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[IPEJUCJIOBUE

Henn w npuHmunsl crangaptuzauud B Poccuiickoit  @enepanyii  yCTaHOBIIEHBI
OenepanbHBIM 3aK0HOM OT 27 aekabps 2002 r. N 184-D3 "O TeXHHYECKOM peryiIupoBaHuu", a
MpaBuJia MPUMEHEHHS HAIIMOHATIBHBIX cTaHaapToB Poccuiickoit ®enepanuu - 'OCT P 1.0-2004
"Cranpaprusauus B Poccuiickoit @enepanuu. OCHOBHBIE M10JI0KEHUA"

CseneHus o0 crangapre

1. IloaroroBieH Accouuanueil MeXIyHapOIHBIX (hapMaleBTUUECKUX MPOU3BOIUTEICH
(AIPM), Mexnaynaponnoit kondenepanueii obmects norpedureneit (KoudOII), Poccuiickoii
Axanemuent memunuHckux Hayk (PAMH) mno coOcTBeHHOMY ayTeHTHYHOMY TME€PEBOAY,
yKa3aHHOMY B IIYHKTE 4.

2. Buecen Texuuueckum komuteroM mno cranpaptuzamuun TK 450 "JlekapcTBeHHBIE
cpencrsa'.

3. YTBepxkaeH Ilpukazom ®denepanbHOro areHTCTBA MO TEXHUYECKOMY PETYJIHPOBAHUIO U
metposoruu ot 27 centsaops 2005 r. N 232-cr.

4. Hacrosimuii craHAapT UACHTUYEH PyKOBOACTBY IO HaJUIeKalledl KIMHUYECKON
npaktuke (Consolidated Guideline for Good Clinical Practice) MexnynapoaHoit koH(pepeHIuu
[0 FapMOHU3ALNK TEXHUYECKUX TpeOOBaHMI K perucrpanu (papmaleBTUYECKUX MPOIYKTOB,
npeIHa3HauYeHHBIX IS puMeHeHus yenoBekoM (International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals for Human Use; ICH).

IIpy mnpuUMEHEHUM HACTOSIIEro CTaHJapTa pPEKOMEHAYETCs HCHOJIb30BaThb BMECTO
CCBIJIOYHBIX MEXKJIYHAPOJHBIX CTAaHIAApTOB COOTBETCTBYIOLIME MM HAllMOHAJIbHBIE CTAHJAPThI
Poccuiickoit denepanuun.

5. BBeneH BriepBbIE.

BBEJIEHUE

Hannexamas xknuauueckas npaktuka (Good Clinical Practice; GCP) npexncrasnsier coboit
MEXyHAPOIHbIM THUYECKUI U HAYYHBIH CTaHAapT IJIAHUPOBAHUS U MIPOBEIEHUS HCCIeI0BaHUN
C YJacTHEM 4YelOBeKa B KauyecTBE CYOBEKTa, a TakXKe JOKYMEHTAJIbHOTO O(GOPMIICHUS U
IPEeJCTaBICHUS PE3YIbTaTOB TAKUX MCCIIETOBAHHH.
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CobmoieHne yKa3aHHOTO CTaHJApTa CIYXKUT AJIs OOIIEeCTBA TapaHTHUEH TOro, YToO IMpasa,
0e30macHOCT, W OyaromoJiyunie CyOBEKTOB HCCIEIOBAHWS 3alllMIICHBI, COTJACYIOTCS C
MPUHLUIAMH, 3aJ0KEHHBIMU  XEJIbCUHKCKOM  JeKiiapanveii BcemMupHOM  MEIUIIMHCKOU
accouuanuu (BMA), u 4To 1aHHbIe KIMHUYECKOTO UCCIIEIOBAHMSI IOCTOBEPHBI.

enpro HACTOSIIEr0 HAIMOHAJIILHOIO CTaHJApTa (J1ajiee - HACTOSIINN CTAaHJApT) SBIISICTCS
YCTaHOBJICHME e€AuHBIX co cTpaHamu EBponeiickoro Coro3za, CoenunenHsiMu lllTaTamu
Amepuku u SnoHueil mpaBuil, 4TO JIOJKHO CIOCOOCTBOBATH B3aUMHOMY NMPU3HAHUIO JAaHHBIX
KIIMHUYECKHUX UCCIIEJOBAaHUM YIIOJTHOMOYEHHBIMH OpraHaMU Ha3BaHHBIX CTPaH.

Hacrosamwuii crannapt unentuueH ICH GCP - PykoBoJcTBy 1o Haanexanieil KIMHUYeCKOon
npaktuke (Guideline for Good Clinical Practice) MexayHapoaHoii KOH(EPEHIIMH I10
rapMOHM3AIMU TEXHUYECKHX TpeOOBaHWA K perucrpanuu (papManeBTHYCCKHX TPOIAYKTOB,
npeaHa3HauYCHHBIX IS npuMeHenus yenmoBekoM (International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals for Human Use; ICH), xotopoe, B
CBOIO ouepelib, pa3paboTaHO ¢ yueTOM JIEHCTBYIOIIMX TpeOOBaHUI HaaJexallel KIMHHYECKON
npaktuku EBponeiickoro Coroza, Coenunennsix llltatoB Amepuxku u fnonHuum, a Takxke
Asctpanuu, Kanane! 1 BcemupHoit opranu3zaiuu 3apaBooxpanenus (BO3).

OBJIACTDB [TPUMEHEHUM A

Hacrosmuii  ctangapt HeEoOXOAuMO COOIOJATh IPH  IPOBEICHUHM  KIMHHUYECKHX
MCCJIEIOBAHMH, TaHHBIE KOTOPHIX 3aIUIAHUPOBAHO MIPEICTABUTH B YIIOJTHOMOUYEHHBIE OPTaHbI.

[IpuHIMIIBI, YCTaHOBJIEHHBIE HACTOSIIUM CTAaHIAPTOM, NPUMEHUMBI TaKXKe€ U K HHBIM
KIIMHUYECKUM HCCIIEOBAaHUSAM, KOTOpPbIE MOTYT OKa3aTh BJIUSHHE Ha O€30MacHOCTh U
OJiarornosy4ne 4enoBeKa, BRICTYMAIOIIETO B KaueCTBE CyOBhEeKTa.

1. TEPMUHBI U OITPEJAEJIEHA

B Hacrosimem craHmapTe NPUMEHSIOTCS CICAYIOIIME TEPMHHBI C COOTBETCTBYIOIIUMH
OTIpE/IeIICHUSIMU:

1.1. aynut (audit): KommuekcHas u He3aBHCHMas IPOBEPKa OTHOCAIINXCS K HCCICAOBAHUIO
NEeSITeTbHOCTH W JOKYMEHTAIlMH, TPOBOAMMAS ISl TOATBEPIKICHHS COOTBETCTBHS OTOU
NeSITEeIbHOCTH, a TaKXke Npouenyp cOopa, aHaiau3a M TMPEACTaBICHUS JTaHHBIX HPOTOKOIY,
CTaHJAPTHBIM ONEPAIMOHHBIM TPOLEAYpPaM CIIOHCOPA, HaJUIeKAlIeH KIMHHYECKOW IPAKTHKE
(GCP) u HOpMaTUBHBIM TPEOOBaAHUSM.

1.2. Onarononyuue cyObekToB wuccienosanus (well-being (of the trial subjects)):
dusnueckoe M IMCUXUYECKOE 3[0pOBbE CYOBEKTOB, YYacTBYIOIIMX B  KIMHMYECKOM
UCCIICIOBAaHHH.

1.3. Opomntopa uccnenoBatens (investigator's brochure): CBogHOE U3T0KEHNUE PE3YIHTATOB
KJIMHAYECKOTO M JIOKIMHUYECKOTO H3YYeHHS HCCIEAYeMOro MPOJYKTa, 3HAYMMBIX IS €ro
UCCIIEIOBAaHMSI Ha YesloBeKe (CM. pa3zienl 7 HaCTOSIILEro CTaHAapTa).

1.4. noroBop (contract): /laTupoBaHHOE W TOJANHUCAHHOE COTJIAIICHHE MEXIY IBYMS WU
Oosee CTOpOHaMM, KOTOPOE YCTAHABJIMBAET JOTOBOPEHHOCTH, KAacCaloOIIUECs paclpeleeHus
o0beMa paboT M 00A3aHHOCTEN MPHU MPOBEICHUH KIMHUYECKOTO MCCIEAOBAHUS, a TAKKe, €Clu
yMECTHO, (UHAHCOBBIX BOMpocoB. (OCHOBOH JOroBOpa MOXKET CIYXHUTb HPOTOKOJI
UCCIICIOBaHMS.

1.5. noxymenTaneHbIi cref (audit trail): JlokymeHTanus, mo3BOJSIONIAs BOCCTAHOBUTD X0/
COOBITHH.

1.6. noxymentanus (documentation): Bce 3amucu B mo6oit popme (BkIodas 3amucu Ha
OYMaXHBIX, OJJIEKTPOHHBIX, MAarHUTHBIX WJIM ONTHYECKAX HOCHUTENSAX, CKaHOTPAMMBI,
PEHTI€HOBCKME CHUMKH, OJJIEKTPOKApAMOTpaMMbl M T.I1.), KOTOpbIE OMNMCHIBAIOT JHOO
PETUCTPUPYIOT METOJbI, OPTaHW3AIMI0 W/WIM Pe3yJIbTaThl KIMHHYECKOTO HWCCIICAOBAHUS, a
TaKXe BIIUIOIINE Ha UCCieloBaHue (PaKTOPBI U MPUHSTHIE MEPHI.
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1.7. 3axmoyenue (mpuMeHuTeNbHO K HezaBucumomMy sTHUeCKOMY KOMUTETY) (opinion (in
relation to Independent Ethics Committee)): 3akmtouenue u/unm pekomenaanuu HeszaBucumoro
ATHYECKOT'0 KOMHTETA.

1.8. 3akonnwii mpexacraButenb (legally acceptable representative): dusmueckoe wim
IOPUINYECKOE JIMIO, WIM HHON CYOBEKT IpaBa, UMEIOIIMH B CWIIy 3aKOHA IPaBO JaBaTh
corjacue Ha y4yacTHe B KJIMHMYECKOM HCCIEAOBAHWU OT MMEHH MOTEHIUANbHOIO CyObeKTa
UCCJIEJOBAHMSL.

1.9. nnentudukanmoHHeli Koa cyobekTa (subject identification code): YHUKaIbHBIN KO,
NPUCBAaUBACMbIl HCCIIEJIOBATENIEM KaXJIOMY CYOBEKTY HCCICIOBaHUA Il OOECTIeYCHHS
KOH(MUICHIIMATBHOCTA €r0 JIMYHBIX JaHHBIX U HCIOJb3YeMbIi BMECTO HMMEHU CYObEKTa B
OTYeTax M0 HeXeNaTeIbHBIM SBJICHHUSIM W/WIH APYTUX JAHHBIX, OTHOCSIIUXCS K UCCIIEIOBAHUIO.

1.10. wmnmuBunyanpHas peructpanronHas kapra; HMPK (Case Report Form; CRF):
JlokymMeHT Ha OyMa)XHOM, JIGKTPOHHOM HJIM ONTHYECKOM HOCHUTEJE, MPEIHA3HAYEHHBIA IS
BHECEHHUS BCEH MPEIyCMOTPEHHON MPOTOKOJIOM U TOJUIeKalle Mmepeaaye CIOHCOPY
UHPOPMALIUHU TI0 KAKIOMY CYOBEKTY UCCIICTOBAHMS.

1.11. uncneknusa (inspection): JleicTBUE YIOJHOMOYEHHBIX OpPraHOB, 3aKIIOYAIONICeCs B
ounManbHON TpPOBEpKE AOKYMEHTAIMH, OOOPYIOBaHHS, WHBIX MAaTEpPHAJOB, WMEIOIINX, II0
MHEHHUIO YIOJIHOMOYEHHBIX OpPraHOB, OTHOIIEHWE K KIMHUYECKOMY HCCIEAOBAaHUIO U
HAXOJALIMXCS B HCCIEIOBATEIHCKOM IIEHTPE, B TOMEIIEHHUSIX CIIOHCOpa W/MIM KOHTPAKTHOMN
WCCJIEIOBATENILCKOM OpraHu3aliy, a TaKXKe HHBIX OpraHMu3alMsIX, UMEIOLUX, [0 MHEHUIO
YIIOJIHOMOYEHHBIX OPTraHOB, OTHOIICHUE K HCCIIEIOBAHUIO.

1.12. undopmupoBanHoe cornacue (informed consent): Ilpomnenypa m0O6poBOIBEHOTO
MOJTBEPKICHUS] CYOBEKTOM CBOETO COTJIachsl HA y4acTHe B KOHKPETHOM HCCIICIOBAHUH ITOCIIE
nonyueHuss uHopmamuu 000 BCEX 3HAYUMBIX JUIS TPUHATHS KM PEIICHUS acleKTax
uccnenoBanus. H(OpMUpOBaHHOE cOrjlace JOKYMEHTHPYETCS TOCPEACTBOM MOJIHCAHUS U
naTupoBaHusi GopMbl UHOOPMHUPOBAHHOTO COTIIACHS.

1.13. uccrmenoBarens (investigator): du3udeckoe JIMIO, HECYI[ee OTBETCTBEHHOCTh 3a
MpOBEJICHNE KIMHUYECKOTO UCCIIE0OBAHUS B HCCIIEI0BATENIbCKOM LIeHTpe. B ciyuae mpoBeneHus
UCCIICIOBAaHUS. B HCCIIEOBATEIIbCKOM IIEHTPE TPYMION JHUI[ wuccienoBareneM (TIaBHBIM
HCCIIeIOBAaTeNIeM) SIBJSIETCSl PYKOBOAWUTENb Tpynmbl. CM. Takke TepMUH 'couccienoBaTenb”
(1.54.).

1.14.  wuccnenoBarenb-koopauHatop  (coordinating  investigator):  MccnemoBatens,
OTBEYAIOIINH 332 KOOPAMHALMIO JEATEIILHOCTH HCCIEOBaTeNIell BCEX HCCIEI0BATEIBCKUX
LIEHTPOB, YYaCTBYIOIIUX B MHOTOLIEHTPOBOM KJIMHUYECKOM HCCIIEJOBAHUY.

1.15. wuccnenoBatens/opranu3amnus (investigator/institution): TepmuH, O3HAYAIOIIHIA:
"uccnenoBaTens W/WIM OpraHu3alus, B 3aBUCUMOCTH OT HOPMAaTHUBHBIX TpeOOBaHMIA .

1.16. wuccnenoBarenbckuil 1eHTp (trial site): @PakThyeckoe MECTO MPOBEICHUS
KJIMHUYECKOTO MCCIIeI0BaHNUS.

1.17. uccnenyemsiii mpoaykt (investigational product): JlekapcTBenHas (opma aKTUBHOTO
BelllecTBa WIM IUIane0o, W3yyaemas WIM HCIONb3yeMas [UIsl KOHTPOJA B KIMHHYECKOM
UCCIIC/IOBAaHUH, B TOM YHCIIE 3apPETHCTPUPOBAHHBINA JIEKAPCTBEHHBIM NMPOIYKT B CiIydYae, €Clu
Croco0 ero MpUMEHEHHs OTJIMYAETCsl OT YTBEPXKAEHHOIO, a TaKXKe MPH €ro UCIOJIb30BaHUU 10
HOBOMY TIOKA3aHHIO WM IS TIOJTYYEHHUsS JOTIOJHHUTEIbHOW WHPOPMALUU TI0 YTBEPKIACHHOMY
MOKa3aHMIO.

1.18. knmuHMueckoe ucnbiTanue/uccienoBanue (clinical trial/study): Jlro6oe uccnenoBanue,
IPOBOJUMOE C YYaCTHEM YelloBeKa B KaueCTBE CyOBEKTa JJIsl BBIABICHUS WM MOJTBEPKIACHUSL
KIMHUYECKUX W/HUiau  (apMakoJorHYeckux JPQPEKTOB HUCCIETyeMbIX MPOAYKTOB HW/WUIU
BBISIBJICHHUSI HEXKENATEeNbHBIX pEaKIHWid Ha WCCIEAyeMble MPOAYKTBI, W/HIM H3YyYEHHUS UX
BCAChIBaHMsI, pacrpe/ielieHns, MeTaboIu3Ma U BBIBEJICHHS C IIEIBI0 OIICHUTh MX 0€30MacHOCTh
u/mim 3 PEeKTUBHOCTS.

Tepmunbl "KIMHHUYECKOE HCHOBITAaHUE" U "KIMHUYECKOE HWCCleA0BaHuE" SBISIOTCA
CUHOHHUMaMH.
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1.19. xoHTpakTHas HccileqoBaTeNbCcKas opraHuzanus (contract research organization;
CRO): ®usnueckoe JHUIO WM OpraHu3aius (KoMmMmepueckas, HayqYHO-HCCIIEeI0BaTeIbCKas WIN
UHast), KOTOpass B paMKax JOroBOpa CO CIIOHCOPOM BBIMOJIHAET OAHY WM Oojiee U3 ero
o0s3aHHOCTEN U (PYHKLUMN, CBS3aHHBIX C IPOBEACHUEM KIIMHUYECKOTO UCCIIEIOBAHUS.

1.20. xonTposib kadectBa (quality control; QC): MeToasl U MepsI, SBISIONINECS YaCThIO
CUCTEMbl 00ECIEeUYeHHs KauecTBa M MCIOJIb3yeMble AJI MIPOBEPKU COOTBETCTBUS BBIMOIHAEMBIX
IPY IPOBEIECHUH UCCIICAOBAHMS MPOLEAYP NPEAbIBISEMbIM TPEOOBAaHHUSM K UX KaYECTBY.

1.21. xoopauHarmoHHbIA KoMuTeT (coordinating committee): Komuter, KOTOPBIA MOXKET
ObITh ~ OpPraHW30BaH CIIOHCOPOM  JUISI ~ KOOPAMHALMM  TPOBEIACHHUS  MHOTOLEHTPOBOTO
KIIMHUYECKOTO UCCIIEIOBAHMUSI.

1.22. xondunenumanpHocTh  (confidentiality): ~ Coxpanenme B TailHE  OT
HEYIOJIHOMOYEHHBIX JUI[ HH(OpMaluu, MpUHAIISKAIEH CHOHCOpY, WM WHGpOpMaIuHy,
MO3BOJISIONIEH HICHTU(DUIUPOBATH CyOBEKTA UCCIICAOBAHMSL.

1.23. MHOTOIIGHTPOBOE KIWHWYECKOe uccieaoBanue (multicentre trial): Knmamdeckoe
UCCIIEIOBaHKUEe, IPOBOUMOE IO €JMHOMY MPOTOKOIY OoJiee YeM B OJHOM HCCIEI0BATEIbCKOM
LEHTpE U, 3HAUUT, OoJiee YeM OJHUM HCCIIeI0OBATEIIEM.

1.24. monutopuHr (monitoring): JlesTenpHOCTh, 3aKJIIOYAIOIIASACS B KOHTPOJIE 32 XOJIOM
KIIMHUYECKOT'0 MCCIIEIOBaHMsI, 00ECIIEYeHUH ero MPOBEACHHsI, cOOpa TaHHBIX M MPEICTaBICHUS
pE3yIaBTATOB B COOTBETCTBHM C IPOTOKOJIOM, CTAHJAAPTHBIMH OIIEPAIMOHHBIMH IPOIEeypaMH,
Hajanexamel kamHnaeckoi npaktukoi (GCP) u HopMaTUBHBIMU TPEOOBAHUSIMH.

1.25. mamnexamas kauHudeckas npaktuka (Good Clinical Practice; GCP): Cranmapr
IUIAHUPOBAHMS, OpraHu3allid, NPOBEICHHS, MOHUTOPUHIA, ayauTa, JAOKYMEHTHPOBAHUS
KJIMHUYECKUX HCCIICIOBAaHUM, a TaKKe aHAJIM3a U MPEICTaBICHUS MX PE3yIbTAaTOB, CIyXKAIIUH
rapaHTueil JOCTOBEPHOCTH U TOYHOCTHU MOTYyYEHHBIX JaHHBIX U MPECTABICHHBIX PE3yIbTaTOB, a
TaKKe OOECIEeYNBAOIINN 3alIUTy TpaB, 3A0POBbS M KOH(PUICHIMAIBHOCTH CYOBEKTOB
HCCJICIOBAHMSI.

1.26. mexemarenpnast peakuus; HP (adverse drug reaction; ADR): OtHocuTensHO
MPEPEruCTPALMOHHOTO KIIMHUYECKOTO MPUMEHEHHSI HOBOTO JIEKAPCTBEHHOTO MPOJIYKTa UITH €TI0
NPUMEHEHHS TI0 HOBBIM TIOKa3aHUSM, OCOOCHHO €CJIM TEpaleBTUYECKHE J03bI TOYHO HE
YCTaHOBJICHBI, - BCE HETaTUBHBIC PEAKIMH, CBSI3aHHBIE C TMPUMEHEHHEM 000 H03bI
JIEKapCTBEHHOI'0 MpoaykTa. TepMuH "CBS3aHHbBIE ¢ NPUMEHEHUEM JIEKAPCTBEHHOIO MpPOAyKTa"
O3HayaeT, YTO CYLIECTBYET XOTs Obl MHMHHUMAJIbHAs BO3MOXKHOCTb HalU4Ms HPUYHMHHO-
CJIEZICTBEHHOW CBSI3U MEXIy JICKAPCTBEHHBIM IPOIYKTOM W HEKENIATeNbHBIM SBICHUEM, T.C.
B3aMMOCBS3b HE UCKIIIOUCHA.

Jlnst  3aperucTpupoOBaHHBIX JIEKAPCTBEHHBIX TPOAYKTOB OSTOT TEPMHH O3HAYaeT BCE
HEraTHUBHBIE PEAKIIMM, CBA3aHHbIE C MPUMEHEHHEM JIEKapCTBEHHOI'O NPOJYKTa B OOBIYHBIX
J103aX, UCTIONB3YeMbIX ISl MPOMWIAKTUKY, JHATHOCTHKH WIM JIeUeHHs 3a00JIeBaHUM, a TaKkxke
JUis u3MeHeHus ¢uznonornueckux ¢yHkuui (cMm. PykoBoactBo ICH "Orenka maHHBIX 1O
KJIIMHUYECKOW 0€30MacCHOCTH: TEPMHUHOJIOTUS U CTaHIAPTHI AKCIIPECC-OTYETHOCTU").

1.27. nexxenarensHoe sinenue; HA (adverse event; AE): Jlto6oe BbIsIBICHHOE y MalMeHTa
WA CyObeKTa KIMHHYECKOTO HWCCIIEJOBAHMS IOCIE TPUMEHEHHUS JIGKAPCTBEHHOTO IMPOAYKTA
HEeOJaronpusITHOE € MEAMLMHCKOW TOYKM 3pEHUs COOBITHE, KOTOPOE MOXET W He HMETh
NPUYHMHHO-CIIEICTBEHHOM CBSI3U C €ro NpuMeHeHneM. TakuM oO0pa3oM, HexXenaTeIbHOe SBICHNE
(H5) moxer mpenctaBisaTh co0oil 000N HEOMArONpUATHBIN CUMITOM (BKIIOYAsi OTKIOHEHHE
1a00paTOPHOTO TIOKA3aTeNisi OT HOPMBI), KajnolOy WM 3a0o0JieBaHHWE, BPEMsi BO3HUKHOBEHUS
KOTOPOrO HE€ HCKIIOYaeT MPUYUHHO-CIEJACTBEHHON CBA3M C MPUMEHEHHEM JIEKapCTBEHHOT'O
(uccieyemMoro) mpoayKTa BHE 3aBUCHMOCTH OT HAJMYWSl WM OTCYTCTBHUSI TaKOW CBS3HM (CM.
pykoBojctBo ICH "Onenka AaHHBIX MO KJIMHUYECKOH O€30MacHOCTH: TEPMHHOJIOTUS U
CTaHapThI IKCIpPecc-0TYeTHOCTH").

1.28. HesaBucumbiit xomuter mo MoHuTopuHry nanueix; HKMJI (Independent Data-
Monitoring Committee; IDMC (Data and Safety Monitoring Board, Monitoring Committee,
Data Monitoring Committee)): He3aBUCHMBIII KOMHUTET, KOTOPBI MOXET ObITH 00pa3oBaH MO



MHHUIIMATHBE CIIOHCOPA I MIEPHOANYECKOTO PACCMOTPEHHS X0/1a KIIMHUYECKOTO UCCIIEI0BaHMS,
JAHHBIX IO O0€30MacCHOCTH W/WJIM OCHOBHBIX TNapaMmeTpoB A(OQPEKTUBHOCTH, a TaKXKe IS
BBIPAOOTKM PEKOMEHJAIMI CIOHCOPY O IEJIecO0OPasHOCTH MPOAOIDKCHUS, TPEKPALICHUS
UCCJICIOBaHMsI MJIM BHECEHUS B HETO U3MEHEHHH.

1.29. HezaBucumsbiii stuueckuii komuter; HOK (Independent Ethics Committee; IEC):
HezaBucuMmelii oprad (3KCIIEPTHBIM COBET MJIM KOMUTET, JIEHCTBYIONTUH HA YPOBHE OpraHU3aIliu,
PETHOHAIBHOM, HAIlMOHAIBHOM WM MEXIYHApOJHOM YPOBHE), COCTOSIIIMN W3 MEIMLIMHCKUX
pabOTHUKOB, a TaKXe JIML, HE HMMEIOIIMX OTHOIIEHHS K MEIUIMHE, KOTOpbIH oOecreuyuBaeT
3alIUTy TpaB, 0E30MAaCHOCTH M OJaromnosy4yusi CyObEKTOB HCCICIOBAHMUS W BBICTYIACT IS
olmiecTBa  rapaHTOM  TakoW  3alllUTbl, B YAacTHOCTU  IYT€M  pPacCMOTPEHMS,
YTBEP)KICHHUS/OA00pEHHsT ~ NPOTOKOJIA  MCCIIEOBAaHUS,  KaHIUIATYp  HCCIenoBaTenei,
UCCIIEIOBATEIbCKUX IIEHTPOB, a TaKXKe MaTepualloB U METOAOB, KOTOpbIE NPEAINOoJIaraercs
UCIIOJIB30BATh JJIS TIOJIyYEHHS] U JJOKYMEHTUPOBAHHS WH()OPMUPOBAHHOTO COTJIAacusi CyObEeKTOB
UCCIICI0BaHMU.

[IpaBoBoii cTaryc, cocTaB, QYHKIMH, AATEIBHOCTh HE3aBUCUMBIX 3THYECKUX KOMHUTETOB,
a TaKKe OTHOCSIUECS K HUM HOPMaTUBHbIE TPEOOBAaHUS MOT'YT pPa3jIM4aThCs B Pa3HbIX CTpaHax,
teM He MeHee, HOK nomxubl pyHKIIMOoHNpOBaTh B cooTBeTcTBUU ¢ GCP.

1.30. He3amHTEepecOBaHHBI cBUieTenb (impartial witness): ®usudeckoe JIHIO,
HETPUYACTHOE K MPOBEICHUIO KIMHUYECKOTO HCCIEIOBaHMS, Ha KOTOpPOE HE MOTYT OKa3aTh
JIaBJICHUE YYAaCTHUKM KJIMHUYECKOI'O MCCIEJOBAHUSA M KOTOpPOE B Cilydae, €ClIU CYObEKT
UCCIICIOBAaHUST WJIM €r0 3aKOHHBIA TPEACTaBUTENIb HE YMEeT WIM HE MOXET 4YHUTarTh,
IPUCYTCTBYET BO BpeMs MOJy4YeHUs UH(POPMHPOBAHHOTO COIJIACHUS, a TAK)XKE 3aYMTHIBAET TEKCT
UH(POPMHUPOBAHHOTO COTJIACHS W JIIOOBIE JPyrue IMpenoCTaBsieMble CyOBEKTY HCCIEIOBaHUS
NUCbMEHHBIE MaTepUaIbl.

1.31. noxnmuuanveckue uccnenoBanus (nonclinical study): buomenumuHckme nccneaoBaHms,
pOBOIUMBIE 0€3 yJacTus 4eloBeKa B KaueCTBE CyOBEeKTa.

1.32. HempenBuieHHas HexenaTelbHas peaknus (unexpected adverse drug reaction):
HexenarenbHast peakuusi, CyIIHOCTb WM TSKECTb KOTOPOH HE COIJIacyeTcsl ¢ H3BECTHOM
uHpopmanuer o  mpoaykre  (Hampumep, ¢ OpomIIOpoM  HWcciemoBarens s
HE3aperucTPUPOBAHHOIO HCCIEAYEMOro IMpOAYKTa WM C JIMCTKOM-BKJIAJIbIIIEM/CBOIHOM
XapaKTEPUCTHKON JIEKAPCTBEHHOTO TPOJYKTa B CIydae 3aperHCTPHPOBAHHOTO MPOAYKTA) (CM.
pykoBojactBo ICH "Onenka AaHHBIX MO KJIMHUYECKOH O€30MacHOCTH: TEPMHHOJIOTUS U
CTaHapThI IKCIpecc-0TYyeTHOCTH").

1.33. HopmaTuBHble TpeOoBaHus (applicable regulatory requirement(s)): Bce 3akoHbl u
MIOJI3aKOHHBIE aKTHI, PEryJMPYIONINE MPOBEACHNE KIMHHUYECKUX HCCIIEIOBAHUHA HCCIETyEeMBIX
HPOIYKTOB.

1.34. o6ecnieuenne kadectna (quality assurance; QA): COBOKYITHOCTh CUCTEMATHYECKUX U
IUIAHOMEPHBIX JIEHCTBUH, KOTOpBIE HMEIOT IIeJIbl0 00eCHEeYnTh COOTBETCTBUE MPOBEICHUS
UCCIIEIOBaHMs, cOOpa, PETHCTpallid W TIPEACTABJICHUS TaHHBIX HaJUIeKalled KIMHHYECKON
npaktuke (GCP) u HOpMaTUBHBIM TPEOOBaHUSM.

1.35. opranmzauus (MeauuuHckas) (institution (medical)): Jlrobast opraHuzauus BHE
3aBHCUMOCTH OT €€ OpraHu3alMOHHO-TpaBoBOM (opMbl MO0 MEIUIMHCKOE, JH00
CTOMATOJIOTUYECKOE MOApa3AeIIeHHe, Te MPOBOIAT KIMHUIECKOE UCCIIEIOBaHHE.

1.36. opurunanbHble MemuimHCKue 3amucu (original medical record): Cm. TepmuH
"nepBuuHas gokymeHrtarus" (1.41.).

1.37. ocHoBHBIe ToOKyMeHTHI (essential documents): JIOKyMeHTBI, KOTOpbIE B COBOKYITHOCTH
WIA TIO0 OTIEIFHOCTH TO3BOJISIIOT OLEHUTH XOJ KJIMHUYECKOTO HCCIIEIOBAHUS M KadecTBO
MOJYYEHHBIX IaHHBIX (CM. pa3zien § HaCTOAIIETO CTaHapTa).

1.38. otueT MmoHuTOpa (monitoring report): IlcbMeHHBIN OTYET MOHUTOpPA CIIOHCOPY MOCTIEe
KaXJOr0 BM3HMTAa B MCCIEIOBATENbCKUNA IEHTP W/MIM KOHTAKTa C MCCIIEOBaTENIIMU B
COOTBETCTBUU CO CTaHJIaPTHBIMU orepanoHHbIMU Tpoueaypamu (COIT) cioncopa.
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1.39. otuer 06 aymaute (audit report): [lucbMeHHOE 3aKIIOYEHHE ayJUTOpa CIOHCOPA O
pe3ynbTaTax ayauTa.

1.40. otyer o KIMHUYECKOM UcTbITaHUU/HUccenoBannu (clinical trial/study report): Otuer
B NUChbMEHHOW  (opme, MPEJICTaBIISIOIIHIA coboi OMHCaHUE  KIMHUYECKOTO
UCTIBITAHUS/UCCIICIOBAaHUS ~ KAKOTO-JIMOO  TEPareBTHYECKOT0, MPO(PHUIAKTUYECKOTO  HIIU
JTUArHOCTHYECKOrO CpEeACTBa C Y4YacTHEM YeJOBeKa B KauecTBE CYObeKTa, OOBbEAMHSIOIIUN
KIIMHUYECKOEC M CTAaTUCTUYECKOE OIMCaHUs, MPEJCTaBICHHE JaHHBIX M WX aHalu3 (CM.
pykoBojcTBo ICH "CtpykTypa 1 cofiep:kaHue OTYETOB O KIIMHUYECKOM HCCIEA0BaHUH").

1.41. nepBuunas gokymeHtamnus (source documents): VIcXomHbIE TOKYMEHTHI, JaHHBIC U
3anucu (Harpumep, UCTOpUn 00sIe3HU, aMOyJIaTOpHbIE KapThl, 1a00paTOPHbIE 3alHCH, 3aMETKH,
JTHEBHUKUA CYOBEKTOB HCCIICOBAHUS, BONPOCHUKH, KYPHAIBI BBIAAYM MEAMKAMEHTOB, 3alUCU
ABTOMATUYECKUX YCTPOWCTB, BEpU(UIHUPOBAHHBIE U 3aBEPEHHBIC KOMHHM WJIM BBIITUCKU,
MUKpOQUIIM, (OTOHETATHBBI, MHUKPOIUICHKH WJIA MAarHUTHbIE HOCHUTEIH, PEHTTEHOBCKUE
CHUMKH, JIOOBIE 3alUCH, OTHOCSIIMECS K MAlUEeHTY, B TOM YHUCJIE XpaHsSIIHecs B amnTeke,
1a00paToOpUsX U OTACICHHUIX HHCTPYMEHTAILHON AMATHOCTUKH, HCTIONB3YEMbIX B KIIMHUYCCKOM
HCCJICIOBAHHH ).

1.42. mnepBuunbie nanHble (source data): Bces wHbOpmanmsa, coaepkamascs B
OPUTHHAIILHBIX MEIUIMHCKUX 3alMCSIX M UX 3aBEPEHHBIX KOIMMUSIX, OMHCHIBAIONIAS PE3YJIbTAThI
KIIMHUYECKUX HAOJIOICHHI, OOCIICIOBAaHUI U IPYTON NEATEIHbHOCTH, ITO3BOJISIONIAs BOCCO3/1aTh
XOJl KJIMHUYECKOTO HCCIENOBaHUS W OLEHUTh ero. llepBuuyHbIe HaHHBIE COJEpKATCS B
MIEPBUYHOM TOKYMEHTAWH (TIOJIMHHUKAX WIIA UX 3aBEPEHHBIX KOTIHSIX).

1.43. monpaBka (x mporokoiny) (amendment (to the protocol)): Cm. Tepmun "mompaBka Kk
nporokoiy" (1.44.).

1.44. monpaBka k mpoTtokony (protocol amendment): OdopmiaeHHOEe B MUCBMEHHOM BUJE
ONMCaHNe N3MEHEHUH WM O(UITHAIEHOE Pa3bsICHEHHE IIPOTOKOIA.

1.45. mpemapat  cpaBHeHus  (comparator  (product)):  Hccnemyemblit  uiam
3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN MPOIYKT (T.e. aKTHBHBI KOHTPOJB) JHOO mamedo,
UCIOJNIb3YEMBIN(0€) KaK KOHTPOIb B KIIMHUYECKOM HCCIIEOBAHUU.

1.46. mpoMeXXyTOUHBI OTYET O KIMHUYECKOM HCIbITaHUU/UccienoBannu (interim clinical
trial/study report): OTueT O HPOMEXKYTOUHBIX pe3ylbTaTaXx M UX OIEHKE, OCHOBAaHHBIM Ha
MIPOBEICHHOM B X0/1€ KJIIMHUYECKOTO MCCIIeIOBAHUS aHATTN3E TaHHBIX.

1.47. mpotokon (protocol): JIokyMeHT, KOTOPBI OMHUCHIBAET €M, AU3AIH, METOJOJIOTHIO,
CTaTUCTHYECKUE aCTEKThl M OPTaHHW3alHI0 HCCIeqoBaHUS. [IOMHMO STOrO MPOTOKOI OOBIYHO
COJICPKUT TOJIyY€HHBIE paHee JaHHble U 0OOCHOBAHUE MCCIIEOBAHMS, OJJTHAKO Ta HHPOPMAITUI
MOKET OBITh TpEACTaBIIEHA W B JIPYrUX JAOKYMEHTaX, Ha KOTOPBIC CCBIIACTCS TMPOTOKOJ
uccienoBanus. [[puMeHHUTENBHO K HACTOAIIEMY CTaHIAPTY TEPMHH "MPOTOKON" MOApPA3ZyMEBAET
KaK caM ITPOTOKOJI UCCIICJIOBAHMSI, TAK U TIOMPABKH K HEMY.

1.48. npsmoit moctyn (direct access): Paspernenue Ha u3yueHue, aHaiau3, MPOBEPKY M
KOMMUPOBaHUE JIIOOBIX 3amuceii W OTYETOB, HEOOXOMUMBIX JUIS OIEHKH KIMHUYECKOTO
uccienoBanus. Jluma, uMeErOIMMe MpPaBO NPSIMOTrO JAOCTyna (HampuMmep, MPeACTaBUTENU
HAI[MOHAJBHBIX WJIM WHOCTPAHHBIX YIOJHOMOYCHHBIX OPTaHOB, MOHHUTOPHI H ayJAUTOPHI
CIIOHCOpA), JIOJDKHBI TMPUHUMATh BCE pa3yMHbIE Mepbl IS COONIOJIGHHWS HOPMATHUBHBIX
TpeOoBaHU o 3allnTe KOH(UIEHIIMATBbHOCTH uH(popMaluuy, MIO3BOJISIOLIEH
uAeHTU(PUIIUPOBATH CYOBEKTOB, M HH(DOpPMAIIHH, TPUHAJISKAIICH CITIOHCOPY.

1.49. pangomu3zanus (randomization): Ilpormecc pacnpenenenuss CyObeKTOB HCCICTIOBAHUS
M0 TPYyMIaM JIeUeHHUs WIH KOHTPOJIS CIYyYaiflHBIM 00pa30M, MO3BOJSIOIMINNA CBECTH K MUHUMYMY
CyOBEKTHUBHOCT.

1.50. ceptudukar ayauta (audit certificate): JIoKyMeHT, COCTaBIEHHBIH ayIUTOPOM B
MOTBEPKICHUE (paKTa MPOBEICHUS ayINTA.

1.51. cepne3noe HexenarenbHoe siBneHue; CHS w/mnu cepbe3Has HexenareabHas
peakuus; CHP (serious adverse event; SAE or serious adverse drug reaction; serious ADR):
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JIroboe HEOIarompusATHOE MEAUIMHCKOE COOBITHE, KOTOpOE BHE 3aBUCHMOCTH OT JIO3BI
JIEKapCTBEHHOT'O MPOAYKTA:

- IPUBEJIO K CMEPTH;

- IPE/ICTaBISIET COOON yrpo3y i KU3HU;

- TpeOyeT roCuTaIN3alUI W €€ TIPOIICHHUS;

- IPUBEJIO K CTOMKOW MM 3HAUUTEIBHON HETPYI0CTIOCOOHOCTH UM MHBAJIUIHOCTH;

W

- IpEe/ICTaBIsIEeT COOON BPOXKIACHHYIO aHOMAJUIO WIIH JeDEKT POKIACHUS

(cm. pykoBoactBo ICH "Omenka TaHHBIX TIO KIMHUYECKOW OE30MaCHOCTH: TEPMHUHOIOTHUS
U CTaHJIapThl KCIPECC-OTYETHOCTH ).

1.52. cnenoit meron/mackupoBka (blinding/masking): Metoxa, npu npuMeHEHUH KOTOPOTO
OJIHOI WJIM HECKOJIbKMM YYacTBYIOIIMM B KIIMHUYECKOM MCCJIEIOBAaHUU CTOPOHAM HEU3BECTHO,
KaKoe JIeYeHHe Ha3HauYeHO CyOBEeKTy HuccienoBanus. [IpocToii cienoi MeTos nmpenycMaTpruBaeT
HEOCBEJIOMJIEHHOCTh O Ha3HAYEHHOM UM BHU/JIE J€UeHUs! CyOBEKTOB HCCIIEIOBAaHUS, B TO BpeMs
KaK JBOMHOW CIIETION METON TOJpa3yMeBaeT HEOCBEIOMIIEHHOCTh CYOBEKTOB HCCIICIOBAHUS,
UCclIeIoBaTeNeii, MOHUTOPOB U, B HEKOTOPBIX CIy4asiX, JIUL, BBHIIOJIHSIOIUX CTATUCTUYECKYIO
00pabOTKy JTaHHBIX.

1.53. coOmropenune TpeOoBaHUY (MPUMEHUTENBHO K KIMHUYECKHM HCCIIEIOBAHUSIM)
(compliance (in relation to trials)): CienoBaHme BCEM CBS3aHHBIM C KIMHUYCCKHM
uccleIoBaHNEeM TpeOoBaHUsAM, Haanexamed kiuHudeckod npaktuke (GCP) U HOpMAaTHBHBIM
TpeOOBaHUAM.

1.54. couccnenoBatens (subinvestigator): JIx00o0il 4ieH Mccnea0BaTENbCKOTO KOJIJICKTHBA,
Ha3HAYEHHBIN UCCIIEIOBATEIEM U OCYIIECTBISIIOIINI TI0J] €r0 KOHTPOJIEM 3HaYHMBbIE MPOLEAYPHI
KIIMHUYECKOT'O HCCIIEIOBaHMUS B HCCIEAOBATEIbCKOM LIEHTpE (HAlpUMep, UHTEPH, OPIUHATOP,
HaYYHbIH coTpyaHuK). CM. Takke TepmuH "uccrnenosarens” (1.13.).

1.55. cnoncop (sponsor): @uszuueckoe WIM OPUAUYECKOE JHUIO, SBISIOLIEECS
MHHUIIMATOPOM KIMHUYECKOTO MCCIIEOBAHUS M HECYIIEe OTBETCTBEHHOCTH 32 €r0 OPraHU3aIUI0
u/un (GUHAHCHPOBAHHUE.

1.56. ciorcop-uccienoBatelns (sponsor-investigator): JIMo, KOTOpoe caMOCTOSTEIIEHO HIIN
COBMECTHO C JPYTUMH JIMLIAMUA WHUIUUPYET U MPOBOIUT KIMHUYECKOE HCCIEIOBAHUE W IO
HETIOCPEJCTBEHHBIM PYKOBOJCTBOM KOTOPOTO HCCIEIYyEeMBIH MPOAYKT JIMOO Ha3HAYaIOT, JTIMOO
BBIJJAIOT CyOBEKTYy HCcleloBaHMs, JuO0 mocienHuil npuHumaer ero. CnoHcopoM-
UCCIIeIoBaTeNIeM MOXEeT ObITh  TONBbKO (u3mueckoe Jsmio. OOsS3aHHOCTH CIIOHCOpa-
HCCIIeIOBATENs BKIIOYAIOT B ce0s1 003aHHOCTH KaK CIIOHCOPA, TaK U UCCIIe0BATEIs.

1.57. cranpaptaeie omeparmonHsie mpouenypsl; COII (standard operating procedures;
SOPs): TlogpoOHble TNHChMEHHBIE HWHCTPYKIUH, MpeIHa3HAYCHHbIE ISl  JOCTHIKCHHUS
€IMHO00pa3us PU OCYIIECTBICHNUH OIPEICIIEHHON IeATEIIbHOCTH.

1.58. cybOwbekt/cyObekT wuccrnenoBanus (subject/trial subject): ®usmueckoe nwIIO,
y4acTBYIOIIEE B KIMHMYECKOM HCCIICIOBAaHUH B COCTaBE TPYIIIBI, MOJyYarOMIeH HUCCIIEAYeMbIi
MPOIYKT, TMOO0 B COCTaBE KOHTPOIBHOU TPYTIIIHL.

1.59. ynmonnomoueHHbie opranbl (regulatory authorities): Opranbl, o0nagarone TpaBom
OCYIIECTBIISATh perynupytonie GpyHkuuu. [[puMeHUTeNbHO K HACTOSIIEMY CTaHIApTy TEPMUH
"YyIIOJTHOMOYEHHBIE OpraHbl" BKJIIOYAET B ce0s MHCTAHIIMHU, YIOJTHOMOYEHHBIE pacCMaTpUBAThH
MPEIOCTaBIIEHHBIE UM KIMHUYECKHE JaHHbBIE, a TaKXKe MPOBOAUTH uHcnekuuu (cMm. 1.11.). Otu
OpTaHbl TAK)KE HHOT/Ia HA3bIBAIOT KOMIICTCHTHBIMH OpTaHaMH.

1.60. yrBepxneHue (MPUMEHHUTEIBHO K DKCIIEPTHOMY COBETY opranu3saiuu) (approval (in
relation to Institutional Review Boards)): [Ipunsaroe OxcnepTasiM coBeToM opraruzanuu (ICO)
3aKJTI0YEHUE, TOATBEpkKAaoIIee (PakT MPoBeIeHUs IKCIEPTU3HI KIMHUYECKOTO UCCICTOBAHMS U
SIBIISTIONIEECS] pa3pelieHHeM Ha ero IMPOBEACHWE B JaHHOW OpPraHW3allid B COOTBETCTBHH C
uHCTpyKImsaMd DCO, HOPMATUBHBIMH JOKYMEHTAMH MEIUIIMHCKON OpraHu3alliu, a TaKkKe
Hajanexanen kamHudeckoi npaktukoi (GCP) u HopMaTUBHBIMU TPEOOBAHUSIMH.
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1.61. ysa3BuMble cyOBekThl uccienoBanus (vulnerable subjects): Jluia, Ha ube KemaHue
y4acTBOBaTh B KIIMHUYECKOM HCCIICIOBAHUU MOXKET OKa3aTh YPE3MEPHOE BIHMSHUE OXHIIAHHE
(060CcHOBaHHOE MJIM HEOOOCHOBAHHOE) TE€X WJIM WHBIX MPEUMYIIECTB, CBSI3aHHBIX C y4aCTHEM B
UCCIIC/IOBAaHUH, WJIM CAHKIIUH BBIIICCTOSIIIUX B MEPAPXUU JIMII B CIy4ae OTKasza OT ydacTus. B
KaueCTBE MPUMEPA WICHOB UEPAPXUUECKUX CTPYKTYP MOTYT OBITh Ha3BaHBI YUAIIUECS BBICIIUX U
CPEIHHMX MEJMIMHCKUX, (apMaleBTHUYECKUX M CTOMATOJIOTMYECKHX Y4YCOHBIX 3aBEICHHIH,
MJIQJIIIAA TIEpCOHANl KIWHUK W Jaboparopwii, ciyxamue (papManeBTUYECKUX KOMITaHUH,
BOCHHOCITYXAIUEe W 3aKitoueHHble. K ysS3BUMBIM CyOBEKTaM HCCIICIOBAHUS TAK)KE OTHOCSTCS
OOJbHBIC, CTPAJAIOIINE HEU3ICYUMBIMHU 3a00JCBAaHMSIMHE, JIHMIA, HAXOISIIUECS B JOMax II0
yXOlly, HHIIME ¥ Oe3paboTHBIC, IAlMEHTHI, HAXOIIIMECS B HEOTJIOKHOM COCTOSHHH,
NPEICTABUTEIA  HANMOHAIBHBIX ~ MCHBIIMHCTB,  OC3JOMHBIC, KOUEBHUKH,  OCKCHIIBI,
HECOBEPIICHHOJICTHHUE U JIUIIA, HAXOSIIUECS MO/ OTIEKOH HITU TMONICUYUTEIILCTBOM, a TAKXKE JIUIIA,
HECIIOCOOHBIE J1aTh COIJIacue.

1.62. DOxkcneprthbiii coBer opranm3anuu; OCO (Institutional Review Board; IRB):
He3aBucumplii opraH, COCTOSIIHMIA W3 JUI, pa0OTAIONIMX B OOJACTH MEIUIIMHBI, B TOM YHUCIIC
HAYYHOH, a TaKkKe HE OTHOCSAIIMXCS K MEIUIUHE CIEIHaIbHOCTEeH, KOTOPBIA OOeCreunBacT
3alUTy TpaB, OE30MAaCHOCTH U OJaromnoiay4yusi CyObEeKTOB HCCIEIOBAaHUSA W TPEIOCTABISET
OOIIECTBEHHYI0 TapaHTHUIO TaKOW 3allUThl, B TOM YHCJIE€ IyTeM PacCMOTPEHUS,
YTBEPXKACHHSI/0JOOPEHISI TIPOTOKOJIA UCCICAOBAHUS U IMTONPABOK K HEMY, a TAaKXKE MAaTCPUAIIOB U
METO/IOB, KOTOpBIC IPEAINOJIAraeTCsl HCIOJIb30BaTh ISl TMOJYYCHHS W JTOKYMEHTHPOBaHUS
WH(OPMHUPOBAHHOTO COTIIACHS CYOBEKTOB MCCIIETOBAHUS.

2. IPMHLIUIIBI HAJUTEXKAIIEN KIIMHUYECKOM TTIPAKTUKHY (GCP)

2.1. KniuHuueckne HCClieOBaHUS JIOJDKHBI ITPOBOJIUTHCS B COOTBETCTBUU C ATUUYCCKUMHU
MIPUHIIMIIAMHU, 3aJI0)KEHHBIMH XeJNbCUHKCKOM nekiapanueii BMA u otpaxenusiMu B GCP u
HOPMATHBHBIX TPEOOBAHMSIX.

2.2. Jlo Hauama wucclelOBaHUS JOJDKHA OBITh MPOBEAEHA OLEHKA COOTHOIICHUS
MPOTHO3UPYEMOTO PUCKA U HEYTOOCTB C 0KHIAEMOU TMOJIB30M ISl CyObEKTa MCCIEIOBAHUS U
oOmiectBa. MccrnenoBanue MoOXKeT ObITh HAuaTO U IMPOJOJDKEHO TOJIBKO B TOM cliydae, eCiH
O’KHJ1aeMasl T0JIb3a OMPaBbIBACT PUCK.

2.3. [TIlpaBa, Oe3zomacHOCT, M Onaromonydywe CyObEKTa HCCIEAOBAHUS HUMEIOT
MEePBOCTENICHHOE 3HAYCHHUE U JIOJDKHBI TPEBATUPOBATh HAJl MHTEPECAaMU HAyKH U OOIIECTBA.

2.4. Undopmanus (IOKIMHUYECKAsS U KIMHUYECKas) 00 MccleayeMOM MPOAYKTE JTOJDKHA
OBITH TOCTATOYHOM /11 0OOCHOBAaHMSI MPEIOIAraeMOT0 KIIMHUYECKOT0 UCCIIEIOBaHUSI.

2.5. Knuauueckue uccie1oBaHus JOJKHBI OTBeYaTh HAYYHBIM TPEOOBAHUSM U OBITH YETKO
Y TIOIPOOHO OMHUCAHBI B POTOKOJIE.

2.6. KimuHnueckoe UCCleloBaHuEe JOJKHO MPOBOAUTHCS B COOTBETCTBUHU C IPOTOKOJIOM,
YTBEPKJICHHBIM/0JJOOpEHHBIM ~ DKCIepTHbIM  coBeToM opranm3anuu  (DCO)/HezaBucumbim
studeckuM komuteTroM (HOK).

2.7. OTBETCTBEHHOCTh 32 OKa3bIBAEMYIO CYOBEKTY MEIUIIMHCKYIO MOMOIIb W TPUHSTHE
pEIIeHNIT MEAUIIMHCKOTO XapaKTepa HECET Bpay.

2.8. Bce mpuBiekaeMble K TIPOBEACHHUIO HCCIEIOBAHUS JIMIA JOJDKHBI HMETh
COOTBETCTBYIOIIME 00pa3oBaHUe, MOJATOTOBKY M OMBIT JUIS BBIOJHEHHUS BO3JIOKEHHBIX HAa HUX
3a/ay.

2.9. JlobpoBonbHOE HH(DOPMHPOBAHHOE COTJIACHE JOJHKHO OBITh TMOIYYEHO Y KaXJIOTO
CcyOBeKTa JI0 €ro BKIIFOYCHHS B UCCIICIOBAHHE.

2.10. Bcroo moONy4eHHYI0 B KIMHMYECKOM HCCIENOBAaHUU HHPOPMAIMIO HEOOXOAUMO
PETHCTPUPOBATH, MEPEaBaTh U XPAHUTH TAKUM 00pa30M, 4TOOBI OBLITHM 00ECTICUEHBI TOUHOCTD H
MPABUJILHOCTH €€ MPEICTABICHUS, MHTEPIPETAIIMH U BEPUPHUKAIUH.



2.11. KoH}uaeHIIMATBHOCTh 3aluced, MO3BOJSIONUX HACHTU(DUIIUPOBATE CYyOBEKTOB
UCCIIEIOBaHMS, TOJDKHA OBITH oOecrieueHa ¢ COOMIOACHNEM MTPaBa Ha YaCTHYIO KU3Hb U 3aIUTY
KOH(UICHIIMATLHOCTHA B COOTBETCTBUU C HOPMATUBHBIMU TPEOOBAHUSIMH.

2.12. TIpou3BOJICTBO U XpaHEHUE UCCIEAYEMBIX MPOAYKTOB, a TaKXKe OOpalieHHe ¢ HUMH
HEOOXOUMO OCYIICCTBIISATh B COOTBETCTBUHU C MpPaBWJIAMU Ha/JICKAIIEH MPOM3BOJACTBEHHOMN
npaktuku (good manufacturing practice; GMP). Hccnemyemble TPOAYKTHI  JTOKHBI
MPUMEHSTHCS B COOTBETCTBUU C YTBEPKICHHBIM ITPOTOKOJIOM.

2.13. ns oOecrieueHHsl KadecTBa KaXKIOTO acIleKTa WCCICIOBAaHHS JIOJKHBI OBITh
BHEJIPEHBI COOTBETCTBYIONINE CHCTEMBI U OTICPAIIMOHHBIC TPOIICTYPHI.

3. DKCIIEPTHBII1 COBET OPT AHM3ALTMN/HE3ABUCUMBIIA
STUYECKHNU KOMUTET (OCO/H3K)

3.1. OGs3aHHOCTH.

3.1.1. DxkcnepTHbId coBeT opranu3anuu/He3aBUCHMBIN STUYECKUN KOMHTET TpH3BaH
3alUIIAaTh MpaBa, O0€30MacCHOCT, U OJaromojyyue BceX CYOBEKTOB HCCIEIOBaHUS.
HVccienoBaHusIM ¢ y9aCcTHEM YS3BUMBIX CYOBEKTOB JIOJKHO OBITH yJIEICHO 0c000e BHUMAaHUE.

3.1.2. 3CO/H3K nomxeH MoIyduTh CIEAYIOIMNUE JOKYMEHTHI:

- IPOTOKOJI UCCIICAOBAHMS/TIONPABKH;

- TMUChbMEHHYI0 (opMy HH(DOPMHUPOBAHHOTO COIJIACHSA M €€ MOCIEAYIOIINe pPeaaKiuu,
npeiaraeMbie UCCIeI0BaTeIeM ISl HCIIOJIb30BaHMsI B MCCIICIOBAHNH;

- ONHWCaHHWE [EWUCTBUN, HAIPABJICHHBIX Ha MpPHUBJICYEHHE CYOBEKTOB K YYacTHIO B
UCCIJIEIOBaHUM (HalIpUMeEp, peKIaMHble OOBSABICHMUS);

- MUCbMEHHBIE MaTepHalibl, KOTOPBIE OYIYT MPEIOCTABICHBI CYOBEKTaM;

- OpomIropy McCiIea0BaTes;

- U3BECTHYIO HH(OPMAILINIO, KaCAIOIIYIOCs 0€30MaCHOCTH;

- “H(GOPMAIIHIO O BBITUIATAX M KOMICHCALUAX CyOBEKTaM HCCIIeIOBAHMUS;

- TEKYILYIO BepCUI0 Hay4yHOU Ouorpaduu uccnenosarens (curriculum vitae) u/unu apyrue
MaTepHalbl, TOATBEPKIAIOIINE eT0 KBATU(PHUKAIIHIO;

- moOble Ipyrue JOKYMEHThI, KoTopbie MOTYT noTpeboBathcss DCO/HIK nnst BeImomHeHUS
€ro o0s3aHHOCTEM.

OCO/HOK nomxkeH paccMOTpeTb BONPOC O MPOBEICHHM MPEAIaraeMoro KIMHHUYECKOTO
UCCIIC/IOBAaHUSI B pa3yMHBIE CPOKM M JIOKYMEHTaJIbHO O(OPMUTH CBOE MHEHHE, YETKO
UJACHTUQUIMPYS HCCIEIOBAaHUE, PACCMOTPEHHbIE JOKYMEHTbl W JaThl TpU BBIHECEHUU
CIEAYIOIIUX PEUICHUN:

- YTBEPKICHMSI/0100pEeHMS;

- TpeOoBaHMSI O  BHECEHHMH  HM3MCHEHHH, HEOOXOIUMBIX ISl  TOJYYCHHUS
YTBEPXKICHHsI/0100peH s,

- OTPULIATEIBHOIO 3aKJIIOYEHUS/HE0100pEeHUS;

- OTMEHBI/TIPUOCTAHOBIICHUS IaHHBIX paHee YTBEPKACHU/0100peHusl.

3.1.3. DCO/HOK nomxkeH OLEHUTh COOTBETCTBHME KBAIM(DUKALUKU HCCIEIOBATEIS
IpeJlaraéMoMy HCCJIEeIOBaHUI0O Ha OCHOBaHMM €ro HaydHoil Oumorpaduum (curriculum vitae)
W/WIM IpYTOM COOTBETCTBYIOIIEH TOKyMeHTaluH, 3anpouenHoin DCO/HIK.

3.1.4. DCO/HDK nomkeH paccMmarpuBaTh Kaxao€ TEKYIIee HCCIEIOBaHHE C
NEPUOIMIHOCTHIO, aJICKBATHOW PUCKY JUISI CYOBEKTOB MCCIIEIOBAHUS, HO HE PEeKe OJTHOTO pa3a B
roJ.

3.1.5. DCO/H3K wmoxer mnorpeboBaTh, 4YTOOBI CyOBEKTaM HCCIEIOBAaHUS IOMHMO
uHpopmanuu, ykazaHHod B 4.8.10., Obuin mpenocTaBiIeHbl JOMOJHUTEIbHBIE CBEICHUS 00
uccienoBanuu, eciu, no MHeHuto ODCO/HOK, sra umHbopMaius mNO3BOJUT CYIIECTBEHHO
MOBBICUTB CTETIEHb 3aIIUTHI IPaB, 0€30MaCHOCTH W/UITH OJ1aronoily4dus CyObeKTOB.

3.1.6. Ecnu cornacue Ha ydacTtue CyObEKTa B MCCIICIOBAHWHU, HE CBSI3aHHOM C JICUCHHEM,
JaeT ero 3aKOHHBIN mpeacraButens (cM. 4.8.12. u 4.8.14.), 3CO/HOK nomxeH yOeauThCs, 4TO
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IPEOCTaBICHHBIN MPOTOKOJI W/WIK ApYyras JOKYMEHTAIUsI COOTBETCTBYIOT 3THUYECKUM HOpMam
¥ HOPMATUBHBIM TPEOOBAHUSM ISl TAKUX UCCIICJOBAHUM.

3.1.7. Ecin mpoTOKOJI IpeaycMaTprBaeT HEBO3MOKHOCTD MTOJTyYSHHUS COTJIACUS HAa y4acTHe
B HCCJEIOBaHMHM y CyOBEKTa WJIM €ro 3akoHHoro mpencrtaBurens (cm. 4.8.15.) mo momeHTa
BKIIIOUEHUs1 cyObekTa B uccienoanue, DCO/HOK nomkeH yOemuThCs, YTO MPEIOCTaBICHHBIN
MPOTOKOJI W/WIK Apyras AOKYMEHTAIMs COOTBETCTBYIOT 3TUYECKMM HOpPMaMm U HOPMAaTHBHBIM
TpeOOBaHUAM JJIsl TAKUX UCCIIEI0BAaHUH (HAallpUMep, IPU HEOTIIOKHBIX COCTOSTHUSX ).

3.1.8. DCO/HOK paccmarpuBaer pa3Mep M MOPSAOK BBIILIAT CYOBEKTY HCCIIEIOBaHMUS,
4T00BI YOEIUTHCSI B OTCYTCTBHM HEOOOCHOBAaHHOW 3aWHTEPECOBAHHOCTH WM HPUHYXKICHUSI
cyOBEeKTOB ucciieoBaHus. Pa3Mep BbIIAT CyObEKTaM JOJKEH ObITh 3apaHee OIpeleieH U He
JIOJIKEH LIETTMKOM 3aBUCETh OT TOT'O, 3aBEPILNI CYObEKT UCCIIEI0BAHUE ITOJTHOCTHIO MIIH HET.

3.1.9. DCO/HOK pomxeH yOemuTbcsi B TOM, 4TO HHGOpPMAIMs, Kacaromascs BBIILIAT
CcyObeKTaM HCCIeIOBaHMs, BKJIIOYas METOJAbl, CyMMbl M TpauK BBIIUIAT, OTPaKEHa B
nucbMeHHOU (hopme HHGOPMUPOBAHHOTO COTacus U JIr000# Apyroil nmucbMeHHOM nHpopmanuu,
MPEIOCTaBIsIEMON CcyObekTaM. J{oMKHO OBITH yKa3aHO, KakkuM o0pa3oM OyJeT ompeaencH
pa3Mep BbIILIAT.

3.2. CocraB, GyHKIUHU U TOPSIOK PAOOTHI.

3.2.1. 3CO/HOK nomkeH uMeTh B CBOEM COCTaBE JOCTATOYHOE YMCIO JIHI], CyMMapHO
o0agaroImux HeOOXOJMMBIM ONIBITOM U KBaJTH(HUKAIMEH ISl OLIEHKW HaYYHBIX, MEIUITUHCKUX U
STUYECKHX acCleKTOB MpeJaraeMoro wuccienoBanusa. Pekomenayercs, uroosl B DCO/HDOK
BXOJIUJIH:

a) HEe MEHee IISITH YICHOB;

0) Kak MUHIMYM OJIMH YWICH, YbH MHTEPECHI JIEKAT BHE Cephl HAYKH;

B) KaK MUHUMYM OJIMH 4IEH, KOTOPBII HE 3aBUCUT OT OpraHU3allMu/UCCIIeIOBATEIHCKOTO
LEHTpA.

l'onocoBaTh/BeIpakaTb MHEHHE IO HUCCIEJOBAHHIO HMEIOT IPaBO TOJIBKO TE UJICHBI
OCO/HDK, koTopsie HE 3aBHCAT OT HCCIENOBATENsI W CIHOHCOpa JAHHOTO HCCIIECIOBAHUS.
OCO/HIK nmomxkeH BECTH CIIUCOK CBOMX YJICHOB C yKa3aHUEM MX KBaJIU(DUKAIIIH.

3.2.2. 3CO/HBK nomkeH OCYIIECTBISThH ACSITCIBHOCTh B COOTBETCTBUH C MHCHMCHHBIMU
npolLeaypaMu, JOKYMEHTHPOBaTh CBOKO paboOTy, BECTH MPOTOKOJIBI 3aceJaHuil, a TaKkKe
coomonars GCP 1 HOpMaTHBHBIE TPEOOBAHUS.

3.2.3. ODCO/HOK mnpuHuMaeT peuieHHs Ha OOBSABICHHBIX 3aceJaHHAX NpU HATUYHH
KBOPYMa, YCTaHOBJIEHHOTO €T0 MUCbMEHHBIMU MPOLIETypaMH.

3.2.4. IlpaBo rosocoBaTh/BBICKA3bIBaTh CBOE MHEHHUE W/WJIM PEKOMEHAIUU UMEIOT TOJIBKO
te uineHsl DCO/HIOK, koTopble y4acTBYIOT B pACCMOTPEHUHU JOKYMEHTAIIMH U 00CYK/IEHUU.

3.2.5. MHccnenoBarenb MOXET MpPeNOCTaBIATh HMH(MOPMAIMIO IO JIOOBIM acleKTaM
MCCJIEIOBaHMSI, HO HE MOXET y4acTBOBATh B MPEHMSIX WM B IOJIOCOBAHUHU/BBIPAOOTKE MHEHUS
3CO/HBK.

3.2.6. 3CO/HOK moxeTr obpamaThCs 3a MOMOIIBIO K JKCIEpPTaMm, HE SBISIOMIUMCS €ro
YJIEHAMHU.

3.3. Ilpouenypsl.

OCO/HOK nomxeH pa3paboraTh, AOKYMEHTAJIbHO O(QOPMUTH M COOJMIOJATh CBOU
IPOLEAYPHI, ONPEAETSIOLIE:

3.3.1. Ero cocrtaB ((pamuiuu v KBaIM(PUKALKIO YWICHOB) U YUYPEIUBIINI €ro OpraH.

3.3.2. llopsanok Ha3Ha4yeHUs 3acCelaHMil, OINOBEIIEHHsS €ro YWICHOB O NPEACTOSLINX
3acelaHusX, a TAKXKE OPraHU3aLNIO 3aCEeIaHu M.

3.3.3. Ilopsaok MNEpBUYHOIO W MOCIEIYIOUIETO PACCMOTPEHHs JOKYMEHTAluu IO
HCCIIEJOBAHMUIO.

3.3.4. IlepuognYHOCTH MOCIEAYIOUIETO0 PACCMOTPEHUS TOKYMEHTAIIUH 110 UCCIIEIOBAHUIO.

3.3.5. Tlopsiiok, COrJIacCHO HOPMAaTHBHBIM TpPeOOBAaHUSM, YCKOPEHHOI'O PacCMOTPEHHsS U
YTBEPKACHUS/ONOOpEHUs] ~ HE3HAUMUTEIbHBIX  M3MEHEHMM  JJI  HMCCIeJOBaHUN,  paHee
YTBEP)KICHHBIX/0J00PEHHBIX UM XKe€.
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3.3.6. HemonycTuMOCTh BKJIIOYCHHSI CYOBEKTOB B HMccienoBanue a0 toro, kak 2CO/HIK
BBIIACT MMCHbMEHHOE YTBEPK/IeHNE/0100peHNe Ha TPOBEICHUE UCCIEA0OBAHMUS.

3.3.7. HenomycTHMOCTh OTKJIOHEHHH OT TPOTOKOJA WM €ro H3MEHeHW Oe3
MIPEABAPHUTEIILHOTO YTBEPXKACHUSI/0100peHust cooTBeTcTBYOmuMX nomnpaBok DCO/HDK, kpome
TEeX CiIy4aeB, KoOrga HEOOXOAMMO YCTPAaHHTh HEMOCPEACTBEHHYIO YIpo3y CyObeKkTam
WCCJICIOBAHMSI WJIM KOT/Ia U3MEHEHHUS KacaroTCsl TOJNbKO aIMUHUCTPATUBHBIX MM TEXHUYECKHUX
ACTICKTOB HCCJIENOBaHUS (HAlpUMep, 3aMEHa MOHHMTOpPA, M3MEHEHHE HoMmepa TenedoHa) (cMm.
45.2.).

3.3.8. O0s13aHHOCTB UCClieAoBaTENs He3aMeuTeNnsHo coodmars DCO/HOK:

a) 00 OTKJIOHEHMSIX OT MPOTOKOJA WJIM W3MEHEHHUSAX MPOTOKOJA, MPOU3BEIACHHBIX IS
yCTpaHEHUs HETTOCPEICTBEHHOM YIpo3bl cyObekTam uccienoBanus (eMm. 3.3.7., 4.5.2., 4.5.4));

0) 00 M3MEHEHUSX, YBEIIMUNBAIOITUX PUCK ISl CYOBEKTOB M/WIJIH CYIIECTBEHHO BIIMSIFOIITUX
Ha rpoBejicHue uccaenoBanus (cm. 4.10.2.);

B) 000 BCceX HEXKeNaTeNIbHBIX PEeaKlUiX, KOTOPbIE SABISIOTCS OJJHOBPEMEHHO CEPhE3HBIMHU U
HENPEIBUICHHBIMU;

I) O HOBBIX JaHHBIX, KOTOPbIE€ MOT'YT CBHJIETEIHCTBOBATH O BO3PACTAaHUU PHUCKA JUIS
CyOBEKTOB HJIM HEOJIATOMPHUSITHO TIOBIUSATEH HA XOJ UCCIICIOBAHMSI.

3.3.9. Oo0s3aunocts DOCO/HOK mHeszamemIuTeNIbHO B HOUCBMEHHOM BHIE COOOLIATH
HCCIICIOBATEIIIO/OpraHN3alliuu:

a) O CBOUX PEUICHUIX/3aKTI0YCHUSIX, KACAIOIINXCS UCCIIEAOBAHNUS;

0) 0 IpUYMHAX IPUHATHUS PEIICHUI/3aKIF0UCHUI;

B) O MOPSJIKE 00’KAIOBAHUS €T0 PEIICHUI/3aKITI0OUEHUH.

3.4. JlokymMeHTa1us.

OCO/HOK nomxkeH XpaHUTh BCE MOKYMEHTHI (HAalpUMEp, CBOM MPOLEAYpPHI, CIHCKHU
WIEHOB C YKa3aHUEM pOJa JESATEIbHOCTH U MecTa paboThl, MPEACTABIEHHBIE HA PACCMOTPEHUE
JOKYMEHTBI, MPOTOKOJIBI 3aceJaHuii M TMEpPEenucKy) B TEYCHHE MHUHHUMYM TpeX JIeT Mocie
3aBEPUICHUS WCCIICOBAHHS W TIPEJOCTaBIATh MX II0 3alPOCY YIIOJTHOMOYEHHBIX OpPTaHOB.
HccnenoBaTeny, CIOHCOpP, YINOJIHOMOYEHHbIE opranbsl Moryt 3ampammuBarh y DCO/HOK ero
MPOLEAYPHI U CIIUCKH YJICHOB.

4. UCCJIEJOBATEJIb

4.1. KBanudukanus u o0s13aTenbCTBa CCIIEI0BATENS.

4.1.1. UccnenoBarenb A0JKEH MMeTh 0oOpa3oBaHHUE, NMPO(ecCHOHANbHYI MOJITOTOBKY U
OTIBIT, TIO3BOJISIONIME €My TPUHATh Ha ceOs OTBETCTBEHHOCTh 3a HaJIe)Kallee MpOBEICHUE
KJIMHUYECKOro uccienoBaHus. Kpamudukanus wuccienoBaTens JOKHA COOTBETCTBOBATh
HOPMATHBHBIM TpeOOBaHUSIM U OBITH MOJATBEP)KIECHA €ro HayuHoW Oumorpadwueit (curriculum
vitae) u/uiM ApYruMU JOKYMEHTaMH, KOTOpbIe MOT'YT ObITh 3ampolieHsl cnoHcopom, DCO/HOK
W/WIIN YIIOTHOMOYEHHBIMH OpTaHaMHU.

4.1.2. UccnenoBatelnb AOJDKEH JETAIbHO 3HATh, KaK MPUMEHSTh UCCIIEAYEMbIH NMPOJIYKT B
COOTBETCTBUU C IPOTOKOJIOM, TEKYIIEH peaakiueil Opoiopsl ucciaenoBartens, nHdopManuen o
IPOAYKTE U APYTUMH UCTOYHHUKAMH, PEIOCTABIISIEMBIMHU CIIOHCOPOM.

4.1.3. UccnenoBarens noikeH 3HaTh U cobmonate GCP u HopmaTHBHBIE TpeOOBaHMS.

4.1.4. ViccnenoBarenb/opraHu3anys He JOJDKHBI IPENSATCTBOBATh MOHUTOPUHTY U ayAUTY
CO CTOPOHBI CIIOHCOPA, @ TAK)KE HHCIEKITUSAM YIIOJTHOMOYECHHBIX OPTaHOB.

4.1.5. UccnenoBaTenb MOMKEH BECTH CIHCOK O0JIATA0NINX HE0OX0IMMOM KBaTupuKauein
JWI, KOTOPBIE TI0 €ro TOPYYECHHUIO OCYIIECTBIIIIOT ONPEACICHHYIO NEATENIbHOCTh B PaMKax
UCCIIEIOBaHMUA.

4.2. COOTBETCTBYIOIIIE PECYPCHI.

4.2.1. HccnenoBarenb OODKEH OBITH CIIOCOOEH NPOJAEMOHCTPUPOBATH (HampuMep, Ha
OCHOBAaHHWU PETPOCIIEKTUBHBIX JAaHHBIX) BO3MOXHOCTh Habopa B TEUCHHE OTOBOPEHHOTO
nepuojia TpeOyeMoro KOJIMyecTBa NOIXOASIINX CyObEKTOB UCCIIEIOBAHUS.


consultantplus://offline/ref=B37845017AD3EB5E1B63963A5D0F71D777DB58197AABD937AA86FEB4F8183EAAA2240E1993D4B7Q437G
consultantplus://offline/ref=B37845017AD3EB5E1B63963A5D0F71D777DB58197AABD937AA86FEB4F8183EAAA2240E1993D4BAQ43AG
consultantplus://offline/ref=B37845017AD3EB5E1B63963A5D0F71D777DB58197AABD937AA86FEB4F8183EAAA2240E1993D4B7Q437G
consultantplus://offline/ref=B37845017AD3EB5E1B63963A5D0F71D777DB58197AABD937AA86FEB4F8183EAAA2240E1993D4B6Q43FG
consultantplus://offline/ref=B37845017AD3EB5E1B63963A5D0F71D777DB58197AABD937AA86FEB4F8183EAAA2240E1993D7BAQ438G

4.2.2. HccnemoBaTenb JODKEH HMMETh JIOCTaTOYHOE KOJIMYECTBO BPEMEHH, YTOOBI
HaJJexamuM o0pa3oM MPOBECTH U 3aBEPUINTh HCCIEAOBAHHE B TEYEHHE OTOBOPEHHOTO
nepuoza.

4.2.3. WccnenoBarenb JIOJIKEH pacrosaratb JIOCTaTOYHBIM KOJINYECTBOM
KBAJTM(HUIUPOBAHHBIX COTPYIHUKOB U MaTepHAILHBIX PECypcoB (ITOMEIIeHHs, 000pyI0BaHKE) B
NEepUoJ HUCCIENOBaHMUS JUII TOTO, 4YTOOBI MPOBECTH O3TO HCCIENOBAHUE HAJUICKAIIUM U
0e301acHbIM 00pa3oM.

4.2.4. ViccnenoBarenb OTBEYAET 32 TO, YTOOBI BCE 3aHATHIC B KIMHHUUYECKOM HCCIIEIOBAaHUU
COTPYAHUKH OBLTH XOPOIIO 3HAKOMBI C MPOTOKOJIOM M HCCIEAYEMBIM IPOAYKTOM, a TaKXkKe CO
CBOMMH (PYHKIMSIMH U 00S3aHHOCTSIMHU.

4.3. Oka3aHue METUIIMHCKOM MOMOIIH CyObEeKTaM HCCIIeI0OBaHMUS.

43.1. SBnsrommiics  UcCciaeqoBaTeNieM WM COMCCIEOBaTelieM  Bpad  HECET
OTBETCTBEHHOCTh 32 BCE IPUHUMAEMble B paMKaxX HCCIECIOBAaHHUS DPEUICHUS METUIIMHCKOTO
XapakTepa.

432. Bo BpemMs H 1O 3aBEpUICHUH y4yacTusi CyObEeKTa B  HCCIICIOBAaHUH
UCCJIEIOBATEIb/OpraHu3ausi  JODKHBI  00€cleuuTh OKa3aHHe CyObeKTy HeoOXOoAuMoin
MEIUIUHCKOW TIOMOIIM B CiIydae JIIOOBIX CBS3aHHBIX C HCCIEJIOBAaHMEM HEKEIATEIbHBIX
ABIICHUHM, BKIIOYas KIMHUYECKH 3HAUYUMbIE M3MEHEHHUS J1a0OpaTOpPHBIX IOKa3aTeneil.
HccnenoBarens/opranuzamusi 00si3aHbl  HHPOPMUPOBATh CYOBEKT O CTAaBIIUX W3BECTHBIMHU
HCCJIEIOBATEIIO0 HHTEPKYPPEHTHBIX 3a00JI€BaHUSX, TPEOYIOIINUX MEIULIMHCKON MTOMOIIIH.

4.3.3. HcchemoBarenro pPEKOMEHIYeTCS COOOLIMTH JieYalleMy Bpady, €CIM TaKOBOM
uMeeTcs, 00 ydacTuu CyOBbEeKTa B HCCIEJOBAHMM IPHU YCIOBHH, YTO CYOBEKT HE BO3pakaeT
IPOTHB WH(OPMHUPOBAHHUS JICHAIIIETO Bpaya.

4.3.4. Xots cyOBeKT He 00si3aH COOOIIATh O MPUYMHAX, MOOYIUBIIMX €ro JOCPOYHO
NPEKpPaTHTh YYacTHE B HWCCIICAOBAHHH, HMCCIIEOBATENb JOJDKCH TONBITATHCS YCTAHOBUTH JTH
MPUYUHBL, TPOSBIISS IPU ATOM MOJTHOE YBAXKEHUE K IpaBaM CyObeKTa.

4.4. Konraktel ¢ DCO/HDOK.

4.4.1. Ilepen TeM Kak HayaTh HCCJIEIOBAaHUE, MCCIEIOBATENIb/OPraHu3alus JOJKHBI
NOJYYUTh TMHCBMEHHOE M JaTUpoBaHHOE yTBepkaeHue/onodpenne DCO/HDOK mpoTokona
UCCIICIOBaHMsI, MUCHbMEHHOW (OpMbI HH(DOPMHUPOBAHHOTO COIJIACHSA U €€ TOCIEeAYIOIINX
penakuuii, Mep, HaNpaBICHHBIX Ha MpPHUBIEUYEHHE CYOBEKTOB K YYacCTHIO B HCCIICAOBAHHUH
(HampuMep, PEeKIaMHBIX OOBSBICHUN), U TIOOBIX JAPYTUX MHCHMEHHBIX MaTepUajoB, KOTOpHIE
NPEIOIaraeTcs MPEI0CTaBUTh CYOBEKTaM.

442. Bwmecre ¢ JOpyruMu JOKYMEHTaMH HCCJIEIOBATENh/OpraHU3alusl  JOJKHBI
npenoctaButh JCO/HOK mocnenHoow pemakiyio Opouopsl uccienoBarens. Eciu Opourtopy
UCCIIeIOBATENsl JOMONHSIIOT B XOJ€ WCCIEIOBAaHUS, HCCIEN0BATENh/OpraHu3aus 00s3aHbl
npenoctaButh JCO/HOK HOBYIO peakiinio OpoItophl HCCIIeI0BATENS.

4.4.3. B TedeHue wHccIeIOBaHUS HCCIEI0BATENb/OPTaHU3alNS JOJDKHBI MPEIOCTaBISATh
OCO/HIK Bce moanexaiiue pacCMOTPEHUIO JOKYMEHTBHI.

4.5. CobmrofeHue mpoToKoa.

4.5.1. VccnenoBaTens/opranu3alys JOHKHBI TPOBOJIUTH UCCIEIOBAHUE B COOTBETCTBHH C
MPOTOKOJIOM, COTJIACOBAaHHBIM CO CIIOHCOPOM U, MpPH HEOOXOIMMOCTH, C YIOJTHOMOYEHHBIMHU
opraHamu, W yrBepxaeHHbIM/0n00penHpiM DCO/HOK. B moarBepkaeHne JOTOBOPEHHOCTH
MCCJIEIOBATEIh/OPTaHU3aIUs U CIIOHCOP MOMUCHIBAIOT TPOTOKOI MIIA OTJIENBbHBIN 10TOBOP.

4.5.2. UccnenoBatenb HE MOKEH OTKJIOHATHCA OT MPOTOKOJA WA BHOCHUTH B HETO
U3MEHEeHHs 0e3 coracus ClioHcopa U 0e3 MpeBapUTENIbHOTO PACCMOTPEHHS U IOKYMEHTAJIbHO
0hOPMIIEHHOTO YTBEpKACHUSI/0100peHuss momnpaBku kK mporokony DCO/HOK, kpome Ttex
ClIyyaeB, KOrjaa HeoOXOAUMO YCTPAaHUTh HEMOCPEICTBEHHYIO yrpo3y CyObeKTaM HCCIeI0BaHUs
WM KOTJIa W3MEHCHHWS KAacaloTCs TOJBKO aJMHHHCTPATHBHBIX WM TEXHUYECKHX ACICKTOB
UCCIIeIOBaHMs (HalpuMep, 3aMeHa MOHUTOpA, U3MEHEHHE HoMepa TenedoHa).

4.5.3. UccnenoBarenb WM Ha3HAYEHHOE WM JIMIIO JOHKHO OOBSCHATHh M JIOKYMEHTAJIBHO
0(OpMIISTH THO0BIE OTKIOHEHHS OT YTBEPKIEHHOTO MPOTOKOJIA.



4.5.4. UccnenoBaTenb MOXKET OTKJIOHATHCS OT MPOTOKOJIA WIIM BHOCUTH B HETO M3MEHEHHS
JUIl yCTPAHEHUS! HEMOCPEACTBEHHON yrpo3bl CyObeKTaM HCCIEeI0BaHUsA 0€3 IpeaBapUTEIbHOIO
yrBepxkaeHust/ogoopenust DCO/HOK. B kparuaifmme CpoKH ONUCaHWE OTKIOHCHUH WM
U3MEHEHUH ¢ yKa3aHHMEM MX NPUYMH M, NPU HEOOXOJUMOCTH, IpeJyUlaraeéMble MONPaBKH K
MPOTOKOJIY JJOJKHBI OBITH HAIIPABIICHBI:

a) OCO/HOK njis paccMOTpEHHS M YTBEPKACHUS/000pCHUS;

0) CIIOHCOPY IUIsI COTIIACOBAHMS C HAM;

B) YIOJIHOMOYEHHBIM OpraHaM, €CiIl He0OXO0AUMO.

4.6. UccnenyeMble IPOIYKTHI.

4.6.1. OTBETCTBEHHOCTb 3a Y4€T MCCIEIYyEeMbIX IPOAYKTOB B MCCIEIOBATEIBCKOM IIEHTPE
BO3JIO)KEHA HA UCCIIEI0BATENs1/OpraHu3aIuio.

4.6.2. Ecium 510 paspemieHo/Tpe0yeTcsi, HCCleA0BaTeNb/OpraHu3auusl MOTYT/JOKHbI
nepeaaTtb HEKOTOpble WM BCE OO0SM3aHHOCTH  HCCIENOBATENs/OpraHu3allMd 10  y4YeTy
UCCIIElyEMbIX MHPOAYKTOB B MCCIIEJOBATEIBCKOM LIEHTPE alTE€YHOMY PAaOOTHMKY WM HHOMY
JHILY, TOJKOHTPOJILHOMY MCCIIEI0BATEII0/OpTaHU3aIiH.

4.6.3. HccnenmoBarenb/opraHu3aiids  W/WIA ~ alTeUYHbIH  paOOTHUK  WJIM  WHOE
YIIOJIHOMOYEHHOE HCCIIeZIOBaTeNIeM/OpTaHu3alieil IO JOJDKHBl BECTH Y4YeT IIOCTaBOK
IOPOAYKTOB B HCCIIEJOBAaTEIbCKUM IIEHTP, HUX (PAKTUYECKOro KOJIMYecTBAa B ILIEHTpE,
MCIIOJIb30BaHUsl KaXKJbIM CYOBEKTOM, a TaK)K€ BO3BpaTa CIOHCOPY JMOO0 MHOTO pacHoOpsyKEHUS
HEHCIIOJIb30BaHHBIMU TNPOJYKTaMHU. 3alMCU IO Yy4YeTy JOJDKHBI BKJIKOYaTh B ceOs JaThl,
KOJINYECTBO, HOMEpA MapTHil/Ceprii, CPOKH TOJHOCTH (TJe MPUMEHUMO) U yYHUKAaJIbHBIE KOIBI
UCCIIElyeMbIX MPOJYKTOB U CYOBEKTOB HccienoBaHus. MccnenoBarenb JOHKEH BECTH 3aIMCH,
NOJATBEPXKJAIOIIUE, YTO CYOBEKThl MOJy4yalu HCCIeAyeMble MpOAYKTBI B J03aX,
IPEIYCMOTPEHHBIX MPOTOKOJOM, B KOJMYECTBAX, COIJIACYIOIIMXCS C OOLIMM KOJIMYECTBOM
UCCJIETyEMbIX MTPOYKTOB, ITOJIyYUEHHBIM OT CIIOHCOpA.

4.6.4. Vccnenyemble NPOAYKTHI CIEAYyeT XPaHUTh B COOTBETCTBUU C HMHCTPYKLUSIMU
cnoncopa (cm. 5.13.2. u 5.14.3.) 1 HopMaTHUBHBIMH TPEOOBAHUSMH.

4.6.5. HccnenoBaTenb JODKEH 00ecneuuTb, 4YTOOBI MCCIENyeMble NPOAYKTHI ObLIM
MCIIOJIb30BaHbl TOJIBKO B COOTBETCTBUU C YTBEPKICHHBIM IIPOTOKOJIOM.

4.6.6. Hccnenoparenb WM YIOJIHOMOYEHHOE HCCIIeAOBaTeNeM/OpraHu3aleid JMLo
JIOJIKHO OOBSCHUTH KaXk/I0My CYOBEKTY MpaBujia MPUMEHEHHUS UCCIeAYEMBIX IPOAYKTOB U Uepe3
npruemMiIeMble UHTEPBaJIbl BpEMEHHU (B 3aBUCHUMOCTH OT UCCIIEI0OBaHMS) MPOBEPATh COOIIOACHNE
ITHX HHCTPYKIIHA KaXKIbIM CyOBEKTOM.

4.7. PannomMu3zanus U pacKpbITHE KOJa.

UccnenoBatens nokeH cOOMOAaTh MPEAYCMOTPEHHYIO B HCCIEIOBAaHUM METOJUKY
paHIOMHU3ALIMH, €CITU TaKOBask UMEETCs, 1 00eCeUUTh PACKPBITHE KOJa TOJBKO B COOTBETCTBUU
¢ npotokosnoM. Eciau uccienoBaHue MPOBOAMTCS CIEMBIM METOJIOM, HCCIENOBATENb JIOJIKEH
He3aMeJUIMTENbHO IOKYMEHTAIbHO O(pOPMUTH U OOBSICHUTE CIIOHCOPY JII000€ MPEeXkIeBPEMEHHOE
PacKpbITHE KOJ]a UCCIIEyEMbIX MPOAYKTOB (HapuMep, ciaydailHOe pacKpbITHE KOJa, paCKphITHE
KO/1a B CBSI3U C CEPbE3HBIM HEXXEIAaTEIbHbBIM SIBJICHHEM).

4.8. UndopmupoBaHHOE coriiacue CyObeKTOB UCCIICTOBAHMS.

4.8.1. Ilpn monydyeHUM U JOKYMEHTAIbHOM O(OpMIEHHH UHPOPMHUPOBAHHOIO COTJIACHUS
UCCIIEIOBATENb JIOJDKEH COOMI0AaTh HOpMaTuBHbIE TpeOoBaHus, npuaepxusatbess GCP u
ATUYECKUX NPUHIUIOB, 3aJ0)KEHHBIX B XeJIbCHUHKCKOW Jneknapauun BMA. Jlo Hauana
UCCJIEIOBaHMS MCCIEAOBaTeNb JOKEH IMONYYUTh THCbMEHHOE YTBEp)KJeHUe/0100peHne
OCO/HOK nuceMeHHO# (popMbl HHOOPMUPOBAHHOTO COTJACHS U JIFOOBIX JPYTUX MUCHMEHHBIX
MaTepuaioB, IPEIOCTABIIEMbIX CyObEKTaM.

4.8.2. IluceMenHas Gpopma HHGOPMHUPOBAHHOTO COTJIACHUs U JHOObIE IPYrHe MUChbMEHHbIE
MaTepuabl, IpeJocTaBisieMble CyObeKTaM, ClIeAyeT AOMOIHATE/UCTIPABIATH 110 MEpPE MOSBIICHUS
HOBOH BaxxHOM wHH(pOpMAIMM, KOTOpask MOMKET OKa3aThCsl CYIIECTBEHHOW ISl COTJIacHus
cyobekTa. JlroOas JomoiHeHHas/WcIpaBlieHHas NUCbMeHHas ¢opMa UHGOPMUPOBAHHOTO
coryiacusi W Jro0ble  JApyrue JIONOJHEHHBIC/MCIPABICHHBIE IHCBMEHHBIE MaTepHalbl,
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npefocTaBisieMble CyOBEKTaM, JOJDKHBI ObITh yTBepkaeHbl/ogo0openst DCO/HOK nmo ux
UCIIONIb30BaHusl B HccienoBaHuU. CyOBbEKT WM €ro 3aKOHHBIA MPECTaBUTENb JTOJKEH OBbITh
CBOCBPEMEHHO 0O3HAKOMJIEH C HOBOU MH(OpMaIueid, CHocOOHOH MOBIHUATE HA KEIaHUEe CyOBheKTa
IPOJODKATh ydacTHe B uccienoBaHuu. PakT mepefaud 3ToM HHPOpPMAIMK JOJKEH OBITh
JOKYMEHTAJIBHO 0(OpPMIIEH.

4.8.3. Hu wuccrnenoBarenb, HU JApPYrUe€ 3aHITHIE B HCCIEJOBAHMM JIMIA HE JOJDKHBI
NPUHYXAATh CyObEKTa MM MCIIOJIb30BaTh UHBIE HEKOPPEKTHBIE METOABI BO3JEHCTBHA C IIEIBIO
CKJIOHHUTD €ro K y4acTHIO JIMOO MPOIOJKEHUIO YJacTHsI B UCCIIeI0BaHUH.

4.8.4. Hu yctHas, HMU NHChbMeHHash WH(OpPMAIKs, KAacalomlascs MCCIIeIOBAHUS, BKIIOYAs
NUCHbMEHHYI0 (OpMYy HMH(DOPMHPOBAHHOTO COIJIACHSA, HE JOJKHA COAEp’KaTh (POPMYIHPOBOK,
IPSMO HJIM KOCBEHHO CKJIOHSIFOIMX CYOBEKTa MIIM €r0 3aKOHHOTO MPEICTaBUTENS 0TKAa3aThCs OT
3aKOHHBIX IIpaB, a TaKxke (GOPMYIUPOBOK, TMPSAMO MIM KOCBEHHO OCBOOOXKIAIOIINX
UCCIIEIOBATENs, OpPTaHU3aIlMI0, CIOHCOpA WM HMX MPEICTaBUTENEeH OT OTBETCTBEHHOCTH 32
XaJIaTHOCTb.

4.8.5. HWccnemoBarenb WJIM Ha3HAYEHHOE UM JIMIO JODKHO B TOJHOM Mepe
NpouH(POPMHUPOBATh CyOBEKTa WM, €CIU CYOBEKT HE CIOCOOCH JaTh HHGOPMHPOBAHHOE
CorJiace, €ro 3aKOHHOTO IMPEJICTaBUTENS 000 BCEX 3HAYMMBIX ACMEKTaX MCCIEAOBAHHS, B TOM
qrcie O3HAKOMUTh  C MUCHbMEHHOU uH(popManuen 00  HUCCleIOoBaHHUH u
0J100peHNeM/TI0NIOKUTENBHBIM 3akitoueHnemM DCO/HOK.

4.8.6. YctHas u mucbMeHHas uH(popManus 00 HMCCIEIOBaHUU, BKIIOYAs MHUCbMEHHYIO
dopmMy HH(DOPMUPOBAHHOTO COTJIACHS, JOJDKHA COAEPHKATh KaK MOYKHO MEHBIIE CIIeIUAIBHBIX
TEPMHHOB M OBITh TMOHATHA CYOBEKTY WJIHM, B COOTBETCTBYIOIIUX CIyd4asX, €ro 3aKOHHOMY
NPEJCTaBUTEIO U HE3AMHTEPECOBAHHOMY CBHJIETEIIIO.

4.8.7. Ilepen momyueHueM HWH(MOOPMUPOBAHHOTO COTJIACHS  HCCJIENOBATENb  WIU
HA3HAUYEHHOE MM JIMIO JOJDKHO TPEJAOCTABUTh CYOBEKTY HIIM €r0 3aKOHHOMY IIPEICTaBUTEIIO
JIOCTaTOYHOE KOJMYECTBO BpPEMEHHM M BO3MOXKHOCTH Jisi TOJIy4eHHs Oojiee MOApOOHOMN
uHpopManuu 00 MCCICTOBAHNN U NMPUHATHS PEIISHHs] 00 YYaCTHH B HEM WIIM OTKa3e OT TaKOro
yuactusi. CyObeKT WJIM €ro 3aKOHHBIA MpEeACTaBUTENb JODKEH IMOJMYYHTh HCUEPIIBIBAIOIIUE
OTBETHI Ha BCE BOMIPOCHI 00 UCCIIETOBAaHHH.

4.8.8. Jlo Hayana y4acTHsi B UCCJIEJOBaHUH CyOBEKT WM €r0 3aKOHHBINA MPECTaBUTENb, a
TaKXe JIUI0, TIPOBOMBINEE PA3bICHUTEIBHYIO O€CeMy, JOJKHBI IOIICATh U COOCTBEHHOPYYHO
JaTUPOBATh MUCBMEHHYIO (GOPMY HH(POPMHUPOBAHHOTO COTJIACHSL.

4.8.9. Ecnu cyOBeKT WM €T0 3aKOHHBIN MPECTABUTEh HE CITOCOOEH YUTAaTh, TO B TCUCHUE
BCEHl pa3bsCHUTENBHOM Oecedpl TOJKEH NPUCYTCTBOBATH HE3aMHTEPECOBAHHBIM CBUETEINb.
[Tocne Toro kKak CyOBEKTYy WM €ro 3aKOHHOMY IIPEACTABUTENI0 MPOYUTAIN M PazbsSCHIIN
NUCbMEHHYI0 (opMy HH(DOPMHUPOBAHHOIO COTJacus M JApPYrHe MpeAoCTaBisieMble CYOBEKTY
NUCHbMEHHBIC MaTepHajbl M IMOCIE TOTO, KaKk CyOBEKT WIIM €r0o 3aKOHHBIN MpEICTaBUTEIb Jall
YCTHOE COrjlace Ha ydyacTHe CYObeKTa B HCCIEIOBaHMM M, €CIIM CIOCOOEH, Mojamucan U
COOCTBEHHOPYUYHO JIaTUPOBal MHCbMEHHYIO (OpMYy MHPOPMHUPOBAHHOTO COIJIACHsl, CBHUJIETENb
JIOJDKEH €€ TOANMCcaTh U COOCTBEHHOPYYHO jaTupoBarh. lloamuceiBas ¢opmy cornacus,
CBUJIETEIb TIOATBEPIKIAET, YTO MH(OpMAIH, coaepkanascs B (popMe coriacus u BCeX APYTHX
NUCbMEHHBIX MaTepuayiaX, Oblla TOYHO Pa3bsiCHEHA U TMOHATa CYOBEKTOM WIJIM €r0 3aKOHHBIM
NPEJCTaBUTENIEM W YTO COTJlacHe Ha YYacTHE B HCCICIOBAHWU JIaHO CYOBEKTOM WM €ro
3aKOHHBIM IPEACTaBUTENEM TOOPOBOIBHO.

4.8.10. Kak B xozme pa3bsCHUTENbHOM Oecelpl, Tak M B MHUCBMEHHOW ¢opme
UHPOPMHUPOBAHHOTO  COTJIACHs, a TakkKe JIOOBIX JpPYyruX MHCbMEHHBIX MaTepualax,
NPEJOCTABISIEMBIX CYOBEKTaM, JOKHO OBITh Pa3bsICHEHO CIIEIyIOIIee:

a) MccnenoBaHure HOCUT 3KCTIEPUMEHTAIBHBIN XapaKTep.

0) Llens nccnemoBanms.

B) BapuanTel nedeHuss B TMpolecce HCCIENOBaHHUA M BEPOSITHOCTb CIY4aHOTO
pacripesielieHus B OIHY U3 TPYIII JICYCHHUS.

r) [Iponienyps! uccnenoBanus, BKIOYas BCE MHBA3UBHBIE MTPOLIETYPHI.



1) O0s13aHHOCTH CYyOBEKTA.

e) Te acnekTsl Ucciael0BaHUs, KOTOPbIE HOCAT 3KCIIEPUMEHTAIIbHBINA XapaKTep.

K) OkugaeMblii pUCK WIM Hey#oOcTBa Jisi CyObeKTa, a Takke, B COOTBETCTBYIOIIUX
cilyyasix, A1 SMOpHUOHA, TJ10J1a WU IPYAHOro peOeHKa.

3) OxugaeMble BBITOJA W/WIM MONb3a. ECIU MONb3bl ¢ MEIUIIMHCKON TOYKM 3pEHHS HE
IPENonaraercs, To CyObeKT T0JKEH ObITh TOCTaBJIEH 00 3TOM B U3BECTHOCTb.

1) MHble, TOMUMO IPETYCMOTPEHHBIX B UCCIEAOBAHUN, TPOLEAYPBI UM METO/bI JIEUEHUS,
KOTOpbIE MOT'YT OBITh JOCTYIHBI CYOBEKTy, a TakKe MX 3HAYMMbIC NOTEHIMAJIbHBIC BBIr0Ja
W/WJIH TI0J1b3a, & TAKXKE PUCK.

k) Komnencanus n/nnm jeyeHue, AOCTYIHbIE CYOBEKTY B Cilydae IPUYMHEHUS Bpela ero
3/10pOBBIO B pE3YJIbTAaTE Y4acTHsI B UCCIIEI0BAHUU.

1) IlnanupyeMsle BBIIUIATBI CYOBEKTY 3a €ro y4acTHE B HCCIIEOBAHUH, €CIU TaKOBbIE
IIPEyCMOTPEHBI.

M) IInaHupyemsble pacxoibl CyObEKTa, €CIM TaKOBBIE OXHJIAIOTCS, CBA3aHHBIE C €ro
y4acTUEM B MCCIIEA0BAHUU.

H) Y4yacThe cyObeKTa B UCCIIEOBAHUM SBJISIETCSA 1OOPOBOJIBHBIM, U OH MOXKET OTKa3aThCs
OT y4acTHusl WU BBIUTH U3 MCCIECIOBAHUS B JIIOOOH MOMEHT 0€3 KaKMX-JIM0O CAaHKUIUN sl cels
WJIN TIOTEPYU TOJOKEHHBIX BBITOJ.

0) Monwutopsl, aynuropsl, JCO/HOK u yrmoaHOMOYEHHBIC OpPraHbl B TOW Mepe, B KaKOh
9TO JIOMYCKAaeTcs 3aKOHOAATENbCTBOM, OyayT HUMeTh MPSAMONW JOCTYl K OPHUTMHAJIBHBIM
MEIUIUHCKIM 3aliCsAM CYOBEKTa JJIsl TPOBEPKU TPOLEAYP W/WIH JaHHBIX KIMHUYECKOTO
UCCIIEIOBaHMsl, HE Hapyllas MPU 3TOM KOH(GUIESHIMATLHOCTH AAHHBIX CyOBEKTa, U YTO CYyOBEKT
WIA €r0 3aKOHHBIA IPEJCTaBHTENb, IMOANUCHIBAS MUCHBMEHHYIO (opMy HH()OPMHUPOBAHHOTO
corJiacusi, JaeT pa3pelieHue Ha TaKoH JTOCTYII.

) 3anucu, UIACHTUDUIUPYIONIHE CyOBeKTa, OyIyT COXpaHEHbI B TailHE U MOTYT OBITh
PACKpBITHI TOJIBKO B TOM Mepe, B KaKOM 3TO JI0ITycKaeTcs 3aKkoHoAarenbcTBoM. [Ipu myGnukanun
PE3yaBTaTOB MCCIIEOBAHNS KOH(PHUICHIINATBHOCTD JAHHBIX CYOBeKTa OyJeT COXpaHeHa.

p) CyObeKT Uiy ero 3aKOHHBIN MpeCTaBUTENb Oy1eT CBOEBPEMEHHO O3HAKOMIIEH ¢ HOBOM
uHpopManue, CrIocOOHOM TMOBIMAT, Ha JKEJIaHWEe CyObeKTa TMpOJOIDKATh ydyacThe B
UCCIICIOBaHUH.

¢) JIuna, kK KOTOPbIM MOKHO OOPATUTHCS JUISl OTYYEHHS AOMOJHUTENbHON MHpOpMauu
00 MccieJoBaHUU U TNpaBax CyOBEKTOB HCCIEIOBaHMA, a TaKKe B Cllydae NMPUUYMHEHHs Bpena
3/10pOBbIO CYOBEKTa B PE3YJbTATE €0 YUaCTUsl B UCCIEJOBAHHH.

T) Bo3moxxHble 00cTOATENbCTBA W/WIM NPUYMHBL, MO KOTOPBIM YdacTHEe CyOBbeKTa B
MCCJIEJIOBAaHUH MOKET OBITh IPEKPALIEHO.

y) Ilpeanonaraemast AIUTEIBHOCTD YUaCTHs CyObEKTA B UCCIIEIOBAaHUH.

¢) Ilpubnu3utenbHOE KOJIMYECTBO CYOBEKTOB, KOTOPOE MpPENIOJaraercs BKIIOUUTH B
HCCIIEIOBAHHUE.

4.8.11. Ilepen BkIIIOYEHHEM B HCCIIEJOBAaHHE CYOBEKT WJIM €r0 3aKOHHBIM MpEeICTaBUTEIh
JIOJDKEH TOJNYYUTh TOANMUCAHHBIE M JaTUPOBAHHBIM SK3EMIUIIP MUCbMEHHOW (hOpMBI
MH(OPMUPOBAHHOIO COIJIacHsi M BCE JApYyrue IMperocTaBisieMble CyObEKTaM MUCbMEHHbBIE
matepuaibl. Bo Bpems ydacTusi cyObeKTa B HCCIEIOBAaHUU CYOBEKT HJIM €ro 3aKOHHBIN
NPEJCTaBUTENIb JOJDKEH MOJdy4daThb MOJANUCAHHBIE M JaTHUPOBaHHBIE OSK3EMIULIPhl BCEX
HOCEAYIONMX peaakiuii ¢popmMbl MHGOPMUPOBAHHOIO COTJacus M KOMMHM BCEX TOMPABOK K
JIpYT'MM MHCbMEHHBIM MaTepHasam, MpeaoCTaBIsieMbIM CyObeKTaM.

4.8.12. Ecnu B KJIMHUYECKOM HCCIIEIOBAaHUH (CBSI3aHHOM JIHOO HE CBA3AHHOM C JICYCHHUEM)
YYacCTBYIOT CYOBEKTHI, KOTOPbIE MOTYT OBITh BKJIIOUEHBI B UCCJIEI0BAaHUE TOJILKO HA OCHOBAHUU
Corlacus HX 3aKOHHBIX MPEACTaBUTENEH (HalpUMEpP, HECOBEPILIEHHOJIETHUE, IallUEHThl C
BBIPQXEHHBIM CIIA00YMHEM), TO CYOBEKT JOJIKEH ObITh MPOMH(GOPMHUPOBAH 00 HCCIET0BaHUU B
COOTBETCTBHUH C €T0 CIIOCOOHOCTBIO MOHSATH 3Ty HH(POPMALIMIO U, €CIIU CYOBEKT B COCTOSIHUH, OH
JIOJIKEH TMOANUCATh M COOCTBEHHOPYYHO JAaTHPOBATh MUCbMEHHYIO (GOpMYy MH(DOPMUPOBAHHOTO
COrJacHs.



4.8.13. Kpome ciyuaes, onrcanHbix B 4.8.14., B uccienoBanue, He CBSI3aHHOE C JICUCHUEM
(T.e. HccaenoBaHue, B KOTOPOM HE MPEIINOaraeTcsi HemocpeICTBEHHOM, ¢ METUIIUHCKON TOUKH
3peHHs, MONB3bl Ui CyOBEeKTa), MOTYT OBITh BKJIIOUEHBI TOJBKO CYOBEKTBI, KOTOpBIC JHYHO
JAIOT CBOE COTjlace U COOCTBEHHOPYYHO MOJIMUCBHIBAIOT U JATHUPYIOT MHUCbMEHHYIO (opmy
UH(POPMHUPOBAHHOTO COTJIACHSI.

4.8.14. B uccrnenoBanus, He CBSI3aHHBIE C JICUCHUEM, CYOBEKTHl MOTYT OBITh BKJIIOUEHBI C
COIIacHs UX 3aKOHHBIX MPEACTABUTENIEH NPU COOIIIOIEHNH CIENYIOINX YCIOBUM:

a) llenmu wuccrnenoBaHusi HE MOTYT OBITh JTOCTUTHYTHI MOCPEICTBOM HCCIIEOBAHUS C
y4acTHEM CYObEKTOB, KOTOPBIE MOTYT JJaTh CBOE COTJIACHE JIMYHO.

0) OxumaeMblil pUCK I CYObEKTOB HE3HAYNTEIICH.

B) OrtpuuaTtenbHOE BO3/JCHCTBUE Ha 3/10pOBbE CYOBEKTa CBEAEHO K MHHUMYMY U
HE3HAYUTEIBHO.

r) MccnenoBanue He 3anpenieHo 3aK0HO1aTEIbCTBOM.

n) Jns  BKIIOYEHHS] TakUX CYOBEKTOB JIOJDKHO OBITh 3alpOIICHO CIHEHUAIbHOE
yrBepxkaeHue/onooperne JCO/HIK, yunteiBaromiee 3TOT aceKT.

[lonobuble wuccnenoBaHud (32 MCKIOYEHHEM OOOCHOBAHHBIX  CIY4aeB) JOJIKHBI
IPOBOAMTHCA C YYacTHEM NAIMEHTOB, MMEIOIUX 3a0oieBaHMe, AJI JIEYEHUS KOTOpPOTO
npeIHa3HayeH ucciaeayeMblil mpoaykT. CyObeKThl B TAKUX UCCIEIOBAHUSAX JTOJDKHBI HAXOIUTHCS
1o 0co00 TIIATENFHBIM HAOIOJCHUEM, U UX YYacTHE JIOJDKHO OBITh MPEKpaIleHO, €CIH €CTh
OCHOBaHUS MOJIaraTh, YTO OHU UCHBITHIBAIOT YPE3MEPHBII TUCKOM(DOPT.

4.8.15. Ilpu HEOTIOKHBIX COCTOSIHUSIX, KOT'/1a 10 BKJIFOUEHUS B UCCIIEJOBAHUE HEBO3MOXKHO
MOJYyYUTh COTJIACHE CaMOro CyOBeKTa, OHO JOJKHO OBITh 3allpOLIEHO Y €ro 3aKOHHOTO
IPEJICTaBUTEINIA, €CIU TaKOBOM MpUCYTCTBYeT. Ecinu mnpeaBapuTenbHOE COIJIaCHE CaMoOro
CyObeKTa HEBO3MOXXHO U OTCYTCTBYET €ro 3aKOHHBIA NpPEACTaBUTENb, TO AJIs BKIIOUYCHUS
CyObeKTa B MCCIIEJOBAHUE JIOJDKHBI OBITh NMPEANPHHATHI IPEIYCMOTPEHHBIE TIPOTOKOJIOM H/HITH
IpYTMMH JOKYMEHTaMu U yTBepkaeHHble/onoopennbsie DCO/HOK mepbl, HampaBieHHbIE Ha
3aIUTy TMpaB, OE30MACHOCTH | Ojaromoiydusi CyOBeKTa, a TaKXkKe O0eCIeunBaroNne
COOTBETCTBUE HOpMATHBHBIM TpeOoBaHUsM. CyOBEKT WM €ro 3aKOHHBIM MpEeACTaBUTEIh
JIOJDKEH OBbITh B KpaTyaiIlMe CPOKU IOCTAaBJIEH B HM3BECTHOCTh 00 MCCIENOBAaHUU, U Y HETO
JOJI’KHO OBITH 3aMpOILIEHO COTJache Ha MPOJOJIKEHHE YUacTUs B UCCIIEIOBAHUH, a TAKXKE JPYroe
corjacue, Kak 3To nojoxeno (cMm. 4.8.10.).

4.9. 3anucu M OTYETHI.

4.9.1. UccnenoBatenb A0KEH 00ecCTeUYnBaTh MPaBUIBHOCTh, IOJHOTY, pa300puuBOCTh U
CBOEBPEMEHHOCTh IIPEAOCTABICHNs CIOHCOPY AaHHbIX, coxepxkamuxca B MPK u Bo Becex
TpeOyeMbIX OTYETaX.

4.9.2. Nannbie B UPK n0mKHBI COOTBETCTBOBATH NEPBUYHON JOKYMEHTALlMU, U3 KOTOPOU
OHM NEPEHECEHbI; UMEIOIINECS PACXOKICHUS TOJKHBI OBITH OOBSCHEHBI.

4.9.3. Jlrobpie w3meHeHuss wunu wucnpasieHuss B HMPK gomkHbl OBITH MOAMUCAHBL,
JaTUPOBaHbl, OOBACHEHBI (IIPU HEOOXOJWMOCTH) M HE JOJDKHBI CKPBIBaTh IEPBOHAYAIbHYIO
3anuch (T.e. JOJDKEH OBbITh COXpaHEeH "MOKYMEHTaJbHBIM ciea'); 3TO OTHOCHUTCS Kak K
MUCBMEHHBIM, TaK M K OJJICKTPOHHBIM H3MEHEHUsSM WM ucnpabieHusM (cm. 5.18.4., 0)).
CrioHCOp J0KEH MPeAOCTaBUTh UCCIEI0BATEISIM U/UIIH UX YIOJTHOMOUYEHHBIM MPEeACTaBUTEINSIM
UHCTPYKLMIO O Tmopsiake opopMieHUs Takux wucnpasieHuil. CHOHCOp JOKEH HUMETh
IMCbMEHHBIE TPOLEAYPHI, MPENYCMAaTPUBAIOIIME, YTO M3MEHeHus win ucnpasieHus B UPK,
BHOCHMBIE €r0 YIOJHOMOYEHHBIMH IPEACTABUTEISIMH, JOKYMEHTAJIbHO O(GOPMIISIOTCS,
SBIISIIOTCSI HEOOXOAMMBIMU M OJ0OpSIOTCS HccienoBaTeneM. VccnenoBaTenb J0JKEH XpaHUTh
3anucu 00 ATUX U3MEHEHUSIX U UCIPABIICHUSX.

4.9.4. HccnenoBarens/opraHu3alys JOJDKHBI BECTH JOKYMEHTALMIO IO HCCIIEI0BaHMIO
COIJIacCHO  pa3deny &  HacCTOsILEro  CraHAgapTa W HOPMATUBHBIM  TPEOOBaHUSIM.
HccnenoBaTens/opranu3anusi JODKHBI IPUHUMATh MEphI, IPEAOTBPALIAIONUe CAy4YaiiHOe WM
MPEKIECBPEMEHHOE YHUUTOKEHHUE ITUX JOKYMEHTOB.
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4.9.5. OcHOBHBIE JOKYMEHTHI JIOJDKHBI XPAaHUTHCS HE MEHEE JIBYX JIET IOCJIE YTBEP)KACHUS
MOCJIeHEN 3a4BKHU Ha perucTpamnuio npemnapara B Poccun wim ctpane - yuactauie ICH u no tex
nop, MOKa HHU OJHAa M3 3asiBOK He OyJeT HaxOOUThCd HA PAacCCMOTPEHHHM H He Oyzaer
IUTAHUPOBATHCSI HOBBIX 3asiBOK, WJIM HE MEHee JIBYX JIeT Mocie O(UUIUAIbHOIO MpeKpalleHus
KJIMHUYECKON pa3pabOTKH MUCCIENyeMOro MPOIyKTa. DTU JOKYMEHTHI IOJDKHBI XPaHUTHCS Ooliee
JUIMTETIbHBIA CPOK B Cllydae, €clid 3TO MPEAYCMOTPEHO HOPMATHBHBIMH TPEOOBAaHUSMHU WU
JIOTOBOPOM €O CHOHCOPOM. OTBETCTBEHHOCTBIO CIIOHCOpa SIBJIsSIETCS HMH(OpMUpOBaHHE
HCCIICIOBATEIs/OpraHu3alii 00 HCTEYEHNH CpOKa XpaHeHHs JoKyMeHTarun (cm. 5.5.12.).

4.9.6. ®uHAHCOBBIE ACTIEKTHI UCCIIEIOBAHMS JJOJDKHBI OBITh OTPAXKEHBI B JIOTOBOPE MEXKIY
CIIOHCOPOM M HCCIIeI0BaTeIeM/OpraHu3aluen.

4.9.7. Tlo 3ampocy monutopa, aymutopa, DCO/HOK wunm yrnolHOMOUYEHHOTO OpraHa
HCCJIEIOBATEIb/OpraHu3ausl JODKHBI O0ECHEeYUTh MPSIMOW JOCTYm KO BCEM 3aIucsM,
OTHOCSIIIIUMCS K UCCJIEI0BAHUIO.

4.10. OTyeTsI 0 X04€ UCCIIEI0OBAHUS.

4.10.1. Uccnenosarens nomxen npenctaisate DCO/HOK kpaTkue NMCbMEHHBIE OTYETHI O
X0JI€ HCCIIEOBAHUS €XKETOHO WK Yarile, eciu 3toro Tpedyer DCO/HIK.

4.10.2. UccnenoBarenb JOHKEH HE3aMEAJIUTENIBHO IMPEIOCTABIATh NMHCbMEHHBIE OTYETHI
crnoncopy, DCO/HOK (cm. 3.3.8.) u, B COOTBETCTBYIOIIUX CIy4asiX, OpraHU3alUUd O JIFOOBIX
U3MEHEHHSAX, CYIIECTBEHHO BIIMSIONINX HA IMPOBEICHHE WCCICAOBAHUS W/HIIM yBEIHMUMBAIOIINX
PUCK 1751 CyOBEKTOB.

4.11. OT4yeTHOCTb 11O OE3011aCHOCTH.

4.11.1. OG0 Bcex cepbe3HbIX HexenarenbHbIX sBIeHusX (CHS) HeoOxoaumMo HeMeIIeHHO
coo01are crnoHcopy, 3a uckiatodeHueM Ttex CHSl, koTopeie B NpOTOKOJIE WM B JAPYroMm
JTOKyMeHTe (HampuMmep, B Opolope ucclefoBarens) OIpeneieHbl Kak He Tpelyrolue
HeMmeuIeHHoro cooOmienus. [locne mepBHYHOrO HEMEAJICHHOTO COOOIIEHHST HEOOXOIUMO B
KpaT4allie CpOKU MPeICTaBUTh MOAPOOHBINA MUChMEHHBINH 0TueT. [lepBUYHBIN 1 MOCIeayIoIue
OTYETHl JIOJDKHBI HICHTH(PUUIUPOBATh CYOBEKTOB HWCCIEAOBAHUS 10 TPUCBOCHHBIM UM
VHUKQJIbHBIM KOJIaM, a HE IO HUMeHaM CyOBEKTOB, MEPCOHAIbHBIM HJICHTU(DUKALNOHHBIM
HOMepaM wu/wnu azapecaM. lccnemoBartenb JOMDKEH Takke COOJMIOAAaTh HOpPMATHBHBIC
TpeOOBaHUS, PErJIaMEHTUPYIOLIUE IPEIOCTABICHHE OTYETOB O HEMPEABHICHHBIX CEPhE3HBIX
HE)KeJaTeJIbHbIX PeakUsaX yIoJIHOMOUYeHHbIM opraHam u DCO/HOK.

4.11.2. OOGo Bcex HeXenaTeIbHBIX SBJICHUAX W/HWIM OTKJIOHEHUSAX J1aOOpPaTOPHBIX
MoKa3areine OT HOPMBI, OIpPENEICHHbIX MPOTOKOJIOM KaK KpUTHYECKHE JJIsi OLEHKHU
6€3011acCHOCTH, HE00X0AUMO COOOIIATh CIIOHCOPY B COOTBETCTBUU € TPEOOBAHUSAMH K OTYETaM U
B CPOKH, OTIpeIe/IEHHbIE CIOHCOPOM B IIPOTOKOJIE.

4.11.3. Tlpu cooOuieHus X O CMEPTH HCCIIeNOoBaTeNlb 00s3aH MO 3alpocy CIIOHCOpa H
OCO/H3K mnpenocraButh JO0YI0 JONOJHUTENIBbHYIO HH(pOpMaLWi0 (HapuUMep, HTPOTOKOJ
BCKPBITHS U TOCMEPTHBIN SMUKPU3).

4.12. IlpexxneBpeMeHHOE MPEKpaIeHUEe WIH IPUOCTAaHOBKA UCCIICOBAHMUS.

Ecnmu mo kakoi-nmbo MNpUYMHE HCCIIEAOBAaHUE MPEXKIEBPEMEHHO NPEKpalleHO WU
MPUOCTAHOBJIEHO, HCCIIE0BATEIb/OpraHU3alisl JIOJDKHBl HE3aMeUINTEIbHO HH(POPMUPOBATH
CyOBEKTOB HCCIeI0BaHMs, 00eCIIeYUTh UM COOTBETCTBYIOIIEE JICUEHUE M HAOJIOJICHUE U, €CITU
NPEIyCMOTPEHO HOPMATUBHBIMU TpeOOBaHUSMHU, WHPOPMHPOBATH YIIOJTHOMOYECHHBIE OPraHblI.
Kpowme Toro:

4.12.1. Ecnm wuccnepoBaTenb MNPEXKIACBPEMEHHO NPEKPAMIACT WM IMPUOCTAHABIUBACT
UcclieloBaHue 0e3 MpeABAPUTEIHHOIO COTJIacHsl CIIOHCOpPA, OH JIOJDKEH COOOLIUTH 00 3TOM
OpraHu3aiyy, TJe MPUMEHMMO, M HCCIEeI0BaTeNIb/OpraHu3alys J0JDKHBl He3aMeIJIUTENbHO
npouHdopmupoBats 00 3ToM crioHcopa 1 DCO/HIK u npenocraButs crioncopy u 9CO/HIOK
noapoOHOE TMUCHMEHHOE OOBSICHEHHWE MPHYMHBI TMPHUOCTAHOBKUA WM  NPEKPAIICHUS
UCCIIEIOBAHMS.

4.12.2. Ecau crioHCOp MpeKpaliaeT WiId MPHOCTaHABIMBAaeT HcciemoBanue (cm. 5.21.),
UCCIIeIoBaTeNb JOJDKEH He3aMeUIUTENIbHO COOOIIUTh 00 3TOM OpraHu3aliy, I71€ IPUMEHUMO, U
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WCCJICIOBATEIIh/OpraHu3ausl  JAODKHBI  HEe3aMEIJIUTENbHO MPOMH(DOPMHPOBATH 00 3TOM
OCO/HOK wu mpenocraButh ICO/HOK mnoapoOHOE NHChMEHHOE OOBSICHEHHE MPUYHHBI
MPUOCTAHOBKH WM TIPEKPAIICHUS UCCIICIOBAHUS.

4.12.3. Ecnu DCO/HOK okxoHYATENbHO WM BPEMEHHO OT3BIBAaCT YTBEP)KICHHE/0I00peHHE
Ha npoBeneHue uccnenoBanus (cm. 3.1.2. u 3.3.9.), uccnenoparens M0MKEH COOOMHUTH 00 3TOM
OpraHu3anyy, TJe MPUMEHHMO, U HCCIeA0BaTelb/OpraHnu3alus AOHKHBI He3aMeUIUTEIbHO
npornH(OPMUPOBATh 00 ITOM CIOHCOpPA M MPEIOCTABUTH CIIOHCOPY MOAPOOHOE MHUCHMEHHOE
00BsICHEHUE PUYUHBI IPUOCTAHOBKH WJIM MPEKPAILIEHUS UCCIICIOBAHMUS.

4.13. UTOroBBIi OTYET HCCIIeI0BATENS.

Ecnu tpebyercs, mo 3aBepllieHUH HCCIEAOBAaHUS HMCCIEA0BATENb JOKEH COOOUIUTH 00
3TOM OpraHHU3alll{; HCCIIeAO0BaTeNb/opranusanus 10kHbl npepoctaBute ICO/HOK kparkuit
OTYeT 00 UTOrax MCCIe0BaHUs, a TAK)XKE BCe TpeOyeMble OTYETHI YITOJIHOMOUYEHHBIM OpraHaM.

5. CIIOHCOP

5.1. ObecnieueHne KauecTBa U KOHTPOJIb KauecTBa.

5.1.1. CioHCcOp OTBe4YaeT 3a BHEAPCHUE U MOICP)KAHUE CHUCTEM 00eCIIedeHUsI U KOHTPOJIS
kauectBa ¢ nuchbMeHHbIMU COII, KOTOpBIE MMEIOT CBOEH IeNbl0 00ECHEYHUTh IPOBEICHUE
UCCIIEIOBaHMS, COOP, PETUCTPAIMIO M MPEJICTABICHUE JTaHHBIX B COOTBETCTBHU C MPOTOKOJIOM,
GCP u HOpMaTUBHBIMU TPEOOBAHHUSAMHU.

5.1.2. CnoHcop oTBedaeT 3a OOECHeYEeHHE COIJIaCHsl BCEX BOBJIEUEHHBIX CTOPOH Ha
nperocTaBieHue npaMoro goctymna (cMm. 1.21.) Bo Bce yyacTBYIOIIKME B UCCIIEIOBAaHUH IICHTPBI,
KO BCEM IEPBUYHBIM JaHHBIM/JOKYMEHTAM W OTYETaM B IIeNAX WX MOHUTOPHHTA W ayauTa
CIIOHCOPOM, a TaKXe HHCIEKIMH HAlMOHATbHBIMU W HHOCTPAHHBIMH YIOJHOMOYEHHBIMU
OpraHamm.

5.1.3. KonTponp KadecTBa cielyeT OCYIIECTBISATh HAa BCEX 3Tamax paboOThl C JaHHBIMH,
YTOOBI 00ECIIEUNTh UX JIOCTOBEPHOCTH M MTPABHIBHOCTH 0OPaOOTKH.

5.1.4. JloroBopbl MeXy CIIOHCOPOM M HCCIIEI0BaTEIeM/OpraHu3aiuei nin 1000 npyrou
y4aCTBYIOUICH B UCCIIEIOBAHUU CTOPOHOM JOJDKHBI OBITh COCTABJICHBI B MUCBMEHHOU (hOopMe Kak
YacTh MIPOTOKOJIA WIIA B KAYECTBE CAMOCTOATEIbHBIX JTOKYMEHTOB.

5.2. KonTpakTHas ucciaeaoBareibckasi OpraHu3alms.

5.2.1. CnoHcop MOET HOJHOCTbIO WJIM YaCTUYHO MepefaTh OO0S3aHHOCTH U (PYHKIUH,
CBSI3aHHBIC C TPOBEJCHUEM HCCIEIOBAHMS, KOHTPAKTHOW HCCIIEIOBATENILCKONH OpraHU3aIlim,
OJIHAKO OTBETCTBEHHOCTh 32 Ka4e€CTBO M IOJIHOTY MOJYYEHHBIX B XOJI€ MCCIIEOBAHUS JAHHBIX
BCETJa JIOKUT Ha croHcope. KoHTpakTHas ucclieoBaTeNbCKasi OpraHW3alus JIOJDKHA
OCYILECTBIISATH MEPHI IO OOECIIEYEHNIO U KOHTPOJIIO KauecTBa.

5.2.2. Tlepenaya KOHTPaKTHOM HCCIEAOBATEIIbCKON OpraHU3AIMK JIFOOBIX CBS3aHHBIX C
UCCIIeIOBaHMEM 0053aHHOCTEH U QYHKLUHN T0JIKHA OBITh TOKYMEHTAIbHO 0(hOpMIIEHA.

5.2.3. Bce cBsi3aHHBIE C HCCEIOBAaHUEM OOS3aHHOCTH M (YHKIUHU, HE IepeaaHHbIe
KOHTPAKTHOM MCCIIEeI0BATENbCKON OpraHU3aluy, OCTaI0TCA B KOMIIETEHIMH CIIOHCOpA.

5.2.4. Bce, 4T0 B HaCTOSIIEM CTaHJAPTE KacaeTcsi CIIOHCOPA, TAaKKe NPUMEHHMO K
KOHTPaKTHOM HCCIIEIOBaTEIbCKOW OpraHM3allud B TOW Mepe, B KOTOPOM KOHTpPAaKTHas
MCCJIEIOBATENbCKasl OpraHU3alisl MPUHUMAET Ha ce0si 00A3aHHOCTH U (YHKIIMM CIIOHCOpa IO
MPOBE/ICHUIO HCCIIeIOBaHMUS.

5.3. MemunuHCKas KBaauUKaIus.

CroHcOp  JODKEH  Ha3HA4UTh  OOJNajaroIlMii  COOTBETCTBYIOIIEH — MEIMIIMHCKON
KBaJM(HUKAIMEH TIepCOHAN, KOTOPBII TOJKEH OBITh BCET/Ia JOCTYIIEH ISl PEIICHUS CBSI3aHHBIX C
UCCIIEIOBAaHMEM BOIPOCOB MEIUIIMHCKOrO XapakTepa. [Ipm HEoOXOOUMOCTH IJsl 3TOW Lenu
MOTYT OBITh IPUBJICUEHBI BHEITHUE KOHCYIIBTAHTHI.

5.4. JIuzalin ucciaeaoBaHus.

54.1. CnooHcop [OMKeH TpUBIEKaTh KBAIM(DHUIMPOBAHHBIX JIMIl  (HAIpHUMeEp,
OMOCTAaTUCTHKOB, KIMHUYECKHX (PapMakojIoroB, Bpayeil) Ha BceX 3Tamax HCCIEAOBAaHHUS - OT
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paspaboTku mporokona, MPK wu 1ulaHa cTaTHCTHYECKOTO aHalu3a [0 IOJTOTOBKH
MIPOMEKYTOUYHOTO U (PUHATILHOTO OTYETOB.

5.4.2. Taxxe cM. pasgen 6 Hacrosiero crangapra, pykoBoxactso ICH "Crpykrypa u
coJiep’KaHue OTYETa O KIMHUYECKOM HCCIIeI0BaHUU" U JPYTrUe COOTBETCTBYIOIIUE PYKOBOJCTBA
ICH no nu3aiiny, IpOTOKOJy U OpraHU3aluy UCCIIEA0BaHuU.

5.5. MeHemKMEeHT HcclieJoBaHus, padoTa ¢ JaHHBIMU U BEJIEHUE TOKYMEHTAIIUH.

5.5.1. CnioHcop 00s13aH MPHUBJIEKATh 00IaJAIOIINX COOTBETCTBYIOMIECH KBATU(UKAIIMEH JTHIT
JUIst O0ILero PYKOBOJACTBA HCCIENOBAaHUEM, pabOThl C JaHHBIMU, BepUUKALUU JaHHBIX,
NPOBEICHUS CTATUCTUYECKOTO aHAIN3a U TIOJTOTOBKU OTYETOB 00 MCCIICOBAHHH.

5.5.2. CioHCOp MOKET MPUHATH peuieHre 00 0O0pa3oBaHUU HE3aBUCMMOIO KOMHUTETa IO
MoHuTopunry paHueix (HKMJI) nns paccMoTpeHusi Xoja KIMHHUYECKOTO HCCIEIOBaHUS,
BKJIIOUYAsl pACCMOTPEHHE JAHHBIX MO 0€30MaCHOCTU U OCHOBHBIX MapameTpoB 3¢ (HEeKTUBHOCTH, a
TaKXKe JUIs BbIPAOOTKM PEKOMEHJAIMK CIOHCOPY O Ieeco00pa3sHOCTH MPOJIOIKEHUS,
MpPEKpaIIeHUs] HUCCIEIOBaHUS WJIM BHeceHMs B Hero usmeHeHudl. HKMJ[ nomkeH umers
NUCbMEHHBIE ONIEPALMOHHBIC TIPOLIEYPHI M BECTH MMChbMEHHBIE 3aITMCH BCEX CBOMX 3aCeaHHM.

5.5.3. Ilpu ucnonb30BaHUU ANIEKTPOHHBIX CHCTEM AJii paboThl C JAaHHBIMU UCCIICOBAHUS
W/WIIN 3JIEKTPOHHBIX CHCTEM YAAJICHHOTO JIOCTYIA K JAHHBIM CIIOHCOP JTOJDKEH:

a) OOecrieynTh M JOKYMEHTAJIBHO O(GOPMUTH COOTBETCTBUE CHCTEM JIIEKTPOHHOMN
00pabOTKM JTaHHBIX YCTAHOBJIEHHBIM CIOHCOPOM TpeOOBaHMSAM K TIOJTHOTE, TOYHOCTH U
HAJKHOCTH JaHHBIX, a TaKXe CTAOMIBbHOCTh JOCTHXKEHHUs TpedyeMoro pesynbrara (T.e.
BaJIMJIAIHUIO).

6) Umetps COII 1o ucnonb30BaHUIO ITHUX CUCTEM.

B) OGecnieunTh paboTy CUCTEM TaKUM 0Opa3oM, YTOOBI MOXKHO OBLIO M3MEHATH JAHHBIE U
IPU 5TOM BHOCUMBIE H3MEHEHUS ObUTH ObI 33JJ0KYMEHTUPOBAHBI, a paHee BBEACHHBIC TaHHbIC HE
ObuTH OBI y/1aJIeHsbI (T.€. UMENICS IOKYMEHTAIbHBIN CIien).

r) Mmers cucreMy 3amlMThl, NPEAOTBPAIIAIONIYI0 HECAHKIIMOHUPOBAHHBIM JOCTYNI K
JTAHHBIM.

n) MIMeTh CIUCOK JIMII, HAJEICHHBIX ITPaBOM BHOCUTH M3MEHEHUs B JaHHbIe (cM. 4.1.5. u
4.9.3.).

e) OGecrnieunBaTh aeKBaTHOE PE3EPBHOE KOMUPOBAHUE TAHHBIX.

k) CoXpaHSATh MAaCKHPOBKY B HCCIIECIOBAaHUSIX, MPOBOJUMBIX CIEMBIM METOAO0M (T.€.
COXpaHATh MACKUPOBKY IPH BBOJIE U 00PaOOTKE TaHHBIX).

5.5.4. Ecim B mporecce 00paOOTKM JaHHBIE TPaHCHOPMHUPYIOTCS, BCErAa TOJDKHA
CYIIECTBOBaTh BO3MOKHOCTh CPAaBHEHUS UCXO/IHBIX JIaHHBIX ¢ 00pa0OTaHHBIMH.

5.5.5. CrioHCOp AOMKEH MCHOJIb30BaTh YHUKAIbHBIN MACHTU(UKAIIMOHHBIA KOJl CyObeKTa
(cM. 1.58.), mo3BosIsAOLINM HAEHTU(UIIMPOBATE BCE TAHHBIE 110 KAKIOMY CyOBEKTY.

5.5.6. CrioHCOp WM Apyrue BIAAETbIBI JaHHBIX JIOJHKHBI XPaHUTh BCE OTHOCAIIMECS K
CIIOHCOPY OCHOBHBIE JOKYMEHTBHI 110 UCCIIEJOBAHUIO (CM. pa3Jiesl 8 HaCTOSIIEro CTaHapTa).

5.5.7. CnoHcOp MOJKEH XPaHWUTh BCE OTHOCSIIMECS K HEMY OCHOBHBIE JIOKYMEHTHI IO
UCCIICIOBAaHUIO B COOTBETCTBHMM C HOPMATHBHBIMM TPEeOOBAHUSAMHU Te€X CTpaH, B KOTOPBIX
IPOAYKT 0100p€H U/WIH B KOTOPBIE CIIOHCOP cOOMpaeTcss 00paTUThCS 3a 0100pEeHUEM.

5.5.8. Ecnu crioHcop mpekpamiaer KIMHUYECKYI0 pa3paboTKy UCCIIeyeMoro Mpoaykra (1o
OTHOMY WJIM BCEM TIOKAa3aHUSM, ITYTSIM BBEICHHS, JIEKApCTBEHHBIM (opMam), OH IOJKEH
XPaHUTh BCE OTHOCAIINECS K CIIOHCOPY OCHOBHBIE JOKYMEHTHI IO MCCIIEJOBAHUIO B TEUCHHUE I10
KpaifHeli Mepe IByX JIET ¢ MOMEHTa O(HIMAIBHOTO TpPEKpamleHus pa3padOTKH WM B
COOTBETCTBUH C HOPMATUBHBIMU TPEOOBAHHUSIMHU.

5.5.9. Ecnu cioHcop mpekpalaer KIMHUYECKYI0 pa3paboTKy MCCIeIyeMOro MpoIyKTa, OH
JIOJIKEH COOOIINTH 00 3TOM BCEM Y4aCTBYIOLIUM B U CCIIEeIOBAHUU
MCCIIEIOBATEIISIM/OpPTaHU3aIsIM U YITOTHOMOUYEHHBIM OpraHaM.

5.5.10. JIrobas mepenada mpaB COOCTBEHHOCTHM Ha JAaHHBIE JOJKHA OBITH JTOBEACHA JI0
CBEJICHUS YIIOJTHOMOYECHHBIX OPT'aHOB B COOTBETCTBUU C HOPMATHBHBIMH TPEOOBAHHSIMH.
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5.5.11. OtHocs1MECS K CIIOHCOPY OCHOBHBIE JTOKYMEHTHI JIOJKHBI XPaHUTBHCS HE MEHEe
JBYX JIET TOCJe YTBEP>KICHHS IMOCIeIHEeN 3asiBKU Ha perucrpainuio mnpenapara B Poccun wim
ctpa”e - yyactHune ICH m 10 Tex mop, moka HU OJHA W3 3asgBOK HE OyIeT HaXOTUThCA Ha
paccMOTpeHHH W He OyAeT IJIaHUPOBAThCS HOBBIX 3asBOK, MJIM HE MEHee JBYX JeT IOoclie
Oo(pHUIIMANBHOTO MPEKpalIeHUsT KIMHUYECKON (ha3bl pa3padOTKU HCCIEAYeMOTO MPOIyKTa. DTH
JIOKYMEHTBI JIOJDKHBI XpaHUThCS O0Jiee ATUTENbHBIN CPOK B Cilydae, €CIM 3TO MPelyCMOTPEHO
HOPMATHUBHBIMU TPEOOBAHUSIMH WIIM HEOOXOIUMO CIIOHCODY.

5.5.12. Cnoncop JIOJKEH B MHUCbMEHHOMN dbopme nH(POPMUPOBATH
UCCIIeIOBaTeNIeH/OpraHi3aiud 0 HEO0OXOAWMOCTH XPAaHEHUS CBS3aHHBIX C MCCICIOBAHUEM
3anuced, a TakKe MUCbMEHHO HM3BECTUTh HX, KAaK TOJIBKO HEOOXOIMMOCTh B JalbHEUIIEM
XpaHEHUHU OTIAJIET.

5.6. BeiOop uccineqoBaTens.

5.6.1. CioHCcOp HEceT OTBETCTBEHHOCTH 3a BBIOOp MccienoBaTeneii/opranu3anuii. Kaxmprii
HCCJIEI0BATENb JTOJDKEH UMETh KBaM(UKAIMIO, ONBIT U pecypchl (cm. 4.1., 4.2.), nocTaTroyHbIe
JUIA TIPOBENICHHS] HWCCIEAOBAHMS, /s KOTOPOro OH BbIOpaH. Ecim B MHOTOLEHTPOBBIX
UCCJIEIOBAHUSIX HEOOXOAMMO OpraHM30BaTh KOOPAUHAIIMOHHBIM KOMHUTET W/MIU BBIOpATh
KOOPAMHATOPOB M3 YMCIIa UCCIEI0BATEICH, TO 3TO SABISETCS 00S3aHHOCTHIO CIIOHCOPA.

5.6.2. Jlo moamuicaHus JOOTOBOpa C HCCIeoBaTelIeM/OpraHu3alyeii Ha MpOBEICHHE
UCCIICIOBAaHUS CIOHCOP JIOJDKEH MPEJOCTaBUTh HCCIIEI0BATEII0/OPTaHu3allii MIPOTOKOI U
Opomtopy wuccieioBareiss B TEKylled pelakiud U JaTh HCCIEI0BaTEI0/OpraHi3aluu
JOCTAaTOYHOE BPEeMsI JUIsi O3HAKOMJICHHS C TIPOTOKOJIOM M MPEIOCTABICHHON HH(pOpMAaIneH.

5.6.3. CrioHCOp JOMKEH MOJIYYUTh COTJIACHEe UCCIIEI0BATENS/OpraHi3aIiu:

a) MPOBOJUTH HccieaoBaHne B cooTBeTCTBUU ¢ GCP 1 HOpMaTUBHBIMU TPEOOBAHUSMH (CM.
4.1.3.), a Takke C MPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM U YTBEPKJIEHHBIM/0J00PEHHBIM
DCO/HOK (cm. 4.5.1.);

0) coOnroaaTh MpoLeayphl PETUCTPALIUU/TIPEACTABICHUS TaHHBIX;

B) Ha MPOBE/ICHHNE MOHUTOPHHTA, ayiuTa U MHCTeKuuit (cm. 4.1.4.);

I) XpaHUTh OCHOBHBIE JOKYMEHTHI, CBSI3aHHBIE C HCCIEJAOBAaHUEM, O TeX MOp, IMOKa
CIIOHCOP HE COOOLIUT MCCIIEI0BATEI0/OPTaHN3aIluH, YTO 3T JOKYMEHTHI OOJIbIIE HE TPEOYIOTCS
(cm.4.9.4.15.5.12)).

CrnoHCOp M HCCIEeI0BATENb/OPTaHu3allds JOJDKHBI TOANMUCATh MPOTOKON WM HWHOU
JIOKYMEHT, OATBEPKJAt0IIU 3TO coracue.

5.7. Pactipenienenue 00s13aHHOCTEH.

Jlo Havaia ucciaeI0BaHus CIIOHCOP JIOJDKEH YCTAaHOBHUTBH U Paclpe/ieuTh BCE CBS3aHHBIE C
MCCJIEJOBaHUEM 00SI3aHHOCTU U (PYHKIIHH.

5.8. KomneHcanuu cy0beKkTaM U UCCIIe0BaTeNsM.

5.8.1. Ecm mpenycMOTpeHO HOpMAaTUBHBIMH TPeOOBAHUSIMH, CIIOHCOP JTOJDKEH 00€CTIeUUTh
CTpaxOBaHWE  WJIM  TapaHTUPOBaTh  IOPUJIUYECKYI0 M (DUHAHCOBYIO  MOJJIEPKKY
UCCIIEIOBATEIIS/OPTaHU3alli B CIy4ae TMPEIbSIBICHUS WM TPETEH3WH, CBA3aHHBIX C
UCCIIIOBAaHUEM, 32 MCKIIIOYEHHEM TeX INPETEeH3MH, KOTOpble BO3HUKIM B PE3yNbTaTe yMbICIIA
WIM HEOCTOPOXKHOCTH CO CTOPOHBI HCCJIENOBATENd WM UIEHOB HCCIIEJ0BATEIbCKOTO
KOJIJIEKTHBA.

5.8.2. IlpaBuna u TpolLEAypbl CIOHCOpPAa JMAOJKHBI TPEAYyCMaTpUBaTh BO3MEIIECHUE
pacxoJI0B Ha JeYeHHE CyOBEKTOB B Cilydae MPUYMHEHHUS Bpela UX 370POBBIO B pe3yibTaTe UX
y4acTHs B UCCIIEIOBAaHUH B COOTBETCTBUH C HOPMATUBHBIMU TPEOOBAHHSIMH.

5.8.3. Eciau cyObBeKThl HCCIEIOBAHUS IOJIYYalOT KOMIICHCAIMIO, MOPSIOK U CIocod
KOMITCHCAIINH JIOJKHBI COOTBETCTBOBATH HOPMATUBHBIM TPEOOBAHHSIM.

5.9. ®uHaHCUpPOBaHUE.

@®uHaHCOBBIE aCTIEKTHl MCCICIOBAHUS JOJDKHBI OBITh JOKYMEHTAIBHO O0(OPMIICHBI B BUJIC
JIOTOBOPa MEXAY CIIOHCOPOM M HCCIIe0BaTeNIeM/OpraHu3alien.

5.10. VYBenmomiieHue YHOJHOMOYEHHBIX OpraHoB/mojlaya 3asBKM B YHOJHOMOYEHHbIE
OpraHBbl.
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Jlo Hauyana KIMHUYECKOTO WCCIICAOBAHUS CIOHCOP (WJIM CIHOHCOP COBMECTHO C
HCCJIEIOBATENIEM, €CIIU ATO MPEAYCMOTPEHO HOPMATHUBHBIMHU TPEOOBAHUSAMMU) JOJDKEH MOAATH B
COOTBETCTBYIOILIIE OpPraHbl Bce TpeOyeMble 3asBKH Ui MX PACCMOTPEHHS, MPUHATHA W/HIN
MOJIyYEHUs pa3pelleHrs HauaTh UCCieloBaHue (B 3aBUCMMOCTH OT HOPMATHUBHBIX TPeOOBaHUIA).
Bce yBenomieHus/3as1BKM TOJDKHBI OBITH TaTHPOBAHBI U COJIEPXKATh TOCTATOYHYIO HH(POPMALIUIO
JUTSL UASHTU(PUKAIUY TPOTOKOA.

5.11. IlonrBepxkaenue paccmorperus ICO/HOK.

5.11.1. CrioHCOp OJDKEH MOJIYYUTh OT UCCIEA0BATENs/OpraHN3allin:

a) HaumeHnoBanwue u aapec ICO/HIK uccnenoBaTens/opraHu3aiuu;

0) moareepxkaeaune or DCO/HIK Toro, uto oH opranu3oBan u aeicTByeT corinacHo GCP u
COOTBETCTBYIOLIIEMY 3aKOHOATEIbCTBY;

B) IOKYMEHTaJIbHO oopmiieHHOe yTBepxkaeHue/onooperne DCO/HIK u, mo tpeboBanuto
CTIIOHCOpa, KONHMIO TEKYIIEH BEpCHMU TNPOTOKOJNA, MHCbMEHHON (opMBI MHPOPMHPOBAHHOTO
coriacus M JIOOBIX APYTUX MPeIOCTaBIIAEMbIX CYObEKTaM MHUCHMEHHBIX MaTepUaloB, a TaKxkKe
ONKCAHHUE JEHCTBUI MO MPUBJICYCHHUIO CYOBEKTOB K YYaCTHIO B HMCCIIEJOBAHUH, JIOKYMEHTOB,
OTHOCSIIIMXCS K MIPETyCMOTPEHHBIM JIJIsl CYOBEKTOB BBITUIATAM U KOMIIEHCAIIMSIM, U JTFOOBIX MHBIX
JOKYMEHTOB, KOTOpBIE MOTJH OBITh 3aTpeboBansl JCO/HIK.

5.11.2. Eciu DCO/HDK o00ycnoBnuBaeT BblAauy CBOETO YTBEPKIACHH/0100pEHUS
BHECCHHEM MW3MEHEHUIl B KakWe-IMOO acleKThl WCCIEJI0BaHMs, HANpUMep B MPOTOKOI,
NUCbMEHHYI0 (opMy HHPOPMHUPOBAHHOTO COTJIACHS WM JIOObIe HMHBIE TNPEAOCTaBIsieMble
CyObeKTaM MUChbMEHHBIE MaTepUaIbl W/WIN JAPYTHe MPOIETyPhl, CIIOHCOP JOJDKEH HMOIYYUTh OT
MCCJIEIOBATENIS/OpPraHU3allii KOMUU BCEX H3MEHEHHBIX JIOKYMEHTOB U JIaTy MOJy4YE€HHOTO
yrBepxkaenust/ogoopenns SCO/HOK.

5.11.3. CrnoHcop [OJDKEH MONY4YUTh OT HMCCIEAO0BATENs/OpraHMu3alii JOKYMEHTAIUI0 U
JaThl JTIOOBIX MOBTOPHBIX yTBepxkaeHuit/ogoopenuit JCO/HOK, a Taxxke pemeHuii o0 oT3bIBE
VI TIPUOCTAHOBKE PaHee BBIIAHHOTO YTBEPKICHUS/0100peHUSI.

5.12. Madopmarnust 00 UCCIIeyeMbIX MTPOTyKTaX.

5.12.1. Ilpu mIaHUPOBAHUM UCCIIETOBAHHUI CIOHCOP JOJDKEH pacloyiaraTh JTOCTaTOYHBIM
00BEMOM TOJYYCHHBIX B JOKIMHUYECKAX W/WIM KIMHWUYECKHX HCCIICAOBAHUAX JAHHBIX I10
6e3omacHOCTH U 3()PEKTUBHOCTH, OMPABABIBAIOLINX MPUMEHEHUE HCCIEIYeMOro MpPOAYKTa C
UCTIOIb30BAHUEM COOTBETCTBYIOIIMX ITyTed BBENCHMS W J03 TPH COOTBETCTBYIOIICH
JUINTENIBHOCTH U B COOTBETCTBYIOLIECH MOMYJISALUH.

5.12.2. Cnoncop A0JKeH 0OHOBIIATH OpPOIIIOPY UCCIIEAOBATENS 10 MEpPE MOTyYeHUs HOBOU
CyllecTBeHHON MH(pOpMaLuu (CM. pa3zen 7 HaCTOSIEro cTaH1apTa).

5.13. IIpou3BOACTBO, yIIaKOBKa, MAPKUPOBKA M KOJUPOBAHUE UCCIIEIYEMBIX ITPOJYKTOB.

5.13.1. CnoHcop momkeH obOecnednTh, YTOOBI HCCIEeNyeMble MPOAYKTHI (BKIIOYas, B
COOTBETCTBYIOIIIMX  CIy4asX, AaKTUBHBIC IIperapaTtbl CpaBHEHHS © IUIanedo) wuMenn
XapaKTEePUCTHKH, COOTBETCTBYIOIIME CTaJuU pPa3pabOTKH JAHHBIX TMPOAYKTOB, ObUIN
IIPOM3BEACHBI B COOTBETCTBUU C NMPUMEHUMBIMU TpeOoBaHusiMH GMP u, B COOTBETCTBYIOMIMX
cilyyasiX, 3aKOJAMPOBaHbl M MapKHUPOBAHbI TaKUM 00pa3oM, 4YTOObl OO0ECHEeYUTh 3alUTY
MacKUpoBKHU. Kpome Toro, MapkupoBKa JOJKHA COOTBETCTBOBATh HOPMATHBHBIM TPEOOBAHUSIM.

5.13.2. CnoHcop JMAOJKEH OIpeNeNuTh i HCCIEAYEeMbIX MPOAYKTOB TEMIIEpaTypy
XpaHEeHHs, YCIOBUSI XpaHEHUs (HampuMmep, B 3aIIUIICHHOM OT CBETa MECTE), CPOK XpaHECHHS,
pacTBOPUTENU W MPOLENyphbl Ui pa3BeCHHS M BOCCTAHOBJICHHUS, a TaKXKe, €CIIM TaKOBbIE
NPEIYCMOTPEHBI, YCTPOWCTBA ISl BBEACHUS MpoaykTa. CIOHCOP JODKEeH MH()OPMHUpPOBATH 00
TUX TpeOOBAaHUSAX BCE BOBJICUCHHBIE CTOPOHBI (HANpUMeEp, MOHHMTOPOB, HCCIEIOBaTENEH,
IIPOBU30POB, JIHII, OTBETCTBEHHBIX 332 XpaHCHHUE).

5.13.3. Uccnenyemble MPOIYKTHI JOJKHBI OBITh YITAKOBAHbI TaK, YTOOBI MPEJOTBPATUTH UX
3arpsi3HEHUE U 00ECTIEYNTh UX COXPAHHOCTH (MTPUTOHOCTH) MPH TPAHCTIOPTUPOBKE U XPAHEHHH.

5.13.4. Jlna wuccnenoBaHWi, B KOTOPBIX HCIOJB3YETCSl CIENOW METOHA, CUCTeMa
KOJIMPOBaHUS MCCIIEyeMOT0 MPOAYKTa OJDKHA BKITIOYATh B ce0si MEXaHHU3M, MMO3BOJISIONINN, B
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OKCTPEHHBIX CIIydasiX, OBICTPO WACHTU(PUIMPOBATH TNPOIYKT, HO, B TO K€ BpeMs, He
JIOMYCKAIOIUI BO3MOXHOCTH HE3aMETHO PACKPBITH KOJI.

5.13.5. Ecnu nekapcTBeHHas (hopMa MCCIENyeMOro NpOAyKTa MM IMperapara CpaBHEHHS
Ha KJIMHUYECKOM 3Tale M3ydyeHHs Oblla CYyIEeCTBEHHO M3MEHEHA, TO JI0 UCHOJIb30BaHUS HOBOH
JICKapCTBEHHOH (OPMBI B KIIMHHUYECKUX HCCIEIOBAHUSAX TOJDKHBI OBITH MOJyYEHBI PE3YIIbTaThl
JHOOBIX JIOTIOJIHUTENBHBIX UCCIEIOBAHNI JaHHOM JIeKapcTBEHHON (pOpMBI IPOAYKTa (HarpuMep,
CTaOMIIBHOCTH, PACTBOPUMOCTH, OMOAOCTYIHOCTH), HEOOXOUMBbIE IJIsi OLEHKH TOTO, CIIOCOOHBI
JIM JaHHbIE U3MEHEHMsI CYIIIECTBEHHO NOBIUATH Ha (paApMaKOKMHETUYECKUH NPO(UIIb MPOAYyKTa.

5.14. TlocTaBka uccieayeMbIX MPOAYKTOB U MpaBUiIa OOPALICHUsI C HUMHU.

5.14.1. CroHcop OTBEYaeT 3a IIOCTaBKY HCCIIEIOBATEII0/OPraHU3alMi HCCIISTyEeMOTO
IPOJYKTA.

5.14.2. Cnoncop HE JIOJKEH MOCTaBJISITh HcclelyeMbli MPOAYKT
UCCIIEIOBATENI0/OpTaHu3allui 0 Te€X IOp, MOKa HE MOJIyYUT BCIO TPeOyeMyro JOKYMEHTAIUIO
(manpumep, yrBepxkaenue/oqoopenne DCO/HOK u ynoHOMOYEHHBIX OPTaHOB).

5.14.3. IluceMeHHbIE TPOLEAYPHI CIIOHCOpPA JOJDKHBI BKIIOYATh B €0 MHCTPYKIUH IS
UCCIIeI0BaTEeNs/OpraHu3aliy 110 IPaBUIaM XpaHEHUs MCCIIelyeMOro MpoayKTa U oOpaleHus ¢
HUM, a TaK)Ke 110 BEJICHHIO COOTBETCTBYIOIECH TOKyMeHTanuu. [Iporenyps! T0MKHBI ONMCHIBAT
Oe30macHoe MoIy4YeHHE UCCIIEAYEeMOro NpoaAyKTa, oOpalleHue ¢ HUM, ero XpaHeHHe U BblAavy,
U3BSITHE HEHCIIOIb30BAaHHOTO HCCIIEAYEMOTO MPOIYKTa y CYObEKTOB M BO3BPAT €r0 CIIOHCOPY
(100 WHOE pacnopsKeHHE HEUCHOJIb30BaHHBIM IPOJIYKTOM, €CJIM 3TO CAHKIIMOHMPOBAHO
CIIOHCOPOM M COOTBETCTBYET HOPMATHUBHBIM TPEOOBAHUSIM).

5.14.4. CrioHCOp AOJIKEH:

a) 00ecreYynTh CBOEBPEMEHHYIO [TOCTABKY UCCIIEAYEMBIX MPOAYKTOB HCCIEA0BATENSIM;

0) JOKYMEHTUPOBAaTh MIOCTABKH, [10JIy4Y€HHE, BblJIauy, BO3BpAT U YHUUTOXKEHHE (JINOO nHOE
pacropspKeHHE ) UCCIEAyEeMbIX TPOYKTOB (CM. pa3ziesl 8 HAaCTOAIIETO CTaHIapTa);

B) MMETh CHCTEMY BO3BpaTa MCCIIELYyeMOro MPOAYKTa U JOKYMEHTHUPOBAHMsS I0JI0O0OHOTO
u3bATUS (HampuMmep, OT3bIBa OpaKOBaHHOIO IMPOJYKTa, BO3BpaTa MPOAYKTa IMOCIE OKOHYAHUS
UCCJICIOBaHMS WIIM 11O UCTEYEHUU CPOKa FOJTHOCTH);

I) UMETh CHUCTEMY YHUYTOXEHHS (JIMOO MHOTO pACHOPSIKEHUS) HEUCIOJIb30BAaHHBIX
UCCIIEIyeMbIX TPOAYKTOB U JOKYMEHTHPOBAaHHUS IOJOOHOr0 YHHUYTOXKEHUs (JInbO HHOro
pacHopsIKEHHUS).

5.14.5. CioHCcOp 10JKEH:

a) IlpuHATE Mepbl MO OOECHEYEHHI0 CTAOMIBHOCTH HCCIEAYEMBbIX IPOIYKTOB Ha
IPOTSKEHUH BCETo MepPHOAa UCOIb30BAHUS.

6) lmerp nocraToyHOE KOJIMYECTBO HCIOJB3YEMOTO B HCCIEAOBAHMUSIX HCCIEAYEMOTO
IPOAYKTa, YTOOBI OJATBEPANUTH, B Cllydyae HEOOXOAUMOCTH, €0 COOTBETCTBUE CIIELUPHUKALISIM,
a TaK)Ke BECTH YYeT aHaJU30B U XapaKTepUCTUK 00pa30B MPOAYKTa U3 MapTHH. B 3aBucuMocTH
OT CTaOMJIBHOCTH 00pasIibl OJIKHBI OBITh COXPAHEHBI JINOO 10 OKOHYAHUS aHaJH3a JaHHBIX 110
HCCJIEIOBaHMIO, JIUOO B TE€YEHHE CPOKA, OMPEIEIIEHHOTO COOTBETCTBYIOLIUMH HOPMAaTUBHBIMU
TpeOOBaHUSAMH, UCXO/I U3 TOTO, KAaKOW MIEpUO/I sIBIIsieTCs Oojiee AITUTETbHBIM.

5.15. loctyn K 3anucsam.

5.15.1. CnoHcop MAOMKEeH MNpPeayCMOTpeTh B TPOTOKOJE WIA HMHOM HHCbMEHHOM
corjameHuu OOS3aHHOCTh HCCIENOBATelNs/OpraHu3alun  00ecleynTh NpPSIMOM JOCTyNl K
NEPBUYHBIM JaHHBIM/JOKYMEHTAIIUH JJIs LIeleld MOHUTOPHUHTA, ayauTa, skcnepTu3sl JCO/HOK,
a TaK)Ke MHCIEKIIMU CO CTOPOHBI YIIOJTHOMOUYEHHBIX OPTaHOB.

5.15.2. CnoHcop nomKeH yOemuThCS B TOM, YTO KaXAblii CyOBEKT Jal MHChbMEHHOE
corjacue Ha MpsAMOM JOCTyH K €ro OpPUTHHAJbHBIM MEIUIIMHCKUM 3amucsaM U Lemeit
MOHUTOpHMHTa, ayaurta, okcreptussl DCO/HOK, a Takke MHCHOEKIUH CO CTOPOHBI
YIIOJTHOMOYEHHBIX OPTaHOB.

5.16. Mudopmarnust, oTHOCAIIasICA K 0€30MaCHOCTH.

5.16.1. CnoHcop oOTBedaeT 3a IIOCTOSHHYIO OLEHKY O€30MacCHOCTH HCCIIeTyeMbIX
IPOJYKTOB.
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5.16.2. CnoHCOp HOJIKEH HE3aMEIUTENIbHO YBEIOMHTH BCEX 3aHSTHIX B HCCIIEIOBAHUU
ucclieIoBaTeNeil/opranu3aliy, a TakKe YIMOJIHOMOYEHHbIE OpraHbl O MOJYYEHHBIX [aHHBIX,
KOTOpPBIE MOTYT HEOJIAronpusTHO OTPA3HThC Ha OE30MacHOCTH CyOBEKTOB, MOBIUSATH Ha
MIPOBEJICHUE HCCAeAOBaHUS JMOO W3MEHUTh yTBepxkacHue/onoopenne DCO/HOK Ha
IPOJOJKEHHUE UCCIIEIOBAHUS.

5.17. CooO1ieHus 0 HeXKENATSIIbHBIX PEAKITUSIX.

5.17.1. CnoHcop [IOKEH B BO3MOXHO 0Ooliee KOPOTKHH CpOK cOOOIIaTh BCEM
YYacTBYIOIIMM B HCCIEAOBaHWM HcchenoBatensv/opranm3anusam, JCO/HOK, rae »3to
TpeOyeTcsl, a TAaKXKe YIIOJIHOMOYEHHBIM OpraHaM 000 BceX HEeXeIaTelIbHbIX PeaKlUsiX, KOTOpbIe
OJIHOBPEMEHHO SIBJISIFOTCS] CEPhE3HBIMH U HETIPEIBUICHHBIMU.

5.17.2. Takue 3KcHpecc-0TYETHI TOJKHBI COOTBETCTBOBATh HOPMATUBHBIM TPEOOBAHUAM H
pykoBojactBy ICH "Omenka naHHBIX 10 KJIMHHUYECKOW OE€301aCHOCTH: TEPMHHOJOTHS U
CTaH/IapThl IKCIPECC-0TYETHOCTH" .

5.17.3. CoHCOp MOKEH MPEICTABIATh HA pACCMOTPEHHUE YIOJHOMOUYEHHBIM OpraHaM BCe
HOBBIC JJaHHbIE W TEPHOAMYECKHE OTYETHl MO OE30MacHOCTH HCCIEAYeMOro IMpOayKTa B
COOTBETCTBUM C HOPMATUBHBIMH TPEOOBAHUSIMHU.

5.18. MoHUTOpUHT.

5.18.1. Llenn

[lenbro MOHUTOpPUHTA UCCIIEIOBAHUS SIBIISIETCS [IPOBEPKA TOTO, YTO:

a) [IpaBa u Gnaromnony4ne cyObeKTOB 3alUIICHBI.

0) IlpencraBieHHbIC JaHHBIC SBJSIOTCS TOYHBIMH, IIOJIHBIMH W  TIOJTBEPKIAOTCS
IIEPBUYHOU JTOKYMEHTALIUEN.

B) HccnenoBaHue npoBOIUTCS B COOTBETCTBUM C YTBEP)KIEHHOW TeKyllel Bepcueit
npoTtokoina/nonpaBok, GCP u HopMaTUBHBIMU TPEOOBAHUSIMH.

5.18.2. Bb1OOp MOHUTOPOB U UX KBATU(UKALUS

a) MOHHUTOPBI AOKHBI HA3HAYATHCSI CTIOHCOPOM.

06) MOHHTOpPBI [OKHBI HWMETh COOTBETCTBYIONIYIO TIOATOTOBKY, a TaKkke o0yagath
HAyYHBIMU W/UIU KIMHUYECKUMHU 3HAHUSMH, HEOOXOIMMBIMH [UJISl TPOBEACHUS HAJJICKAIIETO
MOHHTOPHHTA HWCCIeI0BaHus. KBanudukanus MOHHUTOPOB JIOJDKHA OBITH MOJATBEPIKIICHA
JIOKYMEHTaJIbHO.

B) MOHUTOPHI TOJKHBI JIETATHHO 3HATHh UCCIIEYyEMbIE TTPOIYKTHI, TPOTOKOJ, MTUCHMEHHYIO
dbopMy HHGOPMUPOBAHHOTO COTJIACHUS M BCE APYTUe MPEAOCTaBIsieMble CyObEeKTaM MUCbMEHHBIE
matepuaisl, COIl cnoncopa, GCP u HopMaTuBHBIE TpeOOBaHUS.

5.18.3. O0BeM u copeprkaHue MOHUTOPUHTA

CrioHcOop [noiKeH o0ecrneyuTh HaJUIeKalluii MOHUTOPUHI uccienoBaHuil. CroHcop
JOJKEH OIpeNeluTh HEOOXOAWMbIE O00beM M COAEpKaHHEe MOHUTOPHHIa UCXOIS M3 IENei,
3a/a4, METOAOJOIHH, CIOKHOCTH, MAaCKHpPOBKHM, OObE€Ma U OLIEHMBAEMbIX I1apaMETPOB
uccienoanus. [lo oOmemMy mpaBuily, ¢ IeIbI0 MOHUTOPUHTAa TpeOyeTcs ToceuaTh
UCCJIEIOBATENbCKUE IIEHTPHI 10, BO BpeMsl W TOcie OKOH4YaHus uccienoBaHus. OnHako B
UCKITIOYUTENBHBIX CIydasX CIIOHCOP MOXET pPEMIUTh, YTO MOHUTOPHUHI 0€3 BHU3UTOB B
MCCJIEI0BATENbCKUE IIEHTPHI B COUETAHUU C TAaKUMH TMPOIEAYpaMH, KaK TPEHUHT U MPOBEJIECHUE
COBEILIAaHUH UCCIIeJIoBaTeNeH, MPEAOCTaBICHHE WM MOJPOOHOTO MHUCHMEHHOTO PYKOBOJCTBA
MOJKET TapaHTHUPOBAHHO 00ECTIEUNTh Ha/JIeKallee MPOBEACHNUE NCCIIEIOBAaHUS B COOTBETCTBUU C
GCP. Crartuctudecku ompejenseMble KOHTPOJIbHBIE BBIOOPKH MOTYT CIYXHTh MPUEMIEMBIM
METOJIOM JJIsl OTOOpa MPOBEPSAEMBIX JaHHbIX.

5.18.4. OGs3aHHOCTH MOHUTOpPA

MoHHTOp, B COOTBETCTBUH C TPeOOBaHUSIMH CIIOHCOpPA, JODKEH 00eCneunuTh Hajslexaliee
MpoBeJIcHNE U JAOKYMEHTalbHOe odopmieHue uccienoBanus. C 3Toil 1eabl0 MOHUTOP, KOTJa
YMECTHO M HEOOXOJHMMO C Yy4€TOM KOHKPETHOTO HCCJIEOBAaHUS M UCCIIEeI0BATENIbCKOrO 1IEHTPa,
BBITIOJTHSET HIDKENIEPEUNCIICHHBIC ICHCTBUS:

a) BeicTymaer B KauecTBE OCHOBHOIO CBSI3YIOIIETO 3BEHAa MEXIY CIIOHCOPOM H
HCCJIEOBATEIIEM.



6) IIpoBepser B Hauale M Ha MPOTHKEHUHM BCETO HCCIEIOBAHUS aJCKBaTHOCTD
KBaTHUKAMK U pecypcoB uccienoBarens (cm. 4.1., 4.2., 5.6.), a Takke TOCTATOYHOCTH ISt
0€30MacHOr0 ¥ HAUIEKALIero IPOBEACHUS HCCIEIOBAaHUS HUMEIOIIMXCSA JIIOACKUX U
MaTepuaIbHBIX PECYpCOB, BKJIIOUas JabopaTopun, 000py10BaHUE U MTEPCOHAI.

B) B oTHOIIEHNN HCCIIEyeMbIX ITPOYKTOB MOHUTOP IIPOBEPSET CIEAYIOLIEE:

1) cpoku W yciaoBHsI XpaHEHUS MpPUEMJIEMbl U KOJIMWYECTBO JOCTATOYHO JO KOHIA
UCCIIEIOBAHMSI;

2) uccneayemMble MPOAYKThI MOTY4YaloT TOJIBKO T€ CYOBEKThI, KOTOPHIM OH Ha3HAYE€H, U B
J103aX, YCTAaHOBJIEHHBIX IPOTOKOJIOM;

3) cyObekTaMm npeaocTaBieHbl HEOOXOAMMbIE HHCTPYKIIMU IO MPAaBUILHOMY IPUMEHEHHIO
UCCIIETyeMbIX IPOAYKTOB, OOPAIICHUIO C HUMH, UX XPaHEHHIO U BO3BPATY;

4) monydeHue, IPUMEHEHUE U BO3BpAT UCCIEAYEMBIX MPOAYKTOB B HCCIENOBATENHCKOM
[EHTPE JODKHBIM 00pa30M KOHTPOIHUPYIOT B 0(OPMIISIOT JOKYMEHTAIBHO;

5) yuuuroxenue (100 MHOE PACIOPSDKEHUE) HEUCIIONb30BAHHBIX —HCCIETyEeMbIX
IPOAYKTOB B HCCIIEJOBATEIbCKOM LIEHTPE OCYILECTBISIOT B COOTBETCTBUU C HOPMATHBHBIMU
TpeOOBAaHUSIMU U 110 COTJIACOBAHHIO CO CIIOHCOPOM.

r) Ilposepser coOntoeHNE HCCIEAOBATENEM YTBEP)KIEHHOTO TMPOTOKOIA M BCEX
YTBEPKACHHBIX IMOMPABOK K HEMY, €CJIM TAKOBbIE UMEIOTCSI.

1) IIpoBepsier, 4TOOBI MUCEMEHHOE HHPOPMHUPOBAHHOE COTIIACHE KAKIOT0 CyOBheKTa ObLIO
MOJIYYEHO JI0 Hayalla y4yacTHs B UCCIIEAOBAaHUU.

e) OOecneunBaeT HanMW4yhe Yy UCCIENOBATENs TEKyIIeH pemakuud — OpOIIIOpHI
UCCIIeIOBATENS, BCEX APYTUX JOKYMEHTOB M MaTepHaloB, HEOOXOAUMBIX IJii MPOBEICHUS
UCCIIEIOBAaHMS HAJICKAIIMM 00pa30M M B COOTBETCTBUU C HOPMATUBHBIMU TPEOOBAHHSIMH.

k) ObecnieunBaeT T0, 4TOOBI HCCIEAOBATENb U €r0 COTPYIHUKHU, 3aHSTHIC B UCCIICIOBAHUH,
OBLTM TOCTATOYHO HH(POPMHUPOBAHBI 00 MCCIICIOBAHHH.

3) IIpoBepsier, 4TO wuCCIeqOBATENh W €r0 COTPYAHHUKH, 3aHSATHIE B MCCIEIOBAHUU,
BBITOJIHSIOT CBA3aHHbBIE C UCCIIEJOBAaHUEM O0S3aHHOCTH B COOTBETCTBUH C IPOTOKOJIOM U BCEMU
JIPYTMMH MUCbMEHHBIMH COTJIALICHUSIMH MEXKy CIIOHCOPOM M HCClieoBaTeleM/OpraHu3aiuei u
HE MepeaatoT BHITIOJIHEHNE CBOUX (YHKIIMI HEYIIOJTHOMOYEHHBIM JIULAM.

u) IlpoBepsier coOmtofeHNe wuccleaoBaTeIeM KpUTEpUEB OTOOpa MpH BKIIOYEHUU
CyOBEKTOB HCCIICTOBAHUS.

k) Coob1raer o ckopocT Habopa CyObEKTOB B UCCIIEJIOBAHUE.

1) IlpoBepsier NpaBUIIBHOCTh, TMOJHOTY M CBOEBPEMEHHOCTh PETUCTPALIMM JAHHBIX B
NEPBUYHBIX M JPYTHX OTHOCSIIUXCS K HCCIENOBAaHUIO JIOKYMEHTAaX, a TAaKXe MOPSANOK HX
BEJICHMUS.

M) IIpoBepsieT, uTo Hccae0BaTENb MPEAOCTABISAET BCe TpeOyeMble OTUEThI, YBEOMIICHNUS,
3ampockl W TMOAOOHBIE JOKYMEHTHI M 4YTO OHHM SIBJISIOTCS IPaBUWIbHBIMHU, IOJHBIMU,
CBOEBPEMEHHBIMHU, pa300PUNBBIMHU, TaTUPOBAHbBI U UAECHTUPHULIHPYIOT HCCIEeI0OBAHNUE.

H) IlpoBepsier mpaBuiabHOCT, W MOJNHOTY AaHHbIX B MPK, mepBuUYHBIX NOKyMeHTax M
JPYTUX OTHOCSIIUXCA K HCCIEIOBAHUIO 3alUCSIX MYTEM CONOCTAaBIEHUS MX MEXIy coboi. B
0COOEHHOCTH, MOHUTOP JI0JIKEH MPOBEPUTH CIEIYIOIIEE:

1) nmpaBUIBHOCTH BHECEHUS TpeOyeMbIX MpoTokoioM aaHHbIX B PK u ux coorBercTBHE
JAHHBIM B IEPBUYHOM TIOKYMEHTALIUN;

2) mo0ble M3MEHEHUs J03bl W/WIN TEparuu YeTKO JOKYMEHTAJIbHO O(GOpMIISIOTCS A
KaXKI0ro cyOBbeKTa UCCIeJOBaHMUS;

3) HexenaTenbHbIE SIBICHUS, COMYTCTBYIOIIEE JeUeHNEe U MHTEPKYPPEHTHbIE 3a001eBaHUs
peructpupytorcs B UPK B COOTBETCTBHM C TPOTOKOJIOM;

4) mpomnyieHHble CYyObEKTOM BHU3UTHI, HENPOBEICHHBbIC AHAIU3bI U HEBBIOJHEHHbIC
obcnenoBanus sicHo otpaxxeHbl B IPK kak TakoBwie;

5) Bce cily4au UCKJIIOUEHHSI U BBIOBIBAHUS CYOBEKTOB U3 UCCIIEAOBAHUS 3aperUCTPUPOBAHBI
u o0bsacuensl B UPK.
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0) CooOmaer uccnenoBaTento o JroObIx nomymeHHbIXx B MPK ommOkax, mpomyckax u
HEpa300pUMBBIX 3amuciaX. MOHUTOP [OJDKEH MPOCIEAUTh 3a TE€M, YTOObI COOTBETCTBYIOIIUE
UCTIpABJICHUS, TOOABJICHUS WM BBIYCPKUBAHUS OBLIM CHETAHbI, JaTHPOBAaHBI, OOBICHEHBI (€CIU
HE00XO0IMMO) U MOJIIMCAaHbl CAMUM HCCIIEJIOBATEIEM JINOO YIOJTHOMOYCHHBIM Ha MOJIMUCAHKE 32
Hero u3MmMeHennit B MPK wineHom wuccienoBarenbCKoro KOJJIEKTUBA. JlaHHBIE MOJIHOMOYHUS
JIOJIKHBI OBITh 3aKPEIUICHBI IOKYMEHTAIbHO.

n) IIpoBepsier cOOMIOACHHE CPOKOB COOOMIEHHS O HEXKENATEIbHBIX SBICHUSX,
onpeneneHHbx GCP, nmpotokonom, DCO/HIK, crioHCOpOM U HOpMATHBHBIMH TPEOOBAHUSIMH.

p) IlpoBepsier BeaeHHE MCCIEAOBATENEM OCHOBHBIX JOKYMEHTOB (CM. pasgen 8
HACTOSAILIETO CTaHapTa).

c¢) CoobmaeT uccnenoparento 06 oTkiIoHeHus1x oT nporokoia, COIl, GCP u HopMaTHBHBIX
TpeOOBaHUI, a Takke MNpeANpPUHUMAET HEOOXOJUMBbIE NEWUCTBUSA C LENbIO MPEIOTBPATUTH
MOBTOpPEHHE MOTOOHBIX OTKJIOHEHHUH.

5.18.5. IIpouenypsl MOHUTOPUHTA

MonuTop nomkeH coOmonare nuchbMenHele COIl cmoHcopa, a Takke NpOoLEayphl,
CHEIHAJIbHO OIPEeIeICHHBIE CTIOHCOPOM ISl MOHUTOPUHIa KOHKPETHOTO UCCIIEIOBAHMUSL.

5.18.6. OTyeT MmoHHTOpA

a) [locie kaxoro BU3UTA B UCCIIEAOBATEIbCKUN LIEHTP WU CBA3aHHOTO C UCCIIEI0BAHUEM
KOHTaKTa MOHUTOP JAOJKEH IPEICTaBUTh CIIOHCOPY MUCbMEHHBIN OTYET.

6) OT4eThl JOJDKHBI BKJIIOYATh B ce0s JaTy, HAMMEHOBAHUE LIEHTPA, UM MOHUTOpA, UMS
MCCJIEI0BATENS WIIK HHOTO JIMLA, C KOTOPBIM COCTOSJICSI KOHTAKT.

B) OTueTsl JOMKHBI COJAEP)KaTh KPaTKoe OMHCaHWE OOBEKTOB IMPOBEPKH, COOOIICHHE
MOHHUTOpA O CYHIECTBEHHBIX NaHHBIX/()aKTaX, OTKIOHEHHAX W HEIOCTAaTKaX, BHIBOJIBI, OMUCAHUE
NEUCTBUH, MPEeNNpHUHATHIX OO IIAaHUPYEMBIX W/HIM PEKOMEHIYEeMbIX i oOecreueHus
coOmroaenus TpedoBanuil npotokoia, GCP 1 ynoJHOMOYEHHBIX OpPraHOB.

r) IIpoBepka CHOHCOpPOM OT4YeTa U MOCIEAYIOIIME IEHUCTBUS MO HEMY JOJDKHBI OBITh
JOKYMEHTAIBHO 0()OPMIICHBI YIIOJIHOMOYEHHBIM IPEACTaBUTENIEM CIIOHCOPA.

5.19. Ayaur.

[Ipu nmpoBeneHuu ayauta B Ipelesnax Mep, HANpaBICHHBIX Ha OOecleueHHe KauecTsa,
CIIOHCOPBI IOJDKHBI YYUTHIBATh:

5.19.1. Llens

Ilenpro CHOHCOPCKOrO ayauTa, MPOBOAMMOIO OTIAEIBHO M HE3aBUCUMO OT PYTHHHBIX
(GYHKIMI 10 MOHUTOPUHTY M KOHTPOJIO KadecTBa, SBISIETCS OIEHKA COOTBETCTBUS
npoBouMoro uccienoBanus nporokoiy, COIl, GCP u HopMaTuBHBIM TPeOOBaHUIM.

5.19.2. Bo1bop u kBanudukanus ayauTopoB

a) Jlns mnpoBeneHHsl ayauTa CHOHCOpP JOJDKEH HA3HAYWTh JIMIL, HE3aBUCHUMBIX OT
KIIMHUYECKUX MCCIIEOBaHUM.

6) CnoHcop 00s3aH yJIOCTOBEPUTHCS B TOM, YTO ayAMTOPHl OOIaJalOT JOCTATOYHOM
KBaJIM(UKALMEN, T.€. TOATOTOBKON U OINBITOM, JIJIsl IPOBEJICHUS ayAUTa HaJIeKaluM 00pa3oM.
Kpanuduxanus ayauropa goKHa ObITh TOATBEPXKICHA JOKYMEHTAIBHO.

5.19.3. Tlpouenypsl aynura

a) CrnoHcop IOMKEH YOeIUThCS, YTO ayauT KIMHUYECKUX MCCIIeA0BaHHUM/IporpaMm
IPOBOAMUTCS B COOTBETCTBUM C NUCHBMEHHBIMU MpOILEIypaMU CIIOHCOPA, OINpPEAESIONUMU
00BEKT ayJuTa, METOJIbl MPOBEJICHHS ayJUTa, YaCTOTY ayAUTOB, a TaKxke (GopMy U CojeprKaHue
OTYETOB 00 ayauTe.

6) PazpaboTaHHBIi CIOHCOPOM IIJIaH ayAUTa U MPOLETYPHl ayIUTa UCCIECTOBAHMS JTOJIKHbI
OBITh  OMNpeAeNieHbl 3HAYUMOCTBIO JIAHHOTO  HCCJENOBaHUS s TOJaud  3asBOK B
YIIOJIHOMOYEHHBIE OpPraHbl, KOJMYECTBOM CYOBEKTOB, YYaCTBYIOIIUX B UCCIIEAOBAHUH, THIIOM U
CJIOKHOCTBIO MCCJIEIOBaHMS, CTENEHbIO pUCKa Uil CYOBEKTOB MCCIEAOBAHUS, a TAKKE JOKHBI
OBITH IPUHATHI BO BHUMaHUE JIFOObIE BBISIBICHHBIE TIPOOIEMBI.

B) 3aMeuaHus U BBIBOJIBI ayJUTa JOJIKHBI ObITH OPOPMIIEHBI TOKYMEHTAIBHO.
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r) Jna coxpaHeHHsT HE3aBUCHUMOCTH M LEHHOCTH (YHKUUH ayAWTa YHOJIHOMOYCHHBIE
OpraHbl He JIOJDKHBI B PyTHHHOM IOpPSIKE 3allpaliiBaTh OTYETHhl 00 ayauTe. YTOJIHOMOYEHHBIE
Opranbsl MOTYT 00OpamaTbes 3a AOMYCKOM K OT4eTaM 00 ayauTe, eClii UMEIOTCS CBUAETENbCTBA
cepbe3Horo HecooTBeTcTBUsI GCP, nnu B ciyyae cyneOHBIX pa30oUpaTeNIbCTB.

n) Ecmu 5310 Tpebyercs COOTBETCTBYIOLIMM MECTHBIM 3aKOHOAATEIBCTBOM WM
MOJI3aKOHHBIMH aKTaMH, CIIOHCOP JIOJKEH MPEACTaBUTh CBUJIETEIHCTBO O MIPOBECHHOM Ay IUTE.

5.20. HecoGmoieHne mpuMEeHUMBIX TPEOOBAHUH.

5.20.1. Hecobmoaenue nporokona, COIl, GCP nu/umm cOOTBETCTBYIOIMX HOPMATHBHBIX
TpeOOBaHUH HCClieAOBaTeNIeM/OpraHi3aeldl Wikl COTPYAHUKOM CIOHCOpa JOJDKHO BECTH K
Oe3oTnarareiabHbIM ACHCTBUSIM CIIOHCOPA, HAIIPABJIEHHBIM Ha 00eCreYeHne UX COOII0ICHUSI.

5.20.2. Ilpm oOHapyXeHMH B XOJ€ MOHUTOPHHIAa WM ayauTa CEpPbEe3HBIX W/WIN
MNOBTOPSIOUIUXCA ~ CIydyaeB  HECOOTIOJEHHS MPUMEHHMbBIX TpeOOBaHHUN CO  CTOPOHBI
UCCIIEIOBATENs1/OpraHU3aI K CIIOHCOD JIOJIKEH IIPEKPATUTH y4yacTue
UCCJIeIOBATENs/OpraHu3aluu B uccienoBaHuu. Ecnu ywyactue wucciienoBarens/opraHu3anuu
OPEKpaIleHO B PE3ylbTaTe CEPbE3HBIX W/WIM TOBTOPSIOUIMXCS CIydyaeB HECOOII0IeHUS
NPUMEHUMBIX TpeOOBaHM, CIOHCOpP JIOJDKEH Oe30TiiaraTeIbHO yBEIOMHUTH 00 3TOM
YIIOJTHOMOYEHHBIE OPraHbl.

5.21. JlocpodHoe mpekpanieHue uik NpruoCcTaHOBKA UCCIEA0BaHUS.

Eciu unccnenoBaHue OCPOYHO NPEKPALIEHO WJIM IMPUOCTAHOBIIEHO, CIIOHCOP JIOJIKEH
HE3aMeUIUTEIBHO COOOIIUTh MCCIEI0BATENSIM/OPTaHU3alUSIM U YIIOJIHOMOYEHHBIM OpraHaM O
IpeKpaIleHNH Wik MPUOCTAHOBKE, a TAK)KE yKa3aTh MPHUYUHBI PEKPALCHNS WA IPUOCTAHOBKH.
OCO/HOK Ttakke JOMKEeH ObITh HEMENJIeHHO HWHGOPMUPOBAH  CIOHCOPOM  WIIU
ucclieioBarenaeM/opranu3anueld (B COOTBETCTBHH C HOPMAaTHBHBIMH TpPEOOBAaHHMSIMH), B TOM
qHclie ¥ O IPUYUHAX MPEKPALIECHUS WM IPUOCTAHOBKH UCCIIE0BaHUS.

5.22. OT4eT 0 KIIMHUYESCKOM HCCIICIOBAHHH/UCTIHITAHHH.

HezaBucumo oT TOro0, OBIJIO T UCCIIEOBAHKE 3aBEPILIEHO IO MPOTOKOIY WM MPEKPAIICHO
JIOCPOYHO, CIIOHCOP JIOJKEH OOECHEeUNTh COCTaBJIEHUE M INPEACTABICHUE B YIOJIHOMOYEHHbBIE
opranbl (B COOTBETCTBUU C HOPMATHUBHBIMH TpPEOOBAHHSIMH) OTYETOB O KIMHUYECKOM
uccienoBanui. CIOHCOpP TakKe JOJKEH OOECHeUnTh COOTBETCTBUE OTUETOB O KIMHUYECKOM
WCCJIEIOBAaHUH, BXOJAIIUX B COCTaB 3asBKU Ha pErHCTpalio, cranpapram pykosojctBa ICH
"CTpykTypa # CcOAEp)KaHHE OTYETOB O KiIMHUYeckoM wuccienoBanun" (IIpumevanue -
PykoBoacteo ICH "Crpykrypa M coxepkaHue OTYETOB O KIMHMYECKOM HCCIIEIOBaHUN"
YKa3bIBAET, YTO B OTACIBHBIX CITYYasX MOTYT OBITh IPUEMIIEMBI COKPAILIEHHBIE OTYETHI).

5.23. MHOTOLIEHTPOBBIE HCCIIEJOBAHUSI.

[Ipy MHOTOLIEHTPOBBIX UCCIIEOBAHUSIX CIIOHCOP JOJHKEH 00ECTIEUUTh CIEAYIOLIEe:

5.23.1. Bce wuccnenoBareny NPOBOAAT HCCIEIOBAaHUE B CTPOrOM COOTBETCTBUU C
IIPOTOKOJIOM, COIJIACOBAaHHBIM CO CIOHCOPOM H, €ClIM Tpedyercs, € YHOJTHOMOYEHHBIMU
opraHamu 1 yrBepkaeHHbIM/0100peHHbIM DCO/HOK.

5.23.2. UPK pa3zpabotanbl TakuM oOpa3om, 4yTOoObl coOpaTh Bce TpeOyeMble JaHHBIE W3
BCEX LIEHTPOB, YYACTBYIOLIMX B MHOTOLIEHTPOBOM HCCIEIOBaHMU. TeM uccieqoBaTelsM,
KOTOpBbIE COOMpAIOT JIOTMOJHUTEIbHBIE JlaHHBIE, JOJUKHBI OBITh TaKKe IPEeAOCTaBICHbI
nononuutensHble UPK, paspaboTannbie a1 cOopa TOMOIHUTENBHBIX TaHHbIX.

5.23.3. OOs3aHHOCTH HCCIEI0BaTEIEH-KOOPIAUHATOPOB M JPYIMX HCCleqoBaTeneit
JOKYMEHTAJIbHO 3aKPEIJICHbI 1O Hayaa UCCIeI0BaHMs.

5.23.4. BceM uccnenoBaTeNsiM MPe0CTaBICHBl HHCTPYKITUU IO COOJTIOICHUIO MPOTOKOJIA,
€IMHBIX CTAHJAPTOB OLEHKU KIMHUYECKUX U JJAOOPAaTOPHBIX JAHHBIX, a TAKKe MO 3aMOJHEHUIO
HPK.

5.23.5. CBs3bp MeX Ay UCCIIEA0BATEISIMHI HE 3aTpyIHEHA.

6. [IPOTOKOJI KIIMHUYECKOI'O UCCIIEAOBAHUA
N ITOITPABKHU K ITPOTOKOJTY



[To obmeMy mpaBuily, copep kKaHue MPOTOKOJIA UCCICTOBAHMSI IOJDKHO UMETh YKa3aHHYIO
HUOKEe CTpykTypy. OpnHako wuHOpMalus, HMEIONas OTHOIIEHHE TOJbKO K OJHOMY
HCCJICIOBATEIILCKOMY IICHTPY, MOXKET OBITh MPEJICTABICHA HAa OTACIBHBIX CTPAHMIIAX MTPOTOKOJIA
WM COJIEP’KaThCS B OT/IETIbHOM COTJIAIIEHUH, a YaCTh MPUBEACHHON HUXKE MH(OOPMALIUKA MOXKET
TaK)Ke COJEPKAThCS B JIPYTUX JTOKYMEHTaX, CChUIKM Ha KOTOPBIE HMEIOTCS B TMPOTOKOJE,
HanpuMep B OpOIIOpe HcCaeI0BaTeNsl.

6.1. Obmas nnpopmarms.

6.1.1. Ha3Banue mpoTokoja, UACHTU(GUKAIIMOHHBIA HOMEp MpOTOoKoja M nmara. Jlrobas
MOTMpaBKa TakKe JOKHA UMETh HOMEp MOMPABKY U JIATYy.

6.1.2. HanmeHoBaHue/MMs U aJIpeC CIIOHCOPA U MOHUTOpPA (E€CIIM OHU PA3JINYAIOTC).

6.1.3. Mg U JOMKHOCTH JIUI, YIMOJHOMOYEHHBIX OT HMMEHHM CIIOHCOpA MOJMHUCHIBATH
MIPOTOKOJI ¥ TIOIPABKHU K IPOTOKOIY.

6.1.4. Vms, [0MKHOCTB, aapec ©W HoMep TenedoHa HA3HAYCHHOTO CIIOHCOPOM
MEAMIIMHCKOTO KCIIEPTa M0 TaHHOMY HCCIIEIOBAHHUIO.

6.1.5. UM 1 1OJKHOCTB MCCleIoBaTeNel, OTBEUAIONINX 3a MPOBECHUE UCCIICIOBAHMS, A
TaKKe ajipeca U Homepa Tesie(OHOB KIMHUYECKUX LIEHTPOB.

6.1.6. Wms, nOMKHOCTB, aapec W HoMep TeneoHa KBATHU(PHUIMPOBAHHOTO Bpaya,
OTBEUAIOIIET0 32 MPUHATHE BCEX PEIICHUN MEAMIIMHCKOTO Xapakrepa (eciu JaHHOE JUI0 He
SIBJISICTCSI KICCIIEIOBATEIIEM).

6.1.7. HaumeHoBaHuA U agpeca KIMHUYECKUX JTaOOPaTOpHUil U IPYrUX MEIUIIMHCKUX U/UITN
TEXHUYECKUX CITY>KO ¥V/WIIM OpraHU3aIlfii, BOBJICUCHHBIX B UCCIICOBAHHUE.

6.2. O00CHOBaHUE UCCIIEOBAHUS.

6.2.1. Ha3zBaHue 1 onucaHue UcciaeayeMbIX IPOAYKTOB.

6.2.2. CBomHOE WU3JO0XKEHHE MOTCHUUATBHO HMEIOIUX KIMHUYECKYI0 3HAYUMOCTh
pe3yNIbTaTOB  JOKJIMHUYCCKUX  HCCIEAOBAHWW, a TakKe pe3yJbTaTOB  KIMHUYECKHX
MCCJICIOBAaHMM, 3HAYUMBIX JJISl JAHHOTO MCCIIEAOBaHUS.

6.2.3. Kparkoe onucaHue U3BECTHBIX U MOTCHIMATBHBIX PUCKOB M TOJIB3HI ISl CYOBEKTOB
WCCJICTOBAHMSI, €CITH TAKOBBIC UMEIOTCS.

6.2.4. Onmcanue 1 000CHOBAaHKE CIIOCOOA BBEACHUS, TO3UPOBKH, PEKUMA JOZUPOBAHUS U
Kypca JieueHusl.

6.2.5. Ykazanue Ha TO, YTO HCCIEJOBaHHE OyneT NPOBOJUTHCA B COOTBETCTBUU C
npotokosioM, GCP 1 HOpMaTUBHBIMU TPEOOBAHUSIMHU.

6.2.6. Oncanue uccienryeMon NOMyJALnH.

6.2.7. Cchuiky Ha TUTEpaTypHbIE UCTOUHUKH U JJaHHBIE, CYIIIECTBEHHBIE AJIs UCCIIEIOBAHUS
Y TIPE/ICTABIISIONINE CO00I 000CHOBaHUE JAHHOTO MCCIICIOBAHUS.

6.3. Llenu u 3amaun ucclIeIOBaHMS.

JleTanbHOE OnMcaHue LENer U 3a71a4 UCCIEIOBaHMUS.

6.4. JIuzaliH ucciaeaoBaHusl.

Hayunast 000CHOBaHHOCTH MCCIICOBAHUS M JJOCTOBEPHOCTH MOJIYYCHHBIX B HCCIICIOBAHUT
JAHHBIX CYIIECTBEHHO 3aBHCSIT OT Au3aiiHa uccienoBaHus. OnucaHue Mu3aiiHa HCCIEI0BaHUS
JIOJDKHO BKJIFOYATH B CE05:

6.4.1. Yka3zaHue OCHOBHBIX U JIOMOTHUTENBHBIX (TIPU HATMYUU) UCCIETYEMBIX TapaMETPOB,
KOTOpBIC OYTyT OIICHUBATHCS B X0JI¢ UCCIICIIOBAHHUS.

6.4.2. Onucanue Tuma/qu3aiHa TPOBOAUMOTO UCCIIEIOBaHUS (HApUMED, TBOMHOE CIIETIOE,
m1are60-KOHTPOJIMPyeMoe, TapajlieIbHOe) W TpaHuUecKyro cXemy Au3aiiHa HCCIeIOBaHUs,
MPOLEAYP U ATAOB UCCIIECTOBAHMUS.

6.4.3. Onucanre Mep, HAPABJICHHBIX HA MUHUMHU3AIUIO/UCKITIOYEHUE CYOBEKTHBHOCTH, B
TOM YHCIIE:

a) paHIOMU3AIINH;

0) crenoro MeTo/1a/MacKupOBKH.



6.4.4. OnucaHue HCHOIB3YEMOIO B MCCIEAOBAHUM JIEUEHUS, JO3UPOBKM U CXEMBI
INPUMEHEHHs HUCCIENAyeMbIX MPOAYKTOB. Takke BKIHOYaeT B ceOsl OMMCAaHUE JICKapCTBEHHOM
(dopMBl, YITAKOBKH U MAapKUPOBKH UCCIIEAYEMBIX IPOITYKTOB.

6.4.5. OxugaeMas NPOJODKUTENIBHOCTh Y4acTHsl CyOBbEKTOB B HCCIIEZOBAaHUM, OIMCAHUE
MOCJIEIOBATEIbHOCTHA U MPOJODKUTEIFHOCTH BCEX MEPHOA0B MCCIEIOBAHUS, BKIIOYAs MEPHOJ
HOCJIEIYIOIEr0o HaOII0JeHHs], €CIIU TAKOBOM MTPEyCMOTPEH.

6.4.6. Onucanue "mpaBuia OCTAHOBKM" WM "KPUTEPUEB HCKIIIOUEHUS" JUIL OTAEIbHBIX
CyOBEKTOB, yacTel MCCIEeI0BAHNS WU MCCIIEIOBAHUS B IEJIOM.

6.4.7. Tlpouenypsl ydera HCCIEAYEMBIX MPOAYKTOB, BKJIOYAs, IPU HAIWYUH, TUTAE00 U
npenapaTbl CPaBHEHMSL.

6.4.8. XpaHeHue paHJOMU3ALMOHHBIX KO/IO0B U MPOLIEYPbl UX PACKPBITHSL.

6.4.9. IlepedyeHr BceX IaHHBIX, pPErHCTpUpyeMbIX HemocpeacTBeHHO B MPK (T.e. 06e3
IpeBapUTENbHON 3aluCH B MUCBMEHHOM WM DJIEKTPOHHOM BHUZE) M pacCMaTpUBAEMBIX B
Ka4yecTBE MEPBUYHBIX IaHHBIX.

6.5. OTO0p M UCKITIOYEHUE CYOBEKTOB.

6.5.1. Kpurepuu BKIIOYEHUS CyOBEKTOB.

6.5.2. Kputepuu HEBKITIOUCHHS CYOBEKTOB.

6.5.3. Kpurepuu uckioyeHus cyObeKTOB (T.€. OCHOBAHHMS IpPEKpAIIEHUS NPUMEHEHUs
HCCIIETyEMOTO MPOTYKTa/UCCIEAYEMOTO JICUCHHUS ), a TAKXKE TPOLIETYPHl, ONPEIACIISIONIHE:

a) Korma m kak CyOBEKTOB HCKIIOYaTb U3 HCCIEIOBaHMS/JICUEHUS] MCCIIEyeMbIM
POIYKTOM.

0) Kakue nanHble M B Kak1e CPOKH JIOJDKHBI ObITh COOpaHbI 110 UCKJIFOYEHHBIM MAllUEHTaM.

B) 3aMEHEHBI JIU U KaKUM 00pa3oM BBIOBIBIINE CYOBEKTHI.

r) [Tocnenyroiee HabM0JeHUE 32 CYOBEKTaMH, HCKIFOUEHHBIMU U3 JICYEHUS HCCIIeyeMbIM
IPOJTYKTOM/UCCIIETYEMBIM JICUEHUEM.

6.6. Jleuenue cyObEKTOB.

6.6.1. OcymecTBisieMoe JieuyeHHe, BKJIOYAs Ha3BaHHUS BCEX IPOJYKTOB, MX JIO3UPOBKH,
4acTOTy NpHeMa, IMyTH/CIOCOObl BBEJCHMS, a TaKXe MPOJOKUTEILHOCTh JIEUEHHUs, BKIIHOYas
NEpUOJBI  TOCTENYIOMETO HAOMIOACHUS JUIi KaXIOW TPYNIbl JICUCHHUS HCCICIYyEeMBbIMU
IPOAYKTaMH.

6.6.2. JlekapcTBa/criocOOBl JI€UEHHUs, NPUMEHEHUE KOTOPBIX pa3peuieHo (BKIoYas
HEOTJIOXKHYIO TE€PAIUIO) UM HE Pa3peleHo 10 U/UIH BO BpeMs HCCIeI0BaHMUS.

6.6.3. MeToasl KOHTPOJIS 32 COOTIOJIEHUEM TIPOIIETYP CYObEKTaMHU.

6.7. Onenka 3¢ (eKTUBHOCTH.

6.7.1. Ilepeuenn mapameTpoB 3PHEKTUBHOCTH.

6.7.2. MeTozbl ¥ CPOKHU OLIEHKH, PETUCTPALIMM U aHAIN3a apaMeTpoB 3((HEKTUBHOCTH.

6.8. OueHka 6€30MacHOCTH.

6.8.1. Ilepeyenp napameTpoB 6€30MACHOCTH.

6.8.2. MeTozpl ¥ CPOKH OLIEHKH, PETUCTPAIIUU U aHAJIW3a TapaMeTPOB OE30MaCHOCTH.

6.8.3. TpeboBaHus K oOT4YeTaM, MpPOLEAYPbl IO PETUCTPAllUd M COOOLIEHHUAM O
HE)KEJAaTENbHBIX SBJICHUSX U HHTEPKYPPEHTHBIX 3a00JIeBaHUIX.

6.8.4. MeToa ¥ MPOAOKUTENLHOCTh HAOMIOIEHHS 32 CYOBEKTaMU MOCJIe BOZHUKHOBEHMS
HE)KEJTaTeIbHBIX SBICHUI.

6.9. Crarucruka.

6.9.1. Onucanue CTaTHCTHYECKUX METOJOB, KOTOpPBIE IPEAIOJIAraeTCs HCIOIb30BaTh,
BKJII0Yast CPOKU KAXKJIOTO TUIAHUPYEMOTO MPOMEKYTOYHOTO aHaIH3a.

6.9.2. [nanupyeMoe KOJIMYECTBO CYOBEKTOB. B cilydae MHOTOLIEHTPOBBIX HCCIIEIOBAHUM
JOJDKHO  OBITH  OIPENENIEHO IUIAHUPYEMOE KOJHYECTBO CYOBEKTOB B KaKIOM IEHTpE.
OO0ocHoBaHME pa3Mepa BBHIOOPKH, BKJIIOYAs PACCY)KICHHS WIM BBIYUCICHHS T 0O0OOCHOBAaHUS
CTaTUCTHYECKOW MOILTHOCTH MUCCIIEOBAHMS U KJIMHUYECKOH PaBOMEPHOCTH UCCIICAOBAHMUSL.

6.9.3. [IpuMeHsieMblil YpOBEHb 3HAYUMOCTH.

6.9.4. Kpurepuu npekpanieHus: uCClIe10BAHMS.



6.9.5. Ilpouenypbl ydyera OTCYTCTBYIOIIMX, HE MOAJEKAIIMX aHAIU3y U COMHHUTEIbHBIX
JTAHHBIX.

6.9.6. [Ilpouenypsl cooOmeHUsT O JIOOBIX OTKJIOHEHUSX OT TEPBOHAYAIHLHOTO
CTaTHUCTUYECKOTO IUIaHa (BCE€ OTKJIOHEHHUS OT IE€PBOHAYAIBHOIO CTATUCTHUYECKOIO ILIaHa
JOJDKHBI  OBITH  OMHMCaHbl W OOOCHOBaHBI B MPOTOKOJE W/MIM (UHATIBHOM OT4YeTe 00
HCCJICIOBAHHH ).

6.9.7. OT60p CyOBEKTOB ISl aHATN3a (HapUMeEp, BCE paHIOMH3UPOBAHHBIE CyOBEKTHI, BCE
CyOBEKThI, MOJYUYMBIIUE XOTS Obl OJIHY 03y HCCIENyeMOro Ipernapara, BC€ CYOBEKTHI,
COOTBETCTBYIOIINE KPUTEPUSIM 0TOOPA, CYOBEKThI, TAHHBIE KOTOPBIX MPUTOAHBI JIJIs1 OLICHKH ).

6.10. IIpsamoii 1OoCTYI K MEPBUYHBIM JaHHBIM/TIOKYMEHTAIIUH.

CroHcop JOMKEH MPEeAyCMOTPETh B MPOTOKOJE WM MHOM NHUCbMEHHOM COTJIAIICHUH
00s13aHHOCTh ~ HMCCJIEIOBaTeNel/Opranu3aluii  He MPENnsITCTBOBAaTh MPSAMOMY JIOCTYIy K
MEPBUYHBIM  JAaHHBIM/JOKYMEHTAI[MM  JUISI TPOBEACHHS CBS3aHHBIX C  HCCICIOBAHUEM
MOHMTOPHMHTA, ayAWTa, OJTHYECKONM OKCHEepTU3bl, a TakKe MHCHEKIUU CO CTOPOHBI
YIOJIHOMOYEHHBIX OPTaHOB.

6.11. KoaTponp kayecTBa U obecrieueHne KauecTBa.

6.12. DTuka.

Onucanue STHYECKUX aCIIEKTOB HCCIEI0BaHUS.

6.13. PaboTa c JaHHBIMU U BEJICHUE 3alUCEH.

6.14. ®uHaHCUPOBAHUE U CTPAXOBAHUE.

duHaHCHPOBAHUE U CTPAXOBAHUE, €CIIM OHU HE OMHICAHBI B OTACIBHOM JIOTOBOPE.

6.15. ITyOnukamuu.

[TosnuTuka B OTHOLIEHUH ITyOIMKAIUM, €CJIM OHA HE ONMCaHa B OT/AEIbHOM JJOTOBOPE.

6.16. [IpunoxxeHus.

(ITlpumeuyanune - IlockoJabKy NPOTOKON HCCIENOBAHUS U OTYET O KIMHUYECKOM
WCCJICIOBAHUH/MCTIBITAHNM  TECHO  CBSI3aHBI, I JIOMOJIHUTCIBHONH  HWHQPOpPMAIUH  CM.
pykoBozactso ICH "CtpykTypa u cofepxaHue 0T4eTa 0 KIMHUYECKOM HUCCIIeIOBaHUH'".)

7. BPOIIIIOPA NCCIIEJOBATEJIA

7.1. Beenenue.

Bpomrtopa uccnenosarens (bM1) npencrasiser coboit CBOAHOE U3TI0KEHUE KIMHUYECKUX U
JOKJIIMHUYECKUX JIaHHBIX IO HCCIEAYEMOMY IpOIYKTY, KOTOpPbIE MMEIOT 3HAYEHHE I €ro
M3y4YeHUsI C yYacTHEM 4YeJlOBeKa B KadecTBE cyObekTa wuccienoBanus. Hasnauenmem bU
ABJIAETCS TPEJOCTABIECHUE MCCIEN0BATENAM M IPYT'MM JIMI[aM, BOBJIECYEHHBIM B IIPOBEJICHUE
UCCIIEIOBaHMs, MH(QOpPMAalMM, T[OMOTrarolleil TOHMMAaHUI0O M COOJIIOJIEHUI0  MHOTHX
CYIIECTBEHHBIX MOJI0KEHUI MPOTOKOJIA, TAKUX KaK J103a, YaCTOTA/MEPUOTUIHOCTD J103, CIIOCOObI
BBEJICHUS, a TaKXke IMpoLeaypsl MOHUTOpUHra Oe3zomacHocTd. BM Takke obecrneunBaer
NOHUMaHMe, CIIOCOOCTBYIOIIEEe KIMHUYECKOMY BEJCHHMIO CyOBEKTOB HCCIIEOBAaHHS B TE€UEHUE
Kypca KIMHUYecKoro uccienoanus. MHdopmanus nomkHa OBITH HpPEACTaBlI€HA B KPATKOM,
poCTOil, 00BbEKTUBHOM, B3BEIIEHHON M JIMIIEHHONW PEKJIaMHOr0 OTTEHKa (hopMe, MO3BOJISIOIIEH
KJIMHULUCTY WM TOTEHUUAIbHOMY HCCIIEIOBATENI0 IOHATh €€ U CPOPMHUPOBATH CBOIO
COOCTBEHHYIO OOBEKTHUBHYIO OLIEHKY LI€1€CO00pa3HOCTU MPEIaraéMoro UCCIeT0BaHMs UCXOAS
U3 COOTHOIIECHUS pUCKa U moiib3bl. [1o 370l nmpuunne B penaktupoBanuu bU oOpruHO nomkeH
OPUHUMATh YYacTHEe METUIMHCKUN SKCIepT, HO conepkaHue bW nommkHO OBITE 0100peHo
CHelHalucTaMi Tex obacTel, riae OblTH MOJy4YeHbl OMUCHIBAEMbIE JaHHbIE.

Hacrosmuii cTangapt ornpenenseT MUHUMAaIbHBIM 00beM MHPOpPMAaLUHU, KOTOpas J0JDKHA
ObITh BKIIOUeHa B B, 1 gaet pekoMeHIanuu Mo CTPYKType U3JI0KEHHs] JaHHOW MH(pOpMalnu.
[Ipenmonaraercsi, 4ro XapakTep W 00BeM AOCTYHNHOH HHpopManuu OyIyT H3MEHSATHCS B
3aBHCHUMOCTH OT CTaauu pa3pabOTKu Hcciexyemoro mnponaykra. Ecnu ucciaenyemblii MpopyKT
HAXOJUTCSl Ha pbIHKE U OOJBIIMHCTBY MPAKTUKYIOIIMX Bpayeil XOpOIIO M3BECTHHI €ro



dapmakonoruueckue cpoiictBa, b moxer ObITh MeHee moapoOHOM. ['me 31O momyckaercs
VIIOJHOMOYEHHBIMH opraHamu, BMmecTo bW wMoryr ObITh HCHOJIB30BaHBl MaTepHAalIbI,
COJIeprKallie OCHOBHYIO HMH(OpPMAIMIO O MPOAYKTE, JIMCTOK-BKJIAIBIN WIA WH(MOpMAIUS Ha
STUKETKE NPU YCIOBHUH, YTO aJbTEPHATUBHBIN BapHAHT COJIEPKUT aKTyalbHYIO, BCECTOPOHHIOO
U moApoOHyr0 mHpOpMAIMI0 000 BCEX XapaKTEPHCTUKAX HCCIEAYEeMOro MPOAYKTa, KOTOPBIC
MOTYT OBITh Ba)KHBI JJIsl UccienoBarens. Eciu 3aperucTpupoBaHHBIA MPOIYKT HCCIEAYETCs Ha
npeaMeT HOBOTO MpHUMEHEHHs (T.e. M0 HOBOMY Moka3aHuio), B momkHa OBITH cOCTaBlieHA C
yueToM HOBoro npumeHenus. BU cienyer nmepecMarpuBaTh HE peke OJHOTO pa3a B rojl u, Ipu
HEOOXOJAUMOCTH, JOMOJHATH B COOTBETCTBHUU C IMHUCbMEHHBIMH IMpOIEAypamMu croHcopa. B
3aBHCHUMOCTH OT CTaJMM pa3pabOTKU MPOJyKTa M MO Mepe IOCTYIUICHUS HOBOM 3HAYMMOI
uHpopmanmu BU MoxxHO nomonHsATh U Oosiee yacto. OMHAKO B COOTBETCTBUHU C HaJIe)KaIIeh
kinHndeckor npakTukoi (GCP) HoBas wmHpoOpMaIrus MOXXKET OBITh HACTOJIBKO BaXKHA, YTO €€
HEO0X0IMMO COOOIIUTH HccheaoBaTensM U, Bo3MoxHo, JCO/HOK w/unu ymnormHoMo4eHHBIM
opraHam JI0 ee BKJIFOUEHUS B HOBYIO penakuuio bU.

Kak mnpaBwio, crnoHCOp OTBEYaeT 3a IPENOCTABICHUE HCCIIEN0BATENsAM aKTYyaJbHOU
penakinuu bW, a uccnemoBarenu OTBeyalOT 3a MPEAOCTABICHUE aKTyallbHOW penakiuu bU
cootBercTByromemy JCO/HOK.

Ecnu crioHcopoM uccienoBaHus SIBISIETCS UCCIIENOBATENb, OH JIOJDKEH YIAOCTOBEPUTHCS,
JNOCTYIIHA JIK OpolIopa KOMMEpPYECKOro MpOU3BOAMUTENS. Eciu uccienyeMblii MpOAYKT
MPEIOCTABIISETCS CAMUM CIIOHCOPOM-HCCIIEIOBATEeNieM, OH JIOJDKEH JOBECTH HEOOXOAUMYIO
uHpOpMaIMIO 1O CBEIEHUS 3aHATOTO B HCCIEAOBAaHUM TMepcoHana. Ecim oTcyTcTByeT
MpakTH4ecKkas HeoOXOAUMOCTh cocTaBieHus bW cramgaptHoro ¢opmara, B KayecTBe
aJIbTEPHATHBBI  CIIOHCOP-UCCIEAOBATENb  JIOJDKEH  MPEICTaBUTh ~ MHUHUMAJIBHBIM  00BbeM
aKTyaJlbHOM MH(OpMalMM, OMHUCAHHOW B HACTOAIIEM CTaHIapTe, B PACIIUPEHHOM pasjene
000CHOBaHHUS UCCIIEIOBAHUS.

7.2. O011He MoJ0KEeHHUS.

B nomxHa BKiItO4aTh B ceOsl:

7.2.1. TUTYIbHBIA JTUCT

JlolkHBI  OBITH  YKa3aHBl HAaWMEHOBAaHUE CIIOHCOpPA, HICHTH(PHUKATOPHI  KaXIOTO
UCCIIEyeMOro TMpoayKTa (T.e. HOMEp HCCIEIOBaHUS, XUMHUYECKOE WU OJOOpPEHHOE
JOKEHEPUUECKOE Ha3BaHUE, a TAKKE TOPTOBBIE Ha3BaHMS, IJI€ Pa3pelICHO 3aKOHOAATEICTBOM U
10 KeNaHUIo CTIOHCOopa) U nata penakuuu bU. Pekomenayercs ykassiBaTh HOMep Bepcuu bU, a
TaK)ke HOMep U Jary npeasiaymen pexakuun bU. [Ipumep npuseaeH B npuiioxeHuu 1.

7.2.2. YKazaHue Ha KOHQUIECHIUATbHOCTb

ITo YKEJIaHUIO CIIOHCOP MOXKET BKJIIOUUTH B b1 YBEIOMIICHUE
uccienoBareneii/monyyarened o TOM, UYTO OHHM JOJDKHBI paccMatpuBath bW kak
KOH(PHUICHIIMAIBHBIA JOKYMEHT, TpeIHA3HAYEHHBIH WMCKIIOUYUTEIBHO [IJI1 O3HAKOMJICHUS U
MCIIONIb30BaHUs UCCIIe0BATENbCKUM KosuekTuBoM U DCO/HOK.

7.3. Coneprkanue OpOITIOPHI HCCIIETOBATENS.

bW nomxHa uMeTh cienyromue pa3fenbl, KaxAbld U3 KOTOPBIX, TIE MOAXOIUT, CIEAYET
COTPOBOXAAThH CITUCKOM CCBUIOK Ha JTUTEPATYPHBIC UCTOYHUKU:

7.3.1. OrnaBnenue

[Tpumep ormnasieHus: IPUBEACH B IPHIIOKEHUH 2.

7.3.2. Pe3tome

JIomKHO OBITH HPEJICTaBICHO KpaTKOe pe3toMe (JKelaTenbHO, HE MPEBBIIIAIOINIEe ABYX
CTpaHHUIl) MAOCTYMHOM wHpopMAMK O (U3HUECKUX, XHUMHUYECKUX, (papMarieBTUUECKUX,
(bhapMaKkoOJIOTUYECKUX, TOKCHUKOJIOTHYECKUX, (PApPMAKOKUHETHUYECKUX, META0OIUYECKUX |
KIIMHUYECKUX CBOMCTBAaX, COOTBETCTBYIOIIEW TEKYIIEH CTaauu KIMHUYECKOW pa3paboTKu
HCCJIETyEMOT0 TIPOAYKTA.

7.3.3. Beenenue

B xpaTtkom BBOZHOM pa3zjene AOKHBI OBITh YKa3aHbl XHMHYECKOE Ha3BaHUE (a TaKkKe
JOUKEHEPUIEeCKOe U TOPTOBOE Ha3BaHUS, €CITH OJJOOPEHBI) UCCIIeNYeMOro MPOIyKTa, BCe aKTUBHbBIE
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UHTPEMEHTHI, (hapMakoJIoruyeckas Ipymnma, K KOTOPOW OTHOCHUTCS MCCIETYyEeMBbId MPOAYKT, U
MECTO, Ha KOTOpO€ OH B HEHW mpeTeHayeT (Hampumep, MPEUMYIIECTBA), 0OOCHOBaHUE s
U3y4EHHs] HCCIEyeMOro IMpOAYKTa, a TakXKe €ero OXuAaeMble MNpOoQUIaKTHYECKHE,
TepaneBTUUECKUE UM JTUarHOCTUYECKHEe Moka3aHus. Kpome Toro, B BBOAHOM paszeie T0JKEH
ObITH chopMyTHPOBaH OOIIHIA TOJXO/ K OLIEHKE HCCIEeyeMOTro MPOAYKTA.

7.3.4. ®Ousznveckue, XUMHIECKUe U apMaIieBTUUECKHE CBOMCTBA U JIeKapCcTBEeHHas (hopma

JIo/KHBI OBITH IPECTABIIEHBI ONUCAHNE KOMIIOHEHTOB MCCIEAYEMOr0 IPOAYKTa (BKIIIOUas
XUMHUYECKHE W/MIU CTPYKTYpHbIE (POPMYIbI), a TaKK€ KpaTKas CIpaBKa O €ro CyILECTBEHHBIX
bu3nIeCKUX, XUMUYECKUX U (hapMalleBTHUECKUX CBOMCTBAX.

s obecriedeHuss aJeKBaTHBIX Mep 0€30IIaCHOCTHU B XOJE HCCIIEJ0BaHMs JIOJDKEH ObITh
yKazaH H, ecind Tpedyercs, OOOCHOBaH COCTaB JIEKapCTBEHHOM (OpPMBI, BKIIOYAs
JIOIIOJIHUTENbHbIE BellecTBa. Takke TOJKHBI ObITh IPEAOCTABIECHBl HHCTPYKIIUH 110 XPAHEHHIO U
UCTIOJIb30BAaHUIO JIEKAPCTBEHHBIX (POPM.

Crenyer ynoMsHyTb J1H000€ CTPYKTYpPHOE CXOJCTBO C IPYTMMHU MU3BECTHBIMU BEIIECTBAMH.

7.3.5. JIOKIMHUYECKHE UCCIICIOBAHUS

Beenenue

JloJoKHBI  OBITH TIPENCTAaBICHBI B KpaTKoOM (opme pe3ynbTaThl BCEX CYIIECTBEHHBIX
JOKJIMHUYECKUX UCCIIEI0BaHUN (hapMaKoIOTHYeCKUX CBOMCTB, TOKCUUHOCTH, (DapMaKOKUHETHKH
U MeTaboJM3Ma MCCIIEAYEeMOro MpoayKTa. [I0KHBI OBITh ONMMCAHBI WCIOJIH30BAHHBIE METOJIBI,
IPE/CTaBJICHbI MOJyYCHHbIE PE3YyJIbTAThl, a TAKXKe UX OOCYXKJEHUE B CBA3M C UCCIEIYEeMbIMU
TEPaNeBTHUECKUMH W BO3MOXXKHBIMH HeOJaronpusatHeIMH 3¢pdexkramu y demoeka. B
3aBUCUMOCTH OT HAJIWYMsl/IOCTYITHOCTH MH(MOPMALIUHU YKA3bIBAIOT CIEIYIOLIEE:

Hcnonb30BaHHbIE B UCCIIEI0BAHUSAX BU/IbI )KUBOTHBIX.

KonnyecTBo 1 10J )KUBOTHBIX B KaXKAOH IpyIIIIe.

Enununst u3mepeHust 10361 (HapuMep, MAJUTATPAaMM/KHJIOTpaMM (MI/KT)).

KparHocTtb BBeZIeHUS.

IIyTp BBEIEHUS.

JUTUTEeTbHOCTh Kypca BBEICHUS.

Wudopmanus, OTHOCAIIASACA K CHCTEMHOMY PacIpeIesICHUIO.

[IpomomKUTENPHOCTh  MOCTEAYIOIEro  HAOJMIOJCHHUsS IOCJAE€ OKOHYAHUS  BBEICHUS
npernapara.

Pe3ynbTathl, BKIIIOYast paCKphITHE CIEAYIOIINX ACIEKTOB:

- XapakTepa ¥ 4acTOThI (PapMaKOJIOTHYECKUX WIIM TOKCUUECKHX 3D PEKTOB;

- BBIPQ)XEHHOCTHU WJIM CTENEHM TSHKECTH (PapMaKoJOrMUECKUX WM TOKCHYECKUX 3()(HeKTOoB;

- 10303aBUCUMOCTHU AP (HEKTOB;

- BPEMEHU /10 HACTYIUIeHUs 3P PeKTOB;

- obpatumoctu 3¢ (HEKTOB;

- IPOAOIKUTENBHOCTH 3P (EKTOB.

Jlisa Oonblliel HATJSIIHOCTH JAHHBIE CIEAYeT, IO BO3MOKHOCTH, NPEICTABIATH B BHJE
tabmui/cniuckoB. [locnenyromue pa3aensl JOIKHBI COAEPKaTh 00CYKIeHHEe HanOoJiee BaXKHbBIX
pe3y/lbTaTOB HCCIIEIOBAaHUM, BKIIOYas J10303aBUCMMOCTb HabOmogaembix 3¢ (deKToB, HX
HKCTPANOJIAIMIO HAa YEJOBEKa, a TakXKe JIIoOble MHbIE acleKThl, TPeOyIolue HCCIEOBaHUS Y
yesnoBeka. Tam, rae HeoOXOIMMO, JIOJKHO ObITh NPOBEAEHO CpaBHEHHE J(PQPEKTUBHBIX U
HETOKCHMYECKUX J03 Mpernapara Ha >XUBOTHBIX OJHOTO M TOro e BuAa (T.e. HEOOXOIUMO
MPEIOCTaBUTh OOCYXJCHHE TepanmeBTHUeCKoro HHjekca). CiemyeT yka3aTh, KaKk 3TH JaHHbIE
COOTHOCATCA C JO3UPOBKAMH, MpeJIaraéMbIMU JUIsl IPUMEHEHMSI y yenoBeka. Bo Bcex ciydasx,
I71€e BO3MOXXHO, TpHU TPOBEACHUU CpPAaBHEHUH PEKOMEHIYeTCS YKa3blBaThb KOHLIEHTPALUU
npernapara B KpPOBH/TKaHH, a HE IO3UPOBKH, BHIPAXKEHHBIE B MI/KT.

a) JloxnnHnyeckas papMaKoaorus

JlaHHBIA pa3fen JODKEH BKIIOYAaTh B ceOs KpaTKoe omucaHue (apMakoJIOTHYeCKUX
CBOMCTB HCCIEAYyeMOro MpoAYKTa U, €ClIM 3TO BO3MOXHO, €ro OCHOBHBIX METa0OJUTOB IO
pe3yibTaTaM HCCIIEOBAaHUM Ha KMBOTHBIX. KpaTkoe omucaHue MODKHO BKIIOYAaTh B ceOs



UCCIICIOBAaHUST 0  OLIEHKE BO3MOXKHOW  TEpameBTHMYECKOW aKTUBHOCTH  (HaImpumep,
3¢ (EeKTUBHOCTh NPU HIKCIEPUMEHTAIBHON NATOJIOTUH, JIMUTaH I-PELENTOPHOE B3aUMOJICHCTBHE U
CHENU(PUIHOCTh JIEHCTBHUS), a TAKXKE HCCICIOBAHUS IO OICHKE O€30MacHOCTH (HaIrpumep,
CHelMaNbHble HUCCIEAOBaHMS I M3Yy4EHHUs MHBIX, HE HMEIOIIUX TepaneBTHUECKON
HaNpaBJIEHHOCTH, (papmMakororuyeckux 3PpQPexTon).

0) ®apMakOKMHETHKA U META0O0IM3M MPOIYKTa Y AKUBOTHBIX

JlaHHBIN pa3zgen OJKEH BKIOYAaTh B ceOsS KpaTKoe omucaHue (papMaKOKUHETHKH,
MeTa0oIM3Ma U paclpeieieHusl UCCIeAyeMOro IpoaAyKTa B TKaHIX *KMBOTHBIX BCEX BHUJ/OB, HA
KOTOPBIX MPOBOJMINCH HCCIENOBaHMSA. J{OMKHBI OBITh OCBEIIEHBI BCACHIBAHME, MECTHAas M
cUCTeMHasi OMOJOCTYITHOCTh MCCIIEyeMOro MpOAYyKTa U €ro MeTaboIMTOB, a TAK)KE UX CBA3b C
JAHHBIMH (HapMaKOJIOTUYECKUX M TOKCHKOJIOTMYECKMX MCCIeIOBAaHUN Ha KHUBOTHBIX.

B) Tokcukoorus

JlaHHBINA pa3fen JODKEH BKI0YAaTh B Ce0S KPaTKOE OMHMCAHUE TOKCHYECKHUX I(PPEKTOB
UCCIIEIyeMOI'0 TPOJYKTA, BBIABICHHBIX B HCCIECAOBAHUSAX HA JKUBOTHBIX pa3HbIX BHUJOB.
Crnenyer, Mo BO3MOXHOCTH, HPUICPKUBATHCS HIDKETIPUBEACHHONW CTPYKTYpPbI OTIJIaBICHUS
JTAHHOTO pa3jena:

- TOKCHYHOCTB TP OTHOKPATHOM BBEICHUH.

- TOKCMYHOCTB IPH MHOTOKPATHOM BBE/ICHUM.

- KaHneporeHHoCTS.

- CneunanbHble McClIeOBaHus (HAallpUMep, MECTHO-pa3ipaXkarolliee 1 ajljiepru3upyrouiee
JICUCTBHE).

- PennpoykTHBHAsI TOKCUYHOCTb.

- 'eHOTOKCHYHOCTD (MyTareHHOCTb ).

7.3.6. [leficTBUE y UeIOBEKA

Bsenenue

B stom paznene noapo6HO o0cykaaroT u3BecTHbIE 3((PEKTh UCCIenyeMOro MpoayKkra y
YeloBeKa, BKIIOYas WHQPOPMALMIO, OTHOCSIIYIOCSA K (apMaKOKMHETHKE, MeTaboIn3My,
(dbapmMakoIUHAMUKE, J10303aBUCUMOCTH 3¢ (deKToB, Oe30macHOCTH, 3P(HEKTUBHOCTH, a TaKKe
IpyruM BuAaM (PapMaKoJOTHUECKOW aKTHBHOCTU. [lo BO3MOXXHOCTH, JOIDKHO OBITH JaHO
KpaTKoe ONMHMCAaHUE KaX0r0 3aBEpIIEHHOr0 KIMHUYECKOro HcciaeoBaHus. Takxke 10JKHA ObITh
npejcTaBieHa UH(popManus o pe3yjpTaTax JH00ro HCIOJIb30BAHUS HUCCIENYEMOro MPOJyKTa
BHE paMOK KIMHUYECKUX HCCIIEJOBaHHM, HanpuUMep CBEICHMs, MOJIY4YEHHbIE BO BpeMs
MOCTPETHCTPALMOHHOTO TPUMEHEHHS TPOIYKTA.

a) ®apMaKOKMHETHKA U METa0O0JIU3M Yy YeJIOBeKa

JlaHHBIN  pa3zznen JODKEH COoJAepX,aTh KpaTKylo HWH(OpMaIuioo, OTHOCSIIYIOCS K
(bapMaKOKUHETHKE UCCIIEYEMOT0 MPOYKTa, U BKIIOUaTh B ce0sl cienyroniee (B 3aBUCUMOCTH OT
HaJUYHS JTAHHBIX):

- dapMakOKMHETUKY (B TOM 4HCIIEe MeTabOJM3M, BCAchbIBaHHE, CBS3bIBAHUE C OeJIKaMu
TUTa3MBbI, pacIipeielieHIe U BBIBEICHNUE).

- buonoctynHocTh uccinegyemMoro mpojykra (aOCOJIOTHYIO, I/iI€ 3TO BO3MOXKHO, W/WIIH
OTHOCHTENIbHYI0) C HCIIOJIb30BaHUEM OIpPEeNICHHONH JIeKapCTBEHHON (OpMBI B KadyecTBE
CpaBHEHHMS.

- CyOmonyssinuu HaceleHusl (HampuMep, pasiindus 10 IOy, BO3pacTy WM HapyHICHUSIM
(GyHKLUI OpraHoB).

- BzaumopelicTBus (Hampumep, JIEKApCTBEHHbIE B3aMMOJCHCTBUS M BIMSHHUE IpHEMa
TTHIIN ).

- llpyrue nanHbie 0 (hapMaKOKHHETHKE (HAllpUMep, pe3yJIbTaThl MPOBEJICHHBIX B paMKax
KJIMHUYECKHX UCTIBITAHUHN (papMaKOKMHETHUECKUX UCCIIEAOBAHUM Ha pa3IMYHBIX IPYIIax).

6) bezonacHocTh U 3P HEeKTUBHOCTD

Kparko nomkHa ObITh mpeAcTaBieHa HH(OpMAIMs, OTHOCSIIAscs K Oe30IacHOCTH,
dapmakoguHamMuke, 3p(HEKTUBHOCTH U 10303aBUCUMOCTH 3(D(PEKTOB HCCIeayeMOro MPOIyKTa (U
€ro MeTabOoJMTOB, €CIM €CTh JAaHHBIE), MOJYYEHHAss B XOJ€ MPOBEAECHHBIX KIMHUYECKHX



UCCIICIOBAaHU (C yJacTHEeM 3I0POBBIX JOOpPOBOJBIEB W/WIHM TanueHToB). JlomkHA OBITH
MpeJICTaBICHa WHTEpIpeTalys 3TUX JNaHHBIX. Eciau yacTh KIMHUYECKUX MCCIENOBAaHUM yxkKe
3aBepIiieHa, s 0Oojee SICHOrO BOCHPHUSTHS JAaHHBIX PEKOMEHAYETCS IpEACTaBUTh 110
3aKOHYEHHBIM HCCJEIOBAHUSIM CBOAHbIE OTYeThl MO ApPekTUBHOCTH U 0E30MaCHOCTH
UCCIIEIyeMOTO TPOJAYKTa IO OTAEIbHBIM TOKAa3aHHUAM Yy pa3iuyHbIX momymsauuid. Takoke
PEKOMEHJIyeTCsl HUCIOJIb30BaTh CBOJIHbIE TaOMUIBI HEXENaTeNbHbIX peakluil Mo BceM
KJIMHUYECKHM HCCIIeIOBAaHUAM (BKIIIOYAst MCCIICIOBAHMS IS JTFOOBIX M3YYaBIIUXCS TTOKA3aHUH).
JlomkHBI OBITH OCBEILEHBI 3HAUUMBIEC Pa3INuMs B XapaKTepe/4acTOTe HeXeIaTeIbHbIX PeaKIHii
KaK JUIsl Pa3UYHBIX MIOKA3aHUH, TaK ¥ I PA3IUYHBIX TOMYJISIIIHAN.

B BU nomkHBl OBITH OMHCAHBI BO3MOXKHBIE PUCKU U HEXKEJIATEeNIbHBIE PEaKIMU, KOTOPhIE
MOXKHO O0>KHJaTh, OCHOBBIBASCh HA HAKOIJICHHOM OIIBITE MPUMEHEHHS KaK HCCIEAyeMOro
OPOAYKTa, TaK W CXOAHBIX C HUM NPOAYKTOB. JIOMKHBI OBITH TakXke ONHMCAHBI MeEpbl
IPEJOCTOPOKHOCTH MJIH CIICIUAIbHBIE METOABI HAOIIOIEHHs, KOTOPBhIE HEO0X0AUMO NPUMEHSTh
IIPU UCTIOJI30BAHUHU IPOAYKTA C UCCIEA0BATEIbCKUMU IIEIISIMHU.

B) IlocTpeructpainoHHbIN ONBIT IPUMEHEHUS

B BU pomxHbI OBITH yKa3aHbl CTPAHbI, B KOTOPBIX UCCIENYeMbIH MPOAYKT YK€ UMEETCs B
npojaxe WM ObUl 3aperucTpupoBad. Jlrobas 3Haunmas uHGOpMAIMs, MOJyYEHHAs B XOJIE
MOCTPETUCTPALIMOHHOTO MPUMEHEHUS! MPOAYKTa, JAOJKHA OBITH IMpeacTaBieHa B 00OOIICHHOM
BUjE (Hampumep, JIeKapcTBEHHBbIE (OPMBI, JO3UPOBKU, IYTH BBEICHUS W HEXKEJIATEIbHBIC
peakiun). Taxke B BU 1omkHbBI OBITH YKa3aHbl CTPAHBI, B KOTOPHIX 3asBUTEINIO OBLIIO OTKA3aHO B
0JI0OPEHUH/PETHCTPALNU MPOAYKTA JUII KOMMEPYECKOTO HCIOJIB30BAHUS HIIU K€ pa3pelieHne
Ha MPOIAXKYy/CBUIETENHCTBO O PETUCTPALIMH OBLIIO aHHYIUPOBAHO.

7.3.7. O6cyx1eHue NaHHbIX U UHCTPYKIMH JUJIsl UCCIIE10BATEINS

B »TOM paspmene 1omKHO OBITH MPEACTABICHO OOCYXKICHHE JOKIMHUYECKUX U
KJIMHUYECKUX JaHHBIX W 00oOmieHa WHQOpManus, MOJy4YeHHAs U3 Pa3HbIX HMCTOYHHKOB II0
pa3jMYHbIM  CBOWCTBAM HCCIEIYeMOro MpoAyKTa. TakuMm o0pa3oM, UCCIIEIOBATEINIO
NPEJOCTABISIOTCS Hanbonee MH(POpPMAaTHUBHAS MHTEPIIPETAIMS MMEIOIIMXCS JaHHBIX, a TaKKe
BBIBOJIbI O 3HAYMMOCTH 3TON HHPOPMAIUH [Tl TOCIETYIOMNUX KIMHHUECKUX HUCCIeI0BaHUM.

JIOIOKHBI OBITH OCBEIIEHBI OIMYOJIMKOBaHHBIE PA0OTHI MO CXOIHBIM MPOAYKTaM, €CIIH
TaKOBbIE UMEIOTCS. DTO MO3BOJIUT UCCIEAOBATENIO OBITh TOTOBBIM K HEXENATEIbHBIM PEaKIUsIM
WIN APYTHM MPpoOIieMaM, KOTOPbIE MOTYT BO3HUKHYTh B X0JI€ KIIMHUYECKUX UCCIICIOBAHMM.

OcHOBHas 11eNb JaHHOTO pasfesia 3aKJYaeTcss B TOM, YTOObI MOMOYb HCCIIEOBATEIIO
MOJIYYHUTh YETKOE TPEICTABICHUE O BO3MOXKHBIX PUCKAX U HEXKENNATEIBHBIX PEaKIUsIX, a TAKKE O
CHeLMaNbHbIX TeCcTaX, MeToJax HaOJIOAEHUS U Mepax MpPeIOoCTOPOKHOCTH, KOTOpPbIE MOTYT
MOHAZO0ONTECS B XOJ€ KIMHHUYECKOTO WCCIENIOBaHHUA. OTO TPEACTABICHUE JOJDKHO OBITh
OCHOBAaHO Ha JOCTYNMHOM HHpOpMaLUMU O (U3NYECKHX, XMMHUYECKHX, (hapMalleBTHUECKUX,
(apMaKoIOTHIECKNX, TOKCHKOJIOTHYECKUX U KITMHHYECKUX CBOMCTBAX MCCIIETYyEMOTO MPOIYKTA.
KnuHnyeckoMy HcCCleoBaTeN0 TakKe JOJDKHBI ObITh IPEIOCTABICHbl HMHCTPYKLHUH I10
JIMarHOCTUKE W JICYCHHIO BO3MOXKHBIX IEPEJO3MPOBOK M HEXKENATEIbHBIX PEaKIuii, KOTOpbIC
OCHOBaHbl Ha NPEIbLAYIIEM KIMHUYECKOM ONbITe M (HapMaKOJIOTMYECKHX CBOMCTBax
HCCJIETyEMOT0 IPOAYKTA.

7.4. llpunoxenue 1.

TUTYJIbHBINA JIUCT (pumep)

HA3BAHMUE CITOHCOPA

[Iponyxr:

Howmep uccrnenoBanus:

HazBanue(s1): xumudeckoe, JHKEHEpUUECKOe (€CIH MOIXO0IUT), TOPrOBOe Ha3BaHHE (ECIU
pa3perIeHo 3aKOHOIaTEILCTBOM H T10 JKEJIAHUIO CTIOHCOPA)

BPOILIOPA NCCJIEJOBATEJIA

Howmep penakuuu:

Hara Bepcuu:

3aMeHseT MPeIbIIYIIYI0 PeJaKIII0 HOMEp:



Hara:

7.5. llpunoxenue 2.

OI'JTABJIEHME BPOLIIOPBI UCCIIEAOBATEJIA

(pumep)

VYkazanue Ha KOH(PUICHIUATBHOCTD (HE003aTeIbHO)

[Toanucu (HeoOs3aTENBHO)

1. OrnaBnenue

2. Pe3rome

3. Beenenue

4. ®uznueckue, XuMU4eckue, (papMareBTHUECKe CBOMCTBA U JIEKapCTBeHHast (popma

5. JIOKJIIMHUYECKUE UCCIICIOBAHUS

5.1. JloxnmuHauyeckas GpapMaxoIorus

5.2. @apMaKOKHMHETHKA U META0OIN3M MPOIYKTa y KHUBOTHBIX

5.3. Tokcukonorus

6. D dexTsl y uenoBeka

6.1. ®apMakoKHHETHKA U META0OIM3M Y YelIOBEKa

6.2. bezonacHocTh U 3(h(PpeKTUBHOCTH

6.3. [TocTperucTpaiioHHbII ONBIT IPUMEHEHUS

7. O6cyxaeHne NaHHBIX U MHCTPYKIUH JUIsl HCCIIEA0BATENS

Ccbliku Ha:

1. [lyOnukanun

2. Otuersl

JlaHHBIE CCHUIKH JOJDKHBI OBITH TIPUBEICHBI B KOHIIE KaJ0H riaBbl. [Ipmiokenus (mpu
HaJTUYHH ).

8. OCHOBHBIE JOKYMEHTHGI IS ITPOBEJIEHU A
KIIMHNUYECKOI'O UCCJIEJOBAHUA

8.1. BeeneHue.

OCHOBHBIMU JIOKYMEHTaMH SIBJSIFOTCSL T€ JIOKYyMEHTBI, KOTOpble BMeECTE€ WIH IO
OTJIEIbHOCTH MO3BOJISIOT OLIEHUTh IPOBEICHUE UCCIIEI0BAaHUS U KAUECTBO MOJyUYEHHBIX JaHHBIX.
OTH JOKYMEHTBl ClyXaT [0Ka3aTeIbCTBOM COOJIIOJEHHSI MCCIEN0BATENeM, CIIOHCOPOM U
MOHHMTOPOM CTaHAApTOB Hajanexamedl kinuHudyeckod npaktuku (GCP) M HOpMaTHBHBIX
TpeGoBaHUIl.

OCHOBHbBIE JTOKYMEHTBI TaKXe CIyKaT OOJIbIIOMY YMCIYy MHBIX BaXXHBIX IEJEH.
CBoeBpeMeHHOE MOMEIIEHNEe OCHOBHBIX JOKYMEHTOB B (pailjIbl MCCIIEOBATENsA/OpraHu3alud U
CIIOHCOpPa MOXET CYUIECTBEHHO CIIOCOOCTBOBAaTh YCIIEIIHOMY BBIMOJHEHHIO B paMKax
KJIMHUYECKOTO HCCIIEIOBAaHUs CBOMX (YHKIUI HccienoBaTeneM, CIOHCOPOM U MOHHUTOPOM.
Kpome Toro, 3Tv 1OKyMEHTBHI OOBIYHO SIBJISIOTCS OOBEKTOM HE3aBHCHMOIO ayJIuTa CO CTOPOHBI
CIIOHCOpPa M MHCIEKIMM CO CTOPOHBI YIOJIHOMOYEHHBIX OpPraHOB KaK 4YacTH IIpolecca
MOJITBEPK/IEHUS 3aKOHHOCTH MTPOBEJCHUS HCCIEA0BAaHUS U JOCTOBEPHOCTH COOPAHHBIX JTAHHBIX.

Hwke nmnpuBeneH MHUHMMalbHBI TIlepeYeHb OCHOBHBIX JOKYMEHTOB. JIOKyMEHTBI
CrpyNIUPOBaHbl B TPU pas3zesia B 3aBUCUMOCTU OT CTaJUU KIMHUYECKOIO MCCIEI0BaHUS, Ha
KOTOPOI OHH OOBIYHO CO3/IAIOTCS:

1) nepen HavaIOM KIMHUYECKOU (ha3bl UCCIIEIOBAHMS,

2) BO BpeMsl KIIMHUUECKOH (ha3bl UCCIIE0BAHUS;

3) mocne 3aBepIlIeHUs WIN MPEKIEBPEMEHHOTO MPEKPaIIeHHs UCCIeI0BaHUSI.

Jlano oOBsICHEHHE IIeNeil KaXJIoro JJOKyMEHTa, YKa3aHo, TI/€ JIOKYMEHT JIOJDKEeH
XpaHUThCsA: B (hailnax uccieaoBaress/opranu3aluu Jubo croHcopa, Jubo B 000MX MecTax.
Jlonyckaercsi 00beIMHEHHE HEKOTOPBIX JOKYMEHTOB IpPU YCIOBHMHU, YTO OTHENbHBIE 3JIEMEHTHI
JIETKO HICHTUDUITUPYIOTCS.



daitnel HUCCICAOBAHUA HOJIZKHBI OBITE CO31aHbl B HadaJIC HMCCICOOBAHHUA KaK B MCCTC
HAXOX/ICHHUS HCCIIeIOBATEIIS/OpTaHU3alluy, Tak U B oduce croHcopa. McciemoBaHnne MOXKHO
CUMTATh 3aBEPUICHHBIM TOJBKO TIIOCIE€ TOr0, Kak MOHHTOp TpPOBEpUT (ailasl U
WCCIIEI0BATEIs/OpraHn3allii, M CIIOHCOpa W MOATBEPAUT HAIMYME BCEX HEOOXOAMMBIX
JIOKYMEHTOB B COOTBETCTBYIOIIMX (paiiax.

[lepeuncnennple B HACTOALIEM CTaHAApPTE JOKYMEHTHI KaK IO OTAENBHOCTH, TaK H B
COBOKYITHOCTHU MOTI'YyT OBITh MNOABCPTHYTHI ayJUTY CIIOHCOpAa W HHCIICKIUK YIIOJHOMOYCHHBIX
OPraHOB M JOJDKHBI OBITH MPEABSABICHBI P MTPOBEICHUN TAKOBBIX.

8.2. Ilepen HauanoM KJIMHUYECKOH (pa3bl MccieqoBaHusl.

Ha cragun miaHupoBaHUsl MCCIENOBAaHHSA O €ro (OPMAIBHOIO Hadana JOJDKHBI OBITH
CO3/1aHBI ¥ IOMEIIEHBI B (Daiiyl CIeTyromue JOKyMEHTHI:

HaumenoBanue Lens Haxoaurcs B daiinax
JOKYMEHTA HccheaoBarelis | ClIoHCOpa
/opranu3anuu
8.2.1. bpomrtopa JloxymeHTanbHO X X
UCclenoBaTens 3aKpenuTh (HakT
nepeaadn
HCCJIEIOBATEIIO
HEO0OXOIUMOM U
aKTyaJbHOI HayYHOUI
uH(popmanuu oo
UCCIIETyeMOM
MIPOJIYKTE
8.2.2. [TonnucadHbIi JlokyMeHTanbHO X X
MIPOTOKOJ U 3aKpenuTh (HaKT
MOTPaBKH K HEMY YTBEPKACHUS
(ecu TakoBbIE CIIOHCOPOM U
UMeIoTCs ), 00paserl UCCIIeIOBATENIEM
WHIUBUTYTBHON MIPOTOKOJIA/TIOTIPABOK
pEruCTpallMOHHOU u UPK
kaptsl (M1PK)




8.2.3. Uudopmarnus,

MpeIocTaBIsseMast

CyOBEKTY

UCCIIEIOBAaHHSA

- ®opma JlokyMeHTanbHO

UH(POPMHUPOBAHHOTO opopMuUTh paxT

cornacus (BKIIt0Yast MOJTyYeHUS

BCE HEOOXOIUMBIC WH(OPMUPOBAHHOTO

Pa3bACHUTEIbHbBIE coriacus

MaTepuabl)

- JIroGas mpyras JlokyMeHTanbHO

MUChMEHHAs MOJATBEPAUTD, YTO

nHpopmanus cyObekTam Oyner
npeaocTaBieHa
COOTBETCTBYIOMIAs (C
TOYKH 3PCHUS
CoJIepKaHus U
JOCTYITHOCTH JUISI
MTOHUMAaHUS )
MUChMEHHAs
uHpopmarus,
MOMOTArOIIast UM JaTh
corjacue Ha OCHOBE
MTOJTHOMN
UH(OPMUPOBAHHOCTH

- Pexiiamubie JlokyMeHTanbHO

OOBSIBICHHUS TS MOJTBEPAUTD, YTO

MIPUBJICYCHUS MepbI 1O

CyOBEKTOB B MIPUBJICYCHHUIO

Uccle0BaHue (eciu CyOBEKTOB

HCTIONB3YIOTCS ) aJICKBaTHBI U
OTCYTCTBYET
DIIEMEHT
MPUHYKJICHUS

8.2.4. duHaHCOBBIE JlokymMeHTanbHO

aCTIEKTHI 3aKpEIUTh

UCCIIETOBAHUS ¢duHaHCOBOE

corJIalieHue mo
WCCIICTOBAaHHUIO MEXKTY
CIIOHCOPOM U
uccieaoBareinem/
OpraHu3aluen

8.2.5. CrpaxoBoe
00513aTETHCTBO
(ecmu TpebyeTcs)

JlokymMeHTanbHO
MOJATBEPAUTD, UTO B
Clly4ae MPUYNHEHUs
ymiep0a, CBI3aHHOTO
C MCCIIEZIOBAHUEM,
cyObekTam Oyzer
JOCTyIHA

KOMIIEHC Al




8.2.6. ITonnmucanHoe
[OMENI®:1(
BOBJICYEHHBIX
CTOpPOH, HaIIPUMeEp:
- MEXIY
HcciieoBarenem/
OpraHu3aiuei u
CIIOHCOPOM

- MEXY
HcciieoBarenem/
OpraHu3aiuei u
KOHTPAKTHOU
HCCIIEA0BATENLCKOM
OpraHu3anuen

- MEX]ly CTIOHCOPOM
U KOHTPaKTHOU
HCCIIEN0BATENLCKOM
OpraHu3anuein

- MEXAY
HcciieroBarenem/
OpraHu3anuen u
YIOJIHOMOYEHHBIMU
opraHamu (eciu
TpedyeTcs)

JlokyMeHTanbHO
3aKpenuTh
coryameHus

X
(ecmm
Tpedyercs)




8.2.7.
JlatupoBaHHOE U
JOKYMEHTAJIbHO
odopmIIeHHOE
yTBepKacHHE/
0/100peHune
DKCNEepTHBIM COBETOM
OpraHu3aIu
(3CO)/HezaBucuMbIM
ATUYECKUM
komuteToM (HOK)
CIICAYIOIINX
JIOKYMEHTOB:

- IPOTOKOJIA U
JOOBIX MOIMPABOK

- UPK (ecimn
TpedyeTrcs)

- (hopMBI
UH()OPMHUPOBAHHOTO
COTJIACHSI

- mo0oii pyroit
MMHUCbMEHHOU
nHpopManuu,
IIPEA0CTABIAEMON
cyObeKTam

- PEKJIaMHBIX
OOBBIICHUI JUTS
MIPUBJICYCHUS
CyOBEKTOB B
uccienoBaHue (eciu
HCTIONB3YIOTCS )
uHpopManuu o
KOMIICHCAITIH
cyObekTam (mpu
HaJIM4YnN)

- MOOBIX UHBIX
YTBEPKICHHBIX/
0JI00pEHHBIX
JOKYMEHTOB

JlokyMeHTanbHO
NoATBCPAUTDL, UTO
JTAHHOE
UCCJICIOBAHKE OBLIIO
pPaccMOTPEHO H
YTBEpKIEHO/

ono6perno DCO/HOK.

YKa3bIBalOT HOMEp
BEPCHUU U JaTy
JIOKYMEHTa

8.2.8. CocraB
DKCIEPTHOTO COBETA
opraHuzamuu/
HezaBucumoro
STHYECKOTO
KOMHTETA

JlokymeHTanbHO
3aKpenuTh
COOTBETCTBHE
cocraBa OCO/HOK
TpeboBanusim GCP

X (roe
TpeOyercs)




8.2.9. Pa3pemenne/ JlokymMeHTanbHO X (rme X (tme
ono0peHue MOATBEPAUTD, UTO TpeOyeTcst) TpeOyeTcst)
MIPOTOKOJIA/ [P HAJIMYUU
YBEJIOMJICHHE O COOTBETCTBYIOIIUX
MIPOTOKOJIE OT HOPMAaTUBHBIX
YIIOJIHOMOYEHHBIX TpeOoBaHU
opraHoB (rae paspernieHue/
TpeOyeTcst) onoOpenue/
yBEIOMJICHHE
YIIOJTHOMOYEHHBIX
OpraHoB IMOJIYYEHO
JI0 Havana
MCCJICTOBAHMUSI
8.2.10. Curriculum JloKyMeHTaIbHO X X
vitae u/unu apyrue MOATBEPIAUTD
JOKYMEHTHI, KBTI (DUKAIHIO 1
MOATBEP K IAIOLIHE MPUTOAHOCTD ISt
KBaJIM(DUKAITHIO MIPOBEICHUS
uccienoBareneit u UCCJICTOBAHUSI U/UITU
COHMCCIIeTIoBaTeNeH OCYIIECTBIICHHS
MEAUIIMHCKOTO
Ha0JIt0IeHUs 32
cyOBbeKTaMu
8.2.11. HopmanbHblit JlokymeHTanbHO X X
IMarna3oH 3HauYeHUN 3aKpEeTUTh
TS HOPMAaJIbHBIN
MIPEIyCMOTPEHHBIX Jarna3oH 3HauYeHU
IIPOTOKOJIOM JUIst 1Ta00PAaTOPHBIX
MEIUIIMHCKUX/ TECTOB
nabopaTOpHBIX/
TEXHUUYECKUX
MPOIIEAYP U/ WK
TECTOB
8.2.12. JlokymMeHTanbHO X (rnme X
Menunuackue/ MOATBEPIUTD TpeOyercs)
nabopaTopHbie/ MIPUTOTHOCTD
TEXHUYECKHE o0opymoBaHus AJs
MIPOIIEYPHI/TECTHI: MPOBEICHUS
- cepTuduKaus TpeOyeMBbIX TECTOB U
- WM aKKpEIUTAIHS obecrieueHHs
- UM BHYTPEHHHM HAJECKHOCTH
W/WJIM BHEITHUHT pe3yiIbTaToB

KOHTPOJIb KauecTBa
- WIH JpyTHE
METObI
MOATBEpKIeHus (Tae
TpeOyercs)




8.2.13. O6pa31s JlokymMeHTanbHO
ITUKETOK Ha MOJTBEPAUTH
yIaKOBKaxX coOnroeHue
HCCIIETyEMbIX COOTBETCTBYIOILIUX
MIPOJYKTOB TpeOoBaHUil K
MapKUpPOBKE
HCCIIETyeMOT0
npenapara u
MPUTOTHOCTD
MHCTPYKLUHU IS
CcyOBEKTOB
8.2.14. Unctpykuus JlokyMeHTanbHO
10 0OpalIeHHIO C 3aKpEeNUTh
UCCIIETyEMbIMU WHCTPYKITUU JIIS
MIPOIYKTaMH U obecrnieueHus
pacxoaHbIMU HaJJIeXkKallero
MaTepuagamu (eciu XpaHeHus,
HE BKJIIOYEHO B VITAKOBKH,
MIPOTOKOJI WK pacnpezeneHus u
Oportopy YTHIIU3ANAN
UCCleIoBaTens) UCCIIETyEeMBbIX
IPOJYKTOB U
PacxXoHbBIX
MaTEepUajoB
8.2.15. Vuer JloKyMeHTanbHO
IIOCTaBOK 3aKpEeIUTh AAThl U
UCCIIeTyEeMbIX Croco0 MOCTaBKH,
IIPOIYKTOB U HOMEpA cepui
PacXoaHbIX UCCIIETyEeMbIX
MaTepuasoB IPOJYKTOB U
PacXOoHBIX
MaTepuasoB.
ITo3Bonser
OTCIIEIUTH CEPUI0
TPOJIyKTa,
KOHTPOJIMPOBATh
YCIIOBUS TOCTABKH U
BECTHU yUET
8.2.16. JlokyMeHTaJIbHO
Cepruduxatsr MOATBEPINUTD
aHaJIN30B MOJIJIMHHOCTD,
MTOCTABJIEHHBIX YUCTOTY U
HCCIIeTyeMbIX KOJIMYECTBEHHOE
MIPOJYKTOB coJiep)kaHue
AKTHBHOTI'O BEIIECTBA
(103UpOBKY)
U CCIIETyEMBIX

IIPOJTYKTOB




8.2.17. Ilpouenypsi
PacKphITHS KoAa st
HCCIICOBAHHUM,
MIPOBOJIUMBIX CJICTIBIM
METOA0M

JlokyMeHTanbHO
3aKpEMnuTh
npouenypy
OKCTPEHHON
UIeHTU(DUKAITAN
MaCKUPOBAHHOTO
UCCIIETyeMOTO
npoaykTa 6e3
HapyIICHHUSI
MaCKUPOBKH JIJIs
OCTaJIbHBIX
CyOBEKTOB

X

(B cooTBeT-
CTBYIOIIHX
ciydasix,
TPEThs
CTOpPOHA)

8.2.18.
PanoMu3aninoHHbI
CIIMCOK

JlokyMeHTanbHO
3aKpPENUTh METO]I
paHzIoOMU3aLUU
CyOBEKTOB
WCCJICIOBAHMUS

X

(B cooTBeT-
CTBYIOIIHX
ciydasix,
TPEThs
CTOpPOHA)

8.2.19. Otuer
MOHUTOPA O
MIpeABAPUTEIIBHOM
BU3UTE

JloxymeHTanbHO
MOJTBEPAUTH
MIPUEMIIEMOCTD

M CCJIEIOBATEIBCKOTO
LEHTpa JJIs1 JAHHOTO
MCCJIEJOBAHMUSI
(MOXeT OBITh
00BEAMHEHO C

8.2.20.)

X

8.2.20. Ortyer
MOHHTOpA O
CTapTOBOM BU3HTE

JlokymeHTanbHO
MOATBEPAUTD (PaKT
03HAKOMJICHUS
MCCIIeI0BATENS U
3aHATOTO B
HCCIIeIOBAaHU U
nepcoHasa ¢
MpoleaypamMmu
WCCJICIOBAHUS
(MOXeT OBITH
00BEIMHEHO C

8.2.19.)

8.3. Bo Bpems kimHMYECKO# (a3bl HCCIeTI0BAHUS.

B monarBepknenune TOro, 4ro BcS HEOOXOoauMas HOBas HHQpOpManus TOKYMEHTATbHO
odopmIIsieTcs MO Mepe €€ MOCTYIUIEHUs, B JIOTIOJHEHHE K BBIIICTIEPEUNCICHHBIM JOKYMEHTaM,
UMeIMMCs B (haiiie, o X01y UCCIIeIOBaHUS HEOOX0IMMO T00aBISATh CISAYIONNE JOKYMEHTHI:

HaumenoBanue Lenb
JIOKYMEHTa

Haxonutcs B daitnax
HccleIoBaTelIs CIIOHCOpa
/opraHu3anuu




8.3.1. OGHOBJICHHBIC JlokyMeHTanbHO
BEpPCHUH OPOITIOPHI 3aKpenuTh (HaKT
UCCcleoBaTens CBOEBPEMEHHOTO
co001IeHUs
HCCJIEIOBATEIIO
Heo0X0oIuMoM
uH(pOpMaLIUU IO Mepe
€€ MOCTYIUICHUSI
8.3.2. JIroboe JlokyMeHTanbHO
U3MEHEHUE:! 3aKpenuTh
- IPOTOKOJIA/ M3MEHEHUS JaHHbBIX
nonpasok u PK JIOKYMEHTOB,

- opMbI
UH(POPMHUPOBAHHOTO
coryiacus

- mo0oi npyroi
MMCbMEHHOU
uHpOpMaIuy,
MIPeI0CTaBIAEMOI
cyOBeKkTam

- PEKJIaMHBIX
OOBBIICHUI JUTS
MIPUBJICYCHUS
CyOBEKTOB B
Uccle0BaHue (eciu
WCTIOJB3YIOTCS )

IMPONU3BCACHHLIC BO
BpEMA UCCIICAOBAHUA




8.3.3.
JlatupoBaHHOE U
JOKYMEHTAJIbHO
odopmIIeHHOE
yTBepKacHHE/
0/100peHune
DKCNEepTHBIM COBETOM
opraam3anuu (3CO)/
HesaBucumbim
THYECKUM
komuteToM (HOK)
CIICAYIOIINX
JIOKYMEHTOB:

- IOTIPaBOK K
MIPOTOKOITY

- HOBBIX PEIaKIU:

- popMbI
UH(POPMHUPOBAHHOTO
cornacus

- IPEIOCTABIIEMBIX
cyObeKTam
MaTepHaJioB

- PEKJIaMHBIX
OOBBIICHUI JUTS
MIPUBJICYCHUS
CyOBEKTOB B
HccleI0BaHue (€ciu
HCIIOJIb3YEeTCH)

- Apyrux
YTBEPKJACHHBIX/
0JI00OPEHHBIX
JOKYMEHTOB

- pe3yJIbTaTOB
NEPUOINIECKOTO
paccMOTpeHHs
JOKYMEHTAIMH 10
uccaeaoBaHuio (e
TpedyeTcs)

JlokyMeHTanbHO
HOJATBEPAHUTD (HaKT
paccMOTpeHHUsI U
YTBEPXKICHHUS/
onobpenns ICO/HOK
MOTIPABOK U/WITH
HOBBIX pEeAaKIUH.
VYka3piBaroTCs
penakius u qata
JIOKyMEHTa

8.3.4.T'ne
Tpedyercs,
paszpemienue/
onoopenue/
yBEJIOMJICHHE
YIIOJTHOMOYEHHBIX
OpraHoB JJISL:

- IIOIIPABOK K
MPOTOKOJY U APYTHX
JTIOKYMEHTOB

JlokymMeHTanbHO
3aKpENUTh
COOTBETCTBUE
HOPMaTUBHBIM
TpeOoBaHUM

X (rnme
TpedyeTcs)




8.3.5. Hayunyto Cwm. 8.2.10. X
ouorpaduro

(curriculum vitae)

HOBBIX

UcclieIoBaTeNeH

u/vunm

COHCCIIEIOBaTEICH

8.3.6. N3smenenus JlokyMeHTanbHO X
HOPMAJILHOTO 3aKpENHTh

JYana3oHa 3HAYCHUU HOPMAaJIbHBIN

ISt JMara3oH 3HaAYCHUN
MIPETYCMOTPEHHBIX TECTOB, U3MECHEHHBIX
MIPOTOKOJIOM B XOJI¢

MEIUITMHCKUX/ WCCJICIOBAHHUSI
1abopaTOPHBIX/ (em. 8.2.11.)

TEXHHUYECKUX

MPOIEIYp/TECTOB

8.3.7. IsmeHeHus B JlokymMeHTanbHO X (roe
MEIULIMHCKUX/ MOATBEPAUTD, YTO TpeOyercs)
1abopaTOpHBIX/ TECTBI TTPOJIOIKAFOT
TEXHUYCCKHUX OTBEYaTh

npoueaypax/ TpeOOBaHUSIM B

TeCcTax: TEYCHUE MePHOa

- cepTadUKaAIUs WCCJICIOBAHHUSI

- WJIA aKKpeauTaIus (cm. 8.2.12))

- WIA BHYTPEHHUHI

W/WJ BHEITHUHN

KOHTPOJIb Ka4ecTBa

- WIH JpyTHE

METO/IbI

MTOATBEPKICHUS

(rme TpedyeTcs)

8.3.8. Cwm. 8.2.15. X
JloxyMeHTanus mno

MOCTaBKaM

HCCIIeTyEeMBIX

MPOJIYKTOB U

PacXoaHBIX

MaTepUasoB

8.3.9. Ceprudukarst Cwm. 8.2.16.

aHallM3a HOBBIX

CEPHI HCCIIEyEMBIX

MIPOJYKTOB

8.3.10. OTuetsl JlokyMeHTaIbHO

MOHHTOPOB O
BU3HTAX

3aKpETUTh BUSHTHI
MOHUTOPOB U UX
pe3yJbTaThl




8.3.11. JlokymMeHTanbHO X X
Cy1ecTBeHHbIE 11 3aKpENUTh JII00bIE
UCCIIeTOBaHUS coryiamieHus J1uoo
MepPEeroBOPHI/ CYIIIECTBEHHBIC
nepenucka (IoMUMO MIEPETOBOPBHIL,
BHU3UTOB): Kacarolmecs
- IepenucKa BOIIPOCOB
- 3aIMCH BCTpeY NIPOBE/ICHUS
- 3ammcu UCCJIEIOBaHMUSI, €T
Tese()OHHBIX aJIMAHUCTPATHBHBIX
MIEpPErOBOPOB ACIEKTOB,
HapyleHUN
MIPOTOKOJIA,
OTYETHOCTH T10
HeKelaTeJIbHbIM
SIBIICHUSIM
8.3.12. JlokyMeHTanbHO X
[Monnmucanneie GOpMBI | HOATBEPAUTH, YTO
UH(OPMHUPOBAHHOTO coriacue Kaxioro
COTJIACHSI CcyOBeKTa MOoIy4eHO
B COOTBETCTBUHU C
GCP u nmpoToKoI0M
JI0 Hayala y4acTHs
B HCCJIEJOBaHUH.
Kpowme toro,
JIOKYMEHTaIbHO
3aKpEeTUTh
paspeleHue Ha
IIPSAMOU 10CTYI
(cMm. 8.2.3)
8.3.13. IlepBuuHas JlokymMeHTanbHO X
JTOKYMEHTAIHS MOJTBEPANTD (HaKT
CYILLIECTBOBaHMS
cyOBeKTa u
JIOCTOBEPHOCTh
COOpaHHBIX JIAHHBIX.
BkitounTh ucxonHeie
JIOKYMEHTHI,
OTHOCSIIMECS K
U CCJIEIOBAHMUIO,
JICUCHHIO U aHAMHE3Y
cyOBeKTa
8.3.14. JlokyMeHTanbHO X X
3anoJIHEHHBIE, 0(pOpMUTH (xomust) (opuruHan)
JIaTHPOBAaHHbBIE U MIOJITBEPK/IEHUE
MO/ CaHHbIE HCCIIeIOBaTEIeM WIN
WH/IMBUyaJIbHBIE YIOJTHOMOYEHHBIMU
perucTpalnroHHbIe COTPYAHUKAMHU
kaptsl (PK) HCCIIEI0BATEIIA
3apeTUCTPUPOBAHHBIX

JaHHBIX




8.3.15. JlokymMeHTanbHO X X
JloxyMeHTupOBaHuE 3aKpEIUTh BCE (xomust) (opurunan)
ucnpasienuii B UPK U3MEHEHUs/
JIOTIOJTHEHUS WIIH
UCIIPaBIICHUS,
cnenannsle B UPK
MOCJIe 3aIUCH
MePBOHAYAIILHBIX
JTAHHBIX
8.3.16. YBenomiieHue X X
YBenomieHue CIIOHCOpa
CIIOHCOpa HCCJIEIOBATEIIEM O
HCCIIEIOBATEIEM O CEpbE3HBIX
CEPbE3HBIX HEXKeIaTeIbHBIX
HeXKeJaTeIbHbBIX SBIICHUSX U
SIBIICHUSX U COOTBETCTBYIOILINE
COOTBETCTBYIOIIUE OTYETHI COTIIACHO
OTYETHI 4.11.
8.3.17. VBenomiienue X (rme X
YBenomienue CTIIOHCOPOM H/HJTH TpeOyercs)
CIIOHCOPOM H/WIIH UCCIIeIOBATENIEM
HCCIeA0BaTeNIeM (4TO MPUMEHUMO)
(4TO MPUMEHUMO) YIOJTHOMOYEHHBIX
YIIOJTHOMOYEHHBIX opranos u 9CO/HOK
opranoB 1 CO/HOK 0 HENPEABUIAECHHBIX
0 HETPEIBUICHHBIX CEPbE3HBIX
CepbE3HBIX HeKeNaTeNIbHbBIX
HEXeJaTeJIbHbBIX peaKusx B
peaKuusx u o COOTBETCTBUHU C
Apyroi HHGOpPMALUU 517.u4.11.1.n
1o 6e30MacHOCTH 0 Jpyroi
uH(pOpMaLIUHU O
0e30macHOCTH B
COOTBETCTBHUH C
5.16.2.u4.11.2.
8.3.18. Coobiienue Coo01renne X X
CIIOHCOPOM CIIOHCOPOM
HCCIIEIOBATEIIO HCCIJIEIOBATEIIO
uH(pOpMaIUU 1O uHpOpMaIUU 1O
0€30MacHOCTH 0€3011acHOCTH B
COOTBETCTBUHU C
5.16.2.
8.3.19. ITpoMexyTouHbIE HITN X X
[TpoMeXyTOYHbIC HJTH | TOJOBBIC OTYETHI, (rme
TOJIOBBIE OTYETHI, IpeoCTaBIIsIeMble TpebyeTcst)
MPEA0CTaBIISIEMbIC 9CO/H3K B
3CO/H3K u COOTBETCTBUU C
YIIOJTHOMOYE€HHBIM 4.10.n
opraHam YIIOJTHOMOYEHHBIM
OpraHam B

COOTBETCTBUHU C
5.17.3.




8.3.20. XKypHuan
CKpUHHUHTA
CyOBEKTOB

JlokyMeHTanbHO
3aKpEeTUTh
UJIEHTU(DUKAITUIO
CyOBEKTOB,
MPOIICIINX MIEePe]T
HCCIICIOBAHUEM
CKPUHUHT

X
(rme
Tpedyercs)

8.3.21. Cnucok
UICHTU(PUKAITMOHHBIX
KOJIOB CyOBEKTOB

JlokyMeHTanbHO
MOJTBEPUTh, YTO
UCCIIeI0BaTEeNb/
OpraHu3aIys XpaHsiT
KOH(UICHIIMATBHBIN
CIIHCOK MMEH BCEX
CyOBEKTOB, KOTOPBIM
NPU BKITFOYCHUH B
UCCIeIOBaHUEe ObUTH
MIPUCBOCHBI
UICHTU(PUKAITTOHHBIE
kobl. [To3Bomser
HCCIIeIOBaTEN0/
OpraHu3aIu
UACHTU(PULIUPOBATD
m000ro cyOBeKTa

8.3.22. Kypnan
perucTpanuu
BKJTIOYCHUS
CyOBEKTOB

JlokyMeHTanbHO
3aKpenuTh
XPOHOJIOTUYECKYIO
[10CJIEI0BATEIHOCTh
BKITIOYCHUS
CyOBEKTOB 10
UICHTUPUKAITTOHHBIM
KOJaM

8.3.23. Yuer
HCCIIEeTyeMOT0
MPOJYKTa B
HCCIEN0BATEIHLCKOM
IIEHTPE

JlokyMeHTanbHO
3aKpEINUTh
HCIIOJI30BaHUE
UCCIIEAYEMOTO
MPOAYKTa B
COOTBETCTBUU C
IIPOTOKOJIOM

8.3.24. Jluct
00pa31oB nmoanucen

JlokymMeHTanbHO
3aKpenuTh 00pa3Ibl
MOANHCEN U
WHHILIMAJIOB BCEX
nui,
YIIOJITHOMOYEHHBIX
BHOCUTB JJAHHBIE
W/WJIH UCTIPaBJICHUS
B IPK




8.3.25. Yuer
XPaHSIIXCS
00pas1oB
OMOJIOTHYECKUX
JKHIKOCTEH/TKaHel
(eciu UMErOTCH)

JlokyMeHTanbHO
3aKpEeTUTh
MECTOHAXOXKJICHHE U
UICHTH(DHUKAIUIO
XPAHSIIUXCS
00pa3IloB B ciryyae
HEOOXOIUMOCTH
MIPOBEICHUS
MTOBTOPHBIX AHAJTU30B

8.4. [1ocne 3aBepuieHUs WIK NPEKPAICHUS] UCCIEAOBAHUS.

[Tocne 3aBepiIeHUs WM MPEKPAIICHUS UCCIICTOBAHMS BCE TOKYMEHTHI, IEPEUYUCICHHBIC B
8.2. m 8.3., mOIKHBI coaepkaTbcsi B (aiie HCCICIOBaHUS BMECTE C HIDKCYKa3aHHBIMU

JIOKYMEHTaMU:

HaunmenoBanue
JOKyMEHTA

[enb

Haxomutcs B daitnax

UCCIe0BaTe st
/opraHu3anuu

8.4.1. Yuer
UCCIIEYyEeMOTO
MPOJYKTa B
HCCJIEI0OBATEIHCKOM
IEHTPE

JlokymeHTanbHO
3aKpENUTh
UCIIOJIb30BaHUE
UCCIIEyEMOT 0
IPOJYKTa B
COOTBETCTBUHU C
IIPOTOKOJIOM.
JloxymeHTanbHO
3aKpENUTh
pe3yIbTaThl
OKOHYATEJIBHOIO
noJicyera
KOJIMYECTBA
HCCIIEAYEMOTO
POJIYKTa,
MOJIy4YEHHOTO

M CCIIE0BATEIBCKUM
LIEHTPOM, BBIJJAHHOTO
cyOBeKTam,
BO3BpAIIEHHOTO
CyOBeKTaMu |
BO3BpAIIEHHOTO
CIIOHCOPY

X X

8.4.2.
JoxyMeHTanus mno
YHUUYTOXEHUIO
HCCIIETyeMOr0
MPOJIyKTa

JlokymMeHTanbHO
3aKpenuTh (HaKT
YHUUTOKEHUS
HEHNCIIO0Ib30BaHHBIX
UCCIIEAYEMBIX
MIPOJIYKTOB
CIIOHCOPOM WJIH B
HCCIIEI0BATEIBECKOM
LIEHTpE

X (ecmn X
YHHUYTOXKEH B
KIIMHUYECKOM
LIEHTPE)

CIIOHCOpa
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8.4.3. Utorosblii
CIIUCOK
UICHTU(PUKAITMOHHBIX
KOJIOB CyOBEKTOB

Cpoenath BO3MOKHOU
UJICHTUPHUKAIIIO BCEX
BKIIIOYCHHBIX B
WCCJICIOBaHUE
CcyOBEKTOB B Clly4ae
HEOOXOAMMOCTH UX
MOCJICTYFOIIETO
HabmoaeHust. Criucok
JIOJDKEH XPaHUTBCS C
coOIr0ieHUEM
TpeboBaHMit
KOH(UICHIIMATEHOCTH
B TCUCHHE
COTJIACOBAaHHOTO
CpoKa

8.4.4. Ceprudukar
aynuTa (eciu

JlokymeHTanbHO
3aKpenuTh (haKT

MEETCs]) IIPOBEJICHUS ayJuTa
8.4.5. Otuer JloxymeHTanbHO
MOHHTOpA O 3aKpENUTh
3aBEpUIAIOIIEM BU3UTE | OKOHUAHUE BCEX
MEPONPUATHN
UCCIIEJOBAHMSI,
HEOOXOOUMBIX IS
3aBEPILIAIOILIErO

BHU3UTA, U HAIMYHE
KOIUIA OCHOBHBIX
JIOKYMEHTOB B

COOTBETCTBYIOLINX
¢aiinax

8.4.6. Bo3sBpamaercs

JlokymeHTanus no CIIOHCOpPY s

pacripeieIeHUI0 JIOKYMEHTAJIbHOTO

CyOBEKTOB 10 3aKpeIICHUS

rpymnmnaMm u UMEBILUX MECTO

PaCKpPBITHIO KOJ0B

CJIy4acB BCKPBITUA
KOA0B

8.4.7. Utorosslii JlokyMeHTanbHO X
OTYeT 3aKpenuTh

uccIe10BaTes, 3aBepIICHHE

MIPEOCTaBIIIEMBbIN UCCIIEIOBaHMS

OCO/HDK (ecnu

TpedyeTcs) u

YIIOJTHOMOYECHHBIM

opranam (Tae

MIPUMEHHUMO)

8.4.8. Otuer o JloxymeHTanbHO X (ecmn
KIIMHUYECKOM 3aKpenuTh MIPUMEHHUMO)
WCCIIEIOBAaHUH pe3yIbTaThI

UCCIIEOBaHMS U UX
MHTEPIIPETALNIO




