, 3agay, MeToOAoNorMum, CrnoXxHo-
CTW, MackMpoBKM, 06BbeMa 1 OLIEHMBaEMbIX NapaMeTpoB uccrnegoBaHus. Mo obuwemy npaeuny, ¢ LeNbo Mo-
HUTOpPUHra TpebyeTca nocewatb UccnegoBaTenbCkne LEHTPbl 40, BO BPEMS M MOCMe OKOHYaHUs uccneno-
BaHusA. OOHaKO B UCKITHOYUTESBHBIX CIlydasix CMOHCOP MOXET PeLUTb, YTO MOHUTOPUHI 6e3 BM3NTOB B UC-
crnegoBaTenbCKMe LIEHTPbl B COYETaHMU C TakMMUK Mpouedypamu, Kak TPEHVHI U NMPOBEAEHUE COBELLAaHWMN
uccriegoBaTtenen, npeaoctaBneHMe MM nogpobHOro MUCbMEHHOTO PYKOBOACTBA MOXET rapaHTUPOBAHHO
obecneuntb Hagnexallee nposedeHne uccregoBaHusa B cootBetctBumn ¢ GCP. Ctatuctnyeckn onpegens-
€Mble KOHTPOSIbHbIE BbIDOPKM MOTYT CIY>XUTb NpUEMeMbIM METOAOM Anst 0T6opa NpoBepseMbIX AaHHbIX.

5.18.4. O6a3aHHOCTM MOHMTOpPA

MoHuTop, B cooTBeTCcTBUM C TpeboBaHMAMKM CnoHCOopa, JOJKeH obecneunTb Hagnexaiwee nposege-
HWe 1 AOKYMeHTarnbHoe odopmrieHne nccrnenosaHusi. C 3ToM Lenbio MOHUTOP, KOrga yMecTHO 1 Heobxoau-
MO C Y4E€TOM KOHKPETHOrO UccrneaoBaHms U UCCnenoBaTenbCKOro LIEHTPa, BbINOTHAET HXKENEePEeUYNCrieHHbIe
nencreus:

a) BbicTynaeT B kauecTBe OCHOBHOIO CBA3YIOLLIErO 3BEHA MeXay CMOHCOPOM W nccrnegoBaTenem.

6) MNpoBepsieT B Ha4yane v Ha NPOTSXKEHWM BCEr0 UCCrefoBaHUSA afeKBaTHOCTb KBanudmkaumm u pe-
cypcoB uccriegosatens (cm. 4.1., 4.2., 5.6.), a Takke JOCTATOMHOCTb AN ©e30macHOro 1M Haanexallero
NpOBEeAEHUS UCCNEOOBaHNS UMEIKLUXCA JIOACKMX M MaTepuarnbHbIX PecypcoB, BKodas nabopatopuu,
obopynoBaHue 1 nepcoHann.

B) B oTHOWeEHUN nccnegyembix NPOAYKTOB MOHUTOP NPOBEPSET criedyoLlee:

1) CPOKM 1 yCrOBMS XpaHEHUS NPUEMIEMbl U KONTMYECTBO AOCTAaTOYHO A0 KOHLA UCCrefoBaHus;

2) ncecnegyemble NpoAyKTbl MOMyYakoT TOMNbKO Te CyObeKTbl, KOTOPbIM OH Ha3Ha4eH, U B Ao3ax, ycTa-
HOBIEHHbIX NPOTOKOMOM;
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3) cybbekTam npedocTaBrieHbl HEOOXOAUMbIE MHCTPYKLUUKM MO MPaBUIIbHOMY NMPUMEHEHUIO Uccrnenye-
MbIX MPOOYKTOB, OOpaLLEHUIO C HAMU, UX XPaHEHWUIO 1 BO3BPaTY;

4) nonydeHue, NpMMEHEHWEe W BO3BpaT WUCCNedyeMbIX MPOAYKTOB B UCCReAoBaTeflbCKOM LIEHTpe
OOMKHBbIM 0O6pa30M KOHTPONMPYIOT M 0POPMAAIOT JOKYMEHTANbHO;

5) yHuuTOXXEHUE (NMMBO MHOE pacnopsKeHre) HEUCNONb30BaHHbLIX UCCreayeMblX NPOAYKTOB B Uccne-
[OBaTeNbCKOM LIeHTpe OCYLLECTBNSAOT B COOTBETCTBMU C HOPMAaTMBHbLIMK TpebOBaHWAMU 1 MO COrnacoBa-
HUIO CO CMOHCOPOM.

r) NpoBepseT cobniogeHne nccnegoBaTenemM yTBEPXKAEHHONO MPOTOKOMNa M BCEX YTBEPXKAEHHbIX Mo-
NpaBoOK K HEMY, €CIM TaKOBbIE NMEIOTCS.

4) MNMpoeepsieT, 4TOObI NMCbMEHHOE MH(POPMUPOBAHHOE COrfacne Kaxgoro cybobekTa Obifio Nony4yeHo
[0 Havarna yyactus B MCCredoBaHuM.

e) ObGecrneunBaeT Hanuumne y MccriegoBaTens TeKyllen pefakuumn GpoLuopbl uccnegoBaTens, BCex
OpYrMX OOKYMEHTOB M Matepuanos, HeobxoanMbix NS NPOBeAEHMS UCCNeaoBaHMsa Hagnexawmm obpasom
N B COOTBETCTBUM C HOPMATMBHbIMY TPeBGOBaHMAMN.

x) ObBecneumBaeT 10, YTOObLI MCCreaoBaTeNb U €ro COTPYAHUKN, 3aHSATbIE B UCCNeAoBaHnU, Obinm go-
CTaToO4YHO MHGOPMMPOBaHLI 06 UccnegoBaHUK.

3) [poBepseT, UTO UccneaoBaTernb U ero COTPYAHUKK, 3aHATbIE B UCCNeA0BaHMM, BbIMOMHAOT CBA3aH-
Hble C uccregoBaHueM 06s3aHHOCTU B COOTBETCTBMM C NPOTOKOSIOM M BCEMW APYTUMW MUCbMEHHbLIMU CO-
rmaweHnsiMum Mexagy CMNOHCOPOM W uccrnegoBaTenieMm/opraHv3aumer U He nepeaaroT BbIMONHEHWE CBOWX
PYHKLMIN HEYMOSTHOMOYEHHbIM NNLaM.

n) MNpoBepsieT cobniogeHre nccnegoBartenem Kputepmes otbopa npu BKIKOYEHUU CyObLEKTOB Mccne-
OOBaHuS.

K) CoobLuaeT 0 ckopocTu Habopa CyObLEKTOB B UCCIEAOBaHME.

n) lNpoBepsieT NpaBWUibHOCTb, MOMHOTY M CBOEBPEMEHHOCTb PErmcTpaumn OaHHbIX B MEPBUYHBIX U
OPYrX OTHOCALLUXCS K MCCeAOoBaHWI0O JOKYMEHTaX, a Takke NOpsifoK UX BedeHMs.

M) MNpoBepsieT, YTO UccnegoBaTenb NPeAOCTaBNsET BCe Tpebyemble 0TYEThI, YBEAOMIIEHUS, 3anpoChl
N NoA0OHbIE AOKYMEHTbLI M YTO OHU SIBMNSKTCSA NPaBUMbHBLIMK, MOMHBIMK, CBOEBPEMEHHLIMU, pa3bopymBbIMY,
AaTUpoBaHbl U MOEHTUMULMPYIOT UCCreaoBaHMe.

H) MpoBepsieT NpPaBMIIbHOCTb U MOMHOTY AaHHbIX B VIPK, NepBMYHbLIX JOKYMEHTax U ApYyrux OTHOCS-
LLUMXCS K MCCreaoBaHUI0 3anvcsax NyTem COMOCTaBMeHUst ux mexay cobon. B ocobeHHOCTH, MOHWUTOP Aon-
)KEH MpoBepuTb criegyloLlee:

1) NpaBMNbLHOCTb BHECEHUS] TPebyeMbIX MPOTOKOMOM AaHHbiXx B MIPK 1 nx cooTBETCTBME AaHHBIM B
nepBUYHOM JOKYMEHTaLMu;

2) nobble N3MeHeHUs1 403bl N/ Tepannm YeTKo AOKYMEHTanNbHO OGOOPMIISITCA ONS KaXaoro cyob-
eKTa uccrnegoBaHus;

3) HexXenaTenbHbIE ABIEHNS, COMYTCTBYIOLLEE NeYEHNE N UHTEPKYPPEHTHbIE 3aboneBaHns perncTpu-
pytotcsa B IPK B cOOTBETCTBUM C NPOTOKOMNOM;

4) nponyLeHHble CyObekTOM BU3UTbI, HEMPOBEAEHHbIE aHanu3bl U HEBLINOMHEHHbIE 06CnefoBaHUA
AcHo oTpaxeHbl B VIPK kak TakoBble;

5) Bce cnyvaun ncknioyeHns n BblbbiBaHNSI CyObEKTOB M3 UCCreaoBaHMsA 3aperMcTpMpoBaHbl U 00bsC-
HeHbl B VIPK.

0) CoobwaeT nccnegosaTento o noodbIx gonyweHHbIx B MPK owmnbkax, nponyckax u Hepasdop4mBbixX
3anncax. MoHUTOp JOImKeH npocneanTb 3a TeM, YTOObI COOTBETCTBYIOLIME MCNpaBrieHnsi, JobaBneHus nnm
BblYEPKMBaHWA OblNn caenaHbl, 4aTUpOBaHbl, 00 bACHEHbI (eCn HEOOXOAMMO) M MOANUCAHBI CAMUM UCChe-
gosaTenem nnbo ynosTHOMOYEHHbLIM Ha nognucaHme 3a Hero nameHeHui B VIPK uneHom nccnegoBarternbcKo-
ro konnektuea. [JaHHble MONTHOMOUYUSA OOIMKHbI ObITh 3aKpenneHbl 4OKYMEHTarbHO.

n) MNMpoBepsieT cobniogeHne CPOKOB COOBLLEHNSA O HexenaTenbHbIX SIBIeHUsX, onpegerneHHoix GCP,
npotokoriom, OCO/H3K, cnoHCOpOM 1 HOpMaTUBHBIMK TPEOOBAHNSIMN.

p) MpoBepsieT BeaeHue uccnegoBaTeneM OCHOBHbIX AOKYMEHTOB (CM. pasgen 8 HacTosiwero craH-
aaprta).

c) CoobuaeT nccnegosatento 06 oTkNoHeHuUsx oT npotokona, COMM, GCP n HopMaTusHbIX Tpebosa-
HUI, a Takke npeanpuHMMaeT HeobOXxoduMMble OEWCTBUSA C Lenblo NpeaoTBpaTuTb MOBTOPeHWe nogobHbIX
OTKINOHEHWI.

5.18.5. lNpouenypbl MOHUTOPUHTa

MoHuTop gomkeH cobntogate nucbMeHHble COIN cnoHcopa, a Takke npouenypbl, cneumnanbHoO onpe-
OeneHHble CMOHCOPOM 151 MOHUTOPWHIA KOHKPETHOIO MCCeg0BaHus.

5.18.6. OT4eT MOHUTOpaA

a) MNocne kaxgoro BM3nTa B UCCNEQOBATENbCKMIN LIEHTP MITU CBA3AHHOTO C UCCrefOBaHUEM KOHTaKTa
MOHWTOP OOIMKEH NPEACTaBUTb CMIOHCOPY NMMCbMEHHBIN OTYET.
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6) OTueTbl 4OMKHbI BKOYaTh B cebsl gaTy, HAMMEHOBaHWE LIEHTPA, UMS MOHUTOPA, UMS UCCreoBa-
Tens UM MHOTO LA, C KOTOPbIM COCTOSANCH KOHTAKT.

B) OTyeTbl AOMKHbI codepXaTb KpaTkoe onncaHne 0ObEeKTOB NPOBEPKKU, COOBLLEHNE MOHUTOPA O Cy-
LLLEeCTBEHHbIX OaHHbIX/akTax, OTKIOHEHUSIX U HefgocTaTkax, BblBOAbLI, ONMCaHUEe OEWCTBUNA, NpeanpuHATbLIX
nnbo nnaHMpyembIx n/vnu pekomeHgyembix Ans obecneveHus cobnogeHuns TpebosaHui npotokona, GCP n
YMONTHOMOYEHHbIX OPraHoB.

r) MNpoBepka CNOHCOPOM OTYeTa U MocneywLlme 4eNCTBMA N0 HEMY OOMMKHbI ObITb JOKYMEHTANbHO
0hOpPMIIEHBbI YNONTHOMOYEHHbLIM NPEACTAaBUTENEM CMIOHCOPA.

5.19. AyauT.

lMpn npoBegeHun ayauTta B Npegernax Mep, HamnpaBneHHbIX Ha obecrnedeHne KayecTBa, CMOHCOPbI
OOMKHbI y4YUTbIBATh:

5.19.1. Uenb

Llenbio cnoHcopckoro ayauta, NpoOBOAMMOIO OTAENbHO M HE3aBMCMMO OT PYTUMHHbBIX (PYHKLUMI MO MO-
HUTOPWUHIY N KOHTPOSO KayecTBa, SIBNSEeTCS OLeHka COOTBETCTBUS MPOBOAMMOrO UCCNeL0BaHUS NPOTOKONY,
COIl, GCP n HopmaTuMBHbIM TpeboBaHMAM.

5.19.2. Bbibop v kBanudukauns ayamtopos

a) [ins npoBedeHus ayauTa CNOHCOP AOJPKEH HA3HaYUTb MWL, HE3AaBUCUMbIX OT KIMHUYECKUX Uccre-
OOBaHWN.

6) CnoHcop 06s13aH ya0CTOBEPUTLCA B TOM, YTO ayanTOpbl 06nagaloT AOCTaTOUHOW KBanuduKaumen,
T.€. MOArOTOBKOM WM OMbITOM, AN NPOBeAeHus ayauTa Haanexawmm obpasom. Keanudukaums aygutopa
OOMkHa ObITb MOATBEPXKAEHA LOKYMEHTAbHO.

5.19.3. lNpoueaypbl ayanta

a) CnoHcop gomkeH ybeanTbes, YTO ayauT KIMHUYECKUX NCCNeaoBaHU/NporpaMm npoBOANTCH B CO-
OTBETCTBMM C NMMCbMEHHBIMM MPOoLeAypamMu CroHCopa, onpeaensowumMm 06beKT ayauTa, MeToabl nposeae-
HWst ayguTa, YacToTy ayauToB, a Takke hopMy U cogepxaHue oT4eToB 06 ayguTe.

6) PaspaboTaHHbIi CNOHCOPOM MfaH ayauta W npoueaypbl ayauTa UccnegoBaHus OOMKHbl ObiTb
onpegeneHbl 3Ha4YMMOCTbIO JAaHHOIo UCCreaoBaHMs A4S nogayvun 3asiBOK B YNONIHOMOYEHHbIE OpraHbl, KOmnu-
YeCTBOM CYyOBLEKTOB, YHaCTBYIOLLMX B UCCNEA0BAHMU, TUMOM U CIIOXHOCTLIO UCCNEeAOBaHWs, CTENEHbIO pUcka
Onsa cyObEeKTOB MCCreaoBaHust, a Takke LOIMKHbI ObiTb MPUHATLI BO BHMMaHWe niobble BbIsIBNIEHHbIE MPO-
onembl.

B) 3ameuvaHus 1 BbIBOAbLI ayauTa OOMKHbI ObiTb 0hopMIIEHbI OKYMEHTAIBHO.

r) [Ans coxpaHeHns HE3aBUCUMOCTU U LIEHHOCTU (OYHKLMM ayauTa YNONHOMOYEHHbIE OpraHbl He OOMK-
Hbl B PYTUHHOM MopsigKe 3anpalwmBaTth oT4eThl 06 ayaute. YNONMHOMOYEHHbIE OpraHbl MOryT obpallaTbes 3a
OOMyCcKoM K oTyeTaM 00 ayauTe, ecrnv MMEKTCA CBUAETENbCTBa cepbe3Horo HecooTtBeTcTBua GCP, nnn B
cny4vae cyfebHbix pa3bupatenscrs.

A) Ecnn ato TpebyeTca coOTBETCTBYIOLLMM MECTHbIM 3aKOHOAATENbCTBOM UMW MOA3aKOHHBbIMW aKTa-
MU, CMIOHCOP OOIMKEH NPEeACTaBnTb CBUAETENBCTBO O NPOBEAEHHOM ayauTe.

5.20. HecobniogeHne npumeHnMbix TpeboBaHMn.

5.20.1. HecobnogeHnune npotokona, COlN, GCP n/unu cooTBEeTCTBYIOLWNX HOPMATUBHLIX TpeboBaHMN
nccnegoBaTtenem/opraHMsaumMen N COTPYOHUKOM CMOHCOpa AOSMKHO BecTu K GesoTnaratenbHbiM Oew-
CTBMSIM CMOHCOpa, HanpaBneHHbIM Ha obecneyeHne nx cobnogeHus.

5.20.2. Mpun obHapyXeHUM B XO4e MOHUTOPWUHIA UNnN ayauTa Cepbe3HbIX U/WUMK NOBTOPSIOLWLMXCS Cry-
YaeB HecoOMNAeHNS NPUMEHMMBIX TPeOOBaHWIN CO CTOPOHLI UccriegoBaTensd/opraHM3anm CNOHCOP AOMMKEH
npekpatuTb ydacTue wuccrnegoBaTens/opraHusaumMm B uccriegoBaHun. Ecnm ydactve  wmccneposaTte-
nsi/opraHn3aummn npekpawieHo B pesynbTaTe Cepbe3HbIX W/UIN NMOBTOPSHOLWMXCHA ClydaeB HecoOnoaeHUs
NPMMEHUMbIX TPebOoBaHU, CNOHCOP OosmkeH 6e3oTnaratensHO yBeAOMUTL 06 3TOM YNONHOMOYEHHbIE Opra-
Hbl.

5.21. [locpo4yHoe npekpalleHne nnm NpMoCcTaHOBKa MCCIeLOBaHuS.

Ecnu nccnepoBaHve OOCPOYHO MpeKpalleHo MMM MPUOCTAHOBMEHO, CMOHCOP AOSPKEeH He3amennu-
TenbHO COOOLWNTL UccrneqoBaTensamM/opraHn3aumusimM U yNnonHOMOYEHHbBIM OpraHam O NpekpaLleHnun unm npu-
OCTaHOBKE, a TaKKe ykasaTb MPUYUHbI NpekpaweHusa unm npuoctaHoBkn. ACO/HOK Tarke gormkeH 6biTb
HeMeaneHHo MH(OpPMUPOBaH CMOHCOPOM UMK UccregoBaTenem/opraHnsaumnent (B COOTBETCTBUM C HOpMa-
TMBHbLIMU TPEOOBaAHUSMM), B TOM YUCIIE U O NPUYNHAX NPEKPALLEHUS UM MPUOCTAHOBKM UCCNEeL0BaHUS.

5.22. OT4YeT 0 KIIMHUYECKOM MccneaoBaHUM/UCHbITaHUN.

HesaBncrMo OT Toro, ObINo N nccrnefoBaHue 3aBepLUEHO MO NPOTOKOMY UK NpeKpaLleHo JOCPOYHO,
CMOHCOp JoMmKeH obecneunTb COCTaBeHne u NpeacTaBneHme B YNONHOMOYEHHbIE OpraHbl (B COOTBETCTBUM
C HOpMaTUBHbIMK TpeboBaHMSIMMU) OTYETOB O KITMHUYECKOM uccnegoBaHuMu. CnoHCop Takke OoImkeH obec-
neyYnTb COOTBETCTBUE OTYETOB O KITMHUYECKOM UCCNEO0BaHUN, BXOASLLMX B COCTaB 3as8BK/ Ha pernctpaumio,
ctaHgapTtam pykoeogcTtea ICH "CTpykTypa n cogep)xaHne oT4eTOB O KIMHU4YeckoM uccnegosanumn” (Mpume-
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yaHue - PykoBoacTtBo ICH "CTpykTypa n cogepxaHne OT4eTOB O KITMHUYECKOM MCCrefoBaHnN" yKasbiBaeT,
YTO B OTAESbHbIX CIlydasix MOryT 6bITb MPUEMINEMbl COKpaLLEHHbIE OTYETHI).

5.23. MHoroueHTpoBble nccnegoBaHus.

Mpy MHOrOLEHTPOBBIX UCCNELOBaHNSX CMIOHCOP A0SKEH obecneunTb cnegyroulee:

5.23.1. Bce nccneposatenu NpoBOAAT UCCNEAOBaHNE B CTPOrOM COOTBETCTBUM C MPOTOKOSIOM, corfna-
COBaHHbIM CO CMOHCOPOM W, ecnuM TpebyeTcs, C YMNOMHOMOYEHHbIMA OpraHamMu W YTBEPXKOEH-
HbIM/0g06peHHbIM QCO/HIK.

5.23.2. IPK paspaboTaHbl Takum obpa3om, 4Tobbl cobpaTb Bce TpebyeMble AaHHbIE U3 BCEX LIEHTPOB,
y4acTBYKOLUX B MHOMOLEHTPOBOM MCCredoBaHuMM. Tem wuccnegosaTensiM, KOTopble cobupatoT LOMNOSHMW-
TenbHble AaHHbIE, JOJPKHbI ObITb Takke npegocTaBneHbl gononHutensHele VIPK, paspaboTaHHblie ansa cbopa
OOMOSNTHUTENbHBIX AAHHbIX.

5.23.3. Obsa3aHHOCTN uccnenoBaTenen-kooOpAMHATOPOB N OPYrMX UccredoBaTenen AOKYMEHTarbHO
3aKkpenfieHbl 4O Havana uccrnegoBaHus.

5.23.4. Bcem uccnegoBaTtensaMm npegocTaBrneHbl UHCTPYKLUUKM NO COBNIoAEeHUI0 NpoToKona, eAuHbIX
CTaHAapTOB OLIEHKM KITMHUYECKMX M NabopaTopHbIX AaHHbIX, a Takke no 3anonHeHunto VPK.

5.23.5. CBA3b Mexay nccrnegoBaTensaMmu He 3aTpyaHeHa.

6. MPOTOKOJT KMIMHNYECKOIO MCCINEOOBAHUA
W MOMPABKU K MPOTOKOIY

Mo obuwemy npaeuny, cogepxaHve NPOTOKONa UCCNEAOBaHNSA LOIMKHO UMETh YKa3aHHYH HUXKe CTPYK-
Typy. OgHako nHopMaLums, MMerLLLas OTHOLLEHWE TOMbKO K OQHOMY MCCIEeAOBATENbLCKOMY LIEHTPY, MOXET
ObITb NpeacTaBneHa Ha oTAEeNbHbIX CTpaHMUax NPOTOKOMa UM CoaepXXaTbCsl B OTAENbHOM COrfalleHmu, a
YacTb NPMBEOEHHOW HDKE MHPOPpMaLMM MOXET Takke COAepXKaTbCs B APYIMX AOKYMEHTAX, CCbIfIKM Ha KOTO-
pble MMETCA B NPOTOKOIIE, HAaNpumep B OpoLUope nccregoBaTens.

6.1. O6wasn nHpopmaums.

6.1.1. HasBaHue npoTtokorna, MaeHTUUKALMOHHbIN HOMEP NpoToKona 1 gata. Jliobas nonpaeka Takke
[OJDKHA UMETb HOMEp NMonpaeku 1 aary.

6.1.2. HanmeHoBaHue/Msi n agpec CoHCopa U MOHUTOPA (€CNN OHW PasnMyaloTCs).

6.1.3. Ms1 n QOMKHOCTb NKL, YNOMHOMOYEHHbBIX OT MMEHM CMOHCOpa NOoAMNMCbIBaTb NPOTOKOM U MNo-
npaBKK K MPOTOKONY.

6.1.4. Ims1, [OMKHOCTb, apec U HoMmep TenedoHa Ha3HaA4YEeHHOro CMNOHCOPOM MEAULIMHCKOro aKkcnep-
Ta No JaHHOMY MCCrefoBaHuIo.

6.1.5. ms n pomMXKHOCTb UccrenoBaTenemn, oTBeYaoLWMX 3a NPOBEeAEHNE NCCNeaoBaHUs, a TaKkke aa-
peca u Homepa TenedOoHOB KIMHNYECKNX LIEHTPOB.

6.1.6. ma, OOMKHOCTb, agpec U HOMep TenedoHa KBannuuUMpPoOBaHHOIO Bpaya, OTBeYaloLlero 3a
MPVHATME BCEX PELUEHUN MEONLIMHCKOrO XapakTepa (ecnu AaHHoe N1LO He SBMsieTCs nccnegosaTenem).

6.1.7. HaumeHoBaHMs 1 agpeca KIMHUYECKMX riabopaTopuin U ApYrMx MEAUUMHCKUX UM TeXHUYe-
CKMX CNYX0 n/vnn opraHnsauni, BOBNIEYEHHbIX B UCCIIeOBaHNE.

6.2. ObocHoBaHMe nccrnegoBaHUS.

6.2.1. HaszsaHue n onucaHue uccnenyembix NpOaYKTOB.

6.2.2. CBogHOE N3MNoXeHWE NOTEHLUMANbHO MMEILLMX KITMHUYECKYI0 3HAYMMOCTb pe3ynbTaToB OOKMU-
HUYECKMX UCCNeoBaHUN, a Takke pe3ynbTaToB KIMHUYECKMX UCCNEeOoBaHWA, 3HAYMMbIX NS OaHHOMo UC-
cnenoBaHus.

6.2.3. KpaTtkoe onucaHne n3BeCTHbIX U MNOTEHUMATbHbIX PUCKOB U NOMb3bl AN CyOBHEKTOB UCCNedOBa-
HUS1, eCn TaKOBble NMEHTCS.

6.2.4. OnucaHne n obocHoBaHue crnocoba BBeAEeHWSs, JO3MPOBKN, pexnma Ao3MpoBaHns U Kypca Ie-
YyeHus.

6.2.5. YkasaHue Ha To, 4TO uccrefoBaHne bygeTt npoBOANTLCS B COOTBETCTBMM € NpoTokonom, GCP un
HOpMaTUBHLIMK TPEBOBAHMAMM.

6.2.6. OnucaHue nccnegyemMon nonynsauumn.

6.2.7. CCbINKM Ha NUTepaTypHble UCTOYHMKU U AaHHble, CYLLECTBEHHbIE AN UCCneaoBaHus U npea-
crtaBnsowwme cobon o6o0CHOBaHNE OAHHOIO UCCeaoBaHuS.

6.3. Llenu u 3agauv nccnegosaHus.

[eTanbHoe onucaHne uenemn n 3agad nccnegoBaHus.

6.4. nsanH nccnenoBaHus.

Hay4yHass 060CHOBaHHOCTb MCCNEAOBaHUA U OOCTOBEPHOCTb MOJSTYYEHHbIX B UCCNELOBaHUN OaHHbIX
CYLLIECTBEHHO 3aBMUCAT OT AM3aiHa nccriegoBanuns. OnvcaHue avsanHa nccnegoBaHnst OMKHO BKIKOYATh B
cebs:
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6.4.1. YKaszaHue OCHOBHbIX U OOMNOMHUTESbHbIX (NP HaNU4MM) Uccrenyembix napameTpoB, KOTOpble
OyayT oueHMBaTbCS B XO4€ UCCrefoBaHus.

6.4.2. OnncaHve Tuna/amsariHa NPOBOAUMOrO UccrenoBaHus (Hanpumep, ABOMHOe cnenoe, nnauebo-
KOHTpOnMpyemoe, napannenbHoe) u rpadmyeckyto CXxemy amsanHa muccnegoBaHus, npoueayp M atanos uc-
cnepoBaHus.

6.4.3. OnucaHne Mep, HanpaeIeHHbIX HA MUHUMU3ALMIO/UCKIOYEHNE CYOLEKTUBHOCTU, B TOM YUCTIE:

a) paHgomusaumu;

6) cnenoro MmeToaa/MacKupoBKMU.

6.4.4. OnMcaHue Ucnosnb3yemoro B UCCNEAOBaHNM fIeYeHnsl, JO3NPOBKU U CXEMbl MPUMEHEHUS NCCTie-
Ayemblx nNpoaykToB. Takke BkMntoyaeT B cebs onucaHne NnekapcTBEHHOM (POpMbl, YNAKOBKM U MapKUPOBKU
nccnegyemMbix NpOA4YKTOB.

6.4.5. Oxxugaemasi NpPOOOIPKUTENBHOCTb Y4acTUsi CyObEKTOB B MCCregoBaHUW, OnMcaHue nocnegosa-
TENbHOCTU W NPOAOIHKUTENBHOCTU BCEX MNEpUMOAOB MWCCMeAOoBaHWs, BKIOYas nNepuop MnocneayoLwero
HabngeHus, ecnu TakoBOW NPeayCMOTPEH.

6.4.6. OnucaHve "npaBun OCTaHOBKW" uUNn "KpUTEpPUEB UCKMNOYEHUA" ANs oTAenbHbIX CyObekToB, Ya-
CTeln uccnegoBaHnst Ny UccnegoBaHns B LEESNIOM.

6.4.7. lNMpouenypbl y4yeTa uccrnegyemMbix NMpPoayKTOB, BKMKYas, NpU Hanuyum, nnauebo v npenapaTtbl
CpaBHeHus.

6.4.8. XpaHeHve paHOOMN3aLMOHHbIX KOAOB M Npouenypbl X packpbITUS.

6.4.9. MNepeyeHb BCeX OaHHbIX, pErMcTpupyembix HenocpeacTeeHHo B VIPK (T.e. 6e3 npeaBaputens-
HOW 3anMcy B MMCbMEHHOM UMW 3NIEKTPOHHOM BMUAE) M pacCMaTpuBaeMbIX B KAQYECTBE NEPBUYHbIX AaHHbIX.

6.5. OT6op 1 ncknyeHne cyobLEKTOB.

6.5.1. Kputepun BrntoueHnst CyObeKToB.

6.5.2. Kputepun HeBKNtoYEeHUS CyObEKTOB.

6.5.3. Kputepun ncknroveHms cybbekToB (T.€. OCHOBaHUS NpeKpaleHns NPpUMMEHEHNS UCCnegyemoro
npoaykTa/mccrnenyemoro nevyeHus), a Takke npouenypbl, onpegensoLme:

a) Korga u kak cyb6bekToB MCKMoYaTbh M3 UccneoBaHusa/nedeHms ncenegyembiM npogyKToM.

6) Kakne gaHHble 1 B Kakne Cpokun AOMKHbI BblTb COBpaHbl MO UCKIIOYEHHBLIM NaLneHTaMm.

B) 3aMeHeHbI N1 1 Kakum 06pa3om BhIObIBLUME CYOBHEKTHI.

r) Mocnepytoulee HabnogeHne 3a cyobekTaMu, UCKITHOYEHHBIMU U3 NIEYEHUST UCCNEQYEMbIM NPOAYK-
ToM/nccnegyembiM fieHeHneM.

6.6. JleyeHne cyObEKTOB.

6.6.1. OcywecTBnsiemoe neyeHve, BKYasi Ha3BaHUSA BCEX NMPOOYKTOB, UX AO3UPOBKX, YacTOTy npue-
Ma, nyTu/cnocobbl BBEAEHMS, a Takke MPOOOIPKUTENbHOCTb feYeHusl, BKIoYas nepuoabl nocregyouwero
HabnoaeHnsa Ans Kaxaon rpynnbl NeYeHns ncenegyemoiMm npogyKramu.

6.6.2. JlekapcTBa/cnocobbl NeYyeHns, NPUMEHEHNE KOTOPbIX pa3peLleHo (BKYas HEOTITOXHYO Tepa-
Nn0) UMK He paspeLLeHo A0 U/Mnu BO BpeMs UCCneaoBaHus.

6.6.3. MeToabl kKOHTpONA 3a cobrogeHnem npoueayp cybbekTamu.

6.7. OueHka a(pdHeKTUBHOCTH.

6.7.1. lNepeyeHb napameTpoB 3hHEKTUBHOCTH.

6.7.2. MeToabl M CPOKM OLEHKK, perucTpauumn u aHanmsa napameTpoB aPekTUBHOCTN.

6.8. OueHka 6e3onacHoCTW.

6.8.1. lNepeyeHb NnapameTpoB 6e30NacHOCTH.

6.8.2. MeToabl 1 CPOKK OLIEHKM, PETMCTPaLUN U aHanM3a napameTpoB 6e3onacHoCTu.

6.8.3. TpeboBaHua Kk oT4eTam, NpoLeaypbl MO perucTpaunm n coobLLEHMAM O HeXenaTernbHbIX SBMe-
HUSIX N UHTEPKYPPEHTHbIX 3aboneBaHunsX.

6.8.4. MeTog 1 NPOOOIMKUTENBHOCTL HAbMAeHNsT 3a CyObeKkTaMu Mocrne BO3HUKHOBEHUS Hexena-
TenbHbIX ABMEHUN.

6.9. Cratucrtuka.

6.9.1. OnncaHne cTaTUCTUYECKMX METOLOB, KOTOpbIE NpeanonaraeTcs UCNOMb30BaTh, BKNOYAsS CPOKM
KaXkgoro nnaHMpyemoro npoMeXyTo4HOro aHanmaa.

6.9.2. TnaHnpyeMoe KonuM4ecTBO CyOBbekToB. B criyyae MHOroLEHTPOBbLIX UCCRefOBaHUM OOMMKHO
ObITb ONpefeneHo NNaHNpyeMoe KONIMYECTBO CyOBbEKTOB B KaxaoM LieHTpe. ObocHoBaHMe pa3mepa BbIOOp-
KW, BKIOYasi PacCyXAeHUS UIn BblYMCIEHUS ANnst 060CHOBAHNST CTAaTUCTUYECKON MOLLIHOCTU NCCIeg0BaHNUs 1
KNMHWUYECKOWN NPaBOMEPHOCTM UCCNELOBaHUS.

6.9.3. lNprMeHsieMbln YpOBEHb 3HAYUMOCTN.

6.9.4. Kputepun npekpalleHns nccrneaoBaHus.

6.9.5. MNpouenypbl y4eTa OTCYTCTBYIOLLMX, HE MOANEXaLLMX aHann3y 1 COMHUTENbHbIX AaHHbIX.
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6.9.6. MNpouenypbl coobLleHnst 0 NobbIX OTKINOHEHUAX OT NEPBOHAYANIbBHOrO CTAaTUCTMYECKOro MnaHa
(BCE OTKINOHEHWSI OT MepBOHaYarbHOr0 CTAaTUCTUYECKOrO MiaHa AOMKHbl ObiTb onucaHbl 1 060CHOBaHbI B
npoTokorne u/unu uHaneHoOM otdeTe 06 nccnegoBaHum).

6.9.7. OT60op CcybbEKTOB ANS aHanus3a (Hanpumep, Bce paHAOMU3NPOBaHHbIE CYObeKTbI, BCe CyObek-
Thbl, NONyYMBLUME XOTS Obl OOHY 403y UCCNeayeMoro npenapara, Bce CyObeKTbl, COOTBETCTBYIOLLME KpUTe-
pusim 0Tbopa, CyObEKTbI, faHHbIe KOTOPbLIX NMPUroAHbI 45151 OLLEHKN).

6.10. MNpsmoit focTyn K NepBUYHBLIM AaHHbIM/OOKYMEHTaLUMUN.

CnoHcop Jo/mKeH NpeaycMOTPeTb B MPOTOKOSE UMM MHOM NMUCbMEHHOM COrfnalleHnM 00a3aHHOCTb UC-
cneposaternen/opraHi3auuin He MpensTCTBOBaTb NMPAMOMY AOCTYMY K NEPBUYHLIM AaHHbIM/OOKYMEHTaLMM
ONS NpoBeAEeHUs CBA3aHHBIX C UCCeA0BaHMEM MOHUTOPUWHIA, ayauta, 3TMYECKON 3KCMePTU3bl, a TaKKe MH-
CMeKLUMM CO CTOPOHbI YMOSTHOMOYEHHbIX OPraHoB.

6.11. KoHTponb ka4ecTBa u obecneveHne kavyecTea.

6.12. OTuka.

OnucaHne 3TMYeCcKnx acneKkToB UccneoBaHus.

6.13. PaboTa ¢ gaHHbIMKU 1 BeAeHne 3anncen.

6.14. duHaHCMpoBaHMe N CTpaxoBaHue.

durHaHCMpoBaHMe 1 CTpaxoBaHUe, eCcriv OHU He OnucaHbl B OTAENbHOM OrOBOpe.

6.15. Ny6nukaumm.

MonuTuka B OTHOLLEHMM NYONMKaLWUin, eCrnv OHa He onucaHa B OTAENbHOM J0roBope.

6.16. MpunoxeHus.

(MpumeyaHne - Tlockonbky MPOTOKON WCCRedOBaHUA W OTYET O KIMHUYECKOM uccnegosa-
HUW/MCNBITAHNW TECHO CBA3aHbl, ANA OOMNOMHUTENBHON MHopMauun cm. pykooacTeo ICH "CtpykTypa u
cofepKaHue oTyeTa O KIMHUYECKOM nccriegoBaHun'.)

7. BPOLWIIOPA MCCNEOOBATENA

7.1. BBegeHue.

Bpowtopa uccneposatens (bU) npegcraBnseT cobori CBOAHOE U3NOXEHUE KITUHUYECKUX U OOKINHW-
YeCKMX OaHHbIX MO UccnegyemMomy nNpoaykTy, KOTOpble UMEKT 3Ha4YeHre ANs ero U3y4eHusl ¢ y4actTmem ye-
rnoBeka B kayecTBe cybbekTa uccnegosaHus. HasnaueHnem BU aBnsieTca npegocraeneHve muccnegosare-
nsM 1 gpyrMMm nuuam, BOBMEYEHHbIM B MPOBEAEHUE UCCEeOBaHUs, MHOpMaLMn, NOMOratpLLen noHMMa-
HAIO U COBMIOAEHUI0O MHOMMX CYLLECTBEHHbIX TOMOXEHUA MNPOTOKONa, TakuMxX Kak [o3a, 4acTo-
Ta/nepuognyHoCTb A03, Cnocobbl BBEAEHMs, a Takke npoueaypbl MOHUMTOpUHra 6esonacHoctn. BU Takke
obecneynBaeT NOHNMaHME, CNOCODOCTBYIOLLIEE KIMHUYECKOMY BEAEHUIO CYOBHEKTOB UCCIef0BaHUSA B TeYeHne
Kypca KnuHmM4yeckoro nccnegosanus. MiHdopmaumsa gormkHa 6biTb npeAcTaBneHa B KpaTKOW, NPoCcTon, 06b-
€KTVMBHOW, B3BELLUEHHON U NIULLIEHHON PEeKNaMHOro OoTTeHka hopme, No3BONSOWEN KNMMHULMCTY U NOTEH-
unansHOMYy UCCreaoBaTenio NOHATbL ee U ChOPMUPOBATL CBOK COBCTBEHHYHD OOBLEKTUBHYIO OLIEHKY Lene-
coobpa3HoCTW npeanaraeMoro NccnefoBaHns UCXoasa M3 COOTHOLLIEHWS pucka 1 nonb3bl. [1o aTon npuynHe
B pegaktupoBaHum BU oObIMHO [OIMKEH NMpMHMMATh ydacTve MeOWUMHCKUIA 3KCnepT, HO copepxaHve BU
OOMKHO ObITb 0A40OpeHo cneynanucTaMmm Tex obnacten, rae 6binm NoydYeHbl ONUCLIBAEMBIE OAHHbIE.

HacTtodwmn craHgapT onpegensieT MWHMMArnbHbI 00bem MHdOpMaumKn, KoTopas AofmkHa ObiTb
BkrtoveHa B B, n gaet pekoMmeHgaumm no CTPYKType U3NOXeHUs gaHHOM nHdopmaumu. Npegnonaraetcs,
4YTO XapakTep u 06bem AOCTYNHOW MHOpMaumny ByayT N3MeHATbCA B 3aBUCUMOCTM OT cTagumn pa3paboTku
nccrnegyemoro npogykra. Ecnv nccnegyembin NpoayKT HAXOAMTCSA Ha PbIHKE U BOMbLUMHCTBY MPAaKTUKYOLLUX
Bpayen XopoLo M3BECTHbI ero hapmMakorniornyeckme cBoncTea, b moxet 6biTb MeHee nogpobHon. ['oe 3To
JornyckaeTcsl yNoSIHOMOYEHHbIMWU opraHamu, BMecto B moryT 6biTb MCNOMb30BaHbl MaTtepuarnsl, cogepxa-
LiMEe OCHOBHYK MHOPMaLMIO O NPOAYKTE, NUCTOK-BKNAAbIW UM MHAOPMaLMs Ha 3TUKETKE NMPU YCIoBUM,
YTO anbTepHaTMBHbLIA BapuaHT COOEPXWUT akTyarnbHYyl0, BCECTOPOHHIOW U MOAPO6HY0 uHdopmaumio 0bo
BCEX XapaKTepuCTMKax MCCNedyemoro npoaykra, KoTopble MOryT ObiTb BaXKHbl AN uccriegosatens. Ecnu
3aperncTpuUpoBaHHbIA NPOAYKT UCCNEQYETCA Ha NPeAMET HOBOro NPUMEHEHUS (T.e. MO HOBOMY MOKa3aHMIo),
BW pomkHa GbiTb cOCTaBneHa ¢ y4eToM HOBOro npumeHeHusi. B cnepyeTt nepecmaTpmBaTh He pexe OOHO-
ro pasa B rog u, npu HeO6X0AMMOCTU, JOMOSHATbL B COOTBETCTBMM C MUCbMEHHBIMY NMPOLieAypamMm CoHcopa.
B 3aBuMcmMMOCTU OT cTagmm pa3paboTkv MpodyKTa M No Mepe MOCTYMIIEHNss HOBOW 3HAYUMMOW MHGOPMAaLIMK
BN moxHO gononHATe n 6onee yacto. OgHako B COOTBETCTBMU C Hagmnexallen KIMMHUYECKOW NPaKTUKON
(GCP) HoBas nHopmaumsi MOXeT ObiTb HAaCTOSMBbKO BaXKHa, YTO €e Heobxoammo coodLmTb uccnegoBare-
nsam n, Bo3MoxxHo, QCO/HIK n/unu ynoriHoMo4YeHHbIM OpraHam [0 ee BKIYEHUs B HOBYHO pedakumio b,

Kak npaBuno, cnoHcop OoTBeYaeT 3a npefocTaBrieHne nccnegosatensam aktyanbHou pegakumm BU, a
nccnegoBarteny O0TBEYalOT 3a NpedocTaBneHune aktyansHon pegakunm BU cootsetcTBytowiemy 9CO/HOK.
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Ecnu cnoHcopom nccnegoBaHus SBMASIETCA MCCedoBaTerb, OH OODKEH YAOCTOBEPUTBLCS, AOCTYMHa
nn BpoLuopa KOMMepYeckoro nponssoauTens. Ecnv nccnegyemein NpoaykT NpegocTaBAseTcd Cammnm CroH-
CopoM-uccnegoBartenem, OH AOMKEH AOBECTM HeobxoouMmylo MHOpMaUMio 40 CBEAEHUSI 3aHSATOrO B MC-
cnegoBaHMK nepcoHana. Ecnun oTcyTcTByeT npakTuyeckas HeobxoanmocTb cocTtaBnexnus bYW ctangapTHoro
dopmaTa, B Ka4yecTBe anbTepHaTMBbl CNIOHCOP-MUCCefoBaTernb AOMKEH NPeACTaBUTb MUHUMANbHbLIN 06BbeM
aKkTyanbHOW MHGOPMAaLMK, OMUCAHHOW B HACTOSALLEM CTaHAapTe, B paclUMpeHHOM pa3genie 060CHOBaHWS
nuccnegoBaHus.

7.2. O6LWue nonoxeHus.

BW ponxHa BkAovaTb B cebs:

7.2.1. TUTYNbHbLIA NNCT

HomkHbI ObITb Yka3aHbl HAMMEHOBaHWE CMOHCOPa, MAEHTUMUKATOPbI KaXK40ro UccrnegyemMoro npoayk-
Ta (T.e. HOMEp UCcnegoBaHUsA, XMMUYECKoe Unn ogobpeHHoe AXeHepnyeckoe Ha3BaHue, a Takke TOProBble
Ha3BaHWs, rae paspeLLleHo 3aKoHOO4ATENBCTBOM M MO XENaHWo CMoHcopa) 1 gaTta pedakumm bU. Pekomen-
ayeTtcs ykasblBaTb HoOmep Bepcun BU, a Takke Homep n gaty npeabigywen pegakunm BU. Mpumep npuse-
OeH B npunoxeHun 1.

7.2.2. YkasaHne Ha KoH(pmaeHUnaneHOCTb

Mo >xenaHuO cnoHcop MoXeT BkNouMTb B B yBegomneHue uccneposatenen/nonyyarenent o ToMm,
4YTO OHW AOMKHbI paccMmaTtpuBaTbh B kak koHMAEHUManNbHbIN AOKYMEHT, NpeAHa3HauYeHHbIN UCKMIOYNTENb-
HO 1151 03HAaKOMMEHMS U UCNONb30BaHUA UccrnefoBaTenbCckumM konnektusom n CO/HIK.

7.3. CogepxaHue OpoLutopbl uccrnegoBaTerns.

BV gomkHa nmeTb cneayowme pasgensl, Kaxabli U3 KOTOpbIX, FAe NoaxoauT, CNegyeT ConpoBOXaaTh
CMUCKOM CCbIFIOK Ha NMTepaTypHbIE UCTOYHUKN:

7.3.1. OrnaBnexue

[Mpumep ornaBneHns NpUBEAEH B NPUIOXEHUN 2.

7.3.2. Pesiome

JomkHo BbITb NpeacTaBneHo KpaTkoe pestome (KenaTenbHO, He MpeBbllakollee ABYX CTpaHuul) Ao-
CTYNHOW MHOpMaLMN 0 PU3NYECKUX, XMMUYECKMX, hapMaLeBTUYECKMX, DapMakonormyeckmx, TOKCUKOO-
rMYeCcKmX, hapMakoKMHETUYECKNX, METAabONMNYECKUX U KIMHUYECKNX CBOMCTBAX, COOTBETCTBYHOLLEN TEKYLLEN
CcTagun KIMMHUYecKon pa3paboTku uccregyemMoro npoaykra.

7.3.3. BBegeHue

B kpaTkoM BBOOHOM pasgerne OoMmkHbI ObITb yka3aHbl XMMUYECKOE Ha3BaHWE (a TakKe [KeHepuyeckoe
1 TOProBoe Ha3BaHus, ecnn ogobpeHbl) MCCNeayemMoro NpoayKTa, BCe aKTUBHbIE MHIPEANEHTbI, hapMakoro-
rmyeckas rpynna, K KOTopov OTHOCMTCS MCCrneayemMbl MPOAyKT, M MECTO, Ha KOTOPOEe OH B HEWN MpeTeHayeT
(Hanpumep, npeumylecTea), o6oCHOBaHME OIS U3yYEHUS UCCregyemMoro npoaykra, a Takke ero oxugae-
Mble NpounakTnyeckme, TepaneBTUYECKne Unn narHocTnyeckne nokasaHvs. Kpome toro, B BBOOHOM pas-
aene gomkeH 6biTb chopmynupoBaH 00K Noaxon K OLeHKe uccrnegyemMoro npoaykra.

7.3.4. dusnyeckue, xummyeckne n apmaLeBTM4ECKME CBOMCTBA M NekapcTBeHHasi hopma

JomkHbl GbITb NpeacTaBneHbl OnNMcaHMe KOMMOHEHTOB MCCNeayemMoro npoaykra (Bkn4vasi xvummde-
CKne n/vunu CTpykTypHble (bopMynbl), @ TakkKe KpaTkas cnpaBka O ero CyLEeCTBEHHbIX (PU3NYECKNX, XUMUYe-
CKMX 1 hapMaLeBTUYECKMX CBOMNCTBAX.

Ins obecneveHnss agekBaTHbIX Mep 6€30MacHOCTU B XOA€e UCCrefoBaHUSA OOMKEH ObITb ykasaH U, ec-
nn TpebyeTcs, 000CHOBaH COCTaB NEKAPCTBEHHOW (hOpMbI, BKIOYasi JOMOMHUTENbHbIE BellecTBa. Takke
OOMXKHbI BbITb NPeaoCcTaBNeHbl MHCTPYKLUN MO XPAHEHWIO M UCTMIONBb30BAHMIO NTEKAPCTBEHHbIX (DOPM.

CnegyeT ynomsiHyTb ntoboe CTPyKTypHOE CXOACTBO C APYIMMU N3BECTHLIMU BELLLECTBAMM.

7.3.5. [JoknuHmn4yeckne nccnegoBaHmsa

BeBegeHue

HomkHbl 6bITb MpeacTaBneHbl B KpaTkon hopme pesynbTaTbl BCEX CYLUECTBEHHbIX JOKMMHUYECKUX 1C-
cnenoBaHui hapMaKororMyecknx CBOMCTB, TOKCUYHOCTU, (dapMaKOKMHETUKM 1 MeTabonuama uccrnegyemo-
ro npoaykta. JomkHbl 6bITb ONMcaHbl UCMOMb30BaHHbIE METOAb!, NPeACTaBMNeHbl NONyYeHHbIE pe3ynbTaThl,
a Takke nx obcyxageHue B CBA3M C UCCneayemMbIiMU TEPaAneBTUYECKMMUN U BO3MOXHbBIMU HEGNaAronpusaTHbIMK
apdekTamu y yenoseka. B 3aBUCMMOCTU OT HANNUUA/AOCTYNHOCTN MHEPOPMaLMK yKa3biBatloT creayloLlee:

Mcnonb3oBaHHbIE B UCCNEL0BaHNSAX BUAbI XXUBOTHbIX.

KonunyecTBO 1 NOM XUBOTHBIX B KaXJow rpynne.

EonHvubl namepeHns 0osel (HanpyuMep, MunaurpaMmm/kunorpamm (Mr/kr)).

KpaTHocTb BBEAEHNS.

MyTb BBEAEHMUS.

OnutensHOCTbL Kypca BBEOEHMS.

MHdpopmaums, OTHOCALLAACA K CUCTEMHOMY pacnpenenieHuto.

MpooomKnTENbHOCTL NOCneayoLero HabnaeHnsa Nocne OKOHYaHUs BBeAEHWS npenapaTa.

PesynbTathl, BKMOYasa packpbiTUE CreayoLLmMX acrekToB:
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- Xapaktepa 1 4acToTbl (hapMaKkosiorMyeckmx nim ToKCUYeCcknx acpbpeKkTos;

- BbID@XXEHHOCTM UMK CTENEHN TSXKeCTU hapMakonorm4eckmx Unm ToKCU4eCcKnx agppeKTos;

- 0O303aBMCMMOCTU 3OEKTOB;

- BpeMeHW A0 HacTynneHus apeKTos;

- obpaTmMocTn ahheKTOB;

- NPOAOIMKUTENBHOCTU 3(PPEKTOB.

Ona OGonbluelt HarNsgHOCTM [OaHHble crnegyeT, Mo BO3MOXHOCTW, NpeacTaBnATb B Buae Tab-
nuu/cnuckos. Mocneaytowme pasgensl AOMKHbI coaepxaTb obcyxaeHne Haubornee BaXHbIX pe3ynbTaToB
nccrnefoBaHui, BKMoYasl 40303aBUCUMOCTb Habnogaemblx 3pdeKToB, MX IKCTPANONALMIO Ha YenoBeka, a
Takke nodble NHbIE acnekTbl, TpebyloLne nccneaoBaHns y Yenoseka. Tam, roe Heobxoanmo, AOIMKHO ObITb
NpoBeAEeHO CpaBHEHUE 3D(PEKTUBHBIX U HETOKCUYECKMX A03 MpenapaTta Ha XXMBOTHbIX OOHOMO U TOrO e BU-
na (1.e. HeobxooMMO MpenocTaBUTb 0BCYKOEHNE TepaneBTMYECKOro nHaekca). Crneayert ykasaTtb, Kak 3Th
JaHHble COOTHOCHATCS C A403NPOBKaMK, nNpeanaraeMbiMuy 4518 IpUMeHeHns y Jyernoseka. Bo Bcex criyyasix, rge
BO3MOXHO, MNPV MPOBEAEHUN CpPaBHEHWW PEKOMEHAyeTCsl yKasblBaTb KOHLUEHTpauuu npenapaTta B Kpo-
BW/TK@HW, @ He JO3MPOBKU, BbIP&XKEHHbIE B MI/KT.

a) JoknuHrnyeckas hapmakonorns

[aHHbI pa3gen AOMKeH BKNoYaTh B cebs kpaTkoe onncaHne hapMakonormyeckmx CBOWCTB nccneay-
€MOro npoayKTa M, ecnm 3T0 BO3MOXHO, €ro OCHOBHbIX MeTabonuToB Mo pesynbTaTaM UCCNefoBaHWiA Ha
XMBOTHbIX. KpaTkoe onvcaHvne OomKHO BKMovaTb B cebsi uccrnegoBaHMs No oueHKe BO3MOXHOW TepaneBTu-
YeCKOW akTUBHOCTY (Hanpumep, 3pdEKTUBHOCTb NPW 3KCMEPUMEHTANIBHOW NaTONOMMK1, NMUraHa-peLenTopHoe
B3aMMOENCTBUE U1 cneumdUYHOCTb OENCTBMUS), @ Takke UccrnegoBaHusa no oueHke H6esonacHocTu (Hanpu-
Mep, crneumanbHble UCCNEeAoBaHusa AN N3YYEHUS UHBIX, HE MMEIOLNX TepaneBTUYECKON HaMpaBreHHOCTH,
drapmakonornyeckux acpexkTon).

6) ®apmakokMHeTNKa 1 MeTabonMaM NPOAYKTa Y XXMBOTHbIX

HaHHbIl pasgen OomkeH BknovaTb B cebsi kpaTkoe onucaHue apmakoKMHeTWKU, metabonuama u
pacnpegeneHvs uccnegyemoro npoaykra B TKaHSX KMBOTHbBIX BCEX BMAOB, Ha KOTOPbLIX NMPOBOAWMUCH UC-
cnepgoBaHus. JomkHbl BbITb OCBeLLEeHbl BCacbiBaHNE, MECTHas U cucTeMHas BMogocTynHOCTb nccrnegyemo-
ro NpoaykTa n ero MetTabonuToB, a Takke MX CBSA3b C AaHHbIMU (PapMaKONOrMYecknx U TOKCUKOMNOrM4EeCKnX
nccrefoBaHUin Ha XXMBOTHBIX.

B) Tokcukonorus

JaHHbI pa3gen OoMmKeH BKNYaTh B cebs KpaTkoe onncaHne Tokcnyecknx achdekToB uccreayemoro
NPOAYKTA, BbISBIEHHbIX B UCCNEAOBAHMAX HA XMBOTHbIX pasHbiX BuAoB. CnefyeTt, N0 BO3MOXHOCTMU, Npu-
OEepPXMBaTbCS HMKENPUBEAEHHOW CTPYKTYpPbl OFMaBeHns JaHHOro pasgena:

- TOKCMYHOCTb NMPX OOQHOKPATHOM BBEAEHMWMN.

- TOKCMYHOCTb MPU MHOFOKPaTHOM BBEAEHUM.

- KaHueporeHHOCTb.

- CneumanbHble nccnegoBaHus (HanpuMmep, MECTHO-pasapakatoLwee 1 anneprusmpyiollee gencrsme).

- PenpogykTtnBHas TOKCUYHOCTb.

- FeHOTOKCMYHOCTb (MyTareHHOCTb).

7.3.6. dencTBre y yenoseka

BeepneHne

B atom pasgene nogpobHo obcyxaaloT usBecTHble aheKTbl MCCNeayemMoro nNpoaykTa y yYenoBeka,
BKITIOYas MHAOPMaLMIO, OTHOCALLYHOCA K chapMakoKMHeTHKe, MeTabonmamy, chapmakognHamuke, 0O303aBu-
cumocTun addpekToB, GesonacHocTU, 3PEKTUBHOCTH, a TakkKe ApYrMM Buaam hapmMaKkonormyeckon akTmB-
HoCTU. [0 BO3MOXHOCTM, AOMKHO ObiTb JAHO KpaTKOE OMUCAHME KaXK4Oro 3aBEPLUEHHOIO KIMHUYECKOro UC-
cnegoBaHus. Takke gomkHa bbiTb NpeacTaBneHa MHgopmauns o pesynbTatax noboro MCnonb3oBaHUSA Uc-
crnegyemoro npogykra BHE paMoK KIMHUYECKUX UCCNeaoBaHui, HanpuMmep CBeAeHUs, nofy4vyeHHble BO Bpe-
MS1 MOCTPErMCTPaLMOHHOIO NPYMEHEHNsI NPOAYKTa.

a) ®apmakokmHeTnka 1 MeTabonuam y yenoBeka

[daHHbI pasgen JomkeH cogepaTb KpaTkylo MHOPMaLMIO, OTHOCALLYIOCS K (bapMakOKMHETUKE UC-
cnegyemoro nNpoaykTa, U BKIovaThb B cebs cneaytollee (B 3aBUCUMOCTU OT Hanu4ms AaHHbIX):

- ®apmakokUHeTHKy (B TOM yucne metabonusm, BcacbiBaHue, CBA3bIBaHWe ¢ Oenkamu nnasmbl, pac-
npeaeneHve n BolBeAeHUE).

- BuogocTtynHocTe Mccnegyemoro npoaykTta (abcomntoTHY0, FAe 3TO BO3MOXHO, UMMM OTHOCUTENbHYIO)
C MCNONb30BaHNEM OnpeaerneHHoON NekapCTBEHHON (hOpMbl B Ka4eCTBE CPaBHEHMS.

- Cybnonynsaumm HaceneHus (HanpMMmep, pasnuMynsi No nosy, Bo3pacTy Uiv HapyLeHNsM OYHKLUMIA op-
raHoB).

- BsaumopencTeus (Hanpumep, nekapCTBEHHbIE B3aMMOAENCTBUSA Y BIUAHME NpMemMa nuLm).

- [pyrve gaHHble MO bapmakoKMHETUKE (Hampumep, pesynbTaTbl MPOBEAEHHbIX B paMKax KIMHUYe-
CKUX UCMbITaHWUN hapMaKOKMHETUYECKNX NCCNEeaoBaHNiA Ha PasnuyHbIX rpynnax).
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6) BesonacHocTb 1 3hPEKTUBHOCTD

KpaTtko gomkHa 6bITb NpeactaBneHa nHdpopmauus, oTHocsAwasca k 6esonacHocTn, hapmakognHamu-
ke, addeKTUBHOCTN M [0303aBUCMMOCTU 3D(PEKTOB nccnegyemoro npogykra (M ero metabonuros, ecrnu
€CTb AaHHble), NOoMny4YeHHas B Xo4e NPoBeAEHHbIX KIMMHUYECKUX NCCREeaoBaHU (C y4acTnem 340poBbIX 400-
posonbLeB w/wnu naumeHtoB). [lomkHa ObITb NpeacTaBneHa vHTepnpetaums 9TuUX AaHHblx. Ecnu yactb
KNMUHWYECKUX WCCMNEeLOBaHWN YxXe 3aBeplleHa, Ans Gornee SCHOrO BOCNPUATUA AaHHbIX pekoMeHayeTcs
npeacTaBnTb NO 3aKOHYEHHbIM UCCNEAOBaHUSIM CBOAHbIE OTYEThl NO 3dhheKTMBHOCTM U Be3onacHoOCTH umc-
cnegyemoro npoaykra Mo oTAernbHbIM NoKa3aHuaM Yy pasnuyHbiX nonynsaumn. Takke pekoMeHayeTcs uc-
nonb3oBaTh CBOAHbIE TAabNULBI HEXEeNnaTenbHbIX Peakumii Mo BCEM KITMHUYECKMM NCCNeaoBaHNsM (BKMoYas
nccrnefoBaHus ans nobbiX M3ydaBLUMXCS MOKa3aHui). JomkHbl ObiTb OCBELLEHbI 3HAYUMbIE Pa3M4YMs B Xa-
pakTepe/dacToTe HexenaTernbHbIX Peakuni Kak O pasnnyHbliX NoKa3aHui, Tak U ANs pasfuyHbIX nonyns-
LK.

B BA gomkHbl ObITb OMMCaHbl BO3MOXHbIE PUCKU N HEXenaTerbHble peakunn, KOTOPbIE MOXHO OXU-
0aTb, OCHOBbIBasICb Ha HAKOMMEHHOM OfMbiTe NPUMEHEHWUs Kak UCcneayemoro npoaykra, Tak U CXOAHbIX C
HUM NpoAyKTOB. [OMmKHbl ObiTb Takke OMMcaHbl Mepbl NPEeAOCTOPOXHOCTU UNKU cneumanbHble MeToabl
HabnoaeHus, KoTopble HeobXoANMO NPUMEHHATL NPU UCMOMb30BaHWUM NPOAYKTa C UCCreaoBaTeNnbCKUMU Lie-
nsMu.

B) [NocTpernctpaunoHHbIN OnbIT NPUMEHEHNS

B BU pomkHbl BbITh YKa3aHbl CTpaHbl, B KOTOPbIX UCCeAyeMbli NPOAYKT yXXe UMeeTCH B MpoAaxe WUiu
Obin 3apeructpupoBaH. Jllobasa 3Haunmasi nHdopmaums, NonyYyeHHas B XOA4e MOCTPErMcTpaumoHHOro npu-
MEHeHWs1 NpoAyKTa, AoMmkHa OblTb NMpeAcTaBneHa B 0600LeHHOM Buae (Hanpumep, NeKapCTBEHHbIE Ghop-
Mbl, JO3UPOBKW, NyTN BBEAEHUS 1 HEXenaTenbHble peakummn). Takke B B fomkHbl ObITb yka3aHbl CTpaHbl, B
KOTOpbIX 3asBUTENO0 ObINO OTKaszaHo B ogobpeHun/perncrpauum nNpogykta ons KOMMEpPYecKoro Ucrnonb3o-
BaHWUA UK e paspeLleHre Ha npodaxy/cBmaeTensCTBO O peructpaumm Obino aHHyNMpPOBaHO.

7.3.7. O6ecyxaeHne gaHHbIX U MHCTPYKLUMK A1 uccrieqoBartens

B aToM pasgene fOMmMKHO GbITb NpeacTaBneHo obcyxaeHne AOKIMHUYECKUX U KIMHUYECKUX AaHHbIX U
o6obuieHa nHdopmaums, NofnyvyeHHas u3 pasHbIX UCTOYHWKOB MO pasfnMyHbIM CBOMCTBaM UcCregyemoro
npoaykTa. Takum obpasom, nccriegoBaTento NpegocTaBnaloTca Hanbonee NHMOpMaTMBHaa UHTepNpeTaums
UMEILLMXCA OaHHbIX, a Takke BbIBOAbl O 3HAYMMOCTU 3TON MHOPMAaLMK OIS NOCNEeayLWNX KINMHUYECKUX
nccrefoBaHuin.

HormkHbl B6bITe OCBeLLEHbI ONyBnMKoBaHHbIE paboThbl MO CXOAHBIM NPOAYKTaM, €CMM TakoBble NMEeKTCS.
OTO NO3BONUT UCCNefoBAaTENO ObITb FOTOBBIM K HEXEeNaTenbHbIM peakumMsam unm apyrum npobnemam, KOTo-
pble MOTyT BO3HUKHYTb B XOA4€ KNMHWYECKUX UCCIEeQO0BaHUN.

OcHoBHas uUenb JaHHOro pasgena 3aknyaeTcss B TOM, 4TOObl MOMOYb MCCregoBaTento MonyyYnTb
4yeTKoe NpeacTaBieHne O BO3MOXHbBIX PUCKaX M HEeXXenaTerbHbIX Peakuusax, a Takke O cneumarnbHbIX TecTax,
MeTodax HabnoaeHus n Mepax npPegoCTOPOXKHOCTU, KOTOpble MOMYT NMOHagoOUTBLCA B XOAE KIMHUYECKOro
uccrnegoBaHus. JTo NpeAacTaBneHne AOMKHO BbiTb OCHOBaHO Ha OOCTYMHOW MHopMauun o unsmdeckunx,
XUMMYeECKnX, hapmaueBTUYecKnX, apmMakonorniyeckmx, TOKCUKONOrMYECKUX U KITMHUYECKMX CBOWCTBaX UC-
cnegyemoro npoaykra. KnuHuyeckomy uccrniefoBaTtento Tawke AOMMKHbl 6biTb NpegocTaBneHbl MHCTPYKUMK
Mo AMarHOCTUKE U FTEYEHNI0 BO3MOXHbIX Nepeo3npoBOK N HEXeNnaTerbHbIX peakuunini, KOTOpble OCHOBaHbI Ha
npeablayLweM KIMHUYeCKOM onbiTe 1 hapMakonormyeckmx CBoOMCTBax Uccneayemoro npoaykra.

7.4. MpunoxeHue 1.

TUTYNbHLIN NIUCT (npumep)

HA3BAHME CIMOHCOPA

MpoaykT:

Homep nccnepgosaHus:

HasBaHue(s): xumu4yeckoe, mKeHepuyeckoe (ecnm NogxoamT), TOProBoe Ha3BaHue (ecrv paspeLueHo
3aKoHOOATeNbCTBOM M MO XEeaHWo CNoHcopa)

BPOLOPA NCCNEQOBATENA

Homep pepakumu:

[Hata Bepcuu:

3aMeHseT npeabiayLuyo pefakumio HoMep:

HaTa:

7.5. NpunoxeHue 2.

OITABJIEHME BPOLWUKOPLI MCCJIEOOBATENA

(Mpumep)

YkasaHune Ha KoHmaeHUManbHOCTb (HeobA3aTenbHO)

Moanucn (Heobsa3aTenbHO)

1. OrnaeneHune

2. Pesiome

26



3. BBegeHue

4. dnsnyeckne, Xmummnyeckme, hapmaleBTUYECKME CBOWCTBA M NlekapCTBEHHAs hopma
5. JoknuHnyeckne nccnegoBaHus

5.1. JoknuHnyeckasa dapmakonorus

5.2. dapmakoknHeT1Ka 1 MeTabonnam NpoayKkTa Yy >XMBOTHbIX

5.3. Tokcukonorus

6. OppekThl y UenoBeka

6.1. ®apMakokMHeTMKa 1 MeTabonmam y YenoBeka

6.2. besonacHocTb 1 ahPEKTUBHOCTD

6.3. NMocTperncTpaumoHHbIA ONbIT NPUMEHEHUS

7. ObeyxaeHne gaHHbIX M UHCTPYKLMKW NS uccnegosartens

Ccbinku Ha:

1. Ny6nukaumm

2. OTyeThl

[aHHble cChINkn A0MKHbI ObITh NPUBEAEHbI B KOHLE KaXxaon rnasbl. [punoxeHus (npn Hanu4mm).

8. OCHOBHbIE JOKYMEHTbI AJ1A MPOBEAEHWA
KIMMHNYECKOIO NCCITIEAOBAHUA

8.1. BeegeHue.

OCHOBHbIMU OKYMEHTaMN ABMASIOTCA Te€ JOKYMEHTbI, KOTOpble BMECTE U1 No OTAENbHOCTU NO3BONS-
0T OLlEHUTb NpoBeAeHUe UCCnefoBaHNs N KaYeCTBO MOSyYeHHbIX AaHHbIX. OTU JOKYMEHTbI CnyxaT AoKa3a-
TENbCTBOM COOMOAEHMSA UccredoBaTenem, CroHCOPOM M MOHMTOPOM CTaHAAPTOB Haasnexalwlen KinHude-
ckon npaktukm (GCP) n HopmaTuBHbIX TpeboBaHWN.

OCHOBHbIE [OKYMEHTbI TakKe criyaT O0MblIOMY YMCIY MHbIX BaXHbIX Lenen. CBOeBpeMEHHOe Mo-
MELLEHNE OCHOBHbIX JOKYMEHTOB B (halribl nccriegoBaTens/opraHm3annm n CnoHcCopa MOXET CYLLECTBEHHO
crnocobCcTBOBaTh YCNELWHOMY BbIMOJSTHEHUIO B paMKax KIMMHUYECKOTO MCCreAoBaHUs CBOMX DyHKLMA nccne-
[oBartenem, CNoHCOPOM U MOHUTOPOM. Kpome Toro, 3T [OKyMEHTbl 0ObIYHO ABMSOTCS OOBHEKTOM HE3aBU-
CMMOrO ayamTa CO CTOPOHbI CMOHCOPA U MHCMEKLUN CO CTOPOHbI YNONTHOMOYEHHbIX OpPraHOB Kak YacTu npo-
Lecca NOATBEPXKAEHUSA 3aKOHHOCTN NPOBEAEHUSA NCCNEAOBAHUA 1 AOCTOBEPHOCTU CODPaHHbIX AAHHbIX.

Hwxe npuBeaeH MMHMManbHbIN NepedYeHb OCHOBHbLIX JOKYMEHTOB. [JOKYMEHTbI CrpynnupoBaHbl B Tpu
pasgena B 3aBUCMMOCTW OT CTaaMM KITMHUYECKOro UCCcneaoBaHusl, Ha KOTOPOWM OHM OObIYHO CO34at0TCA:

1) nepen Hayanom KnMHU4eckon grasbl UCCrefOBaHNS;

2) BO BpeMs1 KNMHNYecKon asbl uccneoBaHus;

3) nocne 3aBepLUEHMS UMW NPEXAEBPEMEHHOIO NPEKPaLLEHNst UCCrefoBaHUS.

[aHo 006bsCHEHME Lienen Kaxaoro AOKYMEHTa, yKa3aHo, rae AOKYMEHT JOJKEH XpaHMTbCs: B darnax
nccriegoatens/opraHmsaumm nmbo cnoHcopa, nMbo B obomx mectax. [onyckaetca obbegMHEHMEe HEKOTO-
pbIX JOKYMEHTOB MpU YCIOBUMW, YTO OTAESbHbIE 3NTIEMEHTbI JIENKO MAEHTUMULNPYHOTCS.

dannbl nccnegoBaHusa AOMKHbI ObITb CO34aHbl B HaYarne uccrneaoBaHns Kak B MECTe HaxoXKaeHUs uc-
cnepgosarensi/opraHnsaumm, Tak n B oouce CnoHcopa. ViccnegoBaHme MOXHO cuMTaTb 3aBEPLUEHHBIM TOSb-
KO Mmocne Toro, Kak MOHUTOP NPOBEPUT dhannbl U UccrnegoBaTeng/opraHnu3auumn, U CcrnoHcopa 1 NoaTBeEpAnT
Hanuune Bcex He0BXOANMbIX JOKYMEHTOB B COOTBETCTBYIOLLMX (bamnnax.

lMepeuncrieHHble B HaAcTosdLeM cTaHdapTe OOKYMEHTbl Kak No OTAENbHOCTU, Tak U B COBOKYMHOCTU
MOryT ObiTb MOABEPrHYTbl ayAMTY CMOHCOPA M MHCNEKLMU YMOMMHOMOYEHHBIX OPraHOB W [OJDKHbI ObITh
npeabsaBneHbl NPU NPOBEAEHNN TAKOBbIX.

8.2. Nepen Ha4Yanom KnMHM4YeCcKom asbl CcnegoBaHus.

Ha cragum nnaHvpoBaHusl uccnegoBaHust o ero hopmanbHOro Havana AOSKHblI OblTb CO34aHbl U
nomMeLleHbl B doann cnegyoLwime JOKYMEHTbI:

HavnmeHoBaHue Lens Haxogutcsa B dhannax
AOKyMeHTa uccnenosarens crnoHcopa
/opraHnsauum
8.2.1. bpowopa [okymeHTansHO X X
uccneposarens 3aKkpenuTb hakT
nepegaym
uccriegoBaTento
HeobxoaMmon n
aKTyanbHOW Hay4YHOW
NHpopmaumm o6
nccrnegyeMmom

27



npoaykKTe

8.2.2. NognucaHHbIn [okymeHTansHO
NPOTOKON U 3aKpenuTb hakT
nonpaBKku K HEMY yTBEPXOEHMS

(ecnu TakoBble CMOHCOPOM U
mmetoTest), obpasely nccnegosaTenem
MHOMBUOYaNbHON npoTokona/nonpaBsok
perncTpaunoHHom n UPK

kaptbl (UPK)

8.2.3. VIHcbopmaums,

npegocraengemas

cybbekTy

nccnegoBaHus

- dopma JokymeHTansHO
MHGOPMUPOBAHHOO odopMuTb hakT
cornacus (Bknoyas nony4yeHns

BCe Heobxoaumble WHOPMUPOBAHHOTO
pa3bACHUTENbHbIE cornacus
MaTepuanbl)

- JTiobasa gpyras [okymeHTansHo

NMCbMeHHas
WHpopmaums

- PeknamHble
obbsaBneHns aAns
npuBreYeHns
cybbekToB B
nccnegoBaHue (ecnm
MCMOSb3yHTCSA)

NoATBEPAUTb, YTO
cybbektam byget
npepocTtasneHa
cooTBeTcTBYtOLLas (C
TOYKUN 3pEHUS
cofepXaHusa un
OOCTYMHOCTU AN
NOHMMaHWsI)
NMCbMEHHas
MHopMauus,
nomMoraroLlas uv aatb
corrnacue Ha ocHoBe
NONHOM
NHMOPMUPOBAHHOCTH
[okymeHTansHo
NoATBEpPAUTb, HTO
Mepbl NO
NpVBEYEHNIo
cybbekToB
ageKksaTHbI 1
oTCcyTCTBYET
ANeMeHT
NPUHYXOEeHUS!

8.2.4. duHaHcoBble
acnekTbl
nccrneagoBaHus

[okymeHTansHoO
3aKkpennTb
hunHaHcoBoe
cornatueHue no
UCCrefoBaHUIo Mexay
CMOHCOPOM U
nccnegosarenem/
opraHusaumen

8.2.5. CtpaxoBoe
00s13aTENBLCTBO
(ecnn TpebyeTcs)

JdokymeHTansHO
noATBEpPAUTDb, YTO B
cryyae npu4nHeHus
yuiep6a, cBsA3aHHOro
C uccrnegoBaHuem,

28




cybbekTtam byget
[OCTyMHa
KOMMeHcaums

8.2.6. NognncanHoe
cornawieHue
BOBJIEYEHHbIX
CTOPOH, Hanpumep:
- Mexay
nccneposartenem/
opraHusaumen n
CMOHCOPOM

- Mexay
uccneposartenem/
opraHuMsaumnen n
KOHTPaKTHOWN
nccrnegoBaTernbCKON
opraHusauuen

- Mexay CrOHCOPOM
M KOHTPaKTHOWN
nccnenoBaTenbCKon
opraHusauuemn

- Mexay
uccneposartenem/
opraHuMsaumnen n
YNOMHOMOYEHHbLIMN
opraHamu (ecnu
TpebyeTcs)

JdokymeHTansHO
3aKpenuTb
cornalleHus

X
(ecnu
TpebyeTcs)

8.2.7.
[aTtupoBaHHoe 1
OOKYMeHTanbHo
ocopmIieHHoe
yTBEpPXKAEHME/
opgobpeHune
3KcnepTHbIM COBETOM
opraHusauum
(3CO)/HezaBucuMbIM
3TUYECKUM
komuteToMm (H3K)
cneayoLmx
OOKYMEHTOB:

- mpoTokona u
nobbIX NOMNpaBoOkK

- PK (ecnn
TpebyeTcs)

- thopmbl
WH(POPMUPOBAHHOTO
cornacus

- nobow apyrom
NUCbMEHHOW
MHGopMauuu,
npeaocTaBnsieMon
cybbektam

- peKriamHbIX
obbaBneHun ans
npvBneYvYeHnst
CyOBHEKTOB B
nuccnegosaHue (ecnu
MCNOMb3yrTCH)

JokymeHTansHO
NoATBEPAUTDb, YTO
AaHHoe
nccnepgoBaHue 6bIno
paccMOTPEHO U
yTBEPXAEHO/

opobpeHo OCO/HBK.

YKkasbiBaloT HOMep
BepcuM u aaTy
OOKyMeHTa
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MHGopMauun o

KOMMeHcauum
cybbektam (npu
Hanu4um)
- NMIOOBBIX UHBIX
yTBEpPXAEHHbIX/
0A06peHHbIX
OOKYMEHTOB
8.2.8. CocTaB [okymeHTaneHo X X (rge
3KcnepTHOro coeeTta 3aKpennTb TpebyeTcs)
opraHusauun/ COOTBETCTBUE
HesaBuncumoro coctaBa OCO/H3K
3TUYECKOro TpeboBaHusm GCP
KoMmuTeTa
8.2.9. PaspeLwueHue/ [okymeHTansHo X (roe X (rge
opgobpeHuve noaTeBepanNTb, YTO TpebyeTcs) TpebyeTcs)
npotokona/ npw Hann4uu
yBeJOMIieHve 0O COOTBETCTBYIOLLUNX
npoTokone ot HOPMaTUBHbIX
YMNONTHOMOYEHHbIX TpeboBaHui
opraHoB (rge paspelueHne/
TpebyeTcs) opobpeHune/
yBeJoMIIEHNE
YMOSTHOMOYEHHbIX
OpraHoB Nosy4eHo
00 Havana
nccnepoBaHus
8.2.10. Curriculum [okymeHTansHo X X
vitae n/unun gpyrue noaTeepanTb
OOKYMEHTBI, KBanudmkaumo n
noaTeepxaaLine NpUrogHoOCTb ANs
KBanudmkaumo npoBeeHus
uccneposarenen u nccnegoBaHusa u/mnu
covccnegoBaTtenen OCyLLECTBMNEHUS
MEeOVLUHCKOro
HabnogeHus 3a
cybbekTamm
8.2.11. HopmanbHbIn [lokymeHTanbHO X X
AnanasoH 3Ha4YeHun 3aKpennTb

ans
npenycMOTPEHHbIX
NPOTOKONOM
MeOULNHCKNX/
nabopaTopHbIx/
TEXHUYECKNX
npouenyp wuunu
TECTOB

HOpMarsbHbIN
AnanasoH 3HayYeHun
Ansa nabopaTopHbIX
TecToB
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8.2.12. JokymeHTansHO X (roe

MeaguumnHckne/ noaTBEpPAUTD TpebyeTcs)

nabopartopHble/ NPUrogHoOCTb

TeXHNYeckue obopyaoBaHusa ans

npoueaypbl/TecTbl: npoBeaeHns

- cepTudmkauns TpebyembIx TECTOB 1

- UNW akKkpeguTaums obecneveHus

- NV BHYTPEHHUI HaZeXHOCTH

n/Unu BHELLHUA pesynbTaTtoB

KOHTPOJb KayecTBa

- Unu gpyrue

mMeToabl

nogTeepxaeHus (rae

TpebyeTca)

8.2.13. O6pasupl [lokymeHTanbHO

3TMKETOK Ha NnoaTBEpPANTb

ynakoBKax cobniogeHve

ncenegyembix COOTBETCTBYHLLMX

NpoAyKTOB TpeboBaHui K
MapK1poBKe
nccrnenyemMmoro
npenapara u
NPUrogHoOCTb
WHCTPYKUUIA s
cybbekToB

8.2.14. UHcTpyKums JokymeHTansHO X

no obpatleHuio ¢ 3aKpenuTb

ncenegyembiMm WHCTPYKUUK ans

npoaykTamu u obecneyeHus

pacxofHbIMU Hagnexatiero

maTtepuanamu (ecnm XpaHeHwus,

He BKITHOYEHO B yMNaKoBKM,

NPOTOKOM UNn pacnpegeneHus u

GpoLutopy yTunm3aumm

uccrneposarens) nccnegyemMbix
NPOAYKTOB U
pacxogHbIX
MaTepuanos

8.2.15. Yyet JokymeHTansHO X

NMoCTaBoOK 3aKpenuTb Aatbl U

ncenegyembix cnocob nocTaBku,

NPOAYKTOB " HoMepa cepun

pacxoaHbIX nccnegyemMbix

maTtepuanos NPOAYKTOB U
pacxogHbIx
mMaTepuanos.
Mo3sonseTr
oTCcneauTb cepuio
npogykTa,
KOHTPONMpoBaThb
YCIOBMS MOCTaBKU U
BECTMU yyeT

8.2.16. [lokymeHTanbHoO

CepTtudmkathbl NnoaTBEpPAnTb

aHanusos NOAMNNHHOCTb,

NOCTaBMEHHbIX YUCTOTY U

uccreayembix KOnuyecTBeHHOe

npoayKToB copepxaHve
aKTUBHOrO BeLlecTBa
(BO3MPOBKY)
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nccriegyeMblix
NPOAYKTOB

8.2.17. MNpoueaypsl
packpbITUsi Koda ans
nceneaoBaHui,
NPOBOAMMBIX CIENnbIM
MeToA0M

JokymeHTansHO
3aKpenuTb
npoueaypy
3KCTPEHHON
naeHTudmkaumn
MacK1MpOBaHHOTO
nccnegyemMmoro
npoaykra 6e3
HapyLleHus
MacK1pOBKM A5
ocTalnbHbIX
cybbekToB

X

(B cooTBeET-
CTBYHOLLUX
criyyasix,
TpeTbs
CTOpOHA)

8.2.18.
PanpoMunsaumoHHbIN
CMNnUcoK

JokymeHTansHO
3aKpenuTb MeToa
paHgoMumsaumm
cybbekToB
nccnegoBaHus

X

(B cooTBeT-
CTBYHOLLMX
criyyasix,
TpeTbs
CTOpOHA)

8.2.19. OTyet
MOHUTOpA O
npeaBapuTenbHOM
BU3UTE

[okymeHTanbLHo
NoATBEPAUTb
NnpMemMnemMocTb
nccnefoBaTenbCKoro
LeHTpa Ans AaHHOro
nccrnefgoBaHus
(MOXeT ObITb
obbeanHeHo ¢
8.2.20.)

X

8.2.20. Otyet
MOHMTOpA O
CTapTOBOM BU3UTE

JdokymeHTansHO
NoAaTBeEpPAUTb PaKT
O3HaKOMITIEHNS
uccriegoBatens u
3aHSTOrO B
nccnenoBaHum
nepcoHana c
npouenypamu
nccnegoBaHust
(MOXeT ObITb
obbeanHeHo ¢
8.2.19.)

8.3. Bo Bpems knuHuyeckon ¢asbl UccrneaoBaHus.
B noareepxgeHue Toro, 4YTo BCA Heobxoaumasi HoBasi MHOpMaLmMs LOKYMEHTaNbHO 0dopMIsAeTcs
no Mepe ee MOCTYMIEHNs], B JOMOMHEHNE K BbILLENEPEYNCTIEHHBIM JOKYMEHTaM, nMmerLmmcs B danne, no

xofy uccrefoBaHusi Heobxoaumo 0o6aBNATb creaytolme JOKYMEHTI:

HanmeHoBaHue Lenb HaxoawnTtca B hannax
JOKyMeHTa ucenegosatensd crnoHcopa
/opraHnsauum
8.3.1. O6HOBMEHHbIE [okymeHTansHo X X
Bepcumn GpoLLopbI 3aKpenuTb dakT
ncecnegosartens CBOEBPEMEHHOIO
cooOLLeHns
nccregoBartento
HeobxoaMmon
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nHcpopMaLmm Nno mepe
ee MNocTynneHus

8.3.2. JTroboe
N3MEHEHUE:

- npoTtokona/
nonpasok n PK

- hopMbl
WH(POPMUPOBAHHOTO
cornacus

- nobon gpyron
NUCbMEHHOW
MHGopMauuu,
npegocraBngemom
cybbekTam

- PEeKITamMHBbIX
obbaBneHun ans
npvBneYeHnst
CyOGBHEKTOB B
nuccnegosaHue (ecnu

[okymeHTansHO
3aKpenuTb
N3MEeHeHUs AaHHbIX
AOKYMEHTOB,
npounsBefeHHbIe BO
BpeMs nccregoBaHns

MCNonb3yrTCH)

8.3.3. [okymeHTanbHoO
HatupoBaHHOE U noaTBepAnTb dhakT
[OKYMEHTanbHO paccMOTPEHNs 1
odopmeHHoe yTBEpPXKAEHUs/
yTBEpXaeHue/ onobpeHus 3CO/HOK
ogobpeHne nonpaeok u/vnu

OKCMepTHLIM COBETOM
opraHusauun (3CO)/
HesaBucnumbim
3TUYECKUM
komuteTom (HIK)
cnepyroLwmx
[OKYMEHTOB:

- MOMpaBoK K
npoToKony

- HOBbIX peJaKkunii:

- hopmbl
MHPOPMUPOBAHHOTO
cornacus

- NpegocTaBnsemMbix
cybbekTam
maTepuanos

- peKkriamHbIX
obbaBneHun ans
npuBneYeHns
cybbekToB B
uccrneposaHue (ecru
ucnonb3yeTtcs)

- Apyrux
yTBEPXXAEHHbIX/
0A00pEHHbIX
OOKYMEHTOB

- pesynbTaToB
nepuoany4eckoro
paccMoTpeHns
AOKyMeHTaLmMu no
uccrnegoBaHuio (rge

HOBbIX pegaKkuui.
YkKasbiBaloTcs
penakuusa n garta
OOKyMeHTa
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TpebyeTcs)

8.3.4.ne JokymeHTansHO X (roe
TpebyeTcs, 3aKpennTb TpebyeTcs)
paspeLueHue/ cooTBeTCTBME

opobpeHue/ HOPMaTUBHbLIM

yBegoMmIieHe TpeboBaHnsaM

YMNONTHOMOYEHHbIX

OpraHoB Ansi:

- MOMpaBoK K

NPOTOKOMNY U ApYrux

JOKYMEHTOB

8.3.5. Hay4nyto Cwm. 8.2.10. X
Buorpaduio

(curriculum vitae)

HOBbIX

uccnegosarenen

n/vnm

couccnegoBaTenen

8.3.6. VIlameHeHus [lokymeHTanbHo X
HOpMarnbHOro 3aKpenuTb

AnanasoHa 3HayeHun HOpMarnbHbIN

ans JuanasoH 3Ha4YeHun
npenycMOTPEHHbIX TECTOB, M3MEHEHHbIX

NPOTOKOMOM B xofe

MeanUMHCKUX/ nccnepoBaHust

nabopaTopHbIx/ (cm. 8.2.11.)

TEXHUYECKUX

npouenyp/TecToB

8.3.7. 'ameHeHusa B JokymeHTansHO X (rge
MeOULNHCKNX/ noaTBEpPAUTb, YTO TpebyeTcs)
nabopaTtopHbIx/ TECTbl NPOAOIKAOT

TEXHUYECKUX oTBeYaTb

npouenypax/ TpeboBaHusIM B

TecTax: TeyeHve nepvoaa

- cepTudmkaums nccnenoBaHust

- UNW akkpeguTaums (cm. 8.2.12.)

- UNW BHYTPEHHWI
n/vnn BHELWHWIA
KOHTPOrb KayecTBa
- Unu gpyrue
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MeToAbl
noAaTBepXaeHus
(roe TpebyeTcs)

8.3.8.
[lokymeHTaums no
rocTaBkam
nccrneayembix
NMPOAYKTOB U
pacxoaHbIX
maTtepuanos

Cwm. 8.2.15.

8.3.9. CeptudumkaThbl
aHarnm3a HoBbIX
cepun ncecnegyembix
npoayKToB

Cwm. 8.2.16.

8.3.10. OtyeThl
MOHWTOPOB O

[okymeHTansHO
3aKpenuTb BU3UTLI

BMU3MTax MOHWUTOPOB U NX
pesynbTarhl

8.3.11. JokymeHTansHO

CyuiecTBeHHblEe Ans 3aKkpenuTb Nobble

nccnegoBaHus cornatienusi mbo

neperosopsbl/ CYLLLECTBEHHbIE

nepenucka (MoM1MMo neperoBopsl,

BU3NTOB): Kacatouwmecs

- nepenucka BOMpPOCOB

- 3anmMcu BCTpeY npoBegeHus

- 3anucu nuccnenoBaHus, ero

TenedOHHbIX aOMUHUCTPATUBHbIX

neperoBopoB acnekTos,
HapyLueHui
npoToKona,
OTYETHOCTM MO
HexenaTenbHbIM
SABNEHNAM

8.3.12. [lokymeHTanbHoO

MognucaHHble hopMbl noaTBepanNTb, YTO

MHPOPMUPOBAHHOTO cornacve Kaxagoro

cornacus cybbekTa nonyyeHo

B COOTBETCTBUU C
GCP un npoTtokonom
[0 Hayarna yyacTtus
B MCcrnefoBaHUu.
Kpowme TOr0O,
OOKyMeHTarnbeHo
3aKpennTb
paspeLleHne Ha
npAMOKr JoCTyn
(cm. 8.2.3.)

8.3.13. NepBuyHas
OOKyMeHTauuA

[okymeHTanbHo
NnoaTBepAnTb dhakT
CyLLeCTBOBaHMSA
cybbekTa u
OOCTOBEPHOCTb

cobpaHHbIX AaHHbIX.
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BknrounTb MCXxoaHble
OOKYMEHTBI,
OTHOCSILLMECs K
nccneaoBaHuio,
NIeYEHMNIO N aHaMHe3y
cybbekTa

8.3.14. JokymeHTansHO X X
3anonHeHHsble, odhopMunTb (konwus) (opurnHan)
AaTUpoBaHHbIE U1 noaTBepXaeHve
NOANNCaHHbIe nccnegosaTtenem unu
WHAMBMAYanbHble YMNONTHOMOYEHHbIMM
perncTpaumnoHHble COTPYAHUKaMM
kapTbl (UPK) nccnegosarens
3aperncTpupoBaHHbIX
AaHHbIX
8.3.15. [okymeHTansHo X X
[okyMeHTVpoBaHue 3aKpenuTb BCe (konus) (opurnHan)
ncnpasnenunn B IPK n3MeHeHuns/
OONOMHEHWS UK
ncnpasneHus,
caenaHHble B IPK
nocne 3anvcu
nepBOHaYanbHbIX
AaHHbIX
8.3.16. YBegomneHune X X
YBegomneHve CrnoHcopa
CrnoHcopa nuccrnegosarernem o
uccnegosarenem o Cepbe3HbIX
CepbesHbIX HexxenaTernbHbIX
HexxenaTtenbHbIX ABMNEHUAX U
ABMEHUAX U COOTBETCTBYIOLLMNE
COOTBETCTBYHOLUME OTYeTbl COrnacHo
OTYeTHI 4.11.
8.3.17. YBeaomneunme X (rge X
YBegomneHue CMOHCOPOM W/unu TpebyeTcs)
CMOHCOPOM U/Wnn nccnegosartenemM
ncenegoBartenem (4TO NPUMEHNMO)
(4TO NPUMEHNMO) YMNOSTHOMOYEHHbIX
YMNOSTHOMOYEHHbIX opraHoB 1 OCO/H3K
opraHos n 3CO/H3K O HenpeaBuAEHHbIX
0 HenpeaBuAEHHbIX Ccepbe3HbIX
CepbesHbIX HexxenaTernbHbIX
HexxenaTtenbHbIX peakumsx B
peakuusx u o COOTBETCTBUM C
apyron nHpopmMaumm 517.n4.11.1.n
no 6e3onacHocTn 0 apyrow
MHdopMauumn no
BesonacHocTu B
COOTBETCTBUN C
5.16.2. 1 4.11.2.
8.3.18. CoobuieHne CoobuieHne X X
CMOHCOPOM CMOHCOPOM
uccrnegosarenio uccrnegosaTento
WHopmaLmm no NHopmaLun no
Be3onacHocTu 6esonacHocTu B

COOTBETCTBUU C
5.16.2.
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8.3.19. [MpomexyTouHble unu X X
[MpomexyToYHbIE Unn rogoBsble OTHYETHI, (roe
rogoBble OTYETHI, npenocTaBnsieMble TpebyeTcs)
npegocraBngemble OCO/H3K B
3CO/H3K n COOTBETCTBUM C
YNOSTHOMOYEHHbIM 4.10.u
opraHam YMOSTHOMOYEHHbIM
opraHam B
COOTBETCTBUM C
5.17.3.
8.3.20. XKypHan [okymeHTansHO 30BaHMM X X
CKPUHWHra 3aKpennTb (roe
cybbekToB naeHTudmKaumo TpebyeTcs)
CyObEKTOB,
npoweawmnx nepeg
nccrnegoBaHmem
CKPUHWHT
8.3.21. Cnmncok [lokymeHTanbHoO X
NOeHTUUKALMOHHbIX NOATBEPAUTL, YTO
KOAOB CyOBHEKTOB nccneposarens/
opraHu3aums XpaHaT
KOHpnaeHUnanbHbIn
CMUCOK MEH BCEX
CcybbeKTOB, KOTOPbIM
Npv BKITOYEHUN B
nccrnegosaHue Gbinm
NPUCBOEHDI
NOEHTUVKALMOHHbIE
koabl. [Mo3Bonsiet
uccrneposarento/
opraHusaumm
naeHTMdnumMpoBaTb
ndoro cybbekTa
8.3.22. XKypHan [okymeHTansHO X
perucTpauum 3aKpennTb
BKITHOUEHUS XPOHOMNOIMYECKYH0
cybbekToB nocneaoBaTenbHOCTb
BKITHOYEHUS
cybbekToB no
NOEHTUPUKALMOHHBIM
Kogam
8.3.23. Yyuet [lokymeHTanbHoO X X
nccnegyemoro 3aKpennTb
npoaykTa B ncnonb3oBaHue
nccrnenoBaTenbCkoM nccnegyemMmoro
LeHTpe npoaykTa B
COOTBETCTBUM C
NPOTOKOITOM
8.3.24. lluct [okymeHTansHo X X
o6pasLoB nognucen 3aKkpenuTb obpasupl
nognucen n

WHMLUMANoB BCeX
i,
YMONTHOMOYEHHbIX
BHOCWTb [aHHble
n/unun ncnpaeneHus
B MPK
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8.3.25. Yyuet
XpaHSALWKNXCS
obpasuoB
ounonornyeckmnx
XnaKkocTen/TkaHemn
(ecnn nmetoTcsA)

JokymeHTansHoO
3aKpennTb
MECTOHaxOXaeHne 1
naeHTurkaumo
XpaHsLLMXCs
obpa3suoB B crnyyae
HeoOX0AMMOCTH
npoBeeHus
NMOBTOPHbIX aHaNn30B

8.4. Nocne 3aBepLUeHVs UnNn NpekpaLLeHns nccrneaoBaHus.

Mocne 3aBepLlieHuna nnm npekpaweHmna nccrnenosaHna BCe JOKYMEHTbI, NepedYncrieHHble B 8.2.n83.,

AOJIXHbl coOAepXXaTbCA B cbaﬁne ncecnenoBaHna BMecCcTe C HMXeyKasaHHbIMU OOKYMEeHTaMU:

HanmeHoBaHue
OOKYMeHTa

Llenb

Haxogutca B dhavinax

uccnegosarens cnoHcopa
/opraHusauum

8.4.1. Yyert
ncenegyemoro
npoaykra B
nccnenoBaTenbCkomM
LueHTpe

[okymeHTanbHO
3aKpenuTb
ncnonb3oBaHue
nccrnenyemMmoro
npoaykrta B
COOTBETCTBUN C
NMPOTOKOOM.
JdokymeHTansHO
3akpennTb
pesynbTaThbl
OKOHYaTernbHOro
nogcyeTta
KonuuyecTea
nccneagyemMmoro
npoaykra,
NOsTy4eHHOro
nccneaoBaTenbCKUM
LEHTPOM, BblAaHHOIO
cybbekTam,
BO3BpaLLEHHOro
cybbekTamum n
BO3BpaLLEHHOro
CNoHCcopy

X X

8.4.2.
[okymeHTaums no
YHUUTOXEHUIO
nccrnegyemoro
npoaykra

[okymeHTanbHo
3aKkpenuTb hakT
YHUYTOXEHUA
HENCNOIb30BaHHbIX
ncecnenyemMbix
NPOAYKTOB
CMOHCOPOM UIn B
nccrnefoBaTenbCkom
LeHTpe

X (ecnun X
YHUYTOXEH B
KINMMHNYEeCKOM
LueHTpe)

8.4.3. NtoroBbin
CMnNcoK
NOEHTUPUKALMOHHBIX
KOOOB CyOBHEKTOB

CaenaTb BO3MOXHOM
naeHTUdmKaLuo Bcex
BKIMIOYEHHBIX B
nuccrenoBaHue
cybObeKTOB B crny4vae
HeobxoaMmMocTu nux
nocneayoLLero
HabnogeHns. Cnncok
JOMKEH XpaHUTLCH C
cobnitoageHnem
TpeboBaHui




KOH(UAEHUManbLHOCTH
B Te4yeHue
cornacoBaHHOro
cpoka

8.4.4. Ceptudoukar
ayaouTa (ecrim

JokymeHTansHO
3aKpenuTb akT

nmeeTcs) npoBedeHus ayauTa
8.4.5. Otyer [lokymeHTanbHo
MOHWTOpa O 3aKpennTb
3aBepLualoLLeM BU3NTE OKOHYaHune BCex
MepOonpUATUI
nccnenoBaHus,
HeobxoauMbIX Ans
3aBepLuaroLero

BU3NTa, N Hann4ne
KOMWNN OCHOBHbIX
OOKYMEHTOB B

COOTBETCTBYIOLLUX
dannax

8.4.6. BosBpalaetcs

HokymeHTaums no CMOHcopy Ans

pacnpegerneHuio OOKYMeHTanbHoro

CyOGBEKTOB MO 3aKpensieHus

rpynnam u NMEBLUNX MECTO

pPacKpbITUIO KOAOB

Chny4aeB BCKPbITUA
KOOJ0B

8.4.7. NToroBbin [okymeHTansHoO X
oTyet 3aKpenuTb
uccnegosarens, 3aBepLueHne
npegocTaBnseMbii nccnepoBaHust
OCO/H3K (ecrm
TpebyeTcs) u
YNOTHOMOYEHHbIM
opraHam (rge
NPUMEHUMO)
8.4.8. Otyet 0 [lokymeHTanbHoO X (ecnun
KIMMHUYECKOM 3aKkpennTb NPUMEHNMO)
uccnegoBaHum pesynbTaThbl
nccnenoBaHust n nx
WHTEpNpeTaumio
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