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BBepeHune

Haanexallasa knuHndeckan npaktuka (Good Clinical Practice; GCP) npeactaenseT coboi MmexayHapoa-
HbIM 3TUMECKMIA U HAY4YHLIW CTAaHAAPT NNAHMPOBaAHWUA U NPOBEAEHUA UCCNeAOoBaHUi ¢ y4acTUeM YenoBeka B
KayecTBe CyObekTa, a Takoke A0KYMEHTanbHOro ohopMNeHus U NpeacTaBneHns pesynbTaToB Takux uccneao-
BaHWA.

CobniofieHne ykazaHHOro cTaHaapTa CnyXuT Ans obLuecTBa rapaHTUel Toro, YTo npasa, 6e30nacHoCTb
1 Gnarononyyne cyGbeKToOB MCCNeaoBaHNa 3allMLLEHb], COrMacyloTCA ¢ NPUHUMNAMN, 3anoXeHHbIMW Xernb-
CUHKCKOW Aeknapaumeit BcemnpHoin meamumnHekon accounaumnm (BMA), 1 4TO faHHble KNMMHUYECKoro ucenefo-
BaHWSA OCTOBEPHBI.

Lienbio HacTosILLero HaUMOHanNbHOro cTaHaapTa (4anee — HaCTOSALWMI CTaHAAPT) ABNAETCH yCTaHoBMe-
HUe eInHbIX CO cTpaHamun EBponeiickoro Cowsa, CoeanHeHHbIMU LTaTamu AMepukn n AnoHuen npasmn, 4YTo
[OIMKHO criocobcTBOBaTL B3AUMHOMY MPU3HAHMIO OAHHBLIX KITMHUYECKUX UCCNEeaoBaHNn YNONHOMOYEHHbLIMM
opraHamMy Ha3BaHHbIX CTPaH.

Hactoawwmn craHgapt nageHtndeHd ICH GCP — PykosoacTBy No Haanexallen KNMHUYECKOW rnpakTuke
(Guideline for Good Clinical Practice) MexayHapoaHON KOH(epeHLUM No rapMoHu3aLmMm TexHmdeckux Tpebo-
BaHMI K perncTpaummn papmaleBTMYeckMX NPOAYKTOB, NpeaHa3Ha4YeHHbIX Ans NpUMeHeHUs YenoeekoM (Inter-
national Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for
Human Use; ICH), koTopoe, B CBOI ovepeb, paspaboTaHo ¢ yueTom geicTaylolmx TpeGoBaHunii Hagnexallei
KNUHU4Yeckom npakTukm EBponeiickoro Cotosa, CoeanHerHbIx LLTaToB AMepukn n AnoHuu, a Takke ABcTpanum,
KaHagbl n BceMupHoW opraHnsaumm agpaBooxpaHenus (BO3).
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HAUWOHANBbHBIU CTAHOAPT POCCUMUUCKOWN ©OEOEPALUMNM

HAONEXALLASA KMTMHUYECKASA NMPAKTUKA

Good Clinical Practice (GCP)

Darta BBeaeHuna — 2006—04—01

O6nacTb NpUMeHeHus

HacToawwmin craHgapT HeoGxoauMo cobnioaaTh NPu NPoBEeASHNN KNMMHUYECKMX UCCNeaoBaHui, AaHHbIe
KOTOPbIX 3annaHMpPOBaHO NPeACTaBUTb B YNOMHOMOYEHHbIE OpraHbI.

MpUHUMNBI, yCTaHOBNEHHbIE HACTOALMM CTAaHAAPTOM, MPUMEHNMbI TAKKe K K UHBIM KNMHWYECKUM uccne-
AOBAHWUAM, KOTOPble MOTyT OKasaTb BNUsiHWE Ha 6e30nacHOCTL U Gnarononyyue YenoBeka, BLICTYNAKOLIEro B
KavecTBe cyGbekTa.

1 TepmuHbI  onpeaeneHns

B HacTosllLeM cTaHaapTe NPUMEHSIOTCA cneayloLwmue TEPMUHBLI C COOTBETCTBYIOLLIMMU ONpefieneHNAMN:

1.1 ayauT (audit): KomnnekcHas n He3aBucUMan NPOBEPKa OTHOCALLIMXCS K UCCINE0BaHMIO AEATENLHOCTU
N OOKYMeHTauun, npoBoauMas ANs NOATBEPKAEHUS COOTBETCTBUS 3TOM AEATENbHOCTH, a Takke npoueayp
cbopa, aHanu3a 1 npeAcTaBNeHMs faHHbIX NPOTOKONY, CTaHAAPTHLIM ONEePaUMOHHLIM NpoueaypaM CloHCopa,
Hagnexaluen knmHu4eckon npakrtmke (GCP) n HopmMaTnBHbIM TpeGoBaHMAM.

1.2 6naronony4yue cy6sLekToB uccnepoBanus (well-being (of the trial subjects)): dusnueckoe n nenxu-
Yeckoe 340pOBbe CYOLEKTOB, YHACTBYIOLLIMX B KMTMHUYECKOM UCCNEA0BaHNN.

1.3 6powopa uccnepgoBartens (investigator’s brochure): CBofiHoe n3noxeHve pesynbTaToB KNMHUYEC-
KOro N AOKNUHNYECKOTO M3y4eHUs UccrneayeMoro NpoaykTa, 3HauMMbIX ANA ero UCCNeaoBaHuA Ha YenoBeke
(cMm. pasgen 7 HacTosAwWwero ctaHgapTa).

1.4 poroBop (contract). [laTuposaHHoe 1 noANUCcaHHOE cornalleHne Mexay AsByms unu 6onee CTopoHa-
MW, KOTOpPOE yCTaHaBNMBaeT AOrOBOPEHHOCTH, Kacalolumecs pacnpeaeneHns obbeMa paboTt u o6s3aHHOCTEN
npyu NPoBEAEHUN KNUHUYECKOrO UCCNEeNoBaHns, a Takke, ecn YMecTHO, (huHaHCOBLIX BONpocoB. OCHOBOM
[0roBopa MOXeT CYXWTb NPOTOKON UCCMNeaOBaHUS.

1.5 pokyMeHTanbHbI cnep (audit trail): [lokyMeHTaums, Nno3eoNsAOwWas BOCCTAHOBUTL X0 COOLITUN.

1.6 poxymenTtauma (documentation): Bce 3anucu B noboi cdopme (Bkniouas 3anucn Ha GyMakHbIX,
3MNEKTPOHHbIX, MArHUTHLIX UAN ONTUYECKNX HOCUTENSIX, CKAHOTPaAMMbI, PEHTTEHOBCKUE CHUMKM, SNEKTpoKap-
AVNOrpaMMbl U T.M.), KOTOPblE OMUCHLIBAIOT NGO PErncTpUpyIOT METOAbl, OpraHusaunilo Wunu pesynbTaTbl
KNWHUYECKOTO NCCNEeOoBaHUSA, a Taloke BNMSIOLLIME Ha uccneaoBaHue hakTopbl M NPUHATBHIE MepbI.

1.7 3akmoyeHune (npumMeHuTenbHo kK HezaBucuMomy aTuveckomy kommuteTy) (opinion (in relation to
Independent Ethics Committee)): 3akniouenue n/unu pekomeHgaumm He3aBUCMMOrO 3TUYECKOTO KOMUTETA.

1.8 3akoHHbIN npeacTaBuTens (legally acceptable representative): ®usnueckoe unu lopnandeckoe
ML, UNK UHOW CYOLEKT NpaBa, MMEIOLLMIA B CUIY 3aKOHA NPaBO A4aBaTb COMMacue Ha y4acTue B KMMHUYECKOM
nccneaoBaHMn OT MMEHN NOTEHUManNbHOTo cyGbekTa uccnenoBaHus.

1.9 npentndmnkaunmoHHbIN koa cybbekTa (subject identification code): YHukanbHbIM koa, Npuceansae-
MbIiA MccneaoBaTeneM KaxaoMy cybbekTy uccrnefoBaHus ana o6ecneyeHms KoHUAEHUMANbHOCTU ero nuy-
HbIX JaHHbIX U UCTIOMNb3yEeMblii BMECTO UMEHU CyObekTa B OTHETaX NO HeXenaTenbHbLIM SBNEHNAM Wunn apyrux
AaHHbIX, OTHOCALLIMXCA K UCCNEA0BaHMIO.

N3panue ohmumnanHoe
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1.10 vnauBMAyansHan perucTpaumuonHas kapta; UPK (Case Report Form; CRF): lokyMeHT Ha Bymax-
HOM, 3NEKTPOHHOM WNWN ONTMYECKOM HOCUTENne, NpefHa3sHaAYeHHbI AN BHECEHUS BCEW NPeayCMOTPEHHOM
NPOTOKONOM M Nognexallen nepegaye CnoHCopy MHOPMaLMK MO KaXAOMY CyObeKTY UCcCneoBaHus.

1.11 uncnekuma (inspection): [leficTBue ynonHOMOYEHHbIX OPraHoB, 3akniovaioLeecs B oouumanbHON
npoBepke A0KYMEHTauun, obopyaoBaHUS, UHbIX MAaTepPUarnoB, UMEIOLLMX, MO MHEHMIO YNONMHOMOYEHHbIX opra-
HOB, OTHOLUEHWE K KNMHNYECKOMY UCCNEAOBaHUIO U HAXOASLWMXCS B UCCNeAoBaTeNLCKOM LEHTPe, B NOMeLLle-
HUAX CNOHCOpPA W/WNKW KOHTPaKTHOWN NCCNeaoBaTeNbCKON OpraHM3aLmm, a Taioke VHbIX OpraHM3aumsax, UMeIoLLMX,
N0 MHEHUIO YNONHOMOYEHHBIX OPraHOB, OTHOLLIEHWE K UCCNEAOBAHMIO.

1.12 uncpopmupoBaHHoe cornacue (informed consent): MNpoueaypa A06POBONLHOIO NOATBEPXKAESHUS
CyGBbEKTOM CBOEro Cornacusl Ha ydactue B KOHKPETHOM uccnefioBaHuM nocne nonyveHus uHgopmaumm 060
BCEX 3HAUYMMbIX ANA NPUHATUS UM PeLLIeHNs acnekTax uccnegosaHus. MHopMupoBaHHoe cornacue AOKYMeH-
TMPYeTCA NOCPEACTBOM MOANUCAHUA U AaTMPOBaHUSA (hOPMbl MH(POPMUPOBAHHOTO COrNacus.

1.13 uccneposarens (investigator): ®u3anyeckoe NUUO, Hecyllee OTBETCTBEHHOCTb 3a MpoBeAeHue
KNMHUYECKOTO UCCNEAOBaHMA B UCCNeaoBaTenbCkoM LieHTpe. B cnyvae npoBefeHus uccnegoeaHus B uccre-
[OBaTEeNbCKOM LIeHTpe rpynnoi nuu, nccneaosateneM (rMaBHbIM UccneaoBaTeneM) SBNAETCA pyKoBoauTenb
rpynnbl. CM. Takke TepMUH «conccneaosatenby (1.54).

1.14 uccneposartenn-koopauHarop (coordinating investigator): MccnepoBaTtens, oTBevalloLWwmi 3a Ko-
opAvHaumio AeATeNbHOCTU UccneaoBaTenein Bcex uccneaoBaTenbCKMX LEHTPOB, YHaCTBYIOWMX B MHOTOLIGHT-
POBOM KNNHWUYECKOM UCCNEeaoBaHUN.

1.15 nccnepoBarens/opranmsaums (investigator/institution): TepmuH, o3Havalowmi: «uccnegoBaTenb
n/unu opraHnMsaums B 3aBUCUMOCTU OT HOPMATUBHLIX TpeBoBaHUY.

1.16 uccnepoBarennckumn UeHTp (trial site): PakTnueckoe MecTo NpoBeAEHUSA KNUHUYECKOTO Uccrneno-
BaHuA.

1.17 uccneayembin npoaykT (investigational product): llekapcTeeHHas (hopma aKTUBHOTO BeLecTBa Unm
nnaue6o, nsydaemas Unu UCNonbL3yemMas Ans KOHTPONS B KMMHUYECKOM UcCneoBaHnW, B TOM Yucne sapern-
CTPUPOBaHHbIA NEKAPCTBEHHbIA NPOAYKT B Cny4ae, ecnum ¢noco6 ero NpUMEHEHUA OTNUYAETCA OT YTBEPXAEH-
HOro, a TaKke Mpu ero UCNoMb3OBAHMKU MO HOBOMY MOKa3aHWIO UNM ANA NONYYEeHUA AONONHUTENbHOW
WH(OPMaLUN NO YTBEPKAEHHOMY MOKa3aHUIO.

1.18 knuHMYeckoe ucnbiTaHne/nccneposanme (clinical trial/study): IMo6oe nccnenosaxune, nposoau-
MO€e C y4acTUeM 4YenoBeKa B KavyecTBe cyOGbekTa Ans BbiIBNEHUS WU NOATBEPKOSHUS KNMMHUYECKMX u/unu
thapmakonornveckmx adbdpeKkToB MccneayeMblx NPOAYKTOB U/MNWU BbIABNEHUS HeXenaTenbHbIX peakuuii Ha
uccnegyemble nNpoaykTbl, U/MNU N3YyHEeHUs NX BcacbiBaHUSA, pacnpeneneHusi, metabonuama u BbiBEAEHUS C
Lienblo OUEeHUTb MX 6e3onacHoCTb U/MNn a3 heKTUBHOCTb.

TepMUHbI «KNUHNYECKOE UCMbITaHNe» N «KNMHUYECKoe UccneaoBaHue» SBNAIOTCA CUHOHMMaMM.

1.19 KOHTpaKTHaA uccrnepgoBaTenbckasa opraHusauua (contract research organization; CRO): ®u3u-
Yeckoe N1UOo UMW opraHMsaums (KOMmepueckasi, Hay4dHO-UccnegoBaTenbckas UM NHas), KoTopasl B paMKax
JOroBopa Cco CrOHCOPOM BbINONHAST ofHy unn 6onee n3 ero 06a3aHHOCTEN U (DYHKLMIA, CBA3AHHbLIX C MpoBe-
OeHneM KNMHNYECKoro nccneaoBaHus.

1.20 koHTpOnb KavecTBa (quality control; QC): MeToabl M Mepbl, ABNSAOLMECS YAaCTbO CUCTEMbI 0bec-
nevYeHus1 kKa4ecTsa U UCNOMb3yeMble Ans NPOBEPKN COOTBETCTBUA BbINMOMNHAEMbIX NPWU NPOBEAEHUN Uccneao-
BaHMSA npoleayp npeabaBnsemMblM TpeGoBaHUSAM K UX KaYecTBy.

1.21 KoopAMHaUMOHHBIN KOMUTET (coordinating committee): KomuteT, KOTOpbI MOXeT BbiTb OpraHn3o-
BaH CMOHCOPOM ANS KOOPANHALUN NPOBEAEHNST MHOTOLIEHTPOBOIO KIMMHUYECKOTO NCCNeaoBaHus.

1.22 koHbmaeHunanbHocTh (confidentiality): CoxpaHeHwe B TaltHe OT HEYNONMHOMO4YEHHbIX NAL, UHEOP-
Mauuu, NpuHagnexailen CnoHcopy, nnu nHopmaumn, no3sonsLLen naeHTduumposaTtb cy6bekTa uccne-
OoBaHusA.

1.23 MHoroueHTpoBOe KNUHUYeckoe uccrnegoBaHue (multicentre trial): KnuHnueckoe nccnenosaxve,
nposoAMMOe NO eAMHOMY NpoTokony 6onee Yem B OOHOM MCCNEeAoBaTENbCKOM LEHTPE U, 3Ha4uT, bonee Yem
OOHUM nccnegoBaTenem.

1.24 moHUTOPMHTI (Monitoring): [lesTenbHOCTb, 3aKNoYaoLAasca B KOHTPOME 3a XOA0M KMUHUYECKOro
uccnenoBaHus, obecneyeHnmn ero nposeaeHusi, céopa AaHHbIX U NPeACTaBNeHUs pesynbTaToB B COOTBETCTBUN
C NPOTOKONOM, CTaHAAPTHLIMWU OMNepauMOHHBLIMK NpoueaypaMn, Haanexallen KnnHmdeckon npaktmkon (GCP)
W HOpMaTUBHEIMU TpeboBaHNAMM.

1.25 Hagnexawan knuHu4eckasa npaktuka (Good Clinical Practice; GCP): CtaHaapT nnaH1MpoBaHus,
opraHusauuu, NpoBeaeHNs, MOHUTOPUWHra, ayanTa, AOKYMEHTUPOBAHNA KNMHMYECKUX UCCNeaoBaHWi, a Takke
aHanusa 1 nNpeacTaBneHns UX pesynbTaToB, CNyXaluin rapaHTuein JOCTOBEPHOCTU U TOYHOCTU MOMYYEHHbIX
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[AaHHbIX U NPeACTaBMNEeHHbIX Pe3yNbTaToB, a Talke oGecneymBaloLL Ui 3aLMTy NpaB, 300POBbA U KOHMUAEHUN-
anbHOCTN CyObEKTOB UCCNENOBaHUA.

1.26 nexenarenbHan peakuun; HP (adverse drug reaction; ADR): OTHOCUTENbHO NpeaperncTpaumnoH-
HOTO KIMMHUYECKOTO NPUMEHEHUA HOBOTO NEKAPCTBEHHOTO NPOAYKTa UMW €ro NPUMEHEHUS MO HOBbIM NOKa3aHK-
AIM, 0cOBEHHO ecnu TepaneBTUHECKUE A03bl TOYHO HE YCTAHOBIEHbI, — BCE HETaTUBHbIE peaKkunn, CBA3aHHbIe
€ NpuMeHeHneM noboi A03bl NEKAPCTBEHHOrO NPOAYKTa. TEPMUH «CBA3AHHLIE C NPUMEHEHMEM NeKapCTBEH-
HOTO NPOAYKTa» O3HAYaAET, YTO CYLLECTBYET XOTA Gbl MUHUMArIbHAst BO3MOXHOCTb HanNU4Msl NPUYNHHO-CNEACT-
BEHHON CBA3N MeXAy NEKApCTBEHHLIM NPOAYKTOM W HeXenaTenbHbiM ABMEeHWeM, T.e. B3aUMOCBA3b He
UCKNioueHa.

[insa 3aperncTpupoBaHHbIX NeKapCTBEHHBIX NPOAYKTOB STOT TEPMUH O3HAYaeT BCe HeraTMBHLIE peakuumn,
CBA3aHHble C NPMMEHEHNEM NEKAPCTBEHHOTO NPOAYKTa B OObIYHbIX 03aX, MCMNONb3YeMbIX ANns NpodunakTnkm,
AWarHoCTMKN UK neveHns 3abonesaHnit, a Takke ANA M3MeHeHns nsmnonormdecknx yHkumn (cm. Pykosoa-
¢80 ICH «OueHka AaHHbIX MO KNMHUYECKON 6e30NacHOCTU: TEPMUHONOMMA U CTaHAAPTbl 9KCNPeCcc-oTYeT-
HOCTU»).

1.27 HexxenatenbHoe aBneHue; HA (adverse event; AE): Nio6oe BuIABNEHHOE Y NaumeHTa unu cybbekTa
KMWHUYECKOTO UCCMneaoBaHusa nocne NpUMeHeHUA NEKapCTBEHHOTO NpoaykTa HebnaronpuaTHoe ¢ MeAUUVH-
CKOMN TOYKMN 3peHus cobbiTue, KOTOPOE MOXET M HE UMETb NPUYNMHHO-CNEACTBEHHOM CBA3M C €10 NPUMEHEHNEM.
Takum 06pa3om, HexxenaTtensHoe sieneHune (HA) MoxeT npeactaBnaTte coGomn Nio6oi HeGNaroNPUATHLIN CUMI-
TOM (BKNio4an OTKNoHeHne nabopaTopHOro NokasaTens oT HOPMbI), anoby unu 3abonesaHue, BpeMSA BO3HUK-
HOBEHWSI KOTOPOro He WCKNIoYaeT MPUYUHHO-CNEACTBEHHOW CBA3WM C MPUMEHEHMEM NeKapCTBEHHOro
(ncenepyemoro) npodykTa BHe 3aBUCMMOCTM OT HANUYMA UNW OTCYTCTBUA TakoM CBA3M (CM. pykoeoacTeo ICH
«OueHKa AaHHbIX NO KNMHWYeCcKon 6e30NacHOCTU: TEPMUHONOMUA U CTaHAAPTbI SKCTIPECC-OTYETHOCTUY ).

1.28 He3aBncuMMbIN KOMUTET NO MOHUTOPUHIY AaHHbiX; HKMJ (Independent Data-Monitoring Com-
mittee; IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring Committee)): Hesa-
BMCUMbIA KOMWUTET, KOTOpbIi MOxeT ObiTb 06pa3oBaH NO MHMUMATMBE CMOHCOpa ANA Nepuoandeckoro
PaccMOTPEHNS X0Aa KIMHUYECKOro uccrnenoBaHus, AaHHbIX No 6e30nacHOCTU WKW OCHOBHBLIX NapameTpoB
3(heKTUBHOCTH, a Takke Ana BbipaboTKM pekoMeHOauui CMOHCOPY O Lenecoobpa3HoCT NPOAOIMKEHNS,
npekpaLLleHns UCCnefoBaHUsA UM BHECEHUS B HETO U3MEHEHUI.

1.29 He3zaBucumblit aTnyecknin komutet; H3K (Independent Ethics Committee; IEC): HesaBucumbiit
opraH (3KCnepTHbLIN COBET NN KOMUTET, AEUCTBYIOLLMIA HA YPOBHE OpraHu3aLmmn, perMoHanbHOM, HaUMoHarb-
HOM MNN MeXAyHapOOHOM YPOBHE), COCTOALMMA U3 MEAULMHCKMX pabOTHUKOB, a Takke nuu, He UMEIOLLNX
OTHOLLEHUS K MeMLIMHEe, KOTOpbIA obecnevmBaeT 3aliMTy Npas, 6e30NacHOCTU M Bnarononyyns cy6bLEKToB
uccnegoBaHnsa 1 BbicTynaeT Ans obllecTBa rapaHTOM TakoW 3alinTbl, B YACTHOCTU MyTeM pacCMOTPEeHUs,
yTBEpXAEeHNA/on06peHns nNpoTokona WccnefoBaHWs, KaHaupaaTyp WccnegoBaTenei, uccneaoBaTenbCKux
LISHTPOB, a TalkKe MaTepuanos U MeToAOB, KOTOPbIE NpeAnonaraeTcs UCNonNb3oBaTh AN NONyYeHNs U OOKy-
MEHTUPOBaHUS UHEOPMUPOBAHHOTO Cornacus CyGbLeKTOB UCCneaoBaHus.

MpaBoBon cTaTyc, cocTas, (PYHKLNKN, AEATENBbHOCTb HE3aBUCUMbIX 3TUMECKMX KOMUTETOB, a Takke OTHO-
cslLMecs K HUIM HopMaTUBHble TpeBoBaHUA MOrYT pasnuYaThCs B pasHbIX CTpaHax, TeM He MeHee, HOK fomkHbI
YHKUMOHMPOBATL B cooTBeTCcTBUMN ¢ GCP.

1.30 He3auHTepecoBaHHbIN cBUAeTeNb (impartial withess): Pusndeckoe NULO, HENPUYACTHOE K NPOBe-
JOEHMNIO KNUHWYECKOro UCCNeaoBaHWs, Ha KOTOPOe He MOTYT OKas3aTb [aBMNeHNe YYaCTHUKM KNMHUYECKOTO UC-
CnefioBaHNA U KOTOPOE B Cry4ae, ecnu cybbekT uccnefoBaHUa UNn ero 3aKOHHLIA NpeAcTaBUTENb He yMeeT
WMN HEe MOXET YUTaTb, MPUCYTCTBYET BO BPEMSA NMONYYEHNS MHCHOPMUPOBAHHOTO COrMAacus, a Takke 3a4nTbiBaeT
TeKCT UHCPOPMMPOBAHHOTO cornacusa u nobble Apyrue npefocTaBnseMble CyGbekTy ccnenoBaHus NUCbMeEH-
Hble MaTepuansbl.

1.31 poknuHuyeckue uccnegosanma (nonclinical study): BuomeguUMHCKUEe nccneaoBaHKs, NPOBOAM-
Mble 6e3 yyacTus Yenoseka B kKa4ecTBe CyGLeKTa.

1.32 HenpeaBuAeHHaA HeXenarenbHas peakuus (unexpected adverse drug reaction): HexxenatenbHas
peaKkums, CyLHOCTb UMK TSHXECTb KOTOPOW He CornacyeTCs C U3BECTHOM MHbopMaLMel o NpoaykTe (HanpuMep,
¢ GpoLuiopoii uccnepoBaTens AN HE3apercTPUPOBAHHOMO UCCMeayeMoro NpoayKTa Unu ¢ NUCTKOM-BKNafbl-
LLIeM/CBOAHOW XapakTepUCTUKON NeKapCTBEHHOro NpoaykTa B Cry4yae 3aperMcTpupoBaHHOrO NpoaykTa) (CMm.
pykoBoacTBo ICH «OueHKa AaHHbIX MO KNMHUYECKON 6e30NacHOCTU: TEPMUHONOMMS U CTaHaapPTbI IKCNpecc-oT-
YEeTHOCTW»).

1.33 HopmaTuBHble TpeBoBaHuA (applicable regulatory requirement(s)): Bce 3akoHbl M NOA3AKOHHbIE
aKTbl, perynupyioLine npoBeaeHne KNMHUYeCckUX nccneqoBaHnin uccnegyeMblX NpoaykToB.

1.34 oGecneyveHmne kayecTBa (quality assurance; QA): COBOKYMHOCTb CUCTEMATUYECKUX M MNAHOMEPHbIX
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OeNCTBUIA, KOTOpble MeIoT Lienbio o6ecneynTb COOTBETCTBUE NPOBEAEeHUS uccneaoBaHus, cbopa, perucrpa-
LMW 1 NpeacTaBneHns AaHHbIX Hagnexallen knuHudeckon npaktuke (GCP) n HopmaTueHbLIM TpeboBaHWAM.

1.35 opranunsauun (MeguuuHckan) (institution (medical)): Mio6as opraHMsaumns BHe 3aBUCUMOCTM OT ee
opraHu3aLMOoHHO-NPaBoBO (hopMbl NMBO MeanuMHCKoe, NGO cTomaTonornveckoe noapasaeneHune, rae npo-
BOAST KNMHUYECKOE nccneaoBaHue.

1.36 opuruHanbHble MeauuMHCKue 3anucu (original medical record): CM. TEpMUH «nepBUYHAA AOKY-
MeHTauma» (1.41).

1.37 ocHoBHble AOKyMeHTbI (essential documents). [IokyMeHTbI, KOTOpble B COBOKYMHOCTU MNW Mo
OTAENbHOCTUN MO3BONAIOT OLUEHUTb XOA KNUHWUYECKOTO MCCNEAOBAHNA U KAYeCTBO MOSMYYEeHHbIX AAHHbLIX (CM.
pa3gen 8 HacTosALEero cTaHgapTa).

1.38 oTyeT MoHuTOpa (Monitoring report). MUCbMEHHbLIM OTYET MOHUTOPA CRNOHCOPY MOCNE KaXAoro
BM3WTa B MCCNeaoBaTenbCKUn LEHTP WK KOHTaKTa ¢ uccneaoBaTensMmn B COOTBETCTBUU CO CTAaHAAPTHLIMU
onepaunoHHbIMU npoueaypamn (COIMM) cnoHcopa.

1.39 otueTr 06 ayamTte (audit report): McbMeHHOE 3aknioueHMe ayauTopa CMOHCOopa O pesynbTaTax
ayauTa.

1.40 oT4eT 0 KNMMHMYECKOM ucnbiTaHnn/uccnegosanum (clinical trial/study report): OT4eT B NUCbMEH-
HOW hopmMe, NpeacTaBnNAIoWMIA co60M ONUCaAHUE KNMHNYECKOTO UCNbITaHUA/MCCNeaoBaHNA Kakoro-nubo Tepa-
NeBTUYECKOro, NpPoUNakTMHECKOro WNN ANArHOCTUYECKOTO CPeacTBa C yvacTUeM YenoBeka B KavecTBe
cy6bekTa, 0ObeqMHSAIOLINA KNMHNYECKOE N CTaTUCTMHECKOe ONUCAHUA, NpeacTaBNeHne AaHHbIX U UX aHanu3
(cm. pykoeoacTeo ICH «CTpykTypa 1 coaepxaHue 0THETOB O KNNHUYECKOM UCCNeaoBaHUNY).

1.41 nepBuuHan aoxyMeHTaumsa (source documents): UcxoaHble AOKYMEHTLI, AAaHHbIE U 3anucK (Hanpu-
mep, nctopumn 6onesHn, amGynaTopHble kKapThl, NAGOpaTOPHLIEe 3anNUcK, 3aMeTKU, AHEBHUKN CyOLEKTOB uccne-
[OBaHWA, BOMPOCHMKW, >KypHanbl BbiAa4Yn MeaWKaMeHTOB, 3anucu aBTOMATUYECKMX YCTPOWCTB,
BEPUMDNLIMPOBAHHDBIE U 3ABEPEHHBIE KOMUU UK BBLINUCKW, MUKPOGULLIN, HOTOHEraTUBLI, MUKPOMIIEHKN UMK
MarHWTHble HOCUTENM, PEHTTeHOBCKUE CHUMKN, NioGble 3aNncK, OTHOCSILLIMECA K MALMEHTY, B TOM YMCTe XpaHsi-
Linecs B anTeke, NabopaTopuax N OTAENEHUAX UHCTPYMEHTANBLHOM MArHOCTUKK, UCTIONb3YEMbIX B KNUHUYEC-
KOM WCCreaoBaHumn).

1.42 nepBUYHbIe AaHHbIe (source data): Bca nHhopMaums, cogepallascs B OpurnHanbHbiX MEAULIMH-
CKMX 3aMNCAX U UX 3aBEPEHHBIX KOMUAX, ONUCHIBAIOLLIAA Pe3ynbTaThl KNMHUYECKUX HabnoaeHun, 06cneaoBaHuin
W apyrov AesTenbHOCTH, NO3BONAIOLLAA BOCCO3AaTb XOA KMMHUYECKOro UCCNEeAOBaHNUA M OUEeHUTL ero. MNep-
BMYHblE AaHHble coAepXaTca B NepBUYHON AOKYMEHTaLUMK (MOANUHHUKAX UK UX 3aBEPEHHBIX KOMUAX).

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

1.44 nonpaBka k npoTtokony (protocol amendment): OcdopMneHHoOe B NUCbMEHHOM BUAe ONUCaHue
M3MEHEeHW Unn opuumnanbHoe pasbsCHeHNe NMPOTOKoNa.

1.45 npenapat cpaBHeHua (comparator (product)): MccnegyeMbiin unu 3aperMcTpupoBaHHLIA NekapcT-
BEHHbI MPOAYKT (T.€. aKTUBHbIN KOHTPONb) NMM6o nnauebo, NCNonb3yeMbIN(0e) Kak KOHTPOSb B KITMHUYECKOM
nccrnegoBaHnm.

1.46 npomexKyTOUHbIN OTHET O KIIMHMYECKOM UcNbITaHMU/MccnegoBanum (interim clinical trial/study
report): OTYeT 0 NPOMEXYTOUHBIX pe3ynbTaTtax U UX OLeHKe, OCHOBAHHLIN Ha NPOBEAEHHOM B XoAe KNMHUYec-
KOro uccneqoBaHns aHanuse OaHHbIX.

1.47 npoTokon (protocol): lokyMeHT, KOTOpbIM ONUCLIBAET Lenwu, An3aiH, MeToA0NOorMio, CTaTUCTUYECKNE
acnekTbl W opraHusaumio uccnegosaHms. NomMrMO 3TOro NPOTOKON OBLIYHO COAEPXKUT MONyYEHHblE paHee
JaHHble 1 060CHOBaHWE MCCneaoBaHusa, OOHAKO 3Ta MHGOPMaUMs MOxXeT ObiTb NpeacTaBneHa u B Apyrux
AOKYMEHTaX, Ha KOTOpble CCbINaeTcs NPOTOKON uccneaoBaHus. MNPUMEHNTENBHO K HACTOALWEMY CTaHaapTy
TEPMUH «MPOTOKON» NOApPa3yMeBaeT Kak caM NPOTOKON UCCNeA0BaHUS, TaK U NONPaBKU K HEMY.

1.48 npamomn poctyn (direct access): Pa3pelleHne Ha U3yyeHue, aHanu3, NPOBEPKY U KOMMPOBaHWe
nobbIx 3anmcen 1 0T4ETOB, HEOBXOAUMbIX ANSA OLEHKN KIMHUYECKOro uccnedosaHns. flivua, umetroLne npaso
MPAMOro AocTyna (Hanpumep, NpeacTaBUTENU HaLUMOHAMBHBIX UMW MHOCTPAHHLIX YNONHOMOYEHHbIX OPraHoB,
MOHWUTOPbI N ayAUTOPbI CNOHCOPA), AOMKHbI MPUHUMATL BCE pasyMHble Mepbl AnA cOBGNI0AeHUS HOPMaTUBHbIX
Tpe6oBaHuii No 3aLmTe KOHPUAESHUMANbHOCTH MHGOPMaLIMK, NO3BONSAIOLLEN UAEHTUPULMPOBATL CYGHLEKTOB,
1 MHPOpMaLUMK, NpUHaAnexXaLlein CnoHCopy.

1.49 panpomusaumsn (randomization): Mpouecc pacnpegeneHns cyGbEKTOB UCCNEaOBaHMS MO rpynnamM
NeYeHNst NN KOHTPONs cryYaiHbiM 06pasom, NO3BONSAIOLLMIA CBECTU K MUHUMYMY CYyGHEKTUBHOCTD.

1.50 ceptudbmukar ayamra (audit certificate): [lokyMeHT, COCTaBNEHHbIN ayaMTOPOM B NOATBEpPXKOEHWE
hakTa npoBeaeHus ayauTa.
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1.51 cepbe3Hoe HexenatensHoe aABneHue; CHA u/unu cepbesnan HexenartenbHan peakuusa; CHP
(serious adverse event; SAE or serious adverse drug reaction; serious ADR): Nio6oe HebnaronpusaTHoe Meau-
LIMHCKOe cobbITMe, KOTOpOE BHE 3aBUCMMOCTM OT 103bl NEKAPCTBEHHOTO NPOAYKTa:

- NMPUBENO K CMEPTH;

- NpeacTaBnaeT co60oN yrpo3y Ans XXU3Hu;

- TpebyeT rocnuTanusaummn Unu ee NPoaneHus;

- NPUBENO K CTONKOW UMW 3HAUNTENbHON HETPYAOCNOCOBHOCTM MNKU MHBANUAHOCTU

nnm

- npeacTasnseT coboin BPOXKAEHHYIO aHOManuio unu aedekT poXxaeHns

(cMm. pykoBoacTBo ICH «OueHka AaHHbIX NO KNUHUYECKON 6e30NacHOCTU: TEPMUHONOMMA U CTaHAAPTbI
3KCMPECC-0TYETHOCTU» ).

1.52 cnenon metop/mackupoBka (blinding/masking): MeToa, npy NpMMeHeHMN KOTOPOro OQHON UNK
HECKONbKMM Y4aCTBYIOLLMM B KNMHUYECKOM UCCNEAOBaHUN CTOPOHAM HEU3BECTHO, Kakoe NeYeHne HasHa4veHo
cyGbekTy nccnepoaHus. MpocTon cnenoi MeToa nNpeaycMaTpuBaeT HEOCBEAOMNEHHOCTb O HA3HAYEHHOM UM
BUAe NneveHns CyGbeKTOB UCCneaoBaHns, B TO BPeMSA Kak ABOWHOW Crenon Metoa noapasyMeBaeT HeocBe-
OOMNEHHOCTb CyOHEeKTOB UccnenoBaHus, UccneaoBaTenei, MOHUTOPOB U, B HEKOTOPLIX CAyYasaX, NuL, BbINOM-
HAIOLLIMX CTAaTUCTUYECKYIO 06paBoTKy AAHHbIX.

1.53 cobnioaeHne TpeGoBaHUI (NPUMEHUTENBHO K KNMMHUYECKUM nccneaoBaHuam) (compliance (in
relation to trials)): CnegoBaHve BCceM CBA3aHHBLIM C KITMHUYECKMM UCCNeaoBaHWeM TpeGoBaHNUAM, Hagnexallen
KnuHu4eckon npaktnke (GCP) n HopmaTuBHbIM TpebGoBaHuaM.

1.54 couccnepoBatenb (subinvestigator): JTio6ol uneH nccneaoBaTeENbCKOro KONNEKTUBA, Ha3HaYeH-
Hbll UccneaoBaTeneM M OCYLLECTBRSAIOLWNIA NOA €F0 KOHTPONEM 3HaYnMble Npoueaypbl KNMMHUYECKOro uccne-
[OBaHVA B UCCNefoBaTeNbCKOM LEHTpe (Hanpumep, MHTEPH, OPAMHATOP, Hay4YHbIM COTPyAHMK). CM. Tarke
TEPMUH «nccnegosaTenby (1.13).

1.55 cnoHcop (sponsor): dusndyeckoe Unn IPPUANYECKOEe NNLO, ABNAILWEESCA MHULMATOPOM KNUHNYEC-
KOro UCCNeoBaHNA N Hecyllee OTBETCTBEHHOCTb 3@ €ro OpraHn3aumnio nnn onHaHcupoBaHue.

1.56 cnoHcop-uccnepoBartenb (sponsor-investigator): SIuLo, KOTOPOE CAMOCTOATENLHO UNN COBMECTHO
€ OpYrMMun nNMuaMm MHULMUPYET U NPOBOANT KNMHUYECKOe UCCneaoBaHue 1 nog HenoCpeaACTBEHHLIM PyKOBOA-
CTBOM KOTOPOro MUccredyeMblin NpoaykT Nbo HasHavaloT, NMbo BbIAAIOT CyGLEKTY uccneanosaHus, Nubo noc-
negHWin npuHnMaeT ero. CnoHCopoM-uccnegosaTeneM MoxkeT GbiTb TONbKO hmanyeckoe nuuo. OBsa3aHHOCTK
CMOHCOpa-nccneaoBaTens BKOYaT B ceb6s 0653aHHOCTM Kak CMOHCOPa, Tak U uccrneaoBatens.

1.57 craHpapTHble onepauuoHHble npoueaypbl; COI (standard operating procedures; SOPs): Mo-
OPOGHBIE NMUCbMEHHbIE MHCTPYKLUMK, NPeaHAa3HaYeHHble Ans AOCTWKEHNS €MHO00pasus Npu ocyLecTBNeHN
onpeaeneHHon AeATensLHOCTH.

1.58 cybbekT/cybbekT uccnegoBaHun (subject/trial subject): dusmnueckoe nuuo, yyacteyiollee B Knu-
HU4ECKOM UCCNeaoBaHMN B COCTaBe rpynnbl, Nony4valowen uccneayeMblii NnpoaykT, MMbo B cocTaBe KOHTPOSb-
HOW rpynnbl.

1.59 ynonHoMou4eHHble opraHbl (regulatory authorities): OpraHbl, obnagatoLme npaBoM OCyLLECTBNATL
perynupytowme dyHKUnMN. NpUMEHNTENbHO K HAcToALEMY CTaHOAPTY TEPMUH «YMOMHOMOYEHHbIE OpraHbl»
BKNIoYaeT B ce651 MHCTaHLUMW, YNIONHOMOYEHHbIE pacCcMaTpUBaTL NpeoCTaBMNEHHbIE UM KITMHUYECKNE AaHHbIe,
a TaKke NPoBOAUTbL MHCMEKUMM (cM. 1.11). DTK opraHbl Takke MHOTAA HA3bIBAOT KOMMETEHTHLIMU OpraHaMu.

1.60 yTBepxAeHUe (NpMMeHUTENbHO K SKCNepTHOMY COBeTy opraHu3auum) (approval (in relation to
Institutional Review Boards)): MNpuHsATOe 3KkcnepTHLIM coBeTOM opraHmusaumm (3CO) 3aknioueHne, NoATBEPX-
faowee hakT NpoBeAeHNS IKCNepPTU3bl KNMHUYECKOro UCCNeaoBaHns 1 SBNSAIOLLEeecs paspelleHnemM Ha ero
nposegeHne B JaHHON OpraHM3auMu B COOTBETCTBUM C UHCTPYKUusaMM DCO, HOPpMATUBHBLIMU AOKYMEHTaMMU
MeOWULMHCKON OpraH13aumm, a Takke Hagnexallen KnuHudeckoin npaktukoi (GCP) u HopmaTuBHbIMU Tpe6o-
BaAHUSAMM.

1.61 yasBuMble cy6beKkThl uccrnegoBaHusa (vulnerable subjects): Jinua, Ha ube xenaHue y4acTsoBaTb
B KNMHUYECKOM UCCNEeaoBaHUM MOXET OKkasaTb Ype3MepHoe BnusiHue oxuaaHue (060CHOBaHHOe N Heo6o-
CHOBaHHOE) TEX UMW UHbIX NPEUMYLLECTB, CBA3aHHbIX C y4acTUEM B UCCNEAOBAHUN, UNN CaHKLUMWN BLILLECTOR-
WKUX B Uepapxum nuu B criy4ae oTkasa OT yyacTusi. B kavyecTBe npumepa YUneHoOB MepapxM4ecknx CTPyKTyp
MOryT 6biTb Ha3BaHb! y4aLLMecs BbICLUNX N CPEAHNX MEAULIMHCKMX, (hapMaLIEBTUUYECKUX U CTOMATONOMNYECKNX
y4eBHbIX 3aBeaeHUn, MNagLmnii NepcoHan KNMHUK U nabopaTtopuit, cnyxalume dpapmaueBTM4EeCKMX KOMNaHUi,
BOEHHOCNYXaLume U 3akniodeHHble. K ya3BuMbIM cyGbekTam uccreoBaHus Takke OTHOCATCA GonbHble, CTpa-
Jallime HensneuynMbIMn 3a6oneBaHUsAMK, NMUA, HAXoAsLMeC B oMax No yxoay, Huwme n 6e3paboTHele,
naumeHTbl, HaxoasALWMeCs B HEOTNIOKHOM COCTOSIHUM, NPeacTaBUTeNM HaLMOHANbHLIX MEeHbLMHCTE, 6Ge3no-
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MHble, KOYEBHUKM, GeXeHLIbl, HECOBEPLLIEHHONETHNE U NNLIA, HAXOASALIMECA N0 ONEeKOM UNK NONEeYUTENLCTBOM,
a Taioke nuua, HecnocobHble AaTh cornacue.

1.62 AkcnepTHLIN coBeT opranu3auun; 3CO (Institutional Review Board; IRB): HesaBucumbiin opram,
COCTOSAILLMIA U3 NuL, paGoTalowmx B 00NacTm MeguumnHbl, B TOM YMCNe HayyHOW, a Takke He OTHOCALMXCA K
MeaunLmMHe cneumanbHOCTeN, KOTopbii o6ecneunBaeT 3awWwmMTy nNpas, 6e3onacHoCTM M GnarononyYmns cyGHLEKTOB
uccnefoBaHusa U NpeaocTaBnseT O6LLECTBEHHYIO FapaHTWIO TaKOW 3aLUMTLI, B TOM YMCHE NyTeM PACCMOTPEHUs,
yTBepxaeHns/onobpeHna npoTokona UccneqoBaHna U NOMPABOK K HEMY, a Takke MaTepuanos U MeToaoB,
KOTOpble npeanonaraeTca Ucnornb3oBaTh AN NONy4YeHNUA U AOKYMEHTUPOBAHUS MHCDOPMUPOBAHHOTO Cornacus
CYGHLEKTOB UCCNEeaoBaHUSA.

2 TMpuHuunbl Hagnexawen KNuHU4eckon npaktukm (GCP)

2.1 KnuHnyeckne nceneaoBaHnst AOMKHLI NPOBOANTLCA B COOTBETCTBUMM C TUHECKMMM NPUHLMNAMM,
3anoKeHHbIMWU XenbCUHKCKON aeknapauueinn BMA n oTpaxeHHbiMM B GCP 1 HopMaTUBHbIX TpeGoBaHuAX.

2.2 [lo Havana uccnefoBaHusa AOMKHa 6biTb NpoBeAeHA OLEHKA COOTHOLLEHMS MPOrHO3NMPYEMOTO pUcka
1 Heyl0BCTB ¢ OXmnpgaemoit nonb3on Ans cybbekTa uccnefosaHusa u obuecTsa. ViccnegosaHune MoxeT GbiTb
HayaTo U NPOAOSMHKEHO TOMBLKO B TOM Criydae, ecnu oxnaaemas nonb3a onpasabiBaeT puUck.

2.3 Mpasa, 6e3onacHocTb U Bnarononyyne cyGbexTa UccnefoBaHus UMEIOT NEPBOCTENEHHOE 3HaYeHNe
1 AOMXKHbI MPeBanNMpoOBaTb Haf MHTEpecaMmn Hayku n obulecTtea.

2.4 NndpopMauums (AoknuHUYecKas U KnuHudeckasn) o6 nccneayemMoM npoaykre AoMmkHa 6biTb 4OCTATOM-
HOW ANa 060CHOBAHWUA NpeanonaraeMoro KNMMHMHECKoro UCCneaoBaHus.

2.5 KnuHnveckne nccneaoBaHns OOMKHBI OTBEYATb HAYYHLIM TPEGOBaHMAM U GbiTb 4eTKO U NoAPOGHO
onucaHbl B NPOTOKONE.

2.6 KnuHuyeckoe nccnegosaHne OOMKHO NPOBOAWMTLCA B COOTBETCTBUM C NMPOTOKOMOM, YTBEPXAEH-
HbiM/of06peHHbIM JKCNEPTHBEIM COBETOM opraHusaumm (3CO)/HesaBUCUMbIM 3TMYECKUM KoMUTETOM (HIK).

2.7 OTBETCTBEHHOCTbL 3a OKa3biBaeMylo CyGHEeKTY MEAULIMHCKYIO MOMOLLL U NPUHATHE PelleHnii Meaw-
LIMHCKOTO XapakTepa HeceT Bpad.

2.8 Bee npuenekaemMble k NpoBeAeHWIO NCCneaoBaHNa NULA AOMKHLI UMETb COOTBETCTBYIOLWME 06pa3o-
BaHWe, NOAroTOBKY M ONbIT ANSA BLINOMNHEHUS BO3MNOXEHHbIX HA HUX 3aday.

2.9 [obpoBonbHOE NMHPOPMUPOBaAHHOE cornacune AOMKHO ObiTb NMOMYYEHO Y Kaxaoro cybobekTa Ao ero
BKMIOYEHWSA B UCCneaoBaHue.

2.10 Bcro nony4eHHyio B KMMHWYECKOM MCCrneaoBaHNM MHAOPMaLMio HeobXxoaumo perncTpupoBaTth,
nepegaBaTh U XpaHUTb TakMM 06pa3oM, YToBbI Gbinm obecnedeHbl TOHHOCTb U MPABUNBHOCTL €€ NpeacTasne-
HWSA, UHTepnpeTaumn 1 Bepudurkaumm.

2.11 KoHdunaeHUMansHOCTL 3anuceit, No3BonsaioWMX MAEHTUMULNPOBATL CYGHLEKTOB UCCNeaoBaHus,
JomkHa 6bITb obecriedeHa ¢ cobniofeHWeM NpaBa Ha YaCTHYIO XXU3Hb U 3aLUNUTY KOH(MOEHUMANbHOCTN B
COOTBETCTBUM C HOPMATUBHLIMWN TpeBGoBaHNAMM.

2.12 MNpoun3soacTBO U XpaHeHne uccnegyemMbix NPOAYKTOB, a Takxe obpalleHne ¢ HUMKM HeoBxoanmo
OCYLLECTBNATL B COOTBETCTBUM C NPpaBUNaMu Haanexatlemn npoM3sBoacTBeHHON npaktukn (good manufacturing
practice; GMP). Mccneayemble NpoayKTbl AOMKHbI MPUMEHSATLCS B COOTBETCTBUM C YTBEPXAEHHbLIM NPOTO-
KOMOM.

2.13 ins obecneveHns ka4eCcTBa KaXOoro acnekta uccneoBaHUA OOMKHbI GbiTb BHEAPEHbI COOTBETCT-
BYIOLLIME CUCTEMbI U ONepaLnOHHbIe Npoueaypbl.

3 3kcnepTHbIM coBeT opraHusauun/HesaBucMmbIn
atnyeckum komutet (CO/HIK)

3.1 O6sa3aHHOCTH

3.1.1 SkcnepTHbI coBeT opraHnsaunn/HezaBUCUMBIA 3TUMECKUIA KOMUTET NpM3BaH 3allMLLaTb Npasa,
6e3onacHoCTb M Bnarononyyne Bcex CyGbekToB nccneaoBaHus. MiccnegoBaHUAM ¢ y4acTUEM YA3BUMBbIX CyOb-
€KTOB A0MKHO GbITb yaeneHo ocoboe BHUMaHMe.

3.1.2 3CO/H3K gomxeH nony4uTb cnegylolme OKYMEHTbI:

- MPOTOKON UccnenoBaHNS/NoNpaBky;

- MUCbMEHHYI0 hOpMY MH(POPMUPOBAHHOFO COrnacua M ee NocnepywLlne pefakumn, npegnaraemMble
nccnegosaTeneM Ans UCNoNb30BaHWS B UCCNEOOBAHUN;
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- onncaHue AeNCTBUI, HanpaBNeHHbIX Ha NpUBReYeHne CyGLEKTOB K Y4acTUIO B CcnefqoBaHum (Hanpu-
Mep, peknamMHble 06bABNeHNs);

- NUCbMEHHLIe MaTepuansl, KoTopble OyayT npefocTaBneHbl CybbekTaMm;

- BGpoultopy uccnegoeaTens;

- U3BECTHYI0 MHpOpMaLMIO, KacaloLLyioca 6e3onacHoOCTH;

- MHbopMaLMIO O BbiNNaTax U KOMMNeHcaumsax cybbekTam uccneaoBaHus;

- TeKyLLyl0 BEpPCUIO Hay4HoW Buorpadum nccnepgosatens (curriculum vitae) w/vnn gpyrve matepuanl,
noaTBepKaaroLLmMe ero kKsanugukaumio;

- nobBble apyrme AOKYMEHTbI, koTopble MOryT notpebosatbes ACO/HIK ana BbinonHeHus ero obsa3aH-
HOCTEN.

OCO/H3K ponxeH paccMOTpeTb BONPOC O NPOBeAeHUN NpeanaraeMoro KNMHUYECKoro uccneaoBaHns B
pasyMHbl€ CPOKM U AOKYMEHTanNbHO OhOPMUTL CBOE MHEHWE, YETKO AEeHTM(ONUMPYA ccneaoBaHue, paccMoT-
peHHble AOKYMEHTb! U AaThbl NPY BLIHECEHUM CNeayoLLUX peLleHnit:

- yTBEpPXaAEeHWsA/0006peHNs;

- TpeGoBaHUS O BHECEHWUN U3MEHEHUM, HEOOXOAMMBIX AN NONYYEeHUS yTBepXaeHUs/oaobpeHns:;

- OTpMUATENBLHOrO 3aKNYeHUA/HeoaoOpeHus;

- OTMEHbI/MPUOCTAaHOBMNEHNA AaHHLIX paHee yTBepXaeHus/ono6peHns.

3.1.3 3CO/H3K gomkeH oueHWUTb cooTBETCTBME KBaNnUdmKaLumm nccneaosatena npeanaraeMomMy uccne-
[A0BaHWIO HA OCHOBaHWK ero Hay4Hon Guorpadpmm (curriculum vitae) n/unu apyron COOTBETCTBYIOLLIEN AOKYMEH-
Tauum, 3anpotueHHon SCO/HIK.

3.1.4 3CO/H3K pomkeH paccMaTpuBaTh Kaxaoe Tekylee uccneaosaHue ¢ NepuoanyHoCTbio, aneKkeaT-
HOWN pucKy Ans cybLEKTOB UCCNEAOBaHMUS, HO HE pexe OHOro pasa B rog.

3.1.5 5CO/H3K moxeT noTpeboeaTb, 4TOOLI CyObeKTaM UccneaoBaHAa NOMMMO UHOpMaLMK, yKa3aH-
Ho B 4.8.10, GbinM NpefocTaBnNeHbl AOMNONMHUTENLHLIE CBedeHusa 06 uccneaoBaHUM, ecnu, No MHEeHUIo
OCO/H3K, ata nHdopmauns No3BOMNUT CYLLECTBEHHO MOBLICUTL CTEMNEHb 3aWmnThl NpaB, 6e3onacHoOCTU Wunm
6naronony4nsa cy6bLeKkToB.

3.1.6 Ecnn cornacve Ha ydactne cyObekta B UCCNeAOBaHWMM, HE CBA3AHHOM C NeYeHueM, f1aeT ero
3aKOHHbIN npeacTasutens (cM. 4.8.12 n 4.8.14), SCO/HIK pomnmxeH y6eanTbea, 4TO NpeaocTaBneHHbIi NpoTo-
KON n/vnu apyras AOKYMeHTaLUMsA COOTBETCTBYIOT 3TUMECKMM HOPMaM M HOPMATUBHBLIM TPeBOBaHUAM ANS Takux
ncecneaosaHui.

3.1.7 Ecnu npoTokon npegycmaTpuBaeT HEBO3MOXHOCTb NMOMyYeHUs COrnacus Ha ydactne B uccrieaosa-
HUK Yy cyBbEeKTa UNU ero 3aKOHHOTo NpeacTaBuTens (cM. 4.8.15) 10 MOMeHTa BKIIOYEHUs CyGbekTa B uccneao-
BaHne, BCO/HBK pomkeH ybeauTbecs, YTO NMPenoCTaBMEHHbIM NPOTOKON W/WUNM Apyraa AOKyMeHTaums
COOTBETCTBYIOT 9TUHECKUM HOPMaM M HOPMaTUBHbLIM TPeBGOBaHWAM AN TakUX uccneaoBaHui (Hanpumep, Npu
HEOTNOXHbIX COCTOSHUSAX).

3.1.8 3CO/H3K paccmaTtpuBaeT pa3Mep 1 NOpPsSAoK BbiNnaT cyGbekTy uccnenoBaHus, 4Tobbl yéeanTtbea
B OTCYTCTBUU HEOOOCHOBAHHOW 3aMHTEPECOBAHHOCTU UNKN NPUHYXAEHUS CYOHEKTOB uccnenoBaHus. Pasmep
BbiNnaTt cyGbekTam AomkeH ObiTb 3apaHee onpefeneH U He AOMKEH LENVUKOM 3aBUCeTb OT TOro, 3aBepLumnn
cyGBbekT nccnegoBaHne NOMHOCTLIO UMK HET.

3.1.9 BCO/H3K pomxeH y6eanTbCs B TOM, YTO MHGOPMaLMS, KacaloLwancs BoinnaT cy6bektam uccne-
[0BaHWA, BKMNIOYAs MeToabl, CyMMbI U rpadhuk BbINnaTt, oTpaxeHa B NUCbMEHHOM hopme MHOPMUPOBAHHOTO
cornacus u nboi apyron NMCbMEHHON MHopMaumMn, NpeaocTaBnsemoi cyobektaM. JomkHO GbITb yKasaHo,
Kakum oGpas3om BGyaeT onpeaeneH pasmep Bbinnar.

3.2 CocTaB, thyHKUMM U NOPAAOK paboThl

3.2.1 3CO/H3K gomxeH nMeTb B CBOEM COCTaBe AOCTAaTOMHOE YWUCMO N, CyMMapHO oGnagaroLmx
Heo6X0aNMbIM ONbITOM U KBaNUMUKaLMen ANA OLEHKU HayYHbIX, MEAULMHCKUX U 9TUYECKUX acreKToB npea-
naraemoro uccnefnoBaHus. PekomeHnayeTcs, 4To6bl B 9CO/HIK Bxogunu:

a) He MeHee NATU YNEeHOoB;

6) KaK MUHUMYM OfIMH YNeH, YbN MHTEPECH] NexaT BHe cdhepbl HayKu;

B) K&K MMHUMYM OAIMH YNeH, KOTOPbIN He 3aBUCUT OT OpraHWM3aUun/MCCnenoBaTenbCKOro LeHTpa.

FonocoBaTb/BbipaXaTb MHEHUE NO UCCNEAOBaHUI0 NMELOT NPaBOo TONbKO Te YneHbl ACO/HIK, koTopble
He 3aBUCAT OT uccneaoBaTens n CnoHcopa gaHHoro uccnenosanus. 9CO/HIK gomkeH BECTU CNMCOK CBOMX
UYNEHOB C yKa3aHneM ux ksanvdukaumm.

3.2.2 3CO/H3K gonxeH ocylecTBNATb AEATENBLHOCTb B COOTBETCTBUM C MUCbMEHHBLIMU NpoLieaypamu,
[OKYMEHTUPOBaTb CBOK paboTy, BECTM MPOTOKONbI 3acenaHuit, a Takke cobniogate GCP 1 HopMaTUBHble
TpeGoBaHus.
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3.2.3 3CO/H3K npuHuMaeT pelueHns Ha 06 bABNEHHbIX 3acefaHusx NPU HaNYUKN KBOPYMa, YCTaHOBNEH-
HOrO €ro NMCbMEHHbLIMU Npoueaypamm.

3.2.4 MNpaBo ronocoBaTb/BbiCKa3biBaTb CBOE MHEHME W/WUNU pekoMeHAaUMn UMEIOT TONbKO Te ufieHbl
OCO/H3K, KkoTopble y4acTBYIOT B paCCMOTPEHUN AOKYMEHTALMM U 06cyKaeHnn.

3.2.5 VccneposaTtenb MOXeT NPeaoCcTaBNATbL MHOpMaLMIo No NioGbiM acnekTam UccneaoBaHus, HO He
MOXET y4acTBOBaTb B MPEHUAX UNK B roNocoBaHun/BbipaboTke MHeHMs SCO/HIK.

3.2.6 3CO/H3K moxeT 06pawaTbca 3a NOMOLLbIO K 3KCNepTaMm, He ABNAIOWUMCA €ro YNeHaMu.

3.3 Mpouenypsb!

OCO/H3K pormkeH paspaboTtaTh, AOKYMEHTanbHO ohopMUTL U coBnioaaTh CBOWM Npoueaypbl, onpeae-
nsaiowue:

3.3.1 Ero cocTaB (chammnnumn u kganuukaumio YfIeHOB) U yUpeavBLUNIA €r0 OpraH.

3.3.2 lNopsanok HasHaveHUA 3aceaHni, ONoOBELLIEHUS ero YNEHOB O NPeACTOALLMX 3aceqaHusx, a TaKke
opraHu3aumio 3acefaHui.

3.3.3 MNopsinok nepsu4HOro 1 NocneayioLwero pacCMOTPEHNs AOKYMEHTaUUN Mo UCCNeAoBaHMIO.

3.3.4 MNepuoanyHOCTL NOCNEAYIOWEro PACCMOTPEHNA AOKYMEHTAUMN NO UCCNEAOBaHMIO.

3.3.5 lopanok, cornacHo HOPMAaTUBHLIM TPeOOBaHUAM, YCKOPEHHOTO PacCMOTPEHUA WU yTBepxkae-
HUSA/opo6peHNA He3HAYUTENBHLIX M3MEHEHUI ANA UCCNENOBaHUIN, paHee YTBEePKAEHHbIX/0A0GPEHHbIX UM Xe.

3.3.6 HeponycTMMOCTb BKNIOYEHUA CYGBEKTOB B MCCnefoBaHue A0 Toro, kak 9CO/HIK BbigacT NMCbMeH-
Hoe yTBepxaeHue/onobpeHne Ha NpoBeaeHne UccneaoBaHus.

3.3.7 HegonycTMMOCTb OTKNOHEHWUIN OT NPOTOKONA UMK ero U3aMmeHeHni 6e3 NpeasapuTenbHOrO YTBEPXK-
AeHuslonobpeHus cooTBeTcTBYOWMX Nonpasok ACO/H3K, kpoMe Tex cnyyaes, koraa Heo6XoaAMMO YCTPaHUTL
HEMoCcpPEeACTBEHHYIO YIPo3y CyGbekTam UCCNeAOBaHNS UMW KOTAa U3MEHEHUSs KacaloTCa TONbKO agMUHUCTPa-
TUBHbIX UMW TEXHUYECKNX acNeKTOB UCCNEAOBaHNA (HanpuMep, 3aMeHa MOHUTOPA, U3MEHEHNE HOMepa Tene-
¢oHa) (cMm. 4.5.2).

3.3.8 O6s3aHHOCTb UccneaoBaTensa He3amegnuTenbHo coobwate ACO/HIK:

a) 06 OTKNOHEHUAX OT NPOTOKONA UMW N3MEHEHUAX NPOTOKONA, NPON3BEAEHHbLIX ANA YCTPAHEHUS Heno-
CpencTBEeHHOM Yrpo3bl cybbekTam uccnenosanus (cm. 3.3.7, 4.5.2, 4.5 4);

6) 06 n3aMeHeHusAX, YBENUYUBAIOLMX PUCK ANS CYGBHEKTOB U/MNU CyLLIECTBEHHO BANAIOLIMUX HA NpoBeaeHne
nccneposaHus (cM. 4.10.2);

B) 060 BCEX HeXenaTesbHbIX PeakLUusix, KOTopble ABNAIOTCA OAHOBPEMEHHO Cepbe3HbIMU U HenpeaBu-
OEHHbIMU;

) O HOBbIX AAHHbLIX, KOTOPble MOTYT CBUAETENbCTBOBAaTb O BO3pacTaHMM pucka ANs CyGLEKTOB unn
HebnaronpMATHO NOBNUSATL Ha XO4 UCCNEAOBAHUS.

3.3.9 O6sazaHHoCTL ACO/HIK HezameanuTenbHO B MMCbMEHHOM BUale coobliaTh uccneaosatenio/opra-
HU3aUnK:

a) 0 CBOMX PeLUEHUNAX/3aKMIoYEeHNSIX, KacaloLLMXCA UCCNEaoBaHUS;

6) 0 NPUUMHAX NPUHATUA PELLIEHNIA/3aKNIOUEHWIA;

B) 0 nopsiake o6xanoBaHNs €ro peLLeHNii/3akioYeHN.

3.4 [lokyMeHTauunA

OCO/H3K pomieH XxpaHUTb BCe AOKYMEHTbI (Hanpumep, CBOW NpoLieayphbl, CNUCKN YNEHOB C yka3aHnem
pofa feATensLHOCTN U MecTa paboTbl, NpeAcTaBMeHHbIE HAa PACCMOTPEHWE [OKYMEHTbI, MPOTOKOMbI 3aceaaHuin
W nepenncky) B Te4eHue MUHUMYM Tpex neT nocre 3aBeplleHUns UCCNeaoBaHMsA M NPeaoCcTaBnATb UX Mo
3anpocy ynonHOMOYeHHbIX OpraHoB. MiccrneaosaTenm, CNOHCOP, YNONHOMOYEHHbIE OpraHbl MOTyT 3anpalumMBaTb
y SCO/H3K ero npouenypbl U CMUCKN YNEHOB.

4 UccnepoBaTtenb

4.1 Ksanudmkauma n o6asatenscTBa uccnegosarens

4.1.1 ccneposatenb AomkeH MMeTb 06pasoBaHue, NPothecCoHanbHyo NoAroTOBKY U OMbIT, NO3BONSIIO-
LMe eMy NpuHATL Ha cebsA OTBETCTBEHHOCTb 3a HaAnexalee npoBeaeHUe KNMMHUYECKOrO WUCCREAOBaHMS.
Ksanudumkauns nccnegosatensa AomKHa COOTBETCTBOBATL HOPMATUBHBLIM TpeboBaHWUAM 1 GbiTb NoATBEPXae-
Ha ero Hay4Hon 6uorpadwmen (curriculum vitae) n/nnun opyrumm OKyMeHTamMm, KOTOpble MOTyT BbiThb 3anNpPoLLEHbI
cnoHcopom, ACO/HIK n/mnu ynonHOMOYEHHbIMW OpraHaMu.

4.1.2 UccnepnosaTenb QOMKEH AeTanbHO 3HaTb, Kak NPUMEHATb UCCNeayeMbli NPOaYKT B COOTBETCTBUN
€ NPOTOKOMNOM, Tekyllel pegakumein GpoLuiopbl uccneaoBaTens, MHopMaLmeit o NpoaykTe U ApYrMMU UCTOY-
HUKaMW, NpeJocTaBNaeMbIMA CTTIOHCOPOM.

4.1.3 UccnenosaTenb JOMKeH 3HaTb 1 cobniogate GCP 1 HopMaTUBHbIE TpeGoBaHNS.



rOCT P 52379—2005

4.1.4 UccneposaTtens/opraHn3aums He AOMKHbI NPEnATCTBOBaTb MOHUTOPUHIY U ayAUTY CO CTOPOHbI
CNOHCOpa, a TakkKe MHCNEKLUMAM YNONHOMOYEHHbIX OpraHoB.

4.1.5 UccnepoBaTenb A0MkeH BECTU CMCOK obnagaloLumx Heo6xoanMoii kBanudukaumein nuu, KOTopbie
No €ro NOpPy4eHUIo OCYLLECTBNSIOT ONpeaeneHHyI0 AeATENLHOCTb B paMKaX UCCneqoBaHuS.

4.2 CooTBeTCTBYIOLMNE PeCypChl

4.2.1 UccneposaTenb AoMKeH BbiTb cnocobeH NpoAeMOHCTPUPOBATL (HanNpuMep, Ha OCHOBaHUN PeTPo-
CNEeKTMBHbIX aHHbIX) BO3MOXHOCTb Habopa B Te4eHne OroBOPEHHOro nepuoaa TpebyemMoro konuyecTtsa noa-
X0AAWMX CYOBEKTOB UCCNEAOBaHMUS.

4.2.2 Uccneposatens AO0MKEH MMETb J0CTAaTOYHOE KONUYECTBO BPEMEHMU, YTOOb! HagnexalmM obpasoM
NPOBECTU U 3aBePLUIMTL UCCNEeOBaHNE B Te4YEHWE OFTOBOPEHHOTO Nepuoaa.

4.2.3 NccneposaTenb AOMKEH pacnonaraTb AOCTaTOYMHbIM KONMHECTBOM KBanMUUMPOBaHHbIX COTPYA-
HUKOB N MaTepuanbHbIX pecypcoB (MoMelleHuns, obopyanoBaHue) B nepuoa uccnenoBaHns, ans Toro YTobbl
NpoBECTN 3TO UccneaoBaHne Hagnexawmm n 6e3onacHbIM 06paszom.

4.2.4 UccnepoBaTenb OTBevaeT 3a TO, YTOBbI BCe 3aHATbIE B KMUMHUYECKOM UCCNEAOBAHNN COTPYAHWKN
6b1NN XOPOLUO 3HAKOMbI C NPOTOKOMOM U UCCReayeMbIM MPOAYKTOM, a Taloke CO CBOMMMN (DYHKUMAMM N 0BsA3aH-
HOCTAMWN.

4.3 OkaszaHue MeAULUMHCKOM NoMolUM cybbekTaMm uccneaoBaHuA

4.3.1 {BnAlowminca uccnegoBaTeneM unu couccriegoBaTtenemM Bpad HeceT OTBETCTBEHHOCTb 3a BCe
NpUHMMaeMble B paMKax UCCRNeAOBaHMA pelleHns MeQULIMHCKOTO XapakTepa.

4.3.2 Bo BpeMA u NO 3aBepLUeHUM yyacTusa cybbekTa B uccneaoBaHuM uccnegoBaTenb/opraHnsaums
OOMmkHb! 06ecnevwnTb okasaHue cybbLekTy Heo6XoaUMO MEANLIMHCKOM NOMOLLM B cnyyae NoGbIX CBA3AHHbLIX C
nccrnegoBaHneM HexxenaTernbHbIX ABNEeHNIA, BKNoYas KNMHUYECKW 3HaYMMble U3MeHeHUs NabopaTopHbIX Noka-
3aTenen. Nccneposatens/opraHnsaumsa 0653aHb MHCOOPMUMPOBATL CyObEKTA O CTaBLUMX U3BECTHLIMU Uccne-
[oBaTenio MHTEPKYPPEeHTHbIX 3aboneBaHusx, Tpebyiowmx MeaNLIMHCKON NOMOLLIN.

4.3.3 ViccnenoBatenio pekomeHayeTcs COOBLLUNTL nevalleMy Bpady, eCrnm TakoBoi MmeeTcs, 06 yyactum
cy6GbekTa B UccrnegoBaHUM NpU YCNOBUK, YTO CYGLEKT He BO3paXkaeT NPOTMB MHAOPMUPOBAHMA Nevallero
Bpaya.

4.3.4 XoTs cybbekT He 06a3aH coobLuaTb 0 NpUYnHaX, NOBYAUBLUMX €ro AOCPOYHO NPeKpaTUTL y4acTue
B UccnefoBaHNK, nccnegoBatenb AOMKEH NoMnbiTaTbCA YCTAHOBUTL 3T NPUUYNHLI, NPOABNSAS NPU 3TOM NONHOE
yBaXKeHUWe K NpaBam cyGbekTa.

4.4 Kontaktbl ¢ 3CO/H3K

4.4 .1 MNepen TeM kak Ha4yaTb UccnenoBaHune, uccneaoBaTenb/opraHn3aumsa AOMKHbI NONYHYUTL MUCbMEH-
HOoe W JaTmpoBaHHoe yTBepxaeHue/onobperHne ACO/HIK npoTokona uccnegoBaHus, MMCbMEHHON HOPMbI
MH(OOPMNPOBAHHOIO COrNacus 1 ee nocneayLwWwnx peaakumin, Mep, HanpasneHHbIX Ha NpuBneYeHne CybbLEKToB
K y4aCTuIo B UCCNeaoBaHUM (HanpumMep, peknamMHbix 06 bsiBNeHN), n nioBbiX ApYrx NMCbMEHHbLIX MaTepuanos,
KOTOpbIE NpeanonaraeTca NpeaocTaBUTb CyobekTaM.

4.4.2 BmecTe ¢ ApYrMMWU OKYMEHTaMW uccnenosaTtens/opraHn3aums AoMmkHbI npegocTaButb ACO/HIK
nocnegHioo pegakuuio 6poLutopbl nccnegoeatens. Ecnu Gpolutopy ccnegosaTens AONONHAOT B Xoge uccne-
[oBaHUA, uccneaoBaTens/opraHnsaums 06sa3aHbl npegocTtaButb ACO/HIK HOBYIO pedakumio GpoLuiopbl Uc-
cneposaTens.

4.4.3 B TeveHue 1ccnenoBaHns nccnegoBaTernb/opraHm3aums AomkHbl npegoctaBnate ICO/HIK Bee
nognexatine pacCMOTPEHUIO AOKYMEHTbI.

4.5 CobniogeHue NpoTokona

4.5.1 NccneposaTenb/opraHnsaumsa A0mMKHbLI NPOBOAUTL UCCNeaoBaHue B COOTBETCTBMM C NPOTOKONOM,
COrMacoBaHHbIM CO CMOHCOPOM W, NpW HeoBXOOMMOCTW, C YMOMHOMOYEHHLIMU OpraHamu, U yTBepXaeH-
HbIM/of06peHHbIM QCO/HIK. B noaTeepkaeHne AOroBOPEHHOCTN UccneaoBaTenb/opraHMa3aumsa 1 CnoHCop
noanuceiBaoT NPOTOKON UNWU OTAENBHLIA OrOBOP.

4.5.2 NccnepoBaTenb He AOMKEH OTKMNOHATLCA OT MPOTOKOMA WMNWU BHOCUTb B HEro MaMeHeHus Ges
cornacus cnoHcopa 1 6e3 npegBapuTENbHOTO PacCMOTPEHNUA U AOKYMEHTANbHO OOPMMEHHOTO yTBEPXKAE-
HusifogobpeHnst nonpasku kK npotokony BCO/H3K, kpome Tex cnydvaes, Korga HeoGXxoauMo YCTpPaHUTb Heno-
CpPenCTBEHHYI0 yrpo3y cyGbekTam UCCneqoBaHNs UNu KOraa M3MEHEHNs KacaloTCcs TONbKO aAMUHUCTPATUBHbIX
UMK TEXHUYECKUX acNeKTOB UCCNeaoBaHMS (HanpuMep, 3aMeHa MOHUTOpA, U3MeHeHe HoMmepa TenedoHa).

4.5.3 UccnepoBaTenb Wnn Ha3Ha4YeHHOE UM NNLIO OOMKHO OOBACHATb U AOKYMEHTanbHO ohopMNNATh
nobble OTKNOHEHWUs1 OT YTBEPXKAEHHOTO NPOTOKONa.

4.5.4 UccnepoBatenb MOXeT OTKNOHATLCSA OT NPOTOKONA NN BHOCUTL B HEMO U3MEHEHWA AN YCTPaHEeHNA
HenocpeaCTBEHHON Yrpo3bl cyObekTaM uccrneaoBaHus 6e3 npeaBapuTENbHOrO yTBepXaeHus/opo6peHns
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OCO/H3K. B kpaTyanline CPOKM onucaHue OTKMOHEHWIA MM U3MEHEHWUI C yKazaHMEM WX MPUYUH U, Npu
Heo6X0aNMOCTH, Npeanaraemble NONPaBkM K NPOTOKOMNY AOMKHLI OblTb HaNpPaBnEHbI:

a) 3CO/HIK ansa paccMoTpeHus u yTeepraeHna/onobpeHus;

6) CNOHCOPY ANS COrNacoBaHUSA C HUM;

B) YNOMMHOMOY€EHHbIM OpraHaMm, ecnm HeoBxoanMo.

4.6 UccnepyeMblie NpoayKTbl

4.6.1 OTBETCTBEHHOCTb 3a Y4eT uccrneayembiX NPOAYyKTOB B UCCNEA0BATENbCKOM LIEHTPEe BO3NOXEHa Ha
uccneaosatens/opraHnsaumio.

4.6.2 Ecnwm aTo paspelueHo/TpebyeTcs, nccnepgoBaTtenb/opraHM3aumns MoryT/aomkHbl nepeaaTb HEKOTO-
pble N Bce 06A3aHHOCT MccneaoBaTens/opraHn3aLmm no y4eTy uccneayeMbix NpoayKToB B UCCNeaoBaTenb-
CKOM LIEHTpe anTe4HOMY PaBOoTHUKY UNN MHOMY NKLY, NOAKOHTPONBHOMY UCCMeaoBaTento/opraHnsaumni.

4.6.3 VccnepoBsaTens/opraHnsaums W/unm anteuHbli paboTHYUK UK MHOE YNONTHOMOYEHHOE UCCneaoBa-
Tenem/opraHvsaumen NMuUo JOMKHbI BECTW y4eT NOCTABOK NPOAYKTOB B UCCNEAoBaTENbCKUI LEHTP, UX (DaKTu-
4YeCKOro KOnNM4ecTBa B LIEHTPE, UCMONb30BaHNS KaabiM CYGHLEKTOM, @ Takke BO3BpaTa CNOHCOpY NMGO MHOTo
pacrnopsPKeHNsi HeUCNONb30BAHHBIMW NPOAYKTaMWU. 3anncK No y4eTy AOMKHbI BKNoYaTb B cebsa aaTthl, konu4ye-
CTBO, HOMepa napTui/cepunii, CPOKU rOAHOCTY (FAe NPUMEHNMO) 1 YHUKANbHbIE KOAbI UCcCneayeMblX NpoAyKToB
1 cyGbeKToB UccnenoBaHus. MiccnegosaTenb AOMKEH BECTU 3aNUCK, MOATBEPXKAAOWME, HTO CyOBLEKTLI nony-
Yanu uccnegyemble NpoayKThl B A03aX, NPeayCMOTPEHHbIX NPOTOKONOM, B KONMYECTBAX, COrMacyloLmxca ¢
06LMM KONNYECTBOM UCCReayeMbIX NPOAYKTOB, NOMYYEHHbIM OT CMIOHCOPA.

4.6.4 VccnepyeMble NpoayKThl cneayeT XpaHUTb B COOTBETCTBUM € MHCTPYKUMAMU cnoHcopa (cM. 5.13.2
1 5.14.3) 1 HopMaTMBHEIMU TpeGoBaHUAMM.

4.6.5 Viccnepnosatenb AomikeH obecneunTb, YToGbI nccneayemblie NPoayKThbl GbiNK UCNONb30BaHb! TOMBKO
B COOTBETCTBUM C YTBEPXAEHHLIM NMPOTOKOMOM.

4.6.6 NccnepnosaTtenb nnm yNnonHOMOYEHHOE UccnegoBaTenemM/opraHnusaumen NuUo A0MKHO OO bACHUTL
KaXxaoMy CyBBLeKTY npaBuna NpUMeHeHUs uccnenyembix NPOAyKTOB M Yepes NpuemneMble MHTEpBarbl Bpeme-
HU (B 3aBUCMMOCTM OT UCCNEa0BaHUsA) NPOBEPATL COGMNIOAEHUE 3TUX MHCTPYKLUMIA KaXABIM CyObekToM.

4.7 PangoMusauma 1 packpbiTve Koaa

WUccneposaTenb AomkeH cobniogaTb nNpeaycMOTPEHHYI0O B MCCNeAOBaHMM MeTOAWKY paHOoOMMU3aLMK,
€Cnu TakoBas UMeeTcs, U 06ecneyunTb packpbiTMe KoAa TONMbKO B COOTBETCTBUM C NpOoToKonoM. Ecnu uccne-
JOBaHVe NpoBOAMTCS CrenbiM MeToAOM, UCCNeaoBaTeNb AOMKEH He3aMeanuTenbHO AOKYMEHTanbHO odop-
MWUTb M 06 BACHUTL CNOHCOPY Nio6oe NpeXxaeBpeMeHHoe PacKpbITUE Koaa cCneayeMblX NpoAyKTOB (HanpuMep,
CrnyYanHoe packpblTMe KOAa, PackpbiTUe KOAa B CBSA3U C CePbe3HbIM HeXXenaTenbHbIM SIBIIEHUeEM).

4.8 UndpbopMmupoBaHHOE corfacue Cy6LEKTOB UCCreAoBaHuUA

4.8.1 lNpwn nony4eHUn n AOKYMeHTanbLHOM ohopmreHnn MHhOPMUMPOBAHHOIO Cornacus uccneaosarenb
JormkeH cobnioaaTte HopmaTuBHble TpeGoBaHus, NnpuaepxkmneaTbea GCP U 3TUYeCKUX MPUHLMMOB, 3aN0XeHHbIX
B XenbcuHkckon aeknapaumn BMA. [lo Havana nccnenosaHus uccneaoBaTenb AOMMKeH NONYyYMTb MMCbMEHHOE
yTBepxaeHune/onobpeHmne SCO/HIK nUCbMEHHON hopMbl MHCHOPMUMPOBAHHOTO COrnacust U MOObLIX Apyrnx
MUCbMEHHbLIX MaTepuanoBs, NPeaoCTaBnAeMblX CyGbekTam.

4.8.2 MncbmeHHasn chopMa MHOPMUPOBAHHOMO cornacus 1 nobble Apyrve NUCbMEHHbLIE MaTepuarnsl,
npegocTtaBnsemble cybbektam, cregyeT AONONHATL/MCMPaBNSATL MO Mepe NOsIBrieHWs] HOBOW BaXKHON UHGOP-
MaLmK, KOTopasi MOXET OKasaTbCsl CYLLIECTBEHHON Ans cornacus cybbekTa. fNliobas agononHeHHas/mcnpaeneH-
Has nUCbMeHHaa cdopMa MHMOPMUPOBAHHOTO cornacust u nbble Apyrve AONOMHEeHHble/MCNpaBneHHbie
MMCbMeHHble MaTepuansl, NpeAocTaBnaemMble cybbekTam, OOMKHbI ObiTh YTBEPXKAEeHbI/oA0OpeHb ICO/HIK
[0 VX UCMonNb30BaHMs B uccnegoBaHun. CyObekT Unmn ero 3akOHHbIV NpeacTaBuTeNb AOMKEH ObiTb CBOEBpe-
MEHHO O3HaKOMMNEH C HOBON MHOpMaLmen, CNocoBHOM NOBMNMATL Ha enaHne cyGbekTa NpoaomKkaTb yyactme
B MccneaoBaHun. ®akT nepeaadn aTon MHMOPMaLUN OOMmKeH GbITb JOKYMEHTaNbHO 0hopMIeH.

4.8.3 Hn nccnepoeatens, HU Apyrye 3aHATLIE B UCCNEAOBaHWUM NULLA He AOMKHbI NPUHYXaaTb CybbekTa
WMN UCMONb30BaTb UHbIE HEKOPPEKTHbIE METOAbI BO3AENCTBUS C LIENbIO CKIMOHUTB €10 K y4acTuio nnbo npogon-
XEHMWIO Y4acTUs B uccneaoBaHum.

4.8.4 Hu ycTHasa, HM nNMCbMeHHas MHOPMaLNS, KacaloWascs UCCNegoBaHWs, BKIOYAs NMUCbMEHHYIO
hopMYy MHPOPMMPOBAHHOIO COrNacus, He AOMKHa coaepXaTb (HOPMYNUPOBOK, NPAMO UNN KOCBEHHO CKMNOHS-
loWMX cybbeKTa Unu ero 3aKkOHHOTO NpeACTaBUTENs OTKA3ATbCA OT 3aKOHHLIX MpaB, a Takke (PoPMYNUPOBOK,
NPSMO UMW KOCBEHHO OCBODOXKAAIOLLMX UccnegoBaTens, opraHM3aLnio, CoHcopa UNu ux npeacTaBuTenei ot
OTBETCTBEHHOCTU 3a XanaTHOCTb.

4.8.5 Nccneposatenb N Ha3Ha4YeHHOE UM NULO IOMKHO B NMOMHON Mepe NPOMHGOPMUpoBaTh CyObekTa
nnu, ecnmn cyGbeKT He CnocoGeH AaTb MHDOPMUPOBAHHOE Cormnacue, ero 3aKOHHOro npeacTasutens 060 Bcex
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3HaYMMBbIX acneKTax UccneaoBaHusl, B TOM YUCNE O3HAKOMUTL C NMCbMEHHOM nHopmaumei 06 uccneaosaHum
n ogo6peHnem/nonoxxmTenbHbiM 3akniodeHnem CO/HIK.

4.8.6 YcTHaa n nucbMeHHas uHdopMaumsa o6 uccneqoBaHum, BKNOYaa NUCbMEHHYI0 (hopMy MHGOpMK-
POBAHHOrO cornacusa, OOMmKHa coaepXaTb Kak MOXHO MeHblue creumanbHbiX TePMUHOB U ObiTb NOHATHA
cy6GbekTy Unu, B COOTBETCTBYIOLLMX Cry4asiX, €0 3aKOHHOMY NpeaCTaBUTENIO U HE3aUHTEePECOBAaHHOMY CBU-
hetenio.

4.8.7 MNepen nonyyeHneM HOPMUPOBAHHOTO COrNacua uccneaoBaTenb UMM Ha3Ha4YeHHoe UM NNUO
DOMKHO NPeAoCTaBUTbL CYObEKTY UM ero 3aKOHHOMY NPEACTAaBUTENIO AOCTATOYHOE KONUYECTBO BPeMEHWN U
BO3MOXHOCTb ANA nonyveHua 6onee noapobHou nHbopmauum o6 uccneaoBaHun U NPUHATUS pelleHns o6
y4acTum B HEM MNU OTka3e OT Takoro yyactus. CyGbekT unm ero 3akOHHbIN NpeacTaBUTeNb AOMKEH NONYYUTb
ncyepnbiBaloLwwmne oTBeThl HA BCe BONPOChl 06 uccneaosaHum.

4.8.8 [lo Hauyana y4acTusl B uccnegoBaHMN CyObEKT NN €ro 3akOHHbIM NpeacTaBuTeNb, a Takoke Nuuo,
nposoanBLIEE Pa3bACHUTENBHYIO Becenly, AOMKHBI NOANUCAaTb U COGCTBEHHOPYYHO AATUPOBaTb NMUCLMEHHYIO
hopMy UHPOPMUPOBAHHOTO COrnacus.

4.8.9 Ecnn cy6BbekT nnm ero 3akoHHbIN NpeacraBuTeNb He CnocobeH YnTaTthb, TO B TeHEHNe BCel pasbsc-
HUTeNbHOW Geceibl AOMKEH NPUCYTCTBOBATL HE3AMHTEPECOBaHHLIN cBUaeTens. Mocne Toro kak CyGbLekTy unm
€ro 3aKOHHOMY NpeACTaBMTENIO MPOYUTaNy U PasbACHUAN NUCbMEHHYI0 (hOpMY MHPOPMNPOBAHHOTO COrnacus
n apyrve npegocTaBnseMble CyObekTy MMCbMEHHbIE MaTepuanbl U NOCNE TOro Kak CyGbekT UNu ero 3akOHHbIN
npeacTaBuTenb Aan yCTHOe cornacue Ha yyactne cybbekTta B uccnenoBaHum W, ecnu cnocobex, nognucan u
COBCTBEHHOPYYHO AATUPOBAN MUCbMEHHYI0 hopMy MHCOPMUPOBAHHOTO COrnacus, ceuaeTenb AOMKEH ee
nognucaTtb U CO6CTBEHHOPYYHO AaTupoBaTh. MoanucbiBas hopmy cornacus, cemaeTenb NOATBEPXKAaeT, YTO
nHbopmauma, copgepxallasca B popMme cornacua u BCeX APYrMX MUCbMEHHBLIX MaTepuanax, Gbina TOYHO
pa3bsiCHEHa U NMOHATA CyOBLEKTOM UNW ero 3akOHHbLIM NpeACTaBUTENEM U YTO cornacue Ha ydactue B uccre-
[OBaHWUM JaHO CyGHLEKTOM UMK ero 3akOHHbIM NpeacTaBuTeNeM A06GPOBONBLHO.

4.8.10 Kak B xoae pa3bscHUTenNbHOM 6eceabl, Tak M B NTMCbMEHHOMN hopMe MHDOPMUPOBAHHOTO cornacus,
a Tarke nMobbIX APYrMX MMCbMEHHbIX MaTepuanax, NpeaocTaBnNAeMbIX CyObekTaM, AOMKHO GbiTb Pa3bACHEHO
cnepgywllee:

a) ViccnenoBaHne HOCUT AKCNEePUMEHTaNbHBLIN XapakTep.

6) Llenb uccnenoeaxus.

B) BapuaHTbl neyeHns B npouecce MCCneaoBaHUs M BEPOSITHOCTb CNyYaliHOro pacnpeaeneHns B ogHy
U3 rpynn nevyeHus.

r) Mpoueadypbl nccneaoBaHusi, BKNIOYasA BCE MHBA3UBHbIE NpoLeaypbl.

A) ObasaHHOCTM cyGbekTa.

€) Te acneKkTbl UCCrneoBaHNs, KOTOPbIE HOCAT 3KCNEPUMEHTAanNbHbLIN XapakTep.

X) Oxunpgaemblin puck nnu Heyaobctea AnA cybbekTa, a Takke, B COOTBETCTBYIOWIMX criyyasx, Ans
ambpuoHa, nnoga unu rpyaHoro pebeHka.

3) Oxungaemble Bbiroaa u/vnu nonb3a. Ecnv nonb3bl ¢ MEAULIMHCKOW TOYKWU 3pEeHUs He npeanonaraeTcs,
TO CyOBEKT AormkeH BblTb NOCTaBNEH 06 3TOM B U3BECTHOCTb.

n) MiHble, "OM1MMO NpeayCcMOTPEHHBIX B UCCrea0BaHUM, NpoLeaypbl N MeToAbl NeYEeHNs, KOTOpble MOTYT
6blTb AOCTYMHbI CYyOBEKTY, @ Takke UX 3Ha4YMMble NOTEHUMAnNbHbIE Bbiroga u/wunv nonb3a, a Takke pUck.

K) KoMneHcaums n/unu neveHne, AOCTYMHblEe CyOHLEKTY B criydae NpUYMHEHMS Bpeda ero 3[0poBbio B
pe3ynbTaTe y4yacTus B UCCNeAOBaHUN.

n) MNnaHupyemble BbinnaTtbl CybbLEKTY 3a ero ydacTue B UCCNEAOBaHUN, €CNY TaKoBble NpegyCMOTPEHDI.

M) MnannpyemMble pacxoabl CyGbekTa, eCnm TakoBble OXXMAAIOTCS, CBA3aHHbIE C €ro y4acTueM B Uccne-
[0OBaHWMN.

H) YyacTne cybbekTa B uccrnegoBaHum aBnsieTcs JOOPOBONbHBLIM, U OH MOXET OTKasaTbCA OT y4acTus
Wnn BLINTU N3 UccrenoBaHust B Niobo MOMEHT 6e3 kakux-nnbo caHkumin Ana cebst unn NoTepyn NONOXEHHbIX
BbIrog.

0) MonuTtopsl, ayantopbl, 9CO/H3K 1 ynonHoMo4eHHble opraHbl B TOW Mepe, B Kakoi 3TO fonyckaeTcs
3aKOHOAATENbCTBOM, OyayT MMeTb NPSMON AOCTYN K OPUIMHanbHbIM MEAULIMHCKAM 3anucam cybbekTta ans
npoBepkKu npoueayp Wunm AaHHbIX KMMHUYECKOTO UCCNEAO0BaHUs, He HapyLuasi Py 3TOM KOHbMaeHUManNbHOC-
T AaHHbIX cybbekTa, U UTO CyGbEKT UMK ero 3aKOHHLIN NpefAcTaBUTENb, NOANUCHIBAA NMUCbLMEHHYIO hopMy
MHCOPMUPOBAHHOTO COorfacus, AaeT pa3peLleHne Ha Takom AOCTyn.

n) 3anuck, naeHTudpmumpyowme cybbekTa, 6yayT coxpaHeHbl B TaHe U MOTyT OblTb packpbiTbl TONbKO
B TOW Mepe, B Kakoi 3TO AonyckaeTcs 3akoHoAaTenbcTBoM. Mpu nyGnukauum pesynbTaToB McCneqoBaHUs
KOH(OMAEHUMANLHOCTL AaHHbIX cyObekTa 6yaeT coxpaHeHa.
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p) Cy6bekT unun ero 3aKOHHLIN NpeacTaBUTENb OYAET CBOEBPEMEHHO O3HAKOMMNEH C HOBON MHopMa-
Lmen, cnocobHOM NOBNUATL Ha XenaHue cybbekTa NpogomkaTh ydacTve B UCCneaoBaHuu,

¢) Nnua, K KOTOPLIM MOXHO 06PaTUTLCS ANSA NONYYEHUA AONONHMTENBHOM MHOPMaLuMn 06 uccnenosa-
HUW 1 NpaBax CyGbEKTOB UCCNEAOBaHMS, @ TaKe B Cryyae NPUYMHEHUS Bpeaa 300pOoBb0 CyObeKTa B pesynb-
TaTe ero y4acTus B UCCNeaoBaHUN.

T) Bo3aMOXxHble 0GCTOATENBCTBA U/UNKU NPUYMHBI, NO KOTOPLIM Y4acTUe CyObeKTa B uccnefioBaHNM MOXET
6bITb NpeKpaLLEeHO.

y) MNpeanonaraemast ANUTENLHOCTL y4acTUA cybbekTa B UCCNeaoBaHuM.

@) MprbnunantenbHoe KONNYECTBO CyOBLEKTOB, KOTOPOE NMpeanonaraeTcs BKNOYMTL B UCCeaoBaHe.,

4.8.11 lMNepep BKMOYEHWEM B UccneaoBaHNe CyObEKT UK ero 3akOHHbIN NpeacTaBuTenb AOMMKEH NONy-
YUTb MOAMUCAHHLIA N AATUPOBAHHLIA 3K3EMMNNAP NMUCbMEHHON (HOPMbl MHPOPMUPOBAHHOIO COrMacus U Bce
Apyrve npefocTtasnsieMble cybbekTaM NMCbMeHHble MaTepuansl. Bo BpeMsl yyacTus cyb6bekTa B nccrnefosa-
HUK CyBBLEKT UMK ero 3aKOHHbI NpeacTaBUTENDb AOMKEH NONy4aTb NOANUCAHHbIE M 4aTUPOBaHHbIE 9K3eMMnsA-
pbl BCEX nocneaylowmx peaakumn opmMbl MHOPMUPOBAHHOIO COFNAcKUA M KOMUKN BCEX MOMPaBOK K APYrM
NMUCbMEHHLIM MaTepuanam, npeaocTaBnsemMbiM cybbekTam.

4.8.12 Ecnun B KNMHNYECKOM MccneaoBaHUM (CBA3aHHOM NUGO He CBA3AHHOM C neyveHnem) y4acTByloT
Cy6beKTbl, KOTOpble MOrYT BbiTh BKMIOYEHLI B UCCMNENOBaHUE TONbKO HA OCHOBAHWM cornacusl UX 3aKOHHbIX
npeacrasutenei (HanpuMep, HeCoBEPLUEHHONETHNE, MALUMEHTbI C BbIPaXXEHHbIM cnaGoymuem), T0 CyObekT
[omxeH B6bITb NPOMHGOPMUPOBaH 06 NCCnefoBaHUN B COOTBETCTBUM € €0 CNOCOBHOCTLIO MOHATL 3Ty MHAOP-
MauuIo, 1, eCnn CYOBLEKT B COCTOAHWUM, OH AOMKEH NoANncaTb U COGCTBEHHOPYYHO AATUPOBaTb NUCbMEHHYIO
hopMy UHPOPMNPOBAHHOTO COrnacus.

4.8.13 Kpome cny4aes, onncaHHbix B 4.8.14, B uccnenoBaHne, He CBA3AHHOE C NeYeHMeEM (T.e. uccneao-
BaHWe, B KOTOPOM He npeanonaraeTca HenmocpeaCcTBEHHOW C MEANLIMHCKON TOMKN 3pEeHUS NoMb3bl ANA CyObek-
Ta), MOryT ObiTb BKMIOYEHbLI TONMbKO CyOBLEKTbI, KOTOPbIE NIMYHO AAlOT CBOE cornacue u cobCTBEHHOPYYHO
noAnMUCHIBAIOT W A4AaTUPYIOT MUCbMEHHYIO (hOPMY MHOPMUPOBAHHOIO COrNacus.

4.8.14 B nccnenoBaHuA, He CBA3aHHblE C NeYeHneM, Cy6bekTbl MOryT GbiTb BKNIOYEHBI C cornacus ux
3aKOHHbIX NpeacTaBUTenei Npu cobniogeHnn cneayoLmx YCroBui:

a) Llenv nccnenosaHus He MoryT GbITb SOCTUMHYThI TOCPEACTBOM UCCNEAOBaHUA C y4acTUeM CyObLEKTOB,
KOTOpble MOryT aTb CBOE COornacue NUYHO.

6) OxxngaeMbli pyuck AN cy6HLEKTOB HE3HAYNTENEH.

B) OTpuuaTenbHoe BO3AEMCTBNE Ha 300POBbe CyGbekTa CBEAEHO K MUHUMYMY U HE3HAUNTENBHO.

r) ccnenoBaHue He 3anpeLleHo 3aKOHOAATENbCTBOM.

A) Ans BknioveHnsa Taknx cybbekToB AOMKHO GbiTh 3anpoLleHo creumanbHoe yTeepxaeHue/onobpexne
OCO/H3K, yunTbiBaloLlee 3TOT acnekT.

Mopo6Hble nccnenoBaHus (3a UCKNIOYEHNEM 0BOCHOBaHHbIX CNyYaeB) AOMKHbI MPOBOAUTLCS C YHacTUEM
nauMeHToB, MMeloLLMX 3aboneBaHmne, ANS NeYeHWs KOTOPOro NpeAHa3HaYeH uccrneayeMblin npoaykT. CyGbekTh
B TaKMX MCCNeaoBaHUSAX AOMKHbI HAXOAUTLCA Nog 0cobo TwaTeNbHLIM HAbNAEHUEM, U UX yyacTe AOSMKHO
6blTb NPeKpaLLEHO, €CNUN €CTb OCHOBaHWA NonaraTth, YTO OHU UCNLITLIBAIOT Ype3MepHbIit AMCKOMGOPT.

4.8.15 lNMpn HEOTNOXHbLIX COCTOSHUSIX, KOTAa A0 BKAIOYEHUA B UCCNEOOBaHME HEBO3MOXHO NONY4UTb
cornacue camoro cybbekta, OHO AO0MKHO ObiTb 3aMNpoLIEHO Yy ero 3aKOHHOrO NpeacTaBUTeNs, ecrnn TakoBOW
npucyTcTeyeT. Ecnn npeasapuTensHoe cornacue caMoro cyobekta HEBO3MOXKHO U OTCYTCTBYET €ro 3aKOHHbIN
npeacraBuTenb, TO AN BKIIOYEHNUSA CyGbeKTa B UCCneaoBaHue A0MKHLI GbiTb NpeAnpuHATHI NpeayCMOTPeH-
Hble NPOTOKONOM W/WMW APYrMMU LOKYMEHTaMU U yTBepKAeHHbie/onobpeHHble DCO/HIK Mepbl, HanpaBneH-
Hble Ha 3almTy npas, 6e3onacHocTU U Gnarononyunsa cyGbekTa, a Takke obecnevmBaiolme COOTBETCTBUE
HopMaTUBHbLIM TpeboBaHMAM. CyGbeKT UK ero 3akoHHbIN NpeacTaBUTeNb A0MKEH BbiTh B KpaTYanilIMe CPOKU
NOCTaBNeH B U3BECTHOCTL 06 UCCNeaoBaHMK, U Y HETO AOMKHO ObiTb 3aNpPOLLIEHO cornacue Ha NPoaomKeHne
y4qacTus B UccneaoBaHum, a Takke Apyroe cornacue, kak aTo nonoxeHo (cMm. 4.8.10).

4.9 3anucu n oT4eThI

4.9.1 ViccneposaTtenb AomkeH o6ecneymBaTtb NPaBUNLHOCTb, NONHOTY, pa3GopUNBOCTb U CBOEBPEMEH-
HOCTb NPeaoCcTaBneHns COHCOPY AaHHbIX, cogepxalumxcs B MPK n Bo Bcex TpebyeMbix oTyeTax.

4.9.2 laHHble B IPK AomkHbI COOTBETCTBOBATL NEPBUYHOM JOKYMEHTALUMN, N3 KOTOPOW OHN NepPEeHECEHb!;
MMeLLNECH PacXOXAEHUs AOMKHbI BbiTb OBBACHEHDI.

4.9.3 Mobble n3ameHeHns Unu ucnpaeneHlus B IPK gomkHbl ObiTb NOANWUCAHDI, A4ATUPOBaHbI, 0O BACHEHbI
(npy HeOBXOAUMOCTU) N HE AOMKHbI CKPbIBATb NEePBOHAYaNbHYO 3annch (T.6. A0MKEH ObiTb COXpaHEH «AOKY-
MeHTanbHbIN cney»); 3TO OTHOCUTCSH Kak K MMCbMEHHbIM, TaK U K 9NEKTPOHHBIM U3MEHEHNAM U UCNPaBNEHNAM
{cm. 5.18.4, 0)). CnoHcop fomieH NpeaocTaBUTb nccrnegoBaTensam U/nnm nx yrnonHoOMOYEHHbIM npeacTaBuTe-
NAM MHCTPYKUMIO O nopsake ohopMNeHus Takmx ncnpasneHuin. CnoHcop A0MKeH UMEeTb MUCbMEHHbIe NpoLie-
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Aypbl, NpegycMmaTpuBalolmne, YTo nsmeHeHuss unu ucnpaenexns B UPK, BHOCUMbIE €ro YyNONHOMOYEHHBLIMM
npeacTaBUTeNsiMU, AOKYMEHTaNbHO ohopMnATCs, ABNAITCA HeobxoanMbiMu 1 ogobpsaTcs uccnenosaTte-
nem. MiccneposaTtenb AOMKEH XpaHWUTb 3annMcu 06 aTUX U3MEHEHUAX U UCTIPABNEHNSAX.

4.9.4 ViccneposaTtenb/opraHn3aums OOMKHbI BECTU AOKYMEHTALMIO NO UCCNea0BaHUIO COrnacHo pasaeny 8
HacToslWero craHgapTa M HOpMaTuBHLIM TpeGoBaHMAM. MccnegoBaTtenb/opraHn3auns AOMKHbI NPUHUMATL
Mepbl, NpeaoTBpaLLaloLlme cry4yariHoe Unn NpeXxxaeBpeMeHHOE YHUUTOXEHNE 3TUX AOKYMEHTOB.

4.9.5 OCHOBHbIE AOKYMEHTbI AOMKHbI XPaHUTLCA HE MeHee ABYX neT nocne yTBepKaeHus nocnegHen
3asBKM Ha perucTpaumio npenapata B Poccun unu ctpaHe — ydactHuue ICH 1 go Tex nop, noka Hu ogHa 13
3as1BOK He ByaeT HaXxoAMTLCA Ha PacCMOTPEHUN U He ByaeT NNaHUPOBaTLCA HOBbIX 3asiBOK, UMW HE MeHee ABYX
neT nocne oh1uManbHOro NpekpaLLeHUsa KNMHUYECKON pas3paboTku nccnegyemoro npoaykra. 3T AOKYMEHTI
[OOMKHbI XpaHUTLCA Bonee AnUTENbHLIA CPOK B Cryyae, ecnu 3To NpeaycMOTPEeHOo HOpPMaTUBHLIMU TpeboBa-
HUSIMW UNW JOrOBOPOM CO CMOHCOPOM. OTBETCTBEHHOCTBIO CNOHCOpa SBNAeTCA UHGOPMUPOBaHWE Uccneao-
BaTens/opraHM3aumm o6 nctedeHNn cpoka XpaHeHUs AOKyMeHTauum (cm. 5.5.12).

4.9.6 duHaHCOBbIE acnekTbl NccneaoBaHNa AOMKHbI GbiTb OTpa)XKeHbl B JOrOBOpPE MeXay CMOHCOPOM U
nccnegoeartenem/opraHnsaumen.

4.9.7 Mo 3anpocy MmoHuTopa, ayautopa, 9CO/H3K nnm ynonHOMoYeHHOro opraHa uccnegoeatens/opra-
HU3aUmMs A0MKHbI 06ecneunTb NPSMOM AOCTYN KO BCEM 3aMMUCAM, OTHOCALLMMCA K UCCIEA0BaHMIO.

4.10 OT4yeThbI 0 X04€ UccrneaoBaHUA

4.10.1 UccneposaTens gomkeH npeactaenate 9CO/HIK kpaTkMe NUCbMEHHbIE OTHETHI O XoAe uccre-
[0BaHNA eXerofHo unu vaule, ecnu atoro Tpebyet SCO/HIK.

4.10.2 ViccnepoBaTenb OOMKEH He3aMeanUTenbHO NPEeAoCTaBnATb MUCbMEHHbLIE OTYETbI CMOHCOPY,
OCO/H3K (cMm. 3.3.8) n, B COOTBETCTBYIOLMX CRy4vasX, OpraHM3auum o NiodbiX N3MEHEHUSAX, CYLLECTBEHHO
BNUSIIOLLNX HA NpoBeAeHne UccneaoBaHna Wunm ysenuyuneatowmx puck ans cyobekTos.

4.11 OT4eTHOCTb NO 6Ge30NacHOCTHU

4.11.1 O6o Bcex cepbesHbix HexenaTenbHbIX ABneHnsX (CHA) HeobxoauMo HemeaneHHo coobliaTb
CMOHCOPY, 3a nckroveHneM Tex CHA, koTopble B NpOTOKONE MW B ApYrom AOKyMeHTe (HanpuMep, B GpoLuiope
uccnegoBaTens) onpeaeneHbl kKak He Tpebylowme HeMeaneHHoro coobuleHns. Mocne nepBUYHOrO HemeaneH-
HOroO COO0LLIEHNS HEOBXOAMMO B KpaTyanLLMe CPOKUN NpeacTaBuTb NoApPO6HbIN MTMCbMEHHbIN OTHeT. MNepBUYHLIN
N nocnegyowme oT4eTbl AOMKHbI UOEHTUOULMPOBATL CYGHEKTOB UCCEAOBaHNA NO NPUCBOEHHLIM UM YHU-
KanbHbIM KOAaM, a He Mo MeHaM CyBLeKTOB, NePCOHaNbHLIM MAEHTU(OUKALMOHHBIM HOMEPAM U/MNKu agpecam.
NcenepoBaTtenb AOMKeH Takke cobnogaTb HOpMaTMBHbIE TPeGOBaHUS, pernaMeHTUpyloLwme npefocTaBnexne
OTYETOB O HenpeABUAEHHbIX CEPbE3HbIX HEXenaTernbHbIX PeakUMsaX YNoNMHOMOUYEHHbIM opraHaM n QCO/HIK.

4.11.2 OG0 Bcex HexenaTenbHbIX ABNEHNSX U/UNK OTKNOHEHUSIX NaGopaToOpHbIX NokasaTesei oT HOPMbI,
onpeaeneHHbIX MPOTOKONOM KakK KpUTUyeckue Ans oueHkn 6e3onacHoCcT!, Heo6xoauMo coobLyaTh COHCOPY B
COOTBETCTBUN C TPEGOBaHMSIMUN K OTYETaM M B CPOKM, ONnpeaeneHHble CNOHCOPOM B NPOTOKone.

4.11.3 Mpwm coobLueHnsx o cMepTn uccnepoBatenb 06a3aH No 3anpocy croHcopa n ACO/HIK npegocta-
BUTb NtoBYI0 AONONHUTENBHYIO MHChopMaUMIO (HanpuMep, NPOTOKOM BCKPLITUA Y MOCMEPTHBIA SNUKPU3).

4.12 MpexaeBpeMeHHOe NpeKpaLieHue UM NpUocTaHOBKa UCCNeAOBaHUA

Ecnu no kakon-nubo npuumnHe nccnenoBaHue NpexaeBpeMEHHO MpekpalleHO MNu NPUOCTAHOBAEHO,
uccneposaTenb/opraHM3auna AOMKHbI He3aMeanuMTenbHO MHOPMUPOBaTL CyOHLEKTOB UccneaoBaHus, obec-
NeYnTb UM COOTBETCTBYIOLLIEE NeveHne 1 HabniogeHue 1, ecnun NpegycMoTpeHO HOpMaTUBHBEIMK TpeBoBaHNs-
MW, MHPOPMMPOBATL YNONMHOMOYEHHbIE opraHbl. Kpome Toro:

4.12.1 Ecnu uccnenoBaTenb NpexaeBpeMEHHO NpekpallaeT Unu NpuocTaHaBnMBaeT uccnegosaHmne 6es
npeaBapuTENbLHOrO COMMacus CNoHCOpa, OH AOMMKeH CoobWmMTb 06 3TOM opraHusauun, rae NPUMEHUMO, U
nccneaoeaTtenb/opraHnsaums oMmkHbI HezaMeanuMTenbHO NPoNHOPMUpPoBaTb 06 3ToM croHcopa u ACO/HIK
n npegoctaBuTb cnoHcopy n QCO/HIK noapobHoe nncbMeHHOE OGBACHEHWE MPUYMHBI NPUOCTAHOBKN UMK
npekpaLleHUs nccneaoBaHus.

4.12.2 Ecnv cnoHcop npekpallaeT unu npuocTaHaBnueaeT uccneaosaHve (cM. 5.21), nccnegosatens
DOIMKEH He3aMeanuTenbHO coobLWKnTL 06 STOM OpraHM3auuu, rae NPUMMEHMMO, U UccneaoBaTernb/opraHn3aLuns
DOIMKHbI He3amMeanuTeNbHO NpouHbopMupoeaTb 06 atom SCO/HIK n npepoctasnte ACO/HIK nogpobHoe
NMUCbMEHHOE 0O BACHEHNE NPUYMHBI TPUOCTAHOBKM UNU NpeKpaLLeHUs UCCneaoBaHus.

4.12.3 Ecnn 3CO/H3K okoH4YaTeNbLHO UK BpeMEHHO OT3bIBaeT yTBepaeHue/onobpeHne Ha nposede-
Hue nccneposanus (cm. 3.1.2 n 3.3.9), uccnegoBaTenb AOMKEH COOOLWMTL 06 3TOM opraHu3aumm, rae npume-
HUMO, U UccreaoBaTenb/opraHn3auns A0MKHbI He3aMeaNUTENbLHO NPONHOPMUMpPoBaTbL 06 3TOM CroHCOpa U
npeaocTaBUTb CMOHCOPY NoAapoBGHOE MUCbMEHHOE OGBLACHEHUE MPUYMHLI MPUOCTAHOBKM UMW NpekpalleHust
nccnenoBaHus.
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4.13 UToroBblil oTueT uccrnegoBaTens

Ecnu TpebyeTcs, No 3aBepLUEHMN UCCNeqoBaHNA UccnegoBaTernb OMKEH Coo6LWNTL 06 3TOM opraHusa-
uMn; uccnegoBaTenb/opraHnsauus AomkHbl npegoctaBuTb ACO/HOBK kpaTkuii oT4eT 06 UTorax nccnegoBaHus,
a TaKke Bce TpebyeMble 0TYETb! YNOMHOMOYEHHBIM OpraHaM.

5 CnoHcop

5.1 ObecneyeHne Ka4yecTBa U KOHTPOMb KavyecTBa

5.1.1 CnoHcop oTBevaeT 3a BHeApeHWe N nopgaepKaHne cucteM obecnedeHns n KOHTPONsA kadyecTsa ¢
nmcbMeHHbIMKM COI, KoTopble MMEIDT cBOeN Lienbio obecrnevnTb NpoBeaeHne uccnegoeanHus, cbop, pernctpa-
LMo U NpeacTaBneHne AaHHbIX B COOTBETCTBUM C NPOTOKONoM, GCP u HopMaTMBHBIMU TpeGoBaHUAMN.

5.1.2 CnoHcop oTBevaeT 3a obecnevyeHne CoOrnacus BCEX BOBMEYEHHbIX CTOPOH Ha npefocTaBneHve
npamoro goctyna (cM. 1.21) Bo Bce y4acTBylOLLME B UCCNEAOBAHNN LIEHTPLI, KO BCEM NEePBUYHbLIM AaHHbIM/Ao-
KyYMEHTaM 1 oT4eTaM B LENSX UX MOHUTOPUHIa N ayauTa CrIOHCOPOM, a Takke UHCMEKLUU HaUMOHaNbHLIMKN N
WHOCTPaHHbLIMW YNONHOMOYEHHBIMW OpraHamm,

5.1.3 KoHTponb kayecTBa crnefyeT OCyLLeCTBNATb Ha BceX aTanax paboTel ¢ JaHHbIMU, 4TOOLI 06ecnevnTb
WX OCTOBEPHOCTb U NPaBUNbHOCTL 06PaBoTKN.

5.1.4 [Jorosopbl Mexay CNOHCOPOM U uccnegoBaTenem/opraHusaumein unm ntobon gpyron yqacTeyoLLein
B MCCnefoBaHUM CTOPOHOW AOMKHbLI BblTb COCTaABMNEHbl B MMCbMEHHOMN (hopMe Kak 4acTb NPoToKona Wnu B
Ka4eCTBEe CaMOCTOSTENbHbLIX AOKYMEHTOB.

5.2 KoHTpakTHasa uccrnepgoBaTtesfibCkasa opraHu3auusa

5.2.1 CnoHcop MOXeT MOMHOCTBbIO UNWU YacTUYHO nepenaTb 06S3aHHOCTU U DYHKLMMW, CBA3aHHbLIE C
npoBeAeHNeM NCCNeaoBaHNns, KOHTPAKTHON MCCNeaoBaTenbCcko opraHMsaunm, 0gHako OTBETCTBEHHOCTb 3a
Ka4eCTBO M MONHOTY NONyYEeHHbIX B X0A€ UCCNeQoBaHWUA AaHHbIX BCeraa NexuT Ha cnoHcope. KoHTpakTHan
nccnepoBaTerbCckas OpraHn3aums oMmkHa OCyLECTBNSATL Mepbl MO 0GecneyeHnio U KOHTPONIO KayecTBa.

5.2.2 Mepepaya KOHTPAKTHON NCCneaoBaTENbCKON opraHnsaumm NoObIX CBA3AHHLIX C UCCNeaoBaHNEM
0653aHHOCTEN U OYHKLUMIA JOMKHA GbiTb AOKYMEHTanNbHO oopmneHa.

5.2.3 Bce cBA3aHHble ¢ UccneaoBaHMeM 06GA3aHHOCTUN U ¢hyHKUMK, He NepeaaHHbIe KOHTPaAKTHOW uccne-
[0BaTeNbCKON OpraHn3aLnm, oCTalnTCa B KOMNETEHLMN CNOHCOPA.

5.2.4 Bce, 4TO B HacTosILLEM cTaHAAPTE KacaeTcsl CNOHCopa, Takke NPUMEHMMO K KOHTPAKTHOW uUccne-
[oBaTENbCKON OpraHn3aLm B TO Mepe, B KOTOPOM KOHTpaKTHas uccneaoBaTernbckasi OpraHM3aums npuHumaeT
Ha ce6s 0653aHHOCTU M (DYHKLMM CMIOHCOPa NO NPOBEAEHUIO UCCIENOBaHUS.

5.3 MeavuuHckan kBanudpukauuma

CnoHcop JomkeH HasHavuuTb 06naaatoLWmMin COOTBETCTBYIOLLIEN MEAULIMHCKON KBanudukaumen nepcoHan,
KOTOPbIN A0MmKeH 6biTb BCeraa AOCTyNeH ANA peLleHNs CBA3aHHbIX C UCCrneoBaHUeM BONPOCOB MEAULIMHCKOTO
xapakTtepa. Mpn HeobxoaMMOCTN ANs 3TOM LeNn MOryT ObiTb MPUBMEYEHbl BHELLIHUE KOHCYNbTaHTHI.

5.4 in3zaiiH uccnegoBaHunA

5.4.1 CnoHcop AomkeH NpuBnekaTbh KBanMUUMPOBaHHbIX ML, (Hanpumep, 6BUOCTAaTUCTUKOB, KNUHNYEC-
kux (hbapMakonoroB, Bpayen) Ha BCex atanax uccneaoBaHuss — oT pa3paboTku npotokona, NPK u nnaHa
CTaTUCTMYECKOTO aHanu3a Ao NoAroTOBKU NPOMEXYTOUYHOIO U (hUHANbHOro OTHETOB.

5.4.2 Tarke cM. pasgen 6 HacTosLero ctaHgapTa, pykoBoacTeo ICH «CtpykTtypa n cogepxaHue otyeTa
O KNUHUYECKOM MccrneaoBaHUM» M Opyrve cooTBeTcTBylowme pykoBoactea ICH no ausaiHy, npotokony m
opraHu3auum uccnenoBaHus.

5.5 MeHeKMEHT uccneafoBaHus, paboTa ¢ AaHHLIMU U BefileHue AOKYMeHTaumum

5.5.1 CnoHcop 0653aH NpuBnekaTb 06nagallowWwmx cooTBETCTRYIOLEN kBanudukaumen nuuy ana obuwiero
PYKOBOACTBA MUccneaoBaHueM, paboTbl ¢ AaHHbIMW, BepuMKauMn AaHHbIX, NPOBEAEHNA CTaTUCTUYECKOrO
aHanusa U NoAroToBKM OTYETOB 00 nccnenoBaHum.

5.5.2 CnoHCcop MOXET NPUHATL pelleHne 06 0b6pa3oBaHMM HE3aBUCMMOTO KOMUTETA NO MOHWUTOPWHIY
AaHHbix (HKM) ana paccMoTpeHna xoaa KNMHNUYECKOro UCCnefoBaHus, BKoYasa pacCMOTpeHne AaHHbIX No
6e30MacHOCTM M OCHOBHLIX NMapamMeTpoB a¢heKTMBHOCTH, a Takke AN BbipaboTKM pekoMeHAaunin CNOHCOPY
0 uenecoobpa3HOCTU NPOAOITKEHUS, NPEKPALLEHNA UCCNENOoBaHUSA UMW BHECEHUS B HEro uameHennin. HKMA,
JOMKeH MMETb NMUCbMEHHbIE ONepaLVOHHbIE NPOLUEeAYPbl U BECTU MUCbMEHHbIE 3anncy BCeX CBOUX 3acefaHni.

5.5.3 Npun ncnonb30BaHNMK ANEKTPOHHBIX CUCTEM AnA paboThbl C AaHHLIMM UCCNENOBAHNA U/MNWN 3NEKTPOH-
HbIX CUCTEM YAANeHHOro A0CTyNa K AaHHbLIM CMIOHCOP AOIDKEH:

a) O6ecneunTb U AOKYMEHTanbHO ohOPMUTL COOTBETCTBME CUCTEM INEKTPOHHOW 06paBGoTKN AaHHbIX
YCTaAHOBMNEHHbLIM CMTOHCOPOM TpeBoBaHMSAM K NONHOTE, TOMHOCTM U HAAEXXHOCTU AAHHbIX, A TaKke CTabUNbHOCTL
JocTkeHusa TpebyeMoro peaynbTaTta (T.e. Banuaaumio).
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6) UmeTb COIN nNo MCNonb30BaHUIO 3TUX CUCTEM.

B) O6ecneunts paboTy cUCTeM TakuMm 06pa3oM, 4TOGbI MOXHO GblNO U3MEHSATb AaHHble U Npu 3TOM
BHOCUMbIE U3MeHeHMs 6binn 6bl 3a00KYMEHTUPOBaHbI, @ paHee BBeAeHHbIE faHHble He 6binu Gbl yaaneHb!
(T.e. Menca AoKyMeHTanbHbLIN cnes).

r) imeTb cucTemy 3alluThbl, NPpeaoTBpaLLaloLLyo HECAaHKLIMOHUPOBAHHBIV AOCTYN K AaHHbIM.

A) VIMeTb Cnncok NuL, HageneHHbIX NPaBoM BHOCUTb U3MEeHEeHUs B AaHHble (M. 4.1.5 1 4.9.3).

e) ObecneynBaTb afjleKBaTHOE PE3EPBHOE KOMMPOBaHWE AaHHbIX.

%) CoxpaHsATb MackupoBKy B MCCNeAOBAHUAX, NPOBOAMMBIX CrenbiM MeToaoM (T.e. COXpaHATb MacKu-
POBKY Npuv BBOAE M 00paboTke AaHHbLIX).

5.5.4 Ecnu B npouecce 06paboTkn AaHHble TpaHCopMUpyloTCa, BCeraa A0MKHA CyLLEeCTBOBaTh BO3MOX-
HOCTb CPaBHEHWS UCXOOHbIX AAHHBIX C 06paboTaHHLIMW.

5.5.5 CnoHcop AomkeH UCMonb30oBaTh YHUKANbHBIA WAEHTUUKALIMOHHBIA kod cyObekTa (cM. 1.58),
NO3BONALWMI NAEHTUDOULMPOBATL BCE AAHHbIE NO KAXA0MY CYyGbLeKTy.

5.5.6 CnoHcop nnun apyrue BnagenbLbl AaHHBIX AOMKHBI XpaHUTb BCE OTHOCALLMECS K CMIOHCOPY OCHOB-
Hble AOKYMEHTbI N0 UccneaoBaHunio (CM. pasaen 8 HacTosLero ctaHaapTa).

5.5.7 CnoHCop AOMKeH XpaHUTb BCe OTHOCALLMECA K HEMY OCHOBHbIE AOKYMEHTLI MO UCCNeAoBaHUIo B
COOTBETCTBUM C HOPMATUBHLIMW TPeBGOBaAHUAMWM TeX CTPaH, B KOTOPbLIX NPOAYKT 0AoBpeH u/unm B KOTOPbIX
cnoHcop cobupaeTca oGpaTuTbesa 3a o4oGpeHmeMm.

5.5.8 Ecnu crnioHcop npekpallaeT KNMMHUYeCKyo pa3paboTky uccneayemoro npogdykra (no ogHoMy unu
BCEM MOKa3aHUAM, NyTAM BBEAEHMWS, NekapCTBEHHbIM (hopMaMm), OH AOMKEH XpaHUTb BCe OTHocAlMeca K
CMOHCOPY OCHOBHbIE AOKYMEHTbI MO UCCNeA0BaHUIO B TEYEHWE NO KpalHeh Mepe ABYX NeT ¢ MOMeHTa ouum-
anbHOro npekpalleHns pa3paboTkn unn B COOTBETCTBUM C HOPMATUBHbLIMKN TpeGoBaHUAMMN.

5.5.9 Ecnu cnoHcop npekpaLuaeT KNMHUYeCKyio pa3paboTky nccneayemoro npoaykTa, OH A0MmKeH coo6-
WKTb 06 3TOM BCEM Y4acTBYIOLIMM B UCCNEOOBaAHUW UccneaoBaTenAaM/opraHM3aumsaM n yNnonHOMOYEHHbIM
opraHam.

5.5.10 Nio6as nepenava npaB COGCTBEHHOCTU HA AaHHbLIe AOMKHA BbITb 0OBEieHa A0 CBeAeHNs ynon-
HOMOY€EHHbIX OPraHoB B COOTBETCTBUM C HOPMATUBHLIMU TpeboBaHUAMMN.

5.5.11 OTHOCALWMECS K CNOHCOPY OCHOBHBIE AOKYMEHTbI AOMKHBI XPAaHUTLCA HE MeHee ABYX NeT nocne
yTBEPXAEHUA nocneaHen 3asiBkn Ha perucTpaumio npenapata B Poccun unu ctpade — yvactHuue ICH u go
TeX Nop, NoKa HWU OAHa M3 3aABOK He ByaAeT HaXoAMTLCA HA PAaCCMOTPEHUM U He ByaeT NNaHMPOBATLCA HOBbIX
3as1BOK, UMW He MeHee ABYX NneT nocrne ouumanbHOrO NpekpalleHust KnMHudeckon casbl paspabotku uccne-
AyeMoro npoaykta. 3TM AOKYMEHTbI AOMKHbI XPaHUTLCA 6onee AnUTenbHLIM CPOK B CNy4vae, ecnu 3To npeayc-
MOTPEHO HOPMaTUBHLIMU TPEBOBAHMAMM UMK HEOBXOAUMO CMOHCOPY.

5.5.12 CnoHcop AomkeH B NMCbMEHHOM hopme MHOPMUpOBaTb uccneaoeaTenein/opraHm3aumnm o Heob-
XOAMMOCTU XpaHEHUs CBA3AHHLIX C UCCNEAOBAHMEM 3aMUCEN, @ TAKKe NMMCbMEHHO U3BECTUTb MX, KaK TONbKO
HeoBXoAMMOCTb B AanbHENLLEM XpaHEHUN OTNageT.

5.6 BbiGop uccnegoBsartens

5.6.1 CnoHcop HeceT OTBETCTBEHHOCTL 3a BbIGOp uccneaoBaTtenen/opraHmsaumin. Kaxabiin uccneaosa-
Tenb AOMKEH UMETb KBanudmkaumio, onbiT U pecypchl (M. 4.1, 4.2), poctaTouHble Anst NPoBeAeHUs uccneno-
BaHWs, ANS KOTOPOro OH BbiGpaH. ECNM B MHOMOUEHTPOBLIX UCCMNEAOBaHUAX HeOGXOAMMO OpraHuM3oBaTb
KOOPAVHALMOHHLIN KOMUTET u/unn BbibpaTb KOOPAVHATOPOB U3 YKcna uccnenoBaTenen, To 3TO ABNAeTcA
0653aHHOCTbBIO CNOHCOpPA.

5.6.2 [lo noanucaHusa goroeopa ¢ uccnegosatenem/opraHnsanmnei Ha npoBeaeHne NccneaoBaHUs CrioH-
COp AOMKEH NpeaocTaBuTb UccnegoBaTento/opraHM3aummn NpoTokon u GpoLLopy UccneaoBaTens B TeKyLen
pefakumMn U aaTb MccrnegosaTento/opraHM3aumm AoCTaTouMHOE BpeMs ANS O3HAKOMMEHWs ¢ NPOTOKONOM U
npeaocTaBneHHon NHopMaumen.

5.6.3 CnoHcop A0oMKeH nony4nTb cornacue nccrneaoBaTens/opraHnsaumm:

a) npoBoanTb nccnegosaHne B cooteetcTBumn ¢ GCP n HopmaTmBHbiMKM TpeboBaHusMu (cM. 4.1.3), a
TaKKe C MPOTOKONOM, COrNacoBaHHLIM CO CMOHCOPOM U yTBEPKAEHHbIM/ogobpeHHbIM QCO/HIK (cMm. 4.5.1);

6) cobniogath nNpoueaypbl perucTpaumn/npeacTaBneHns aHHbIX;

B) Ha NpoBeAeHWe MOHUTOPUHIA, ayanTa U MHCNeKuni (cM. 4.1.4);

r) XpaHUTb OCHOBHbIE AOKYMEHTbI, CBA3AHHbIE C UCCNEAOBaAHMEM, [0 TEX NOP, Noka CNOHCOP He COOBLLMT
nccneposaTento/opraHusaumnn, YTo 3T 4OKyMeHThl 6onblue He TpebytoTea (cm. 4.9.4 n 5.5.12).

CnoHcop 1 nccnegosaTtenb/opraHnsauns A0MKHbI NOANUCATL MPOTOKON NN MHON JOKYMEHT, NOATBEPX-
JaoLwmin 310 cornacue.
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5.7 PacnpepeneHune 06sa3aHHOCTEN

o Hayana nccnenoBaHUS CMOHCOP AOMKEH YCTAHOBUTL M pacnpeaenvTb BCe CBA3aHHbIe C uccneaoBa-
HMeM 0643aHHOCTU U (DYHKLIMK.

5.8 KomneHcauumn cybbekTtam M uccnegoBaTtensim

5.8.1 Ecnm npeaycMOTpeHO HOPMaTUBHBLIMK TpebOBaHUAMM, CNOHCOP A0MKeH 0becnevnTb CTpaxoBaHue
UMW rapaHTMPOBaTL IopMANYECKYIO U (DMHAHCOBYIO NOAAEPXKKY UccneaoBaTens/opraHM3aLum B cnyvae npeb-
SIBMEHMS UM NPETEH3UN, CBA3AHHLIX C UCCNEeAOBAHUEM, 3@ UCKIIOYEHNEM TEX NPETEH3UIN, KOTOPbie BO3HMKIN
B pe3ynbTaTe yMbICNa UNu HEOCTOPOXHOCTU CO CTOPOHbLI UCCReaoBaTeENs UK YNeHOB UcCneaoBaTenbcKoro
KOMneKTuBea.

5.8.2 Mpaeuna v npoueaypbl CNOHCOPa A0MKHBLI NpelycMaTpMBaTh BO3MELLEHME PacXooB Ha neveHne
cybBLEeKTOB B Cny4ae NpUyMHEHUA Bpeaa ux 30OpoBblo B pesyrnbTaTe UX y4acTUSA B UCCreaoBaHuM B COOTBET-
CTBUM C HOPMATUBHLIMU TPEGOBaHNAMM.

5.8.3 Ecnu cybbekTbl MccneaoBaHMa NONYYaloT KOMNEHCALMIO, MOPSAOK U cnocob KoMMNeHcaLMK [OMKHbI
COOTBETCTBOBATb HOPMaTUBHLIM TpeboBaHUAM.

5.9 ®uHaHcupoBaHue

®dUHaAHCOBLIE acnekTbl UCCneaoBaHUA AOMKHbI BbITb AOKyMeHTanbHO oOpMneHbl B BUae A0OroBopa
MeXAay CNOHCOPOM U uccneaoBaTeneM/opraHnsaumen.

5.10 YBepomneHue ynosiHOMOYEHHbIX opraHoB/nogaya 3asiBKu B YNOTHOMOU€HHbIE OpraHbl

[o Hauana KNMHMYEeCKOro UCCNeaoBaHNA CNOHCOP (MNW CMIOHCOP COBMECTHO C MUccreaoBaTeneM, ecnm
3TO NPeayCMOTPEHO HOPMAaTUBHLIMW TpeboBaHMAMM) AOMKeH NoAaTb B COOTBETCTBYIOLIME OpraHbl BCe
Tpebyemble 3as8BKN AN UX PACCMOTPEHUA, NPUHATUS W/UNK NONYYeHUs paspeLleHUs HavaTb uccneaoBaHune
(B 3aBMCMMOCTM OT HOPMaTUBHLIX TpeboBaHwi). Bce yBeOMNEHUS/3a8BKM AOMKHbI OblTb AaTUPOBaHbI U
coaepxaTb AOCTATOUHYI0 UHbopMaUnio ANa naeHTUdnkaumMmn NpoToKona.

5.11 NoareepxaeHue paccMmoTpeHna ICO/HIK

5.11.1 CnoHcop AOmKeH NONYYUTL OT UCCneqoBaTens/opraHn3aumn:

a) HaumeHoBaHue n agpec ACO/HI3K uccneposatens/opraHnsauum;

6) noatsepxaeHne ot ICO/HIK Toro, 4To OH opraHn3oBaH U aencTeyeT cornacHo GCP 1 cooTBeTCTBY-
oLLeMyY 3aKoHOAATENbCTBY;

B) AOKYMeHTanbHO ocopMneHHoe yTeepxaeHne/onodbpenne DCO/HIK 1, no TpeboBaHMIo cnoHcopa,
KOMWIO TeKyLLle BepCUM NPOTOKONa, MMCbMEHHOW (HopMbl MHEOPMUPOBAHHOMO cornacus u Niobbix Apyrnx
npegocTaBnseMblX CyObekTaMm NUCbMEHHbLIX MaTepuanoB, a Takke onucaHue OeWCTBUW NO NPUBNEYEHUIO
Cy6BbeKTOB K y4acTUIO B UcCrnegoBaHUW, OOKYMEHTOB, OTHOCALUMXCS K NpedyCMOTPeHHbIM ANSa cyGbekToB
BbiNNataMm 1M KOMMEHCaUMAM, 1 MobbIX MHBIX JOKYMEHTOB, KOTOpble Mornmn BbiTb 3aTpe6osaHbl SCO/HIK.

5.11.2 Ecnn 3CO/H3K o6ycnosnuneaeT Bblaavy CBOEro yTeepaeHUs/0ao06peHs BHECEHUEM 3MEHEHWI
B Kakne-nmbo acnekTbl uccrnenoBaHus, Hanpumep B NPOTOKOM, MUCbMEHHYO hOpMYy MHPOPMUPOBAHHOTO CO-
rnacus unu nobble NHble NpefocTaBnNseMble CyGbekTam NUCbMEHHbIE MaTepuans u/vnu apyrue npoueaypsl,
CMOHCOP AOMKEH NONYYMTb OT MCCnenoBaTens/opraHnsaumm KoM BCeX U3MEHEHHBIX AOKYMEHTOB M AaTy
nony4YeHHoro yteepxaeHus/ogobpeHna 3CO/HIK.

5.11.3 CnoHcop OomkeH nonyvuTb OT UccnegosaTens/opraHU3aunMm OOKYMEHTaUuMlo U AaTtbl Nobbix
MOBTOPHLIX yTBEpPXAeHnWonobpeHnin ACO/HIK, a Takke pelueHWin 06 OT3biBe UMW NPUOCTAHOBKE paHee
BblAAHHOIO YTBEePXXAEHUS/0a06peHus.

5.12 Uncbopmaumna o6 uccneayembix NpogyKTax

5.12.1 MNpun nnaHnpoBaHUM nccneaoBaHUi CNOHCOP AOMKEH pacnonarath 4OCTaTOUYHbIM 06bEeMOM Nony-
YeHHbIX B AOKMMHNYECKUX U/MNWN KNMHUYECKUX UCCNEAOoBaHUSX AaHHbIX MO 6e30nacHOCTM 1 3hEKTUBHOCTH,
onpasfblBalOLLNX NPUMEHEHNE NCCreayeMoro NpoaykTa ¢ UCnonb3oBaHMEM COOTBETCTBYHOLMX NyTei BBEAE-
HWA 1 003 NPY COOTBETCTBYIOLLEN ANUTENBHOCTU U B COOTBETCTBYIOLLEN NOMYNALMN.

5.12.2 CnoHcop pomkeH 06HOBNATL GpOLLIIOPY UccneaoBaTens no Mepe Nony4eHns HOBOW CyLLeCTBEHHOM
MHopmMaumm (CM. pasfen 7 HacTOALLEro cTaHgapTa).

5.13 NpounssoacTBO, ynakoBka, MapKMPOBKa U KOAUPOBaHUe UCCreayeMbIX NPOAYKTOB

5.13.1 CnoHcop pomkeH obecneunTb, YTODOLI Uccneayemble NPoayKThl (BKNoYas, B COOTBETCTBYHOLLMX
Cny4asx, akTUBHble npenapaTbl CpaBHEHUs U nNnauebo) UMeNn xapaKTepUCTUKK, COOTBETCTBYIOLLME CTaaun
pa3paboTKn AaHHbIX NPOAYKTOB, GbinNK NPON3BedeHbl B COOTBETCTBUM C NPUMEHUMbIMU TpeGoBaHnamm GMP
W, B COOTBETCTBYIOLLMX CRy4asX, 3aKoAUPOBaHbLI U MApKUPOBaHbLI TAKUM 06Ppa3oM, YTOGL! 06ecneYnTb 3alnuTy
MacknpoBku. Kpome Toro, MapkmpoBka AOMKHA COOTBETCTBOBATL HOPMATUBHLIM TpeboBaHMAM.

5.13.2 CnoHcop AomkeH onpeaenuTtb Ana uccneayembix NPOAYKTOB TEMNEPaTYpy XpaHeHUs, yCrnoBusi
XpaHeHus (Hanpumep, B 3alUMLLIEHHOM OT CBETa MeCTe), CPOK XpPaHEeHWs, pacTBOpUTENW M Npoueaypbl Ans
pa3BeeHnA N BOCCTAHOBMEHMS, a TAKKe, €CNU TakoBble NPeayCMOTPEHbI, YCTPONCTBA ANS BBEAESHUA NPOayK-
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Ta. CnoHcop AomkeH MHOopMUpoBaThb 06 aTUX TpeGoBaHUAX BCE BOBMEYEHHbIE CTOPOHLI (HAanpUMep, MOHUTO-
poB, uccneposaresnen, NPOBU3OPOB, NNLL, OTBETCTBEHHLIX 3a XPaHEHNE).

5.13.3 Vccneayemble NpoayKTbl AOMKHBI GbiTb YNakoBaHbl Tak, YTOGLI NPefoTBpaTUTL X 3arpsisHeHWe U
obecneunTb nX COXPAHHOCTb (MPUTOAHOCTL) NPU TPAHCNIOPTUPOBKE U XPAHEHUMW.

5.13.4 ina uccnenosaHunii, B KOTOPLIX MCNONb3YEeTCA CNenow MeTos, cucTeMa KoaupoBaHus uccneaye-
MOro NpoAyKTa AOMKHA BKIMOYaTb B Ce6A MEXaHn3M, NO3BONSIOLMNA, B SKCTPEHHbBIX Cry4asx, ObICTPO MAEHTH-
uumpoBaTb NPOAYKT, HO, B TO Xe BPeMsi, He A0MYyCKaoLLMIN BO3MOXHOCTN HE3AMETHO PaCKpPbITh KoA.

5.13.5 Ecnu nekapcTBeHHas dhopMa ncecnegyemoro npogaykta unv npenapata CpaBHEHUS Ha KNMUHNYEeC-
KOM 3Tane usyyeHus Obina CylleCTBEHHO M3MEHeHa, TO A0 UCMONb30BaHNUA HOBOM NEKapCTBEHHOM HOpMbI B
KMMHWYECKMX UCCNeaoBaHUSX OOMKHbI ObiTb NONyYeHbl pe3ynbTaTbl NObLIX AONONHUTENBHLIX UCCNeaoBaHWUIA
AaHHOW NekapCcTBEHHOW ¢hopMbl MpoaykTa (Hanpumep, CTabWnbHOCTM, PACTBOPUMOCTU, BUOAOCTYMHOCTW),
HeobxoanMble AN OLIEHKU TOro, COCOBHbLI NN AaHHbIE U3MEHEHMUS CYLLIECTBEHHO NOBMNUATL Ha (DapMaKOKUHe-
TM4ecknii Npounb NpoaykTa.

5.14 MocTaBKa Uccneayembix NPOAYKTOB U NpaBuna o6palieHus ¢ HUMKU

5.14.1 CnoHcop oTBevaeT 3a NOCTaBKy UCCneaoBaTenio/opraHn3annm uccnegyemoro npoaykTa.

5.14.2 CnoHcop He AOMKeH NoCcTaBNATb UccneayemMblin MPoAyKT uccneaosaTtenio/opraHn3anmmn oo Tex
nop, Noka He MoNy4uT BClo Tpebyemylo AOKyMeHTauuio (Hanpumep, yTeepxaeHune/onobperne 3CO/HIK n
YNONHOMOYEHHbLIX OPraHoB).

5.14.3 lNMucbMeHHble npoueaypbl CNOHCOPA AOMKHLI BKMOYaTb B ce6A MHCTPYKUMM ANns uccnegosaTe-
nafopraHM3aumn no npasunam xpaHeHns uccneayemMoro nNpoaykTa u obpalleHns ¢ HAM, a Takke No BEAEeHWHO
COOTBETCTBYIOLLEN foKyMeHTaumn. Mpoueaypbl 4OMKHBI onuckiBaTb 6e3onacHoe nonyvyeHve uccneayemoro
npoaykTa, obpalleHne ¢ HAM, ero XpaHeHne U Bblaady, M3bATUe HEMCNONb30BAaHHOMO UCCNEAYEeMOro NpoayKTa
y CybBbeKTOB U BO3BpAT €ro CMoHCopy (N0 MHOEe pacropsKeHNe HeUCMoNb3OBaHHLIM NPOAYKTOM, €CRN 3TO
CaHKLMOHMPOBAHO CMOHCOPOM M COOTBETCTBYET HOPMaTUBHLIM TpeboBaHUAM).

5.14.4 CnoHCOp OOMKeH:

a) obecneynTb CBOEBPEMEHHYIO NOCTABKY UCCNeayeMblX NPOAYKTOB UccneaoBaTensiMm;

6) AOKYMEHTMPOBaTb NOCTaBKK, MOMy4YeHue, BblAady, BO3BpaT U YHUHTOXeHUe (NMMbo MHoe pacnopsbke-
Hue) nccnegyeMblx NpoaykToB (CM. pasaen 8 HacToAwWero ctaHaapTa);

B) MMETb CUCTEMY BO3BpaTa UccneayemMoro npoaykta u AOKYMEHTUpOBaHNA NOAOGHOro N3bATUA (Hanpu-
Mep, 0T3biBa 6pakoBaHHOrO NpoAYKTa, BO3BpaTa NpoAyKTa Nocne OKOHYaHUS UCCNeAoBaHUA MW MO UCTEYEHUN
CpoKa rogHoCTH),

r) UMeTb CUCTEMY YHUUTOXEHUA (NMBO MHOTO PACNOPSHKEHUST) HEMCONb3OBaHHBLIX UCCNEeayeMbIX NPoaYK-
TOB U AOKYMEHTUPOBAHMS NOAOBHOrO YHUHTOXEHUS (MMBO MHOTO pacnopsPKEHMS).

5.14.5 CnoHcop QomkeH:

a) MpuHATL Mepbl Mo obecnevyeHnto CTabMnbLHOCTU MccrneqyeMbiX NMPOAYKTOB HA MPOTSHKEHUN BCEro
nepuoga NCNONbL30BaHMUS.

6) UmeTb AOCTATOMHOE KOMMUECTBO UCMONb3YEMOTO B MCCNEAOBaHUAX Mccnegyemoro NpoaykTa, YTobb
noaTeepanTb, B cnyYae HeobxoauMOCTH, ero COOTBETCTBUE crieumdukaumsMm, a Takke BECTU y4eT aHanusos
N XapaKTepucTuk obpasuoB npoaykTa U3 naptim. B 3aBUCMMOCTU OT CTabUNBLHOCTM 06pa3Ubl AOMKHbI BbITb
coxpaHeHbl NGO A0 OKOHYAHMA aHaNM3a AaHHbLIX NO UCCNeaoBaHMIo, NIMBO B TeYeHUe Cpoka, onpeaeneHHoro
COOTBETCTBYIOLMMMN HOPMATUBHBLIMU TPEGOBaAHUAMM, UCXOAA U3 TOTO, KAKON Nepuon aenaeTca Gonee anuTenb-
HbIM.

5.15 flocTyn Kk 3anucam

5.15.1 CnoHcop AomkeH NnpeaycMoTpeTb B NPOTOKONE UMM MHOM NMUCbMEHHOM CornaLleHnn 06A3aHHOCTbL
uccnegosatens/opraHusaummn obecnevnTb NPAMON AOCTYN K NEPBUYHBLIM AAHHLIM/OAOKYMEHTAUMN Ans Lernei
MOHUTOpPUHra, ayauTa, akcneptnabl ACO/H3IK, a Takke MHcneKkumn Co CTOPOHbI YNIONHOMOYEHHbIX OpraHoB.

5.15.2 CnoHcop fomkeH y6eUTbCA B TOM, YTO Kaxablih CyObeKT fan NUCbMEHHOE cornacue Ha NpsAMon
BOCTYN K €r0 OPUrMHaNbHLIM MEOULIMHCKUM 3aMnMCcAaM ANS Lueneni MOHUTOPUWHIa, ayauTa, akcnepTuabl ACO/HOIK,
a TaKke MHCNEKUMN CO CTOPOHbI YMONMHOMOYEHHbLIX OPraHoB.

5.16 Undpopmauun, oTHOCALLAACA K 6€30NacCHOCTH

5.16.1 CnoHcop oTBevaeT 3a NOCTOAHHYIO OLleHKY 6e30nacHOCTU uccrneayeMbiX NPOAYKTOB.

5.16.2 CnoHcop AOmKeH He3amegNUTENbHO YBEAOMUTL BCEX 3aHATBIX B UCCNEAOBaHUN uccreaoBate-
nen/opraHn3saumnm, a TaKke YNornHOMOUYEHHbIE OpraHbl O NONYYEHHbIX AaHHbIX, KOTOPbie MOTYT HebnaronpuaTHO
0OTpa3nTbCA Ha 6e30NacHOCTU CyGHLEKTOB, NOBNUATL HA NPOBeAEHWE UCCNENOBaHNUSA NMGO U3MEHUTL YTBEPXK-
Aennel/onobperne 3CO/HIK Ha npoaomkeHne uccneqoBaHuns.
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5.17 CoobLieHnA 0 HexenaTenbHbIX peakuuax

5.17.1 CnoHcop pormkeH B BO3MOXHO 6onee KopoTKUil Cpok coobLuaTb BCEM y4acTBYIOLLMM B UCCNENo-
BaHUW uccneposatenam/opranmsauuam, SCO/HIK, roe ato TpebyeTcs, a Takke YNONHOMOYEHHLIM OpraHam
060 Bcex HexxenaTenbHbIX PeakUMsiX, KOTOpble OOHOBPEMEHHO ABNSAIOTCA CePbEe3HbIMU U HENpPeaABUAEHHBLIMW.

5.17.2 Takue akcnpecc-oT4eThl AOMKHbI COOTBETCTBOBATb HOPMATUBHLIM TPEGOBaHUSIM U PYKOBOACTBY
ICH «OueHka faHHbLIX NO KNMMHUYECKON 6e30MacHOCTN: TEPMUHONOMUMA U CTAHAAPTLI AKCNPECC-OTYETHOCTUY.

5.17.3 CnoHcop pormkeH NpeacTaBnATb HA PaCCMOTPEHWe YNONHOMOYEHHBIM OpraHaM BCce HOBblE AaH-
Hble U nepuoguyeckne oTyeThl No 6e30nacHOCTU UccrneayeMoro NPpoaykTa B COOTBETCTBUU C HOPMATUBHLIMM
TpeboBaHusaMM.

5.18 MoHuTOpUHr

5.18.1 Uenu

Llenbio MOHUTOpUHIa uccneaoBaHWs ABNSAETCS NpoBepka TOro, YTo:

a) Mpaea 1 6narononyyne cybHLEKTOB 3aLLUMLLEHDI.

6) NpeacTaBneHHbIe AaHHbIE ABMAIOTCA TOYHLIMK, NOMHLIMU U NOATBEPXKAAIOTCA NEPBUYHON [IOKYMEHTA-
umen.

B) iccneposaHne NpoBOAUTCA B COOTBETCTBUU C YTBEPXKAEHHON TEKYLLUEN Bepcrein NpoTokona/MonpaBok,
GCP v HopMmaTuBHLIMK TpeboBaHUAMMU.

5.18.2 Bbi6op MOHNTOPOB U UX KBanudukauusa

a) MoHUTOpPbI AOMKHBI HA3HAYATLCA CNOHCOPOM.

6) MOHUTOPLI AOMKHBI UMETb COOTBETCTBYIOLLYIO NOATrOTOBKY, a Takke 06nagaTb HayYHbIMU U/MNKn KnNu-
HWYECKUMWN 3HAHWUAMU, HeO6XOAUMbIMUM ANA NPOBEAESHNA HAaaNEeXaLlero MOHUTOPUHra uccneaoBaHua. Keanu-
hrKauus MOHMTOPOB AOSMKHA ObITb NOATBEPXAEHA AOKYMEHTANBLHO.

B) MOHMTOPbI AOMKHBI AeTanNbHO 3HaTL UCCeayeMble NPOAYKTLI, NPOTOKON, NMCbMEHHYI0 hopMy UHGOP-
MMPOBAHHOIO COrnacua U Bce Apyrne npegocraBnseMble Cyobektam nucbMeHHble maTepuansl, COlM cnoHco-
pa, GCP 1 HopmaTuBHble TpeGoBaHUA.

5.18.3 O6beM 1 coaepkaHne MOHUTOPUHra

CnoHcop AomkeH obecneunTtb Hagnexallmin MOHUTOPUHT uccneaosBaHnii. CNOHCOP AOMMKEH onpeaenvTb
HeobxoanMble 06EM U cogepkaHne MOHMTOPUHIA UCXOAA U3 Lienen, 3aaad, METOAONOMM, CNOXHOCTH, Mac-
KMPOBKM, 06beMa 1 OLEHNBaeMbIX NapameTpoB uccneaoBaHus. Mo obliemy npaBuny, ¢ LeNblo MOHUTOPUHIA
TpebyeTcs nocelaTtb nccneaoBaTenbckue LeHTPbl 40, BO BpeMsl U Nocne OKOHYaHUa uccneaoBaHua. OaHako
B UCKMIOYUTENBHLIX CRy4asaX CMOHCOP MOXET pelluTb, YTO MOHUTOPUHT Ge3 BU3UTOB B uccneaoBaTenbckue
LEHTPbl B COMETaHUN C TakKMMU MnpoueypaMu, Kak TPEHUHr M NpoBefeHWe COBELWaHui nccneposaTtenen,
npegocraBneHne MM NogpoGHOro NMCbMEHHOTO PYKOBOACTBA MOXET rapaHTUPOBaHHO o6ecnevnTb Haanexa-
Liee npoBefeHne nccnenoBaHus B cooteeTctBumn ¢ GCP. Ctatuctudeckn onpegensieMble KOHTPONbHbIE Bbi-
GOpKN MOTYT CNY>XUTb NPUEMNeMbIM METOAOM Ansi 0TGopa NpoBepPSEMbIX AaHHbIX.

5.18.4 O6A3aHHOCTU MOHUTOpPA

MoHuTOp, B COOTBETCTBUM C TpeboBaHMAMU CMOHCOpPA, A0MmKeH oGecneyunTb Hagnexallee NnpoeeaeHne
W OoKyMeHTanbHoe ocdopMneHune nccneaosanus. C aToW Lienbio MOHUTOP, KOraa YMeCTHO M Heo6XxoanMo ¢
YY4E€TOM KOHKPETHOrO UCCNefoBaHNA U UCCNeaoBaTenbCKOro LEHTPA, BLINONHAET HWXenepeuncneHHole
OencTBus:

a) BbicTynaeT B ka4eCTBE OCHOBHOIO CBAI3YIOLLIETO 3BEHA MEXAY CMOHCOPOM U uccnegoBartenem.

6) MNpoBepsieT B Ha4Yane 1 Ha NPOTXEHNN BCEro UCCneoBaHUsA aAeKBaTHOCTb KBanudnkauum u pecypcoB
uccneposatens (cm. 4.1, 4.2, 5.6), a Takke A4OCTAaTOMHOCTb Anga 6e30nacHOro U Hagnexawero nposeaeHns
nccneaoBaHna MMEIOLLIMXCS MIOACKMX U MaTepuanbHbIX pecypcoB, BKMioYaa nabopaTtopun, o6opyaosanve un
nepcoHan.

B) B oTHOWEHUM nccnegyeMbix NpOAyKTOB MOHUTOP NPOBEpPSET cneaylowee:

1) CPOKW 1 YCNOBUA XpaHEHWUS NPUEMNEMbI U KONMMYECTBO AOCTAaTOYHO A0 KOHUA UCCNeaoBaHus;

2) nccnegyemMble NPOAYKTbI NONYYalOT TOMLKO Te CYOBLEKTHI, KOTOPLIM OH HAa3HAYeH, U B A03aX, YCTAHOB-
NEHHbIX NPOTOKOMNOM,;

3) cybbekTam npegocTaBneHbl HEO6XOAWMbIE MHCTPYKLMM NO NPaBUNbHOMY NPUMEHEHUIO uccneayembiX
NPOAYKTOB, 0OPALLEHUNIO C HUMW, UX XPAHEHUIO U BO3BPATY;

4) nony4eHne, NpUMEHEHWe 1 BO3BpaT UccneayeMbixX NPOAYKTOB B UCCNEeA0oBaTENBCKOM LEHTPE AOMXK-
HbIM 06pPa30M KOHTPONUPYIOT M OhOPMNSIOT AOKYMEHTANbHO;

5) yHn4TOXEHME (NMMBO MHOE pacnopsieHne) HeMCNONb30BaHHbLIX UCCNeayeMblX NPOAYKTOB B Uccneao-
BATENbCKOM LIEHTPE OCYLLECTBNSIOT B COOTBETCTBUMU C HOPMATMBHBLIMU TPeGOBaAHNAMM U NO COrNACOBAHMIO CO
CMOHCOPOM.
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r) MpoBsepsieT cobniofieHne uccnefoBaTeneM yTBepAEHHOrO NPOTOKONa M BCEX YTBEPKAESHHbIX nonpa-
BOK K HEMY, €CN TaKOBble UMEIOTCS.

n) NposepseT, 4Tobbl NCbMEHHOE MHPOPMUPOBAHHOE cornacue Kaxaoro cybbekTa 6bi1o nonyyYeHo Ao
Hayana y4acTus B UCCNEeAOBaHUM.

e) ObecneunBaeT Hanuuue y uccriegoBaTens Tekyllen pegakumm 6poLuopbl ccnenosBaTens, BCex Apy-
MMX JOKYMEHTOB U MaTepManoB, HEOGXOAUMbIX AN NPOBEAEHMA UCCNeaoBaHus HaanexawmmM o6pasom u B
COOTBETCTBUM C HOPMATUBHbLIMU TpeGoBaHUAMM.

%) ObecneunBaeT T0, YTOGLI UCCneaoBaTeNb U €70 COTPYAHNKMN, 3aHATbIE B UCCNEAOBaHUN, Gbinu AocTa-
TOYHO MH(bOpMUPOBaHLI 06 nccneaoBaHUN.

3) MNpoBepseT, 4TO UCCneaoBaTenb U €ro COTPYAHNKK, 3aHATHIE B UCCNEA0BAHWUM, BLINONHAIOT CBA3aHHbIE
C UccnenoBaHMeM 06S3aHHOCTU B COOTBETCTBUM C NPOTOKONOM U BCEMM APYTMMU NUCbMEHHBIMW COrnaLLeHuns-
MU MeXay CMOHCOPOM U uccneaosaTtenem/opraHusaumen n He NepeaaloT BbiNMONHEHNE CBOMX (OYHKLMIA Heynon-
HOMOYEHHbIM NnLaMm.

n) MNpoeepsieT cobniogeHne nccneaoBaTenem kputepmes 0T6opa Npy BKMNIOYEHUN CyGHLEKTOB Uccneno-
BaHMSI.

K) CoobLuaeT 0 ckopocTn Habopa cyObLEKTOB B UCCneaoBaHue.

n) MpoBepsieT NpaBUNLHOCTb, NONHOTY U CBOEBPEMEHHOCTb PErMCTPALIMKN AAHHbIX B NEPBUYHBIX U APYTUX
OTHOCSILLIMXCA K UCCNEAOBAHNIO AOKYMEHTAX, a Takke NOPAAOK UX BEAEHMA.

M) MpoBepsieT, 4To uccnenoBaTenb NpeaocTaBNAeT Bce TpebyeMblie OTYETHI, YBEAOMNEHUS, 3anpoChl U
NoAoGHbIE AOKYMEHTBI U YTO OHU ABMAIOTCA NPaBUNbHBLIMKU, NOMHLIMU, CBOEBPEMEHHLIMKU, Pa3bopuUnBLIMMU,
[aTUPOBaHbl U MAEHTUMUUMPYIOT UCCNEaOBaHMNE.

H) MpoBepseT NpaBUNBbHOCTbL M NONHOTY AaHHbIX B PK, nepBUYHbIX AOKYMEHTAX U APYrMX OTHOCALLIMXCA
K MCCNeAoBaHUIO 3anncsx NyTem CONOCTaBNEeHN ux Mexxay coboi. B 0coOBEHHOCTU, MOHUTOP AOMKEH NpoBe-
pWTb cnegytoLlee:

1) NpaBUNBHOCTb BHECEHUS TpeGyeMbiX MPOTOKONOM AaHHbiX B UPK n nx cooTBeTcTBME AaHHLIM B
NEPBUYHON AOKYMEHTaLMMK;

2) nobble N3MEHEHNs A03bl U/UNK Tepanun YeTKO AOKYMEHTaNbLHO OhopMNAIOTCA ANA KaXaoro cybbekTa
uccnenoBaHus;

3) HexxenaTenbHble ABNEHNs, COMYTCTBYIOLLEE NeYeHne N MHTEPKYPPEHTHbIE 3aboneBaHus perncTpupy-
oTcs B MIPK B COOTBETCTBUM € NPOTOKONOM;

4) nponyLleHHble CyObekTOM BU3UTbLI, HENPOBEAEHHbIE aHaNM3bl M HEBLINOSHEHHbIE 0GCNEeaoBaHNA ACHO
oTpaxeHbl B PK kak TakoBble;

5) Bce cny4an NCKMNOYeHWS U BbiBbiBaHNS CyGHEKTOB U3 NCCNe0BaHNS 3aperncTPUpPOBaHbl M OGBACHEHbI
B UPK.

0) CoobuiaeT uccneposaTenio o0 NobbIX gonyLlieHHbIX B MPK owmnbkax, nponyckax U Hepa3top4mnebiX
3anucsax. MoHMTOp AOMKeH npocneanTb 3a TeM, YToObl COOTBETCTBYIOLLME UCNPABNEHNs, A00aBNeHna unn
BblYepPKMBaHMS Gbinu caenaHel, AaTUPOBaHbl, 06bACHEHbI (€CNW He0BXoaMMO) U NoANNCaHbLI CaMUM UCCNeao-
BaTenem nuGo yNnonHOMOYEHHbLIM HA NoAnucaHue 3a Hero usmeHeHuin B UPK uneHom nccnepoBaTenbekoro
KONNekT1Ba. JaHHbIe NONHOMOYMS AOMKHbI GbiTb 3aKpenneHbl AOKYMEHTANbHO.

n) MpoeepsieT cobnioaeHne CPOKOB COOBLLEHUA O HeXenaTenbHbIX ABNEeHusX, onpeaeneHHbix GCP,
npoTtokonoM, ACO/HIK, cnoHCOpOM 1 HOPMATUBHLIMU TpeBOBaHMAMM.

p) MpoBepsieT BegeHne nccnegoBaTenem OCHOBHbIX AOKYMEHTOB (CM. pa3fen 8 HacTosLLero ctaHaapTa).

¢) CoobwaeT uccnegosaTtenio 06 OTKNOHeHWAX oT npoTokona, COlM, GCP 1 HopmaTuBHLIX TpeGoBaHWiA,
a TaKke npeanpuHUMaeT HeoBxoanMble AENCTBUSA C Lienblo NPeaoTBpaTUTL NOBTOPEHUE NOAOOHbBIX OTKIOHE-
HUI.

5.18.5 NMpoueaypbl MOHUTOPUHra

MoHuTop AomkeH cobnioaaTtk nucbMeHHble COlM cnoHcopa, a Takke npoueaypsl, cneumansHo onpeae-
NeHHble CMOHCOPOM ANS MOHUTOPWHIA KOHKPETHOTO UCCNEeaoBaHMS.

5.18.6 OTuyeT MOHMUTOpA

a) MNocne kaxagoro BM3WTa B UCCReaoBaTenbCKUMA LIEHTP UMK CBA3AHHOTO C MCCNeaoBaHNEM KOHTaKTa
MOHWUTOP AOMKEH NPEACTABUTb CMOHCOPY NMUCbMEHHbLIN OTYET.

6) OT4eThbl AOMKHBI BKNOYATL B ce6a AaTy, HAaMMEHOBaHWe LIeHTpa, UMst MOHUTOPA, UMS uccneaoBaTens
UMK MHOIO NMUA, C KOTOPbLIM COCTOSANCS KOHTAKT.

B) OTuyeThbl AOMKHBI coAepXaTb KpaTkoe onvncaHne 06bEKTOB NPOBEPKKN, COOBLLEHNE MOHUTOPA O Cylle-
CTBEHHbIX AaHHbIX/(hakTaxX, OTKNOHEHWSAX N He4OCTaTKaX, BbIBOAbI, ONUCAHNe AEUCTBUIA, NpeanpUHATLIX 6o
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nnaHupyembix nunu pekomeHayemblx Ana obecneveHuns cobnioaennsa Tpebosanuii npotokona, GCP v ynon-
HOMOYEHHbIX OPraHoB.

r) MpoBepka cnoHcopom oTyeTa U nocneaylowme AeUCTBUA NO HEMY AOMKHbLI GbiTb AOKYMEHTanbHO
0o¢hopMneHbl YNONMHOMOYEHHBIM NPeACcTaBATENEM CMOHCOpPA.

5.19 Ayaur

Mpw npoBeaeHnn ayanTa B Npeaenax Mep, HanpaeBneHHbIX Ha oGecneveHne KavecTea, CNOHCOPbI AOMKHbI
yUYUTbIBaTD:

5.19.1 Uenb

Llenbto cnoHcopckoro ayauTta, NPOBOAUMOIO OTAEMNbHO U HE3ABUCUMO OT PYTUHHbLIX (DYHKLMI NO MOHM-
TOPWHIY U KOHTPOSMIO KAaYeCTBa, ABNSAETCS OLleHKa COOTBETCTBMA NPOBOAUMOrO UccneaosaHus npotokony, COIM,
GCP 1 HopmaTMBHbLIM TpeboBaHNAM.

5.19.2 Bb16op 1 kBanudpukauusa ayauropos

a) [Ina npoBeaeHnsa ayauta CroHCOP AOMKEH HA3HAuMTb NUL, HE3AaBUCUMBbIX OT KNMHUYECKUX UCCneno-
BaHWN.

6) CnoHcop 06513aH yA0CTOBEPUTLCA B TOM, YTO ayaMTOPLI 06naaaloT AOCTaTOYHOM KBanudukaumen, T.e.
NoArOTOBKOM M ONbITOM, ANA NPOBeAeHUA ayauTa Haanexawmum o6pasom. Keanudukaumna ayautopa gomkHa
6blTb NOATBEPKAEHA AOKYMEHTANBHO.

5.19.3 Mpoueaypsl ayauta

a) CnoHcop pomkeH ybeguTbes, YTO ayauT KITMHUYECKUX UCCNeaoBaHMin/nporpamMmm NpoBoauTCA B COOT-
BETCTBMW C NMUCbMEHHBLIMU NpoLieaypaMmn CNoHCopa, onpeaensaiowmMn obbekT ayauta, MeToabl NpoBeaeHus
ayauTa, 4acToTy ayAmuToB, a Takke PopMy M coaepkaHue oT4eToB 06 ayauTe.

6) Pa3paboTaHHbIi CNOHCOPOM NNaH ayavTa v npoueaypbl ayauTa nccneaoBaHus AoMmkHbI GbiTb onpe-
AeneHbl 3HaYMMOCTbIO AaHHOTO UCCneaoBaHWA AN NoAavmn 3aaBOK B YNONHOMOYEHHbIE OpraHbl, KONMYeCTBOM
Cy6BbeKTOB, y4acCTBYIOLUX B UCCReQOBAHUA, TUNOM U CRIOXHOCTBLIO UCCNEAO0BaHUA, CTeNeHbio pUcka Ana cy6b-
€KTOB UCCNEeNoBaHNs, a Takke AOMKHbI ObITb NPUHATHI BO BHUMaHWE NioGble BbIABMNEHHbIE NpobNeMbi.

B) 3ameyaHus 1 BbIBOAbI ayAuTa AOMKHLI 6biTb 0HOPMNEHBbI AOKYMEHTANbLHO.

r) Ana coxpaHeHns He3aBUCUMOCTU U LEHHOCTU PYHKLUMN ayanTa YNONHOMOUEHHbIE OpraHbl He JOMKHbI
B PYTMHHOM rMopsiake 3anpawmBaTth OTYETbl 00 ayaute. YNOMHOMOYEHHble OpraHbl MOryT oGpaulatbcs 3a
JONycKOM K oTyeTam 06 ayauTe, ecnn UMEIOTCA CBUAETENLCTBA CEepbe3HOro HecooTBeTcTBuA GCP, unu B
cnyyae cyaebHbix pasbupaTenbcTs.

A) Ecnu ato TpebyeTcs COOTBETCTBYIOLLMM MECTHbLIM 3aKOHOAATENLCTBOM UMW NOA3aKOHHLIMW aKTaMM,
CMOHCOP OOMKEH NpeacTaBUTb CBUAETENLCTBO O NPOBEAEHHOM ayauTe.

5.20 Heco6niogeHne NpMMeHUMbIX TpeGoBaHMIA

5.20.1 Heco6niogeHne npotokona, COlMN, GCP u/wnu cooTBETCTBYIOWMX HOPMATUBHLIX TpeGoBaHun
uccnepoBaTtenem/opraHMsalmen Unu CoTPYAHMKOM CNOHCOPA A0MMKHO BECTU K Ge3oTnaraTenbHbiM AeNCTBUAM
CNOHCOpa, HanpaBneHHbIM Ha o6GecneveHne ux coGnioaeH1s.

5.20.2 Mpwu 0BHapyXeHWN B XOA4e MOHUTOPUHIA MW ayanTa cepbesHbiX N/nnu NOBTOPSIOWNXCA CnyYaes
HecobnioaeHns NpUMeHUMbIX TPeGoBaHUI CO CTOPOHbI UCCeaoBaTeNs/opraHn3aunmn CnoHCOpP AOMKEH npe-
KpaTuTb yyacTue uccnegosaTtens/opraHu3auum B uccnegosanmun. Ecnu yuactne uccnepgosartens/opraHnsaumm
npekpaLLeHo B pesynbTaTe Cepbe3HbIX /UMW NOBTOPSIIOLLMXCA CNyYaeB HeCoBNIoAeHNsa NPUMEHNMbIX TpeGo-
BaHWI, CNIOHCOP A0MKeH Ge3oTnaraTenbHo YBeAOMUTL 06 3TOM YNONHOMOYEHHbIE OpraHbi.

5.21 [locpo4HoOe npekpalieHue Unu NnpuocTaHOBKa UCCNeAoBaHUA

Ecnu nccnegosaHne 4OCPOYHO NpekpaLLeHo N NPUOCTaHOBMNEHO, CMIOHCOP AOMKEeH He3ameanUTEeNbHO
€ooBLWNTL NccnegoBaTensAM/opraHn3aumam 1 ynonHOMOYEHHbLIM OpraHam O NpekpaLLeHUn N NPUOCTAHOBKeE,
a Tawkke ykasaTb NpU4YMHbI NpekpaweHms unu npunoctaHoeku. CO/HAK Takke gomkeH ObiTb HEMEANEeHHO
MH(POPMMPOBaH CMIOHCOPOM UMK UccneaoBaTenem/opraHn3aunein (B COOTBETCTBMU C HOPMATUBHbLIMKN Tpebo-
BaHUAMM), B TOM YMCNE WU O NPUYMHAX NPEKpaLLEHNs UNKU NPUOCTAHOBKU UCCNEeaOBaHUS.

5.22 OTYeT 0 KNMUHUYECKOM UccrieAoBaHUU/UCNbITAaHUN

HeszaBucumo OT Toro, 6bIno Nu uccneaoBaHue 3aBepLUEHO MO NPOTOKONY MNK NpeKpaLLleHO A0CPOYHO,
CMOHcop AomkeH obecneunTb COCTaBNEHNE U NpeaCTaBneHne B YNONHOMOYEHHbIE OpraHbl (B COOTBETCTBUMN C
HOPMaTUBHbLIMU TPeBoBaHUAMW) OTUETOB O KNMHUYECKOM UccreaoBaHnK. CNoHCOp Takke AomkeH oGecnevunTb
COOTBETCTBUE OTHETOB O KNMUHWUYECKOM UCCNEAOBaHUM, BXOAALLMX B COCTaB 3asBKN Ha perucTpaumio, cTaHaapTam
pykosoacTtea ICH «CTpykTypa n cogepxaHune oT4eTOB O KNMMHUYEeCKOM uccneaosaHum» (Mpmumevyanne —
Pykoeoacteo ICH «CTpykTypa 1 cogepkaHue OT4ETOB O KMMHWMYECKOM WCCNELOoBaHWMM» yKasbiBaeT, YTO B
OTAENbHbIX Cry4YasX MOryT ObITb NpueMneMbl COKpaLLEHHbIe OTYETbI.)
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5.23 MHOroueHTpoBbIe UCCNEeAOBaHUA

Mpy MHOrOUEHTPOBbLIX MCCNeAOBaHUSX CMIOHCOP AOMKeH oBecnevnTb cneayiollee:

5.23.1 Bce uccneposatenn NPOBOAAT UccrnegoBaHne B CTPOroM COOTBETCTBUM C NPOTOKOMOM, COrnaco-
BAHHbLIM CO CMOHCOPOM W, ecnu TpebyeTcs, ¢ YNONHOMOYEHHBIMU OpraHaMun U yTBepXKaEHHbLIM/OA06PEeHHbIM
3CO/H3K.

5.23.2 NPK paspaboTaHbl Takum o6pa3oM, YToGbl coGpaTh Bce TpebyeMble AaHHble U3 BCeX LIEHTPOB,
y4acTBYIOLMX B MHOFOLIEHTPOBOM nccneaosaHun. Tem uccnegosatensim, KOTopble cOBupaloT AOMNONHUTENb-
Hble AaHHble, A0MKHbI BbITh Taloke NpegocTaBneHbl gononHuTensHble UPK, paspabotaHHbie ana cbopa ao-
NONHUTENbHBIX AAHHbIX.

5.23.3 O6a3aHHOCTU UccnenoBaTenen-koopauHATOPOB M APYIMX uccneaoBaTenei AOKyMeHTanbHo 3a-
KpenneHbl A0 Havana nccneaoBaHus.

5.23.4 Bcem nccnegosatensaM npeaocTaBneHbl MHCTPYKLUMM NO CODMNIOAEHMIO NPOTOKONA, €AUHbIX CTaH-
DApPTOB OLEHKN KNMHUYECKUX U TabopaTopHbIX AaHHbIX, a Takke Mo 3anonHeHuio UPK.

5.23.5 CBA3b Mexay uccnenoBatensiMn He 3aTpyaHeHa.

6 MpoTokon KNUHUYECKOro UCCNeAoBaHUsA U MONPaBKU K NPOTOKONY

Mo o6Lemy npaBuny, cogepXaHne NPOTOKOMNa UCCreaoBaHUs 10IKHO UMETb YKA3aHHYIO HUKe CTPYKTY-
py. OaHako nHdopmaums, uMeloLLiasi OTHOLLEHWE TOMBKO K OAHOMY UCCNenoBaTeNbLCKOMY LIEHTPY, MOXET ObITb
npeacTaBneHa Ha OTAENbHbLIX CTpaHULAX NPOTOKOMAa UMK CoAEePXKaTbCH B OTAENLHOM COrNaLleHnn, a 4acTb
NpuBEeOEHHOW HWXe MH(OPMaLMKM MOXET Takke coaepXaTbCs B APYrUX AOKYMEHTAX, CCbIfIKM Ha KOTOopble
UMEKTCA B NPOTOKONE, HanpuMep B 6pou.||ope uccnenoBaTena.

6.1 O6wan nndopmauua

6.1.1 HassaHve npoTokona, naeHTUhMKAUMOHHLIM HOMeP NpoTokona v Aata. Jlio6asa nonpaska Takke
OOIMKHAa MMEeTb HOMEP NOonpaBkKu U aTy.

6.1.2 HanmeHoBaH1e/MMsa 1 agpec CroHcopa U MOHUTOpPA (€CNKN OHU pazNNYaloTCA).

6.1.3 ma 1 gOMKHOCTL NN, YNONHOMOYEHHbIX OT UMEHM CMIOHCOPA NOANUCHLIBATL NPOTOKON M NONPaBKN
K NPOTOKOnNYy.

6.1.4 Ims1, BONMXHOCTb, agpec U HoMep TenedoHa Ha3HAYEHHOTO CMOHCOPOM MEANLIMHCKOTO 3KenepTa no
OaHHOMY MCCneaoBaHuIO.

6.1.5 ms n gomkHOCTL nccnepoBaTenei, 0TBeYaloLWmMX 3a NPOBEAEHME NCCNEeA0BaHUs, a TaKkke agpeca
1 HoMepa TeneOHOB KNMNHUYECKUX LIEHTPOB.

6.1.6 IMsa, OOMKHOCTbL, afpec N HoMmep TenedhoHa KBanMPULUMPOBAHHOIO Bpaya, OTBeYaloLero 3a npu-
HATME BCEeX peLleHnn MeauLMHCKOro XapakTepa (ecnu faHHoe NULO He SBNSieTCs nccneaoBaTenem).

6.1.7 HanmeHoBaHNA 1 agpeca KnUHWYecknx nabopaTopuii U ApyrMx MEAULMHCKMX U/MNN TEXHUYECKUX
cnyx6 n/vnn opraHnsaunin, BOBNEYEHHbIX B UCCNEOOBaHNE.

6.2 O6ocHOBaHUe UccneaoBaHUA

6.2.1 HassaHue 1 onucaHue nccneayemMbix NpoayKToB.

6.2.2 CBOAHOE N3NOXeHWe MOTEHUMANbHO UMEIOLLMX KIMHUYECKYIO 3HAYMMOCTb Pe3ynbTaToB AOKNUHU-
YeCKUX UCCneaoBaHU, a Takke pesynbTaToB KNUHWUYECKUX UCCNeaoBaHMI, 3HaYUMbIX ANSA JaHHOrO uccneno-
BaHUA.

6.2.3 KpaTkoe onmcaHme u3BecTHbIX U MOTeHUManbHbIX PUCKOB M NOMb3bl AN CYGHLEKTOB UCCNeaoBaHus,
€CNun TaKoBble UMEIDTCS.

6.2.4 OnucaHne n o6ocHoBaHNe cnocoba BeeeHUs, AO3NPOBKU, PEXXUMA AO3UPOBAHUS U KypCa NeYeHus.

6.2.5 YkasaHune Ha To, 4YTO uccrnegoBsaHue 6yaeT NPOBOAUTLCA B COOTBETCTBUM C NpoTokonom, GCP u
HOPMAaTUBHLIMU Tpe6OBaHMﬂMM.

6.2.6 OnucaHune nccnegyemon Nonynsauum.

6.2.7 Ccblnkn Ha NUTepaTypHbie UCTOMHWUKW W AaHHbIE, CYLLECTBEHHbIe ANa UCCNeaoBaHus U NpeacTas-
nswowme cobon 060CHOBaHUE AAHHOTO UCCNeaoBaHMS.

6.3 Llenu 1 3aga4mn uccneaoBaHunA

HeTanbHoe onucaHue Lenen 1 3agay uccnegoBaHus.

6.4 [inzanH uccnenoBaHuA

Hay4Has 060CHOBaHHOCTb MCCMEefoBaHUA U JOCTOBEPHOCTb MOMYYEHHbLIX B UCCNEAOBAHUN JaHHLIX CY-
LLIeCTBEHHO 3aBUCAT OT AM3anHa uccnenosaHuns. OnvcaHue gusalniHa uccnegoBaHUsa OOMKHO BKNOYaThb B ce6s:

6.4.1 YkasaHne OCHOBHbIX M AONOMHUTESbHbIX (MPY HANMYUK) UCCNeayeMbIX NapaMeTpoB, KoTopble GyayT
OLeHMBaTbCA B XOfe UccrneoBaHus.

6.4.2 OnucaHve Tuna/ansaiHa NpoOBOANMOro CCNeaoBaHus (HanpuMep, ABOWHOe cneroe, nnaue6o-KoH-
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Tponupyemoe, napannensHoe) n rpadnyeckyto Cxemy ausaiHa UccneaoBaHus, npoueayp U 3TanoB uccneao-
BaHUS.

6.4.3 OnncaHne Mep, HanpaBneHHbIX Ha MUHUMU3AUMIO/MCKMIOYEHNe CYGBEKTUBHOCTM, B TOM Yncne:

a) paHgoMusauuu;

6) cnenoro MeToaa/MacKMpOBKMN.

6.4.4 OnucaHue Ucnonb3yemMoro B UCCneaoBaHUM neYeHns, 0O3MPOBKU U CXEMbl NPUMEHEHUS uccneay-
eMbIX NpoaykToB. Takke Bkno4YaeT B ceba onncaHue nekapcTBeHHON hopMbl, YNaKoBKM M MapKUPOBKX uccne-
AyeMblX NPOaYKTOB.

6.4.5 Oxnpgaemas NpoAoMmMKUTENBHOCTL Y4acTUs CYGBHEKTOB B UCCNeAoBaHMM, ONMcaHne nocrnenosa-
TENLHOCTN 1 NPOACIKUTENBHOCTU BCEX NEPUOAOB UCCNeaoBaHWA, BKNOYas nepuog nocneayowero Habnio-
OEeHUK, eCnn TakoBON NpeayCMOTPEH.

6.4.6 OnucaHue «nNpaBnn OCTAHOBKN» UMK «KPUTEPUEB UCKIMIOYEHUA» ANS OTAENbHbIX CyObekToB, YacTen
nccneaoBaHus U UCCNeaoBaHUs B LIENOM.

6.4.7 Mpouenypbl ydeTa uccrneayeMbix NPOAyKTOB, BKMOYaAs, NpU Hanuuvu, nnaue6o u npenapartbl
CpaBHEHMS.

6.4.8 XpaHeHne paHaOMU3aLMOHHBIX KOAOB W Npoueaypbl UX packpbITUS.

6.4.9 MNepeyeHb BCex AaHHbIX, perncTpupyembix HenocpeacteeHHo B VPK (T.e. 6e3 npeBapuTenbHoOn
3anvcum B NUCbMEHHOM UMK NeKTPOHHOM BUAE) N pacCMaTpMBaeMbIX B KA4EeCTBE NEePBUYHbIX JaHHbIX.

6.5 OT60p M UcknNoveHne Cy6HLEKTOB

6.5.1 Kputepun BknioveHnst cyGHLEKTOB.

6.5.2 Kputepun HeBknoveHns cyGbekToB.

6.5.3 Kputepun ucknioveHnss cyGbekToB (T.€. OCHOBaHWS MpeKpalleHns MPUMEHEHUs uccneayemoro
npoaykTa/uccnegyemMoro nedeHns), a Take npoueaypbl, onpegensiowue:

a) Korga v kak cy6bekToB UckniodaTh U3 nccneaoBaHna/neueHmsa uccneayemMbiM NpogykToMm.

6) Kakme gaHHble 1 B Kakne CpoKu AOSMKHbI OblTb COGpaHbl MO UCKMIOYEHHBIM NauueHTaMm.

B) 3aMeHeHbI NN U KakuM 06pa3oM BbIOLIBLLNE CYGHEKTHI.

r) Mocnepytowee HabnogeHne 3a CyGbLEKTAMM, UCKMIOYEHHBIMW M3 NEeYeHUst uccneayeMbiM Npoayk-
ToM/MCCneayeMblM neveHneM.

6.6 IleyeHue cy6bLekTOB

6.6.1 OcywecTBnaeMoe neveHune, BKIOYas Ha3BaHUA BCeX NPOAYKTOB, UX AO3MPOBKK, YacTOTY Npuema,
nyTn/cnocobbl BBEAEHUS, a Takke NPOAOIMKUTENBHOCTD NeYeHns, BKNoYan neproabl nocneayowero Habnio-
OEeHWUA AN KaXaow rpynbl NeYeHns nccnegyeMbiMm NpoaykKTaMu.

6.6.2 lNekapcTea/cnocobbl neYeHns, NPUMEHEHUEe KOTOPLIX Pa3peLUeHO (BKMIOYas HEOTNOXHYIO Tepanuio)
Wnn He pa3speLleHo A0 UW/WnW BO BpeMsi UCCNEa0BaHUSA.

6.6.3 MeToabl KOHTpONA 3a cobnoaeHneM npoueayp cyébekTamu.

6.7 OueHka adpchekTUBHOCTH

6.7.1 MNepeveHb NapameTpoB 3OPEKTUBHOCTHU.

6.7.2 MeToabl 1 CPOKW OLIEHKW, pErMcTpaummn u aHanuaa napaMmeTpoB aheKTMBHOCTH.

6.8 OueHka 6esonacHOCTH

6.8.1 MNepeveHb NapameTpoB 6Ge30MaCHOCTM.

6.8.2 MeToabl 1 CPOKM OLIEHKM, perncTpauumn 1 aHanuaa napameTpoB 6e3onacHocTu.

6.8.3 TpeboBaHus Kk oT4eTaM, NpoLueaypbl MO PEMUCTPALIMN N COOBLLEHUSIM O HEXXENAaTErNbHLIX ABNEHUAX
N MHTEPKYPPEHTHLIX 3a60NeBaHusIX.

6.8.4 MeToa 1 npoaomknTenbHOCTb HabnioaeHNA 3a CyGbekTamy Nocne BO3HUKHOBEHUS HeXenaTenbHbIX
SABNEHUN.

6.9 Ctatuctuka

6.9.1 OnucaHne CTaTUCTUYECKUX METOAOB, KOTOpble NpearnonaraeTcs UCMNoNb3oBaTb, BKMIOYAA CPOKU
Ka>KAoro NnaHMpyemoro npoMeXXyToHHOro aHanusa.

6.9.2 MNnaHnpyemoe konn4ecTBo CybbEKTOB. B cny4Yae MHOroLEHTPOBLIX UCCRENoBaHUIA AOMKHO ObiThb
onpefeneHo NnaHnpyemMoe KoNnM4ecTeo CyObEKTOB B kKaxxaoM LieHTpe. OB6ocHoBaHWe pa3mepa BbIGOPKM, BKNIO-
Yas paccyXaeHus Unm BbIMUCNEeHNA Ana 060CHOBaHWSA CTAaTUCTUYECKON MOLLHOCTU UCCNEAOBAHUS U KNUHUYeC-
KON NPaBOMEPHOCTUN UCCREAOBAHMSA.

6.9.3 lNprMeHsaeMbl YPOBEHb 3HAYUMOCTH.

6.9.4 Kputepun npekpalleHns uccneqoBaHus.

6.9.5 MNpoueaypbl y4eTa OTCYTCTBYIOLUMX, HE NoAneXallumux aHannsy u COMHUTENbHbLIX AaHHbIX.

6.9.6 MNpouenypbl COO6LLEHUSA O NOGLIX OTKNOHEHWSAX OT NepBOHaYanbHOro CTaTUCTUYECKOrO NnaHa (Bce
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OTKNOHEHWUS! OT NEPBOHAYANbHOIO CTATUCTUHECKOrO NNaHa AOMKHbI GbiTb ONUCAHbLI M 060CHOBaHLI B NPOTOKONE
nvunu hmHanbLHOM oT4eTe 06 uccnegoBaHuK).

6.9.7 OT60p cyGBeKToB AN aHanusa (HanpuMmep, BCe paHAOMU3UPOBaHHbIE CYGHEKTLI, BCe CYOHEKTb,
nony4usuine xota 6bl OAHY [03Yy UCCNeayeMoro npenapara, Bce CyGbekTbl, COOTBETCTBYIOLUME KPUTEPUSAM
0T60pa, CyOBLEKTDI, AAaHHbLIE KOTOPLIX NPUIOAHbLI AN OLEHKN).

6.10 MpaAMo# AOCTYN K NEePBUYHBLIM AAHHLIM/AOKYMEHTaLUM

CnoHcop AOMmKeH NpeaycMoTpeTb B NPOTOKOME UNN MHOM NMUCbMEHHOM CornalleHMn obsa3aHHOCTL Uc-
cneposatene/opraHn3aumnin He NPenATCTBOBaTL NPAMOMY AOCTYNY K NEPBUYHLIM AaHHBLIM/OOKYMEHTaUMK Ans
NpoBeAeHUs CBA3aHHLIX C UCCNENOBAHUEM MOHUTOPUHIA, ayanTa, 3TUMECKON 3KCNepTU3bI, a Takke MHCNEKUMN
CO CTOPOHb! YNONMHOMOYEHHbIX OpraHoB.

6.11 KouTponb kadecTBa u o6ecneyeHue KayecTBa

6.12 ITMKa

OnucaHve aTM4eCKMX acnekToB UCCNeaoBaHus.

6.13 PaboTta ¢ gaHHbLIMU U BeieHue 3anucen

6.14 dunaHcupoBaHue U cTpaxoBaHue

drHAHCUPOBAHUE N CTPAxXOBaHWE, €CNY OHN HE OMUCAaHLI B OTAENbHOM /10roBope.

6.15 NMyonukauun

MonuTyKa B OTHOLWEHUW NyBnMKaumnin, €CNn OHa He onucaHa B OTAENbHOM AOrOBOpE.

6.16 MpunoxeHua

(Mpumeyanune — lMockonbky NPOTOKON MUCCNEAOBAHUA U OTYET O KNUHWUYECKOM MCCNeaoBaHUM/UCTbITaHUM
TECHO CBA3aHbl, ANA AONONHUTENbHON MHdopmaLmm cM. pykosoacTeo ICH «CTpykTypa 1 coaepkaHmne otyeTa o KnmHuyec-
KOM MccneaoBaHum».)

7 Bpowtopa nccnegosarens

7.1 BeepeHue

Bpowuopa uccnenosatens (bU) npeacraenaeT co6oi CBOAHOE U3NOXEHNE KMMHUYECKUX U AOKNUHUYEC-
KMX J@HHbIX N0 nccneayeMoMy npoaykTy, KOTOpble UMEIOT 3HaYeHUe NSt ero U3y4EeHUs ¢ y4acTueM Yenoeeka
B kayecTBe cyObekTa nccnenosanus. HasHauennem BU aensaetca npeaoctaBneHne uccnegosaTensam n apy-
MM NMuaM, BOBMNEYEHHbIM B MpoBeAEHME UCCneaoBaHus, MHopmaLlmm, MoMoratoLlei NOHMMaHuio u cobnio-
OEHUNI0 MHOTUX CYLLECTBEHHbIX MOMOXKEHNI NPOTOKONA, TAaKUX Kak 4034, YacToTa/NepuoguyHOCTb 403, Cnocobbl
BBEleHUs, a Takke npoLeaypbl MOHUTOpUHra 6esonacHocTU. BU Takke obecnevmBaeT NoHMMaHue, cnocobeT-
BylOLLIEE KNMNHUYECKOMY BeAeHUI0 CyOHEeKTOB UcCreqoBaHnsA B TEYEHME Kypca KIMHUYECKOTO UCCNEeAOoBaHuA.
WHdopmauma gomkHa GbiTb NpefcTaBneHa B KPaTKOM, NPOCTON, 0ObEKTMBHOW, B3BELUEHHOW W NULLEHHON
peKnaMHOro oTTeHka (hopme, NO3BOMNSIOLEN KITMHULIMCTY UMK NOTEHUMANbLHOMY UCCreoBaTernio NOHATL ee U
cthopMnpoBaTh CBOIO COGCTBEHHYI0 OGHEKTUBHYIO OLIEHKY LIenecoobpasHOCTM NpeanaraemMoro UccneaoBaHus
NCXOAS U3 COOTHOLLEHUS pUCKa 1 Nonb3bl. M0 3Tol npuynHe B peaaktupoBaHum B 06bIMHO AOMMKEH NPUHUMATL
y4acTne MeAVUMHCKWI 3KCnepT, HO cogepxaHne BU nomkHo 6biTb 0406peHo cneumanuctamm Tex obnacTen,
rae 6binu Nony4YeHbl ONUCHIBAaEMble AaHHbIE.

Hacroawmi ctaHgapT onpeaenseT MUHMManbHbIN 06beM nHopMaumm, KOTopasa AoMmkHa ObiTb BKNIOYe-
Ha B BU, n aaeTt pekomMeHaauumn no CTPYKType M3NOXeHWa AaHHoW uHdopmaumn. MNpeanonaraeTcs, 4To
xapakTep n 06beM AOCTYNHOM MHopMaumKn ByayT USMEHATLCA B 3aBUCUMOCTH OT CcTaawumn pa3paboTkn uccne-
ayemoro npoaykta. Ecnu nccneayeMbiii NpoaykT HAXOAUTCA HA PbiHKE U GONBLUMHCTBY NPAKTUKYIOLWMX Bpadei
XOPOLLO U3BECTHbI €ro hapmakonormyeckne ceoncTea, BU moxeT 6biTb MeHee noapo6Hon. Mae 3To gonycka-
€TCA YNONHOMOYEHHbIMN OpraHamu, BMecTo B MoryT 6biTb MCNoNb3oBaHbl MaTepuarnkl, coaepXalume OCHOB-
Hyl0O WHDOPMaLUMIO O NpoaykTe, NUCTOK-BKNAAbIW MNAM MHPOPMAaLMA Ha 3TUKETKE NPU YCNOBUU, YTO
anbTepHaTUBHLIN BApWaHT COAEPXKUT aKTyanbHyl0, BCECTOPOHHIOI WU NoapobHyo nHdgopmaumio 060 Bcex
XapakTepuUcTUKax uccneayemoro npoaykTa, KoTopble MOryT GbiTh BaXHbl Ans uccneposatens. Ecnu 3aperun-
CTPUPOBAHHBLIN NPOAYKT uccrneayeTca Ha npegMeT HOBOro NPUMeEHEeHus (T.e. MO HOBOMY rMokasaHuio), B
[omkHa GbiTb COCTABNEHA C YYETOM HOBOTO NpuMeHeHus. BU cneayeT nepecmaTpuBaTh He pexke OQHOro pasa
B rog 1, Npu HEO6GX0ANMOCTH, AONOMHATL B COOTBETCTBUM C MMCbMEHHBLIMU NpoLielypamMu croHcopa. B 3aBu-
CMMOCTM OT cTagun pa3paboTku NpoaykTa u No Mepe NOCTyNNeHUs HOBON 3HaunMmon uHdopmaumm bBU MoxHO
[ononHATL n 6onee Yacto. OAHAKO B COOTBETCTBUM C Haanexallen KnMHuveckoin npaktukon (GCP) HoBas
nHopMaLMA MOXET GbiTb HACTONLKO BaXKHA, YTO ee HeoBXoaAUMO CoOBWUTL UccneaoBaTensM 1, BO3MOXHO,
3CO/H3K n/unn ynonHOMOYEHHbIM OpraHam Ao ee BKMIOYEHUs B HOBYIO peaakumio BU.

Kak npaBuno, CNOHCOp oTBevaeT 3a NpeaocTaBneHmne uccrefoBaTenaM akTyanbHoW peaakuwm BU, a
uccnegoBaTenn OTBEYaloT 3a NpeaocTaBneHue akTyanbHoW pefakunn BU cootsetctytowiemy 3CO/HOIK.
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Ecnn cnoHCoOpoM UccneaoBaHus ABNSETCA UccneaosaTenb, OH AOMKEH YAOCTOBEPUTLCA, AOCTYNHa Nn 6po-
LLIOPAa KOMMEPYECKOTro NnponssoauTens. Ecnu uccneayembiin NpoaykT NpefocTaBnsieTca caMUM CNOHCOPOM-UC-
cnepoBaTeneM, OH AOMKEH A0BECTU HeOOXoauMYIo MHAOPMAUMIO 0 CBEAEHUA 3aHATOTO B UCCNEAOBaHUN
nepcoHana. Ecnu oTcyTcTByeT npakTuyeckas HeobxoaMmocTb coctaeneHus BU craHgapTHoro ¢hopmata, B
KavecTBe anbTepHaTMBLI CMOHCOP-UccneaoBaTenb AOMKEH NPEeACTaBUTL MUHUMANbHLIN 06LeM akTyanbHON
MH(OPMaLIMK, ONUCAHHON B HACTOSAILLEM CTaHAapTe, B pacLUMPEHHOM pa3sfiene 000CHOBaHWA UCCNEAOBaHUS.

7.2 O6Lue NonoXxXeHus

BW pomkHa BkniovyaTb B ceba:

7.2.1 TUTYNbHLIW NUCT

JormkHbl ObITb Yka3aHbl HAUMEHOBAHUE CMOHCOPA, UAEHTU(UKATOPBI KAXA0Tro nccneayemMoro NnpoaykTa
(T.e. HOMEp MCCNEeaoBaHMA, XMMUYECKOe UNN opobpeHHoe MkeHepuveckoe HasBaHWe, a Takke TOProBble
Ha3BaHus, rae pa3peLleHO 3aKOHOAATENbLCTBOM U NO XeNaHWIo CMoHcopa) U AaTta pegakumm BU. PekomeHay-
eTcA yka3biBaTb HoMep Bepcumn BU, a Tacke Homep v aaTy npeabiayulen peaakuymn BU. MNpumep npueeaeH B
npunoxexum 1.

7.2.2 Yxa3aHue Ha KOH(MAEHUMANBHOCTbL

Mo >xenanuio cnoHcop MoXeT BkNiounTb B BU yBeaoMneHnne nccneposatenein/nonyyatenei o Tom, 410
OHM OIMKHLI paccMmaTpuBaTtb BU kak koHMaeHUManbHLIN AOKYMEHT, NpeAHa3Ha4YEeHHbIN UCKNIOYNTENbHO ANg
03HaAKOMMEHNA U UCNONb30BaHUS UccneaoBaTenbCkMM konnektneom n 3CO/HOK.

7.3 CoaepxxaHue Gpowiopbl UccriegoBaTens

BW gomkHa umeTb cneaylowme pasfenbl, KaXablili U3 KOTOpbIX, rae noaxoaut, cneayeT ConpoeoXaaTh
CMMUCKOM CChINOK Ha NUTepaTypHbIE UCTOMHUKK:

7.3.1 OrnaBneHue

MpuMep ornaeneHust NpuBeAeH B NPUMNOXEHUN 2.

7.3.2 Pe3ome

JlormkHo BbITb NpeacTaBNeHo KpaTkoe pesioMe (kenaTensHO, He NpeBbillaloLLee ABYX CTPaHUL) A0CTYN-
HOW WH(popMaALMM O OUINYECKNX, XUMUYECKNX, chapMaLIeBTUYECKMX, (DapMaKONOrn4eckmx, TOKCUKoONorndec-
KnX, hapMakoKMHETUYECKNX, MeTabonuyecknx 1 KNMHNYECKNX CBOMCTBAX, COOTBETCTBYIOLLIEN TeKyLuen cTagun
KNMHUYeCKon paspaboTkm nccneayemoro npoaykra.

7.3.3 BBeaeHue

B kpaTkom BBOAHOM pa3fene AOMKHbl BbiTb YKazaHbl XMMUYECKOe Ha3BaHMWe (a Takke JKeHepudeckoe U
TOProBoe Ha3BaHWs, ecnu ogoGpeHbl) nccneayemoro NpoayKTa, Bce aKTUBHBIE MHIpeaneHTbI, hapMaKonori-
Yeckas rpynna, K KOTOpoM OTHOCUTCA UcchneayeMbid MPoAyKT, U MEeCTO, Ha KOTOpOEe OH B Hell npeTeHayeT
(HanpumMep, npenmMyLecTBa), 0GOCHOBaHUE ANA U3YYEeHUst UCCNeayeMoro NpoaykTa, a Takke ero oxvaaemble
npocunakTuyeckmne, TepanesTM4eckne UnNn amarHoctTudeckme nokasanus. Kpome Toro, B BBOAHOM pasgene
[omxeH BbiTb chopMynmMpoBaH oBLLMIn NOAXOA K OLEHKe uccneayemoro npoaykTa.

7.3.4 ®dusunyeckme, XuMnieckue u cpapmaueBTUHECKUE CBOUCTBA U fleKapcTBeHHaA hopma

JormxHbl BbITb NpeacTaBneHbl ONMcaHne KOMMNOHEHTOB UCCNeayeMoro NpoaykTa (BKMoYas XuMuyeckme
n/MnNun CTPYKTYpHbIe (POPMYnbI), @ TaKKe KpaTKkas crpaBka O ero CyLLeCTBEHHbLIX (DU3NYECKNX, XUMUYECKUX 1
hapMaLEeBTUHECKMX CBOMCTBAX.

Ansa o6ecneyeHns agekBaTHbIX Mep 6e30NacHOCTU B XOA€ UCCNeaoBaHNS AOMKEH OblTb YKkasaH 1, ecnm
TpebyeTcs, 060CHOBaH COCTaB NeKapCTBEHHOMN (hopMbl, BKIOYAsA AONONHUTENbHbIE BellecTBa. Takke AOMKHbI
6blTb NPegoCcTaBNeHbl MHCTPYKLMW NO XPaHEHWUIO U UCMOMNb30BaHMIO NeKapCTBEHHbIX hopM.

CnepyeT ynoMsiHyTb no6oe CTPyKTypHOE CXOACTBO C APYrMMU N3BECTHLIMU BELLECTBAMM.

7.3.5 loknuHu4eckne uccnenoBaHuNA

BeegeHne

JormxHbl ObITb NpeacTaBneHbl B KpaTKoN hopme pesynbTaThl BCEX CYLLUECTBEHHbIX AOKIMHUYECKUX UC-
cnefoBaHui hapMakonormyeckmx CBOMCTB, TOKCUYHOCTH, (hapMaKOoKMHETUKN U MeTabonmaMa uccnegyemoro
npogykTa. JomkHbl GbiTb ONUCaHbl UCMOMb30BaHHbIE MeToAb!, NpeacTaBneHbl NoNyyYeHHble pesynbTaTthl, a
Takke Ux obcyxaeHne B CBA3W C UcCregyeMbiMU TepaneBTUHECKUMU U BO3MOXHBLIMU HeGnaronpuaTHLIMM
adhhbekTaMmmn y Yenoseka. B 3aBUCUMOCTU OT HANUYNA/AOCTYMHOCTN MHAOPMALIMK YKa3bIBaKOT cheaytoLuee:

Mcnonb3oBaHHble B UCCNeQoBaHMAX BUObI XXUBOTHbIX.

Konn4ecTBo M NON XXMBOTHbLIX B KaX 40N rpynne.

EanHnLbI U3MepeHns Ao3bl (HanpuMep, MUnnurpaMM/knunorpamm (Mr/kr)).

KpaTHOCTb BBEAEHMS.

MyTb BBEAEHUS.

OnNuTenbHOCTL Kypca BBEAEHMS.

MHbopmaums, oTHOCALLAACA K CUCTEMHOMY pacnpeaeneHuio.
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MpoaoMKUTENBHOCTL NOCNeayloLwero HabnioaeHUs Nocrie OKOHYaHUS BBeeHWs npenaparta.

Pe3ynbTaThl, BKNIOYAA packpbiTUe CNEAYIOLUX acNeKTOB:

- XapaKTepa 1 4acToTbl (hapMaKkonormyeckux Unm Tokeuecknx agpdekTos;

- BbIP@XXEHHOCTU NNN CTENEHN TAXKECTU (hapMaKoNoOrMYecKnx NN Tokeudecknx achekTos;

- 00303aBUCUMOCTH 3hHEKTOB;

- BpEMEHU 10 HacTynneHna acpekTos;

- obpaTumocTtn achhekToB;

- NPOAOIMKUTENBHOCTN 3hheKTOB.

[na 6onbLUen HarNAAHOCTU AaHHbIE criefyeT, N0 BO3MOXHOCTU, NPeACTaBNAThL B BuAe Tabnuu/cnnckos.
Mocnenyiolwne pasgens! AOMKHLI coaepXaTb obcyxaeHne Hambonee BaXHbIX pe3ynbTaToB UCCNEAoBaHUA,
BKNioYas A0303aBUCMMOCTb HabnioaaeMbix ahheKToB, UX SKCTPANONALIMIO Ha YenoBeka, a Takke Nobble UHble
acnekThbl, Tpebylolne nccneaoBaHns y Yenoseka. Tam, rae HeobxoauMo, AOMKHO GbITb NPOBEAEeHO CpaBHEHUE
3MEKTUBHBLIX N HETOKCUYECKUX A03 MpenapaTa Ha >KMBOTHBIX OAHOTO U TOro e Buaa (T.e. HeoBGxoauMo
npeaocTaBnTb 06CYyXaeHNe TepaneBTnYeckoro nHaekca). CnegyeT ykasaTtb, kak 3TW flaHHble COOTHOCATCH C
[03UpoBKaMu, npegnaraeMbIMU ANSA NPUMeHeHNs y Yenoeeka. Bo Bcex cny4asx, rae BO3MOXHO, Npu NpoBe-
OeHUN CpaBHEHUA PEeKOMEHAYEeTCs ykasblBaTb KOHLEHTpauuu npenapaTta B KPOBW/TKaHW, a HEe [O3VPOBKM,
BbIpa)K€HHbIE B MI/KT.

a) JoknuHndeckas chapmakonorus

[aHHbIN pa3gen OomkeH BkNovaTb B ceba kpaTkoe onvcaHne hapmMakonorm4eckux CBOMCTB uccneaye-
MOrO MNpoAyKTa W, eCnNi 3TO BO3MOXHO, €r0 OCHOBHbIX MeTabonuTOB MO pesynbTaTaM uccneaoBaHui Ha
XMBOTHbIX. KpaTkoe onucaHne A0MKHO BKMNovaTb B cebs uccnefoBaHWs Mo OLeHKE BO3MOXHOM TepaneBTuiec-
KON aKTUBHOCTM (Hanpumep, apEKTMBHOCTb NPY 3KCNEPUMEHTaNbHON NaToNormmn, NUraHa-peuenTopHoe B3a-
nModemncTene u cneuntbnyHOCTb AeNCTBUA), a TaKkke UCCneaoBaHWUsA Mo oueHke 6e3onacHOCTU (HanpuMmep,
cneumnanbHble NCCneaoBaHWAa AN N3y4eHNs NHbIX, He MMEIOLLIMX TepaneBTUYeCKoM HanpaBneHHOCTH, thapma-
konornyeckux acpcpekTos).

6) PapMakokMHeTMKa U MeTabonnam NPOAYKTa Y KMBOTHBIX

HaHHbIN pa3gen AomkeH BkNovaThb B cebsa kpaTkoe onncaHve hapMakoKMHETUKW, MeTabonuama u pac-
npegeneHna uccneayemoro NpoaykTa B TKaHSX )KUBOTHBIX BCEX BUAOB, HA KOTOPbLIX NPOBOAUNNCL UccneaoBa-
HUA. JlomkHbI GbITh OCBELLEHbI BCAacbiBaHWE, MECTHAsA U CUCTEMHAs BUOAOCTYNHOCTL UCCneayeMoro npoaykra
1 ero MeTabonnToB, a Taloke UX CBA3b C AaHHbIMW (DapMaKONOrMYEeCKMX N TOKCUKONOrMUECKMX UCCNeaoBaHni
Ha YKMBOTHbIX.

B) Tokcukonorms

JaHHbIi pasfen AonkeH BkroYaTb B cebs kpaTkoe onucaHue Tokcuveckux addekToB nccneagyemoro
NPOAYKTa, BbIIBNEHHbIX B UCCNEAOBAHUSAX Ha XXMBOTHbLIX pa3Hbix BuaoB. CnedyeT, N0 BO3MOXHOCTK, Npuaep-
XMBaTLCH HWKENPMBEOEHHON CTPYKTYPbl OrfNaBneHust 4aHHOro pasgena:

- TOKCUYHOCTb NPU OOHOKPATHOM BBEASHUN.

- TOKCMYHOCTb MPY MHOFOKPaTHOM BBEASHUN.

- KaHUeporeHHOCTb.

- CneunanbHble nccnegoBaHuns (HanpyuMep, MecTHO-pasapaxatolLiee 1 anneprusmpyiollee AeNcTemne).

- PenpoaykTUBHasi TOKCUYHOCT.

- @HOTOKCMYHOCTb (MyTareHHOCTb).

7.3.6 fleficTBMe y YenoBeka

BeeneHve

B aTom pasgene noapobHo ob6cCyaaloT u3BecTHble adpdpekTbl uccneayemoro Npoaykra y JYenoBeka,
BKMOYas MHpOpMaLMIO, OTHOCALLYIOCA K hapMakokMHeTHke, meTabonuamy, hapmakoauHamuke, 4O303aBUCK-
MOCTM achhekToB, 6e3onacHOCTH, APEKTUBHOCTK, a Takke APYrMM BuAaM hapMakonormyeckon akTUBHOCTH.
Mo BO3MOXHOCTU, AOMKHO ObITb AAHO KPATKOE ONUCAHWE KAXKOOro 3aBepLLUEHHOrO KNMHUYECKOro uccneaosa-
Hus. Talcke gorkHa 6bITb NpeacTaBneHa nHopmauma o pesynbTaTax noboro NCNONL30BAHKUA UCCNEAYEMOTO
NpPOAYKTa BHE PAMOK KNWHUHECKUX NCCNEAOBaHWIA, HAaNPUMepP CBeAEHUSA, NoNy4YeHHble BO BpeMs NocTperncTpa-
LIMOHHOIO NMPUMEHEHNA NPOAYKTa.

a) dapmakokuHeThKa u MeTabonuaM y yenoseka

[aHHbIV pazaen AomMkeH coaepXaTb KPaTKyo MHGOPMaLIMIO, OTHOCALLYIOCA K (hapMaKOKMHETHKe ucchne-
Ayemoro npofykTa, U BKniovaTtb B ce6a cneayiollee (B 3aBUCUMOCTMN OT HANWUMA AaHHbIX):

- bapmakoKMHETUKY (B TOM Yncne MeTabonuam, BcacbiBaHue, CBsi3biBaHue ¢ 6enkamMu nnasmel, pacnpe-
AeneHue 1 BbiBeaeHue).

- BuogocTynHoCTL UccneayeMoro npoaykTa (abCconioTHyo, rae 3TO BO3MOXKHO, W/NMKN OTHOCUTENbHYIO) C
MCNONb30BaHMEM ONpeaenNeHHON NeKapCTBEHHOW (POPMbI B KAYECTBE CPaBHEHUSA.
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- CybnonynaumMm HaceneHus (Hanpumep, pasnuuns no nony, Bo3pacTy UNWN HapyLieHUAM hyHKLUUMA
OopraHosB).

- Baaumopencteua (Hanpumep, NekapCcTBEHHbIE B3aMMOAENCTBUSA 1 BNUAHWE NpueMa nuiln).

- Apyrve aaHHble no papMakokMHeTuke (Hanpumep, pesynbTaThl NPOBEAEHHbIX B pamMKax KNMHUYECKUX
ncnbiTaHUi pbapMakoKMHETUMECKUX NCCNEAOoBaHWI HA Pa3NUYHBIX rpynnax).

6) Be3aonacHOCTb U a(h(HEKTUBHOCTL

KpaTko pnomkHa 6biTb NpeacTasneHa nHgopmaums, oTHocAwWwanca k 6esonacHocTi, hapMmakoanHamuke,
3ppeKTMBHOCTU U [0303aBUCUMMOCTU 3hheKTOB uccneayemoro npoaykra (M ero MeTabonutoB, €cnNu eCcTb
AaHHbIe), MoNyYeHHas B XoAe NPoBeAeHHbIX KNMHNYECKMX UCCNeaoBaHuii (C yHacTmeM 3A0poBbIX A06poBONb-
ueB wunu naumeHToB). [lomkHa 6bITb NpeacTaBneHa MHTepnpeTauma aTuxX AaHHbIX. Ecnu yactb knnHnYeckux
uccnefoBaHUi yxKe 3aBeplueHa, Ana 6onee ACHOrO BOCNPUATUS OAHHLIX pekoMeHayeTcsl NpefAcTaBuTb Mo
3aKOH4YEHHbIM UCCNEeNoBaHNSAM CBOAHbIE OTYETHI N0 3hHEKTUBHOCTN M GE30NACHOCTU UCCNeayeMOro NPoayKTa
No OTAENbHBLIM NOKa3aHUAM Y PasnUyHbIX NONyNAUUK. Taloke peKOMeHAYeTCA NCNoNb30BaTh CBOAHLIE Tabnuubl
HeXenaTenbHbIX peakuuii MO BCeM KNUHWUYECKMM UCCeaoBaHnaM (BKNoYas uccneaoBaHusa ana niobbix usy-
YaBLUMXCA NokasaHUi). [omkHbI BbITb OCBELLEHbI 3HAYUMblEe Pa3NUYMA B XapakTepe/4acToTe HexenaTernbHbIX
peakuui Kak Ans pasnuyHbIX NoKasaHun, Tak u AnNA PasnnYHbIX NONYNSAUMNA.

B BU pomkHbI 6biTb ONMCaHbl BO3MOXHBIE PUCKN U HEXeNaTENbHbLIE peakumn, KOTOPbIE MOXHO OXuaaTh,
OCHOBbLIBASICb HA HAKOMNMEHHOM OMbITe NPUMEHEHNS KaK UccneayeMoro NpoaykTa, Tak n CXOAHbIX ¢ HUM Npo-
AykToB. [lomkHbl 6bITh Takke ONUCaHbl Mepbl NPEeAOCTOPOKHOCTN UNN cneumanbHble MeToabl HabnioaeHus,
KOTOpble He06XOAMMO NPUMEHSITL NPYU UCNONb30BaHUW NPOAYKTA C UCCNEeAOBaTENbCKUMMN LIENAMN.

B) MocTperMcTpauMOHHbIN ONbIT NPUMEHEHUA

B BU pomxHbl 6biTb YKa3aHbl CTpaHbl, B KOTOPLIX UCCneayeMblit NPpoayKT YXKe UMEETCS B NpoAaxe unm
6bin 3aperncTpupoBaH. Jliobasa 3Haunmas nHdgopmaums, NonyyYeHHasa B Xoae NOCTPErncTPauMoHHOro NnpuMe-
HeHUs NpoaykTa, AoMmkHa ObiTb npeacTaBneHa B 0606LEHHOM Buae (Hanpumep, NekapcTBeHHble hopMbl,
[031POBKK, NMYTU BBEAEHWUSA N HexenaTenbHble peakuun). Takke B BU OomkHbI ObiTb ykasaHbl CTpaHbl, B
KOTOPbIX 3aABUTENIO0 6bINO OTKazaHo B 0fo6peHnn/perncTpaummn NpoayKTa Ans KOMMEPYECKOro UCTONb30BaHUA
1Ny xe paspeLleHne Ha Npoaaxy/CBMAETENbCTBO O permcTpaumm 6bIno aHHYNMPOBaHO.

7.3.7 O6cyxaeHne AaHHbIX U UHCTPYKLUU ANA UccnepoBaTensa

B aTom pasgene OomkHO BbITb NpeacTaBneHo o6cyXaeHne AOKNMHNYECKUX N KNUHUHECKUX AaHHBLIX 1
obobLeHa nHopMaLWs, NoNyYeHHas M3 pa3HbIX UCTOYHUKOB MO PasnNUYHLIM CBOMCTBAM UCCNEeayeMoro npo-
aykta. Takum o6Gpasom, uccneaoBaTento NpeaocTaBnsAlTcs Hanbonee WHGOPMATMBHAA WUHTepnpeTaums
MUMEIOLLNXCH AAHHBIX, @ Takke BbiBOAblI O 3HAYMMOCTU 3TON MHOPMaLMK ANS NOCNeayIoWUX KNMHUYECKUX
nccneaoBaHui.

HormxHbl BbITb OCBeLLeHbl ONy6nukoBaHHble paboThl MO CXOAHLIM NPOAYKTAM, €CNK TaKoBble UMEIOTCA.
370 No3BONUT UccneaoBaTento ObiTb FOTOBLIM K HeXXenaTenbHbIM peakUnam Unv gpyrum npobnemam, KoTopble
MOTYT BO3HUKHYTb B XOA€ KNUHUYECKUX NccrneaoBaHni.

OcHoBHas Lenb AaHHOro pasgena 3akno4aeTcs B TOM, YTo6bl TOMOYb UCCneaoBaTeNto NONy4YnTb YETKOe
npeacTaBneHne 0 BO3IMOXHbIX PUCKaX U HEXenaTenbHbIX peakumsx, a Takke O cneumanbHblX Tectax, MeToaax
HabnoaeHnss 1 Mepax NPeaoCTOPOXHOCTH, KOTOpble MOTyT NOHAA06UTLCA B X04e KMUHUYECKOro uccneaosa-
HUs. OTO nNpeacTaBNeHMe AOMKHO BblTb OCHOBAHO Ha OOCTYMHOM MHMOPMAaLIMN O OUSUYECKNX, XUMUYECKMX,
thapmaueBTU4EeCKNX, hapMakoNOrM4ecknX, TOKCMKONOrMYECKUX 1 KNMHUYECKNX CBOMCTBAX MCCNEAyeMoro npo-
AykTta. KnnHudeckomy uccnegosaTtenio Takke AOMmkHbl OblTb NpeaocTaBneHbl MHCTPYKLMK NO AWArHOCTUKE U
neYeHuIo BO3MOXHbIX Nepeao3npoBOK U HeXenaTenbHbIX peakUmMii, KOTOpble OCHOBaHbI Ha NpeablayLueM Knv-
HWYECKOM OrbITe U hapMakonNorM4eckMx CBOMCTBAxX UCCneayeMoro NpoaykTa.

7.4 MpunoxeHue 1

TUTYNbHLIA NNCT (npumep)

HA3BAHWE CMNOHCOPA

Mpoaykr:

Homep nccnegosaHus:

HasBaHue(s1): xumundeckoe, AXeHepuyeckoe (ecnvm NOAXOAWUT), TOProBoe HasBaHWE (€CNWN paspelleHo
3aKOHOAAaTeNbCTBOM M MO XenaHUo CroHcopa)

BPOLLUOPA MCCNEOOBATENA

Homep pepakuun:

Hata Bepcuum:

3aMeHsieT npeabiayLlyio pedakuunio HoMep:

LaTa:

26



rocCT P 52379—2005

7.5 Mpunoxenue 2

OMABNEHME BPOLUIOPLI UCCINEQOBATENA

(npumep)

YkazaHue Ha koHpuAeHUManbHOCTL (Heoba3aTenbHO)
Moanucu (HeobasaTenbHO)

1 Ornaenexne

2 Pesiome

3 BeeaeHuve

4 dusnyeckne, xuMmmieckune, papmauesTMHeckme CBOINCTBa n
nekapcTeeHHasn chopmMa

5 NoknuHnyeckue ncecneaoBaHna

5.1 JoknuHuyeckasa hapMakonorma

5.2 dapmakokmHeTMKa 1 MeTabonuam NpoayKTa y KMBOTHbIX
5.3 Tokecukonorusa

6 OdbbexThl y Yenoseka

6.1 dapmakoknHeTVKa n MeTa6onuam y Yenoseka

6.2 be3onacHOCTb U 3(PHEKTUBHOCTL

6.3 MNocTperncTpaumMoHHLIN ONbiT NPUMEHEHUSA

7 O6cyaeHne AaHHbIX U MHCTPYKUMK ANA uccneaosatens
Ccbinkn Ha:

1 My6nnkauun

2 OT4eTh

[JaHHble cCbinNk AOMKHBI ObITb NPUBEAEHD! B KOHUE KAXKAOW rNaBbl.
MpunoxeHuns (Npn Hanu4un)

8 OcHoBHbIE AOKYMEHTbI Ans npoBeAeHUA KNMHNYeCKOro nccnenoBaHnAa

8.1 BeBegeHue

OCHOBHbIMW AOKYMEHTaMU ABNAIOTCA Te AOKYMEHTLI, KOTOPblE BMECTE UMK MO OTAESNbHOCTU NO3BONAIOT
OLEHUTb NpoBeAeHNe UCCNEeaoBaHNS N KAYECTBO NOMYYEHHbIX AaHHbIX. DT AOKYMEHTLI CyXaT floka3aTenb-
CTBOM cOGnioieHns nccneaoBaTenem, CoHCOPOM M MOHUTOPOM CTaHAAPTOB HaAneXalleh KMMHUYEeCKON Npak-
Tnkn (GCP) n HopMaTUBHbIX TPeBGOBaHMA.

OCHOBHbIE JOKYMEHTbI TakkKe cnyxaT 60MNbLIOMY YMCHY UHBIX BaXKHbIX Lenei. CBoeBpeMeHHoe nomelle-
HWe OCHOBHbIX [IOKYMEHTOB B ¢halnbl nccnefoBaTtensa/opraHM3aumnm U CNOHCOPa MOXET CYLLLECTBEHHO CMNOCo6-
CTBOBATb YCMELHOMY BbINOSHEHUIO B paMKax KNMHNYECKOro nccneaoBaHna cBoux (hyHKUMI uccnegoBartenem,
CMOHCOPOM U MOHUTOPOM. KpoMe TOro, 3Tn AOKYMeHTbl 0BbIMHO ABNAIOTCA 06HLEKTOM HE3aBUCUMOTO ayiuTa co
CTOPOHbI CMOHCOPA U MHCMEKUNN CO CTOPOHBI YNONHOMOYEHHbIX OPraHOB KaK Y4acTu npouecca NoaTBEPXaeHUs
3aKOHHOCTW NPOBEAEHNA UCCNEAOBaHNA U OCTOBEPHOCTN COBGPaHHbLIX OaHHbIX.

Hwxe npuBefeH MUHUMAnNbHLIA NepevYeHb OCHOBHLIX AOKYMEHTOB. [JOKyMeHTbl CrpynnuMpoBaHbl B TpU
pasgena B 3aBUCMMOCTY OT CTAAUWN KNMHUYECKOrO UCCNEeN0BaHUSA, HAa KOTOPOW OHM OObIYHO CO3aaloTCSA:

1) nepen Ha4yanoM KNMHUYECKON hasbl NCCNeAOBaHUS;

2) BO BPeMs KNWHNYECKON (hasbl MCCNeaoBaHMS;

3) nocne 3aBepLUeHUs UNU NPEXaEBPEeMEHHOr0O NpekpaLLeHns nccneqoBaHus.

[aHo obbACHeHVe Lenein Kaxaoro AOKYMEeHTa, yKa3aHo, rae AOKYMEHT AOMKEH XpaHuTbes: B dhainax
nccnegosaTens/opraHmsaumn nbo cnoHcopa, Nn6o B 0Gomx MecTax. [lonyckaeTcs 06beanHEHNe HEKOTOPbIX
[AOKYMEHTOB NP YCNOBWK, YTO OTAENbHbIE 3NeMeHTbl Nerko NAeHTUULIMPYIOTCS.

dannbl UccneaoBaHust AOMKHbLI GbiTb CO34aHbl B HAvane UccneaoBaHWA Kak B MEeCTe HaxOoXOeHus
nccnegosaTtens/opraHusaunm, Tak U B ocpmce cnoHcopa. MiccneaosaHne MoXXHO CHMTaTb 3aBePLUEHHbIM TOMNbKO
nocne TOoro, Kak MOHUTOP NPOBEPUT hainbl  UccnegoBaTens/opraHM3aumm, U CNIOHCOopPa U NOATBEPAMT Hanu-
yme Bcex HeobXoAMMbIX JOKYMEHTOB B COOTBETCTBYHIOLLMX (hannax.

MepeuncneHHble B HACTOAWEM CTaHAapTe AOKYMEHTbI Kak Mo OTAENBHOCTU, Tak U B COBOKYMHOCTU MOTYT
6blTb NOABEPTHYTHl ayAUTY CMOHCOPA U MHCTNEKUMMN YNONHOMOYEHHbLIX OPraHOB N A0MKHbI GbITh NpeabaBneHb!
npyu NpoBeEeHNN TaKOBbIX.

8.2 MNepen Hauanom KNMHUYEeCKoM dasbl UCCrieaoBaHUA

Ha ctagun nnaHupoBaHWA MUCCRefoBaHWA A0 ero hopManbHOro Havana AOMmkHbl BbiTb co3daHbl U
nomeLleHb! B dhann cnegyowime AOKYMEHTD!:
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HaumeHosaHWe JokymMeHTa

Llens

Haxogutes B charinax

8.2.7 NlampoBaHHOEe N AOKYMEHTanbHoO
ocdopmneHHoe yTBepxaeHue/onobperHne
3kcnepTHbBIM ~ COBETOM  OpraHusaumm
(3CO)/He3aBUCUMBIM  STUHECKUM  KOMK-
TetoM (HOK) cneaytoumx AOKyMeHTOoB:

- ApoTOKONa n no6bIX nonpaesok

- PK (ecnn Tpebyetcs)

28

JlokyMeHTanbHO MOATBEpPAUTb, UTO
DaHHoe uccnepoBaHue ©ObINO paccMoT-
peHo 1 yTBepxaeHo/oaobpeHo SCO/HIK.
Yka3blBaloT HOMep BepcuM U paty jao-
KyMeHTa

uccnegosarerns/
opraHuaaLm CrioHcopa
8.2.1 Bpowiopa uccneposartens JokyMeHTanbHO 3akpenuTb hakT ne- X X
pefaym uccnepoBartento Heo6xoauMon u
aKTyanbHON Hay4Hom nHdopmaumm o6 nc-
cneayemMoM npoaykTe
8.2.2 MoanucaHHbIN NPOTOKON WU MO- [lokyMeHTanbHO 3akpenuTb dakT yT- X X
NpaBkn K HEMY (eCnu TakoBble UMELOTCA), | BepXKAEHUA CMOHCOPOM U uccrneposa-
ofpa3seL, MHAMBUAYaNbLHON perncTpaunoH- | Tenem npoTtokona/nonpasok n UPK
Hov kapTbl (MPK)
8.2.3 WHdbopmauna, npepocTasnse-
Masa cy6bekTy uccnefoBaHus
- ®opmMa WMHEPOPMUPOBAHHOIO COr- [okyMeHTansHo oopmnTb hakT no- X X
nacua (Bknw4as Bce Heobxoaumble | NyYeHUA MHPOPMUPOBAHHOIO COrnacus
pasbsACHUTENbHbIE MaTepuanbl)
- NMobas Aapyras nUCbMEHHas WH- JOKYMEHTanbHO NOATBEpAUTb, uTO X X
dhopmaums cybbektam OyaeT npegocTaBneHa CooT-
BETCTBYIOLLAA (C TOYKMN 3peHUs copepxa-
HUS M JOCTYNHOCTM ANA MOHUMaHUA)
nMcbMeHHast MHbopmaLuma, nomMorarLas
UM AaTb COrMacue Ha OCHOBe MOMHOM
MHPOPMUPOBAHHOCTH
- PeknamHble o6bsBneHus ans npu- JoKyMeHTanbHO noATBEpAUTb, 4TO X
BneyeHns cy6bekToB B MccneaoBaHuWe | Mepbl MO NpUBNEYEHUIo CyGHLEKTOB afek-
(ecnu ncnonbayroTcs) BaTHbl U OTCYTCTBYET 3MNEeMEHT NPUHYX-
neHus
8.2.4 ®nHaHcoBble acnekTbl uccneao- JlokyMeHTanbHo 3akpenuTb puHaHCo- X X
BaHuA BO€ cornaileHve no UCCNeAoBaHUIo MEX-
Ay CNOHCOPOM M uccneposaTtenem/opra-
Hu3aumen
8.2.5 CtpaxoBoe 06a3aTenbcTeo [okymMeHTanbLHO NOATBEPAUTL, YTO B X X
(ecnu TpebyeTca) cnyyae npuinHeHus yulep6a, cBA3aHHOroO
C wuccneposaHueM, cy6bektam 6GyaeT
DOCTYMHa KoMNeHcauma
8.2.6 lMoanucaHHoe cornawexne Bo- JokymeHTanbHO 3akpenuTb cornate-
BNeYeHHbIX CTOPOH, Hanpumep: HUA
- Mexay uccrneaoBaTenem/opraHusa- X X
uuei n CroHCOpOM
- Mexay uccneaosatenem/opraHmsa- X X (ecrm
uMen 1 KOHTpaKTHOW UcCneaoBaTenbCckon TpebyeTca)
opraHusauuen
- MeXay CMOHCOPOM W KOHTPaKTHOMN X
nuccneaoBaTenbCKoM opraHusaumen
- Mexay uccrnepoBaTenem/opraHusa- X X
uMen M YNONHOMOYEHHLIMW OpraHamu
(ecnn TpebyeTcs)
X X
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HaumeHoBaHWe gokymeHTa

Llens

Haxogutca B charinax

uccnegosatens/
opraHusauum

CNOHCOpa

- opMbl UH(OPMUPOBAHHOMO COr-

nacuma

- no6oi apyroit NUCbMeHHoW MHGop-
Mauuu, NpeaocTaBnaeMon cyobektam

- peknamHblXx obbABneHWin Ana npu-
BriedeHUss CyGbLEKTOB B 1ccneaoBaHue
(ecnu ucnonb3ytoTcs)

- wHdopmauum o
cybbekTam (Npu Hanm4un)

KoMneHcauum

- noBbiX WHBIX yTBepXAeHHbIX/0po6-
PEHHbIX AOKYMEHTOB

8.2.8 CocTaB 3kKcnepTHOro coeeTa
opraHusauun/He3aBMCUMOro 3TUHECKOro
KomMuTeTa

[oKymeHTanbHO 3aKkpenuTb COOTBET-
ctene cocraBa OCO/HIK TpeboBaHuam
GCP

X (rpe
TpebyeTca)

8.2.9 Pa3zpelueHne/onobpenHve npoto-
kona/yeefoMNEeHWe O NPOTOKONe OT ynon-
HOMOYeHHbIX OpraHoB (rae TpebyeTca)

[lokyMeHTanLHO NoOATBEpPAUTL, UTO
NPpU HanMuMM COOTBETCTBYIOWMX HOP-
MaTuBHbIX Tpe6oBaHui  paspelueHne/
ono6peHne/yseaoMneHne YNONHOMOYEH-
HbIX OpraHoB MONy4YeHO A0 Hauana wuc-
cneposaHus

X (rpe
TpebyeTcs)

X (rpe
TpebyeTca)

8.2.10 Curriculum vitae wunu gpyrve
AOKYMEHTbI, NOATBepxAatome ksanudu-
Kauui wuccnepoeaTenen M couccnepo-
BaTeneuv

[lokyMeHTanLHO MoATBEpPAUTL KBaNM-
¢uKaLmIo M NPUroAHOCTL ANA NPOBEAEHUA
MCCNeAoBaHNs U/MNU OCYLLECTBNEHNA Me-
AVUMHCKOro HabnioaeHus 3a cybbekTamm

8.2.11 HopManbHbI AnanasoH 3Hauve-
HWUI ANa NpeayCMOTPEHHbIX MPOTOKONOM
MeauLMHCKNX/natopaTopHbIX/TEXHUHECKMX
npoueayp wwunu TecTos

HokymMeHTanbHO 3aKkpenvuTb HOpManb-
HblA AnanasoH 3HayeHW pana  nabo-
paTopHbIX TECTOB

8.2.12 MeauunHckmne/nabopartopHble/
TEXHUYECKMe NpoLeaypbl/TecTb:

- cepTudmkauma
- UMK akkpeauTaLma

- UMW BHYTPEHHWA WWNNM BHELUHWUA
KOHTPONb KayecTBa

- nnn gpyrme MeToabl noaTeep>KaeHUs
(roe TpebyeTcs)

[loKymeHTansHo NoaTBepAUTL NpUroa-
HoCcTb ofopyaoBaHMa ANA NpoBeaeHus
TpebyeMbiX TecToB U obecneyeHnsa Ha-
[EXHOCTN pe3ynbTaToB

X (rpe
TpebyeTcs)

8.2.13 OOGpas3supl ITUKETOK Ha yNMaKoB-
Kax uccneayemblx NpoayKTOB

JlokymMmeHTanLHO NoATBEPANTL COBNIo-
[leHne COOTBETCTBYIOWMX TpeGoBaHWi K
MapKVUpOBKe UCCNeAyemoro npenapara u
NPUrOAHOCTb MHCTPYKUMIA ANS Cy6bekTos

8.2.14 UHcTpykums no obpalueHuio ¢
uccnegyeMbiMM NPOAyKTamuM M pacxop-
HbIMW MaTepranamu (eCnv He BKMIOYEHO B
npoTokon unu GpotLutopy uccnegosaTens)

JloOKyMeHTanbHO 3aKpenuTb MHCTPYK-
umm ana obecneyeHna Haanexauwlero
XpaHeHusi, yNakoBku, pacnpeaeneHus u
yTMnU3aumMmM uccneayembiX NpoaykToB u
pacxoaHbIX MaTepuanos

8.2.15 YyeT nocTtaBok uccneayeMbix
NPOAYKTOB N pacxoAHbIX MaTtepuanos

HlokyMeHTanLHO 3akpenuTb AaTthbl U
cnoco6 nocTaBk1, HOMepa Cepui uccre-
AyeMbiX MPOAYKTOB U pacXofHbIX maTe-
pvuanos. [lo3sonseT oTcneauTb Ccepuio
npoaykTa, KOHTponupoBaTb YCNoBuA Mo-
CTaBKuN 1 BECTU y4eT
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Haxogutcs B chanax

HaumeHoBaHue gokyMeHTa Lenb uccneposatens/ “roncon
opraHusauuu P
8.2.16 CepTucukatol aHanu3oe no- [okyMeHTanbHO noaTBEpAUTL NOA- X
CTaBnNeHHbIX Uccneayemblx NPoayKTOB NNHHOCTb, YUCTOTY U KONMUYECTBEHHOE
coaepxaHue akTUBHOrO BellecTea (Ao3u-
POBKY) vccneayeMbiX NPOAyKTOB
8.2.17 Tpoueaypbl packpbiTA koaa [okyMeHTanbHO 3akpenuTb npoueay- X X (B cooT-
ANA UCcCneaoBaHuin, NPOBOAUMBIX CNenbIM | py 3KCTPEeHHON naeHTUKUKaL MM Mackmpo- BETCTBYIOLLUX
MeToaoM BaHHOrO uccnegyemoro npogykta 6es cny4yasx,
HapyLUeHW MacKMpOBKM ANA oCTanbHbIX TPEeTHA
cybbekToB CTOpOHa)
8.2.18 PaHAOMMW3aLMOHHBIN CNINCOK [okyMeHTanbHO 3akpenuTb MeToA X X (B cooT-
paraoMu3aLmm cybbekToB uccneaoBaHuA BETCTBYIOLLNX
cnyvasx,
TPEeThA
CTOpoOHA)
8.2.19 OtyeT MoHUTOpa O npepBa- [okyMeHTanbHO NOATBEPAUTL NpUeM- X
pVTENbHOM BU3NTE NeMocTb UCCNenoBaTENbCKOro  LieHTpa
ANA AaHHOTrO uccneposaHna (MoxeT 6bITb
ofbeanHeHo ¢ 8.2.20)
8.2.20 OTyeT MOHUTOpPa O CTapTOBOM HokymeHTanbHO noATBEepAUTL (hakT X X

BU3UTE

O3HaKOMNEHUs uccnepoeaTens U 3aHA-
TOro B UccneaoBaHuM nepcoHana ¢ npo-
ueaypamum uccneaosaHna (MoxeT ObiTb
o6beanHeHo ¢ 8.2.19)

8.3 Bo BpeMs knuHnveckon asbl UcCrneaoBaHUA
B noaTeepxaeHue Toro, YTo Bcs Heobxoaumasa HoBasi MHGOPMaLUs AOKYMEHTanNbHO odopMmnaeTcs no
Mepe ee NOCTYNneHusi, B IONOMHEHME K BbillenepeyncneHHbIM OKyMeHTaM, uMelownmca B channe, no xogy
uccnenoBaHus Heo6xoauMo A06aBNATL cneayiome AOKYMEHTDI:

Haxogutcs B charinax

HaumeHoBaHue Aol €HTa enb
Aolkym L uccnegosatens/ croHcopa
opraHusauum
8.3.1 OOHOBNEHHbIE BepcUM OpOLLIIOpPbI HokymeHTanbHO  3akpenuTb  (bakT X X
uccneaoBaTens CBOEBPEMEHHOro coobLLeHus uccneaosa-
Tenw Heobxoaumon wuHdpoOpMaumm mno
Mepe ee NOoCTynneHus
8.3.2 Mioboe nameHeHue: JlokyMeHTanbHo 3akpenuTb U3MeHe- X X
HUS AaHHbIX AOKYMEHTOB, MpomM3BeaeH-
npoTokona/nonpasok u UPK HBIE BO BPeMs NCCTIeZIoBaHIS
- popMbl MHPOPMUPOBAHHOTO Corna-
cusa
- nio6oi Apyroin NICbMEHHON UH(OP-
MaLum, NpeaoCTaBnNsAeMon cyobekTam
- peKknamHbiX oObABNEHUI ANa npu-
BneyeHus CcyObEeKTOB B wuccneaoBaHue
(ecnu ucnonb3ylotcs)
8.3.3 lampoBaHHOE U AOKYMEHTanbHO HNokyMeHTanbHO noaTBEpAUTL (PakT X X

odopmneHHoe yTBepKaeHue/onobGpeHue
OKCnepTHbIM ~ COBETOM  OpraHv3aumm
(5CO0)/He3aBUCUMBIM 3TUHECKUM KOMUTE-
Tom (HIK) cnepyrowmux ACKYMEHTOB:

- NONPaBOK K MPOTOKONY
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Haxoputcs B daitnax

HaumeHoBaHue AoKyMeHTa Lienb nceneosatens/ chonco
opraHu3auun pa
- HOBbIX peAaKLmiA:
- ¢bopMbl MH(OPMUPOBAHHOIO Corna-
cua
- npepoctaenAembix cybbektam Mma-
Tepnanos
- peknamMHbix OObABRNEHUW ANA npu-
BNeYeHUA CyGbeKTOB B UCCreAoBaHue (ec-
nn ucnonb3ayeTcs)
- Apymx yTeepKAeHHbIX/oao6peHHbIX
DOKYMEHTOB
- pe3ynbTaToB NEpUMOAMYECKOro pac-
CMOTPEHUA AOKYMEHTaLUuM no uccneao-
BaHuIo (rae TpebyeTca)
8.3.4 Tne TtpebyeTca, paspelieHue/ JlOKyMeHTanLHO 3aKpenuTb COOTBET- X (rpe X
onobpeHne/yseaoMneHme ynonHOMOUYEH- | CTeue HOpMaTUBHLIM TpeGoBaHUAM TpebyeTcs)
HbIX OpPraHoB ANs:
- NOMpaBoOK K NPOTOKONY WU APYrMX Ao-
KyMeHTOB
8.3.5 HayuHyo 6uorpadmio (curricu- Cm. 8.2.10 X X
lum vitae) HoBbIX uccnepoBaTenen wunm
covccneaosaTenen
8.3.6 MameHeHVs HopManbHOro Ava- MlokyMeHTanbHO 3aKpenuTb HopMarb- X X
nasoHa 3Ha4YeHWin ANA NpedyCMOTPEHHbIX | Hbi AWANA30H 3HAYEHWI TecToB, W3-
NPOTOKONOM  MeAMLMHCKMX/NabopaTop- [ MEHEHHbIX B XoAe uccneaoBaHWAa (CM.
HbIX/TEXHWYECKMX Npoueayp/TecToB 8.2.11)
8.3.7 UaMeHeHVss B MeaMLMHCKNX/ JloKyMeHTansLHO NOATBEPANTb, UTO X (rpe X
naGopaTopHbIx/TexHU4ecknx npoueaypax/ | TecTbl NPOACKAIOT oTBevaTb TpeboBa- TpebyeTcs)
TecTax: HUAM B TeYeHne nepuoaa nccnenosaHns
(cm. 8.2.12)
- cepTudpmkauma
- UMW aKKpeauTaums
- NN BHYTPEHHUI W/NW BHELLHWIA
KOHTPOIb KaYecTBa
- UNK Apyr1e MeToabl NOATBEPKAEHUA
(roe TpebyeTcs)
8.3.8 lokymeHTauns no noctaBkam 1c- Cwm. 8.2.15 X X
cnegyeMblX NPOAYKTOB U PacXofHbIX Ma-
Tepuanos
8.3.9 CepTtudmkaTbl aHanmsa HOBbIX CMm. 8.2.16 X
cepuii uccnegyemMbix NPOAYKTOB
8.3.10 OT4eTbl MOHUTOPOB O BU3UTaX JokyMeHTanbHO 3aKpenuTb BU3UTHI X
MOHWUTOPOB U UX pe3ynbTaThbl
8.3.11 CywecTBeHHble Ans  wccne- JokyMeHTanbHO 3akpenuTb nobble X X
[OBaHVA neperosopbl/nepenucka (NoMu- | cornatleHns nNnbo CyllecTBeHHble nepe-
MO BU3NTOB): roBOpbI, KacawLmuecs BOMPOCOB Npose-
nepenucka DEeHVA UCCNeAoBaHUA, €ero aAMUHUCT-
P paTMBHBLIX acrekToB, HapyLUeHW npoTo-
- 3anncy BCTpey KOna, OTYETHOCTM MO HexenaTenbHbIM
ABNEHNAM
- 3anncy TenedOoHHbIX Neperosopos
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HaumeHoBaHue JokymMeHTa

Llens

Haxogutcs B chaiinax

HUA cy6bekToB

rMYecKylo NOCNeaoBaTeNbLHOCTL BKIOYE-
HUA CYGBEKTOB NO MAEHTU(DMKALIMOHHBIM
Koaam

uccnegosartens/
opraHuMsauun cnoxcopa
8.3.12 MoanucaHHble dopMbl NHGOpP- [okymeHTanbHO noATBEpAUTb, YTO X
MWPOBAHHOrO cornacus cornacvie kaxgoro cyGbekTa nony4yeHo B
cooteTcTBUM ¢ GCP u npotokonoMm Ao
Hayana y4actus B uccnegoeaHun. Kpome
TOro, AOKYMEHTanbHO 3aKkpenuTb paspe-
LueHWe Ha npsMoi aocTyn (cm. 8.2.3)
8.3.13 MepBUyHasn AoKyMeHTaLma HokyMeHTanbHO NOATBEPAUTL (PaKT X
cywecteoBaHMA cyGbekta U poctosep-
HOCTb COOpaHHbIX AaHHbIX. BKNOUMTL UC-
XOAHble [AOKYMEeHTbl, OTHOCALMecs K
MCCNEAOBaHNIO, NEYEHUI0 U aHaMHe3y
cybbekTa
8.3.14 3anonHeHHble, AATUPOBAHHLIE HokymeHTanbHO oopMUTL  NOAT- X X
M noAanucaHHble WHAMBWAYaNbHbIE pe- | BepXAeHue uccneaoeaTenem unv ynon- (konus) (opvirunan)
rMcTpaumonHble kapThl (MPK) HOMOY€EHHbIMW COTPYAHMKaAMWN Uccneao-
BaTens 3aperncTpUpoOBaHHbLIX AaHHbIX
8.3.15 JokymeHTupoBaHve ucnpasne- [okymeHTanbHO 3akpenuTb BCe nme- X X
Hu B UPK HEeHWA/AONONHEHNA UMW UCNPaBNEeHUs, (konust) (opvirvHan)
caenaHHble B UPK nocne 3anucy nepeo-
HavyanbHbIX AaHHbLIX
8.3.16 YBegomneHue cnoHcopa uccne- YBeaoMneHvie CnoHcopa uccnenosa- X X
[oBaTeneM 0 Cepbe3HbIX HEXeNnaTenbHbIX | TeNeM O Cepbe3HblX HeXenaTenbHbIX AB-
ABMNEHUAX U COOTBETCTBYIOLUMNE OTYETHI NeHNAX W1 COOTBETCTBYIOLME OTYETHI
cornacHo 4.11
8.3.17 YBepomneHue  CNOHCOPOM YBeaoMneHne CNOHCOPOM Wunu uc- X (rpe X
U/vnn uccnepoeaTteneM (4To NPUMEHNMO) | crieaoBaTtenemM (4to npuMeHumo) ynon- |  TpebyeTtcs)
ynonHomMoueHHbIX opraHoB n SCO/H3K o | HoMoueHHbIx opraHoB M 3CO/HOK o
HenpeaBUAEHHbIX Cepbe3HblX HeXena- | HenpeABUASHHLIX Cepbe3HbiX Hexena-
TENbHbIX Peakuusx U O ApYron nHGOpP- | TeNbHLIX peakumsax B cooTBeTCTBUN C 5.17
MaLum no 6e3onacHoOCTU n 4.11.1 n o apyron uHdopmaLum no
6e3onacHocTU B COOTBETCTBUM € 5.16.2 1
4.11.2
8.3.18 CoofLueHne cnoHCOpoM uccne- CooflieHne CnoOHCOpPOM  uccneao- X X
posaTenio nHpopmaummn no 6esonacHocTn | Batento nHgopmaumm no 6e3onacHoOCTU B
cooTBeTCTBUM C 5.16.2
8.3.19 MpomexxyTouHble nu roaosbie lMpomexyTouHble unu roaosble OT- X X (rne
oTueThl, npepoctasnaemble 3CO/HIK n | uethl, npepocTaBnsemble ICO/HIK B TpebyeTcs)
YNONHOMOYEHHbIM OpraHam cooTBeTCTBUU C 4.10 1 YNONHOMOYEHHBLIM
opraHam B cooTBeTcTBUM € 5.17.3
8.3.20 XKypHan ckpuHuHra cy6bekTos JloKyMEHTanNbLHO 3aKpenuTb WAEHTU- X X (rne
pukaumio cyGbeKToB, Npolueawmnx nepean TpebyeTcs)
nuccneaoBaHWEM CKPUHUHE
8.3.21 Cnucok naeHTUHOUKALNOHHBIX okymeHTanbHO NOATBEPAUTD, YTO UC- X
KOAOB CyObEKTOB crnepoBaTenb/opraHn3aLusa XpaHaT KOH-
(pmpeHUManbHbIA - CNUCOK  MMEH  BCex
CyObeKTOB, KOTOPbIM MPU BKMIOYEHUN B
uccneaoBanve 66N NPUCBOEHBI MAEHTK-
dukaLmoHHble koAbl Mo3sonseT uccne-
jpoBaTtenio/opranmsauum  uaeHTupnun-
poBaTb noboro cybbekTa
8.3.22 XypHan pemmcTpauumn BKNoYe- JlokyMeHTanbHO 3aKpenuTb XPOHONO- X
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Haxogutca 8 dannax

Gronornyecknx xuakocTen/TkaHen (ecnu
UMEIOTCA)

XOXAEHWE N NAEHTUMDMKALIMIO XPaHALLMX-
ca 06pa3uoB B cnyyae Heo6X0AUMOCTM
nposeaeHNA NOBTOPHLIX aHANN30B

HaumeHoBaHue JOKyMeHTa Llens
uccneposatens/ cnoHcopa
opraHusauyun
8.3.23 YueT uccnegyemoro npoaykra B JlokyMeHTanbHO 3aKpenuTb UCNONb30- X X
NCCNeaoBaTENbLCKOM LIEHTpe BaHWe uccneayeMoro Npoaykta B COOT-
BETCTBUM C NPOTOKONOM
8.3.24 Nuct o6pa3suos nognucei HokymeHTanbHO 3akpenutb o6pasLibl X X
nognuMcen WM MHMUMANOB BCEX Nnul,
YNONHOMOYEHHbLIX BHOCUTb AaHHbIE W/unn
ucnpasnenuns 8 UPK
8.3.25 YueT xpanawmxca o6pasuos JlokyMeHTanbHO 3aKkpenuTb MecToHa- X X

8.4 Nocne 3aBepLUEHMA UNU NPEKPALLEHUA UCCefOBaHUA
Mocne 3aBeplueHUst NN NpeKpaweHna UCCNeaoBaHUa BCce JOKYMEHThI, nepeyncneHHble B 8.2 n 8.3,
DOMKHbI coaepxaTtbes B hanne nccneaoBaHns BMECTe C HWKeyKa3aHHbIMU JOKYMEHTaMU:

Haxoautcn 8 harnax

HaumeHoBaHue fokyMeHTa Lienb uccnegosatens/ CHOMG
opraHusauun opa
8.4.1 Yuet uccneayemMoro npoaykTa 8 JloKyMEHTanNbHO 3aKpenuTL UCMONbL30- X X
nccnenoBaTenb-CKoM LieHTpe BaHWEe WUCCNEeayeMoro NpPoaykTa B COOT-
BETCTBUW C NPOTOKONOM. [lOKyMEHTanLHO
3aKpennTb Pe3ynbTaTbhl OKOHYATENLHOro
noacYeTa  KONMYEeCTBa  UCCNeayeMoro
nNpoAayKTa, NONYYEHHOro UccneaoBaTens-
CKMM LEHTPOM, BbIAAHHOMO CyObekTam,
BO3BpALUEHHOTO CyObektamm u BO3Bpa-
LLIeHHOrO CMOHCOpPY
8.4.2 [lokyMeHTaLmA NO YHUYTOXEHUIO HokyMeHTanbHO  3akpenutb  bakT X (ecnmn X
ncecneayemoro npoaykTa YHUYTOXKEHUA HEUCNONBL3OBAHHLIX UCCNE- | YHUYTOXEH B
OyeMblX NPOAYKTOB CMOHCOPOM WMNU B | KNUHUYECKOM
nccnenoBaTenbCkoOM LieHTpe LeHTpe)
8.4.3 Utorosbiin cnMcok naeHTudgmka- ChoenaTb  BO3MOXHOW  UAEHTU(M- X
LIMOHHBIX KOAOB CYObEKTOB KaLMo BCEX BKMNIOYEHHbIX B UCCNeaoBaHue
cy6bekToB B cnyyae HeoGXoAMMOCTU MX
nocnepytwllero HabnwoaeHus.  Cnucok
DOMKEH XpaHUTbCA ¢ cobnageHueM
TpeboBaHU KOH(PMAEHUNANBHOCTN B Te-
YeHve COrnacoBaHHOMO CpoKa
8.44 Ceptucdukat ayauta (ecnm HokyMeHTanbHO 3akpenuTb hakT Npo- X
nMmeeTcn) BeAEeHUs ayanTa
8.45 Ot4yeT MoOHMTOpa O 3aBep- JlokyMeHTanbHO 3aKpenuTb OKOHYa- X
LaoLeM Bu3nTe HWe BCEX MeponpuATUA UCCNeaoBaHUA,
HeoBXOANMBIX ANA 3aBepLUALLErO BU3N-
Ta, U HANU4YMe KON OCHOBHBIX AOKYMEH-
TOB B COOTBETCTBYIOLMX (harinax
8.4.6 [okymeHTauma no pacnpepe- Bo3BpaluaeTca CNOHCOpPY ANS OOKy- X
neHnto cyGbLEKTOB NO rpynnam U pac- | MEHTANbHOIO  3aKpEnneHns  UMEBLUNX
KpbITUIO KOOOB MECTO CnyyaeB BCKPbITUA KOAOB
8.4.7 NToroBblt 0T4ET NccneaoBaTens, JlokyMeHTanbHO 3akpenuTb 3aBeplue- X
npepoctaensemelin ICO/HI3K (ecnu Tpe- | HME nccneaoBaHnA
GyeTca) M yNnoNHOMOYEHHbLIM OpraHam (roe
NPUMEHNMO)
8.4.8 OTyeT O KNUHMYECKOM wuccne- JloKyMeHTanbHO 3aKkpenuTb pesynbTa- X (ecnun X
AOBaHUK Tbl UCCNEAOBAHNA U UX UHTEPNPETaLNIO NPUMEHNMO)
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