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YTBepxkacH

[Ipukazom @enepanbHOTO
areHTCTBA 10 TEXHUUYECKOMY
PETYIMPOBAHUIO U METPOJIOTUU
ot 27 centsiops 2005 r. N 232-cr

HALUMUOHAIbHbIA CTAHOAPT POCCUUCKOWU ®EQEPALIMU
HAONEXALWAA KNUHUYECKAA NPAKTUKA
Good clinical practice (GCP)
FOCT P 52379-2005

Jlata BBeieHUS
1 anpena 2006 rona

IIpeaucioBue

Hemn m npunmunel crapapruzauuu B Poccuiickont @enepauuu ycraHoBiIeHbl DenepanbHbIM
3akoHOM OT 27 nekabps 2002 r. N 184-®D3 "O TexHHYECKOM pPErylMpoBaHUU", a MpaBHia MPUMEHEHUS
HallMOHAJbHBIX cTaHgaptoB Poccuiickoit @epepauun - ['OCT P 1.0-2004 "Cramgaptuzanus B
Poccuiickoit @eneparuu. OCHOBHBIE MOTOKEHUS .

Ceenenus o crangapre

1. IoaroToBnen Accomuanueil MeXIyHApOIHBIX (apMaleBTHUECKUX mpousBoauteneii (AIPM),
Mexnynapoanoit koHdenepanueir obmects mnorpeduteneir (KoudOIl), Poccuiickoit Axanemueit
meauuuHekux HayK (PAMH) nmo co6cTBeHHOMY ayTEeHTHYHOMY MIEPEBOY, YKa3aHHOMY B ITyHKTE 4.

2. Buecen TexanueckuMm komuteToM 1o ctanaaptusanuu TK 450 "JlekapcTBennsie cpeacTna'.

3. VYtBepxneH Ilpukasom @enepalbHOrO areHTCTBa II0 TEXHUUYECKOMY DETYIUPOBAHHMIO H
MmeTpostoruu ot 27 centsops 2005 r. N 232-cr.

4. Hacrtodmuil craHgapT HJAEHTUYEH PyKOBOJACTBY IO HaaieXalledl KIMHUYECKOW IPAKTHKE
(Consolidated Guideline for Good Clinical Practice) MexaynapoaHoi KOH(EpEeHIIUHN 10 TapMOHHU3AIUN
TEXHUYECKUX TpeOOBaHMN K perucrpauuu (papManeBTUYECKUX MPOAYKTOB, INPEAHA3HAYEHHBIX IS
npuMmeHenns: yenoBekoMm (International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use; ICH).

IIpn npuMeHEHMM HACTOSILErO0 CTaHAApTa PEKOMEHAYETCS HCIIOIb30BaTh BMECTO CCBUIOYHBIX
MEKIYHAPOAHBIX CTAaHIAPTOB COOTBETCTBYIOIME MM HalMOHalbHBIE CTaHAapThl Poccuiickoit
denepanuu.

5. BeeneH Brepsble.
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Nudopmanust 06 M3MEHEHHUAX K HACTOAILIEMY CTaHAAPTY IMYyOJIMKYeTCs B €KEroJHO H3aBacMOM
uHpOopMalMOHHOM yKkazartene "HanumoHanmbHBIE CTaHAAPTHI', @ TEKCT HM3MEHEHUH M TONpPaBOK - B
©KEMECSIUHO H3JaBaeMbIX HMH(POPMALMOHHBIX YyKazaTensx "HanumonanmbHble cranpmaptel'. B ciyuae
nepecMoTpa (3aMeHbl) WM OTMEHBI HACTOSIIEr0 CTaHIapTa COOTBETCTBYIOIIEE YBEIOMIIEHHE OyneT
OIyOJIMKOBAaHO B €XKEMECAYHO M37aBaeMOM HMH(OpMAIMOHHOM yka3arene "HanumoHanmbHbIE CTaHAAPTHI'".
CootBercTByromas HHGpOpMaLuUs, yBEIOMIECHHE M TEKCThl Pa3MEIIAlOTCsA Takke B HMH(OPMAIIMOHHOM
cucreMe OOILIero NOJb30BaHUSA - Ha O(UIMATBFHOM caiiTe HalMOHAIBHOTO opraHa Poccuiickoit
denepaunu Mo CTaHAAPTU3ALMU B ceTH IHTEpHET.

Bsenenune

Hannexamas xnuandeckas mnpaktuka (Good Clinical Practice; GCP) mpencraBiser coboit
MEKIYHAPOIHBIM JTUYECKHM M HAy4HBIM CTaHAAPT IUIAHUPOBAHUSA M IPOBEICHUS HUCCIEAOBAHUM C
y4JacTHEM 4eJOBeKa B KauecTBEe CyObEKTa, a TakkKe JOKYMEHTAIBHOTO O(GOpPMIICHHS U TpEACTaBICHUS
pE3YIBTAaTOB TaKUX UCCIIETIOBAHUIL.

CoOnroneHne yKa3aHHOTO CTaHJIApTa CIY)KUT Ui oOIiecTBa rapaHTHEH TOTro, YTO TIIpaBa,
0e30macHOCTh U OJaromnosyyne CyOBEKTOB HCCIICAOBAHUS 3alUIIEHBI, COTJIACYIOTCS C HPUHIUIIAMU,
3aJI0’)KEHHBIMM X €JIbCUHKCKOM Jneknapanueil BecemupHoit menunumHckoidl acconnauuu (BMA), u uro
JAHHbIE KJIMHUYECKOTO UCCIIEOBAHMSI TOCTOBEPHBI.

Ilenbro HACTOALIETO HAIMOHAIBHOIO CTaHAapTa (Jajee - HacCTOAUIMM CTaHIapT) SBISETCS
YCTaHOBJIEHHE €IMHBIX co cTpaHamu EBpomneiickoro Coroza, CoeaunenHbimu llltaramu Amepuku u
SlmoHuel mpaBWi, YTO JOJDKHO CHOCOOCTBOBATH B3aUMHOMY TPU3HAHHMIO JAHHBIX KIMHHYECKHX
UCCJIEIOBAaHUH YIIOJHOMOYEHHBIMU OpraHaMH Ha3BaHHBIX CTPaH.

Hacrostmumii cranpapr uzpentuueH ICH GCP - PykoBoAcTBY Mo Hauiexalled KIMHUYECKOM
npaktuke (Guideline for Good Clinical Practice) MexayHaponHoil koH(MEpeHIH TIO TapMOHU3AINH
TEXHUYECKUX TpeOOBaHMN K perucrpauuu (papManeBTUYECKUX MPOAYKTOB, INPEAHA3HAYEHHBIX IS
npumeHenns: yenoBekoMm (International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use; ICH), koTopoe, B CBOIO ouepe/ib, pa3paboTaHo ¢ yIeTOM
JEUCTBYIOIINX TpeOOBaHMI HauIeKalell KTMHUuYecKoi npaktuku EBpomnetickoro Coro3a, CoelMHEHHBIX
IratoB Amepuxkun u Snonuu, a Taxkke Abcrpanuu, Kanaast u  BceemupHOW opranuzanuu
3npaBooxpaHenus (BO3).

O06nacTe NpUMEHEHUS

Hacrosimuii cTraHgapT HE0OXOJUMO COOMIOAAaTh MPU MPOBEACHUU KIMHUYECKUX HCCIEIOBAHUM,
JAHHBIE KOTOPBIX 3aIUIAHUPOBAHO IIPEICTABUTH B YIIOJTHOMOYEHHBIE OPTaHbl.

HpI/IHHI/IHBI, YCTAHOBJICHHBIC HACTOAIIHUM CTAHAAPTOM, MPUMCHUMBI TAKKC U K UHBIM KIIMHUYCCKUM
HCCIICAOBAHUAM, KOTOPBIC MOIYT OKa3aTbhb BJIMAHUC Ha 0€30IMacCHOCTh U 6HaFOHOquI/IC YCJI0BCKaA,
BBICTYIIAIOICTO B KAaUCCTBC Cy6’beKTa.

1. TepMHHBI ¥ OIIPENIENEHUS

B HacTosimeM craHmapre OPUMEHSIOTCS  CIECAYIOIIME TEPMUHBI C  COOTBETCTBYIOLIUMH
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OIPENEIICHUSAMMU:

1.1. Aymut (audit): KOMIIEKCHAass M HE3aBUCHUMasi IMPOBEPKA OTHOCALIMXCS K HCCIEIO0BAHHIO
JESTEIbHOCTH U JTOKYMEHTALUH, IPOBOAUMAs Ul NOATBEPKIEHUS COOTBETCTBHSI 3TOM JESITENBHOCTH, a
TaKxke mpouenyp cOopa, aHaaM3a U MPEACTABICHUS JaHHBIX MPOTOKOIY, CTAaHAAPTHBIM OINEPALMOHHBIM
MpoLeypaM CIIoHCOpa, Hauiexkallel kmnandeckoi npaktuke (GCP) u HopMaTHBHBIM TpeOOBaHHSIM.

1.2. bnarononyune cyonektoB mccnenoBanus (well-being (of the trial subjects)): dusznueckoe u
MICUXUYECKOE 370POBhE CYOBEKTOB, YIACTBYIOIIUX B KIIMHUYECKOM HCCIIETOBAHUU.

1.3. bpomrtopa wuccrnenoBarenst (investigator's brochure): cBogHOE W3II0KEHHWE PE3YILTATOB
KITMHUYECKOTO M TOKIMHIUYECKOTO U3YUEHUS UCCIIeyeMOro MPOIYyKTa, 3HAYUMBIX ISl €T0 UCCIICAOBAHUS
Ha YeJoBeKe (CM. pa3ziell 7 HaCTOAILIEro CTaHIapTa).

1.4. loroBop (contract): 1aTMpOBaHHOE M TOJNUCAHHOE COTJIAIICHHE MEXKIy IBYMsl Wiu Oojee
CTOPOHaMHM, KOTOPOE€ YCTaHABIMBACT JOTOBOPEHHOCTH, Kacarolluecs pachpeneieHus odbema paboT u
00s13aHHOCTE MPH MPOBEACHUM KIMHHYECKOTO HCCIICOBAaHUS, a TaKXKe, €CIM YMECTHO, (PMHAHCOBBIX
BonpocoB. OCHOBO IOTOBOPa MOXKET CIIYKUTh IIPOTOKOJI UCCIIEA0BAHHUS.

1.5. JloxkymenrtanbHbii cnex (audit trail): mokymeHTammusi, MO3BOJSIONIAs BOCCTAHOBUTH XOJ
COOBITHIA.

1.6. loxymenrarus (documentation): Bce 3anmcu B 1000 Gpopme (BKIrOUasi 3alMCH Ha OYMasKHBIX,
AIIEKTPOHHBIX, MAarHUTHBIX MM ONTHYECKUX HOCUTENAX, CKAaHOTPAaMMbI, PEHTI'C€HOBCKHE CHHUMKH,
AIIEKTPOKAPIUOTPAMMBI H T.II.), KOTOPBIE OMUCHIBAIOT JTHUOO PErUCTPUPYIOT METOIbI, OPTaHU3AINIO H/HITH
pe3ybTaThl KIMHHYECKOTO MCCIeIOBaHMs, a TAKKe BIMAIOLINE HAa UCCIE0OBaHUE (DAaKTOPHI U MPHUHSATHIC
MEpBI.

1.7. 3akmouenue (mpumeHHTeIbHO K HezaBucumomy studeckoMy KoMuTeTy) (opinion (in relation
to Independent Ethics Committee)): 3akimodeHne W/MiaM pekoMeHaanuu He3aBHCHMMOro 3THYECKOTO
KOMUTETA.

1.8. 3axonnsnii npencraButens (legally acceptable representative): gusnueckoe win IOPUIANIECKOE
JMIO0, WM MHOM CyOBEKT MpaBa, UMEIONIMH B CHIIy 3aKOHa MpPaBO JaBaTh COrjacue Ha ydacThe B
KJIMHUYECKOM HCCIIEIOBAaHUM OT UMEHH NOTEHIIHATBHOTO CYOBEKTa UCCIIEJOBAHUSI.

1.9. Unentudpukanmonuslii kox cyowsekta (subject identification code): yHUKanbHBIA KOJ,
NPUCBAMBAaEMbIl  HCCIEAOBATENIeM  KOXJIOMY  CyObEKTy  HCCIelOoBaHMA  JUII  OOecredeHus
KOH(HUICHIIMATBHOCTH €r0 JIMYHBIX JAaHHBIX U UCIOJb3YEeMbIH BMECTO MMEHHU CyOBEKTa B OTUETax IO
HEXXEJaTeIbHBIM SBJICHUSIM W/WIH APYTUX TAHHBIX, OTHOCSIIUXCS K UCCIIEIOBAHHUIO.

1.10. UunuBuayansHaa perucrpauuonHas kapra; MPK (Case Report Form; CRF): noxymeHnt Ha
OyMa)KHOM, DJEKTPOHHOM WM ONTHYECKOM HOCHTENE, IpeIHa3HAueHHBIH [UIi BHECEHUS Bceil
NPEeIyCMOTPEHHOM TMPOTOKOJIOM M TOAJEKaIlel Mepegade CIHOHCOpY HHGOPMAIMM IO KaXIOMY
CyOBEKTY UCCIIEIOBAHUSI.

1.11. HWucmekumsa (inspection): AeHCTBHE YIOJHOMOYEHHBIX OpPraHoOB, 3akKJIOYalolieecs B
oduIMaNbHON TPOBEPKE JAOKYMEHTAIlMM, OO0OPYAOBaHUS, MHBIX MaTepHalOB, UMEIOIIUX, 10 MHEHHIO
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YIOOJIHOMOYCHHBIX OPraHoB, OTHOIICHUC K KIMHUYCCKOMY HCCICAOBAHUIO W HaxOOAIIHUXCA B
HUCCIICAO0BATCIBCKOM ICHTPEC, B TOMCHICHUAX CIIOHCOpPa W/WIIH KOHTpaKTHOﬁ HCCHCHOB&TCHBCKOﬁ
opraHusalii, a TaKKC HHBIX OpraHu3alnugax, HUMCHOIIUX, I[MO0 MHCHUIO YIOJIHOMOUYCHHLIX OPTraHOB,
OTHOIICHHUEC K UCCIICAOBAHUIO.

1.12. HWudopmupoBanHoe cormacue (informed consent): mpomemypa IT0OPOBOJIEHOTO
MOJTBEPXKACHUS CyObEKTOM CBOETO COTJIacHs Ha YdacTHe B KOHKPETHOM HCCIIEIOBAaHHM IIOCIHE
noJtydeHus: “HPopMaImu 000 BCEX 3HAYUMBIX ISl TPUHATHS MM PEIICHUS acleKTax HCCIIeTOBaHUS.
WudopmupoBaHHOe corjiace JAOKYMEHTHPYETCSl TOCPEACTBOM IMOJMUCAHUS M JATUPOBAHUA (OPMBI
MH(GOPMHUPOBAHHOTO COTJIACHSI.

1.13. UccaenoBarens (investigator): ¢pu3nueckoe M0, HECYIlee OTBETCTBEHHOCTD 3a MPOBEICHHUE
KIIMHUYECKOTO HCCIIEAOBaHMs B MCCIENOBATENbCKOM IIEHTpe. B ciyyae mpoBeneHus MCCiIeI0BaHUS B
HCCIIEOBATEIbCKOM LIEHTPE TPYIION JIMI[ MCCIefoBareneM (TJIABHBIM HCCIIEI0BATENEM) SIBISETCA
pykoBouTenb rpynmnbl. CM. Takke TepMuH "couccnenoatens' (1.54).

1.14. UccnenoBarens-koopauHarop (coordinating investigator): mccienoBaTeb, OTBEYAIOIIMNA 3a
KOOPAMHAIMIO JIEATEIbHOCTH HCCIeIoBaTelneld BCEX HCCIEN0BATENbCKUX IEHTPOB, YYacTBYIOUIMX B
MHOTOLIEHTPOBOM KIIMHUYECKOM HMCCIIEJOBAHUH.

1.15. HccnenoBatens/opraHnu3anus (investigator/institution): TEPMUH, 03HaYyaroUui:
"uccnenoBaTeNb U/MIM OpraHu3alys B 3aBUCKIMOCTH OT HOPMAaTUBHBIX TpeOOBaHMMA".

1.16. HccnenoBarenbckuii 1eHTp (trial site): ¢akTHueckoe MECTO NpOBENEHHsS KIMHHUYECKOTO
UCCIICIOBAHUSL.

1.17. Uccnemyembiii mpoaykT (investigational product): nexapcTBeHHas Qopma aKTHBHOTO
BEIIeCTBA MJIH TUIale6o0, n3ydaemas WM UCIONb3yeMasi Uil KOHTPOJIS B KJIMHUYECKOM HCCIICIOBAHUH, B
TOM YHCJE 3aperMCTPUPOBAHHBINA JICKAPCTBEHHBIM MPOAYKT B CIy4ae, €CJIM CIIOCO0 €ro MpUMEHEHUs
OTIIMYACTCA OT YTBEPXKIEHHOTO, a TAKKE MPHU €ro HCIOJb30BAaHMM 10 HOBOMY MOKAa3aHUIO WJIM IS
MOJIy4EeHHUs JOTIOTHUTEIbHON HH(OPMAIMH IO YTBEPKICHHOMY ITOKa3aHHUIO.

1.18. Kmunudeckoe wucnbeiTanue/uccnenoBanue (clinical trial/study): moboe wuccnenoBanue,
IPOBOJMMOE C YYaCTHMEM YeJOBeKa B KauyecTBE CyObEKTa Il BBISBICHUS WM TOJTBEPKACHUS
KIMHUYECKUX W/WIK (apMakonornyeckux 3(p¢QeKkToB uccieayeMbx HPOAYKTOB W/MIM BBISBICHUS
HEeXXeJaTeIbHBIX PEaKIUN Ha UCCIeTyeMble MTPOIYKThI, U/WIH U3YUYEHUS UX BCACHIBAHUS, PACIPEICTICHUS,
MeTaboaM3Ma U BBIBEJICHUS C IIETBI0 OIICHUTh UX 0€30MacHOCTh W/WiH 3 (HEKTUBHOCTD.

TepMuHbl "KIMHUYECKOE UCTIBITAaHUE" U "KIIMHUYECKOE UCCIel0BaHUE" SBIISIOTCS CHHOHUMAMU.

1.19. KonutpakTHas ucciemnoBaTenbcKas opraHumzanusi (contract research organization; CRO):
¢du3nUecKoe JUIO0 UM OpraHu3anus (KOMMEpUecKas, HayqHO-HCcCIeI0BaTeIbCKask WM HHasi), KOTopas B
paMKax JOTrOoBOpa CO CIIOHCOPOM BBINOJHSET OJHY WM Oojiee M3 ero oOs3aHHOCTEH W (PyHKIIMIA,
CBSI3aHHBIX C IPOBEICHUEM KIIMHUYECKOTO UCCIICOBAHMS.

1.20. Kontpons kauectBa (quality control; QC): MeTOIBI ¥ MepHhI, SBISIIOMINECS YaCThIO CHUCTEMBI
obecrieueHns Ka4ecTBa M MCTOIb3yeMbIe Ui MPOBEPKH COOTBETCTBUS BBITIOJIHSIEMBIX MPU MPOBEIACHUH
UCCIIEIOBAHUS TPOIIEAYP MPEIbSIBISIEMBIM TPEOOBAHUAM K UX KaYECTBY.
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1.21. Koopaunaimonnsiii komuteT (coordinating committee): KOMHUTET, KOTOPBIH MOXKET OBIThH
OpraHW30BaH CIIOHCOPOM Ui KOOPAWHAIIMK  TPOBEACHHUS MHOTOIEHTPOBOTO  KIMHUYECKOTO
UCCIIeIOBAHUSI.

1.22. Koudunenumnanpaocts (confidentiality): coxpaHeHue B TaifHE OT HEYHNOJHOMOYEHHBIX JIHII
uHbOpMalUY, TPHHAMISKAIICH CIOHCOPY, WIM HH(POPMAIUK, TO3BOJISIONIEH HACHTU(PHUIIMPOBATH
CyOBeKTa HCCIETOBAHMUS.

1.23.  MHoromeHTpoBoe KJIMHHYECKOe uccienoBanue (multicentre trial):  kmuHUYEcKoe
HCCIIeIOBAHUE, TIPOBOAUMOE TIO0 €IMHOMY MTPOTOKOIY OOJiee YeM B OJJTHOM HCCIIEIOBATEIBCKOM IICHTPE U,
3HAYUT, 00JIee YeM OJTHUM UCCIICIOBATEIIEM.

1.24. Monutopunr (Monitoring): IeATENBHOCTh, 3aKITIOYAIONMIASACS B KOHTPOJE 3a XOJOM
KJIMHUYECKOTO HCCIEeIOBaHMs, OOECIEUYeHUH ero MpoBeldeHHs, cOopa IaHHBIX M TMPEACTaBICHUS
pe3yJabTaTOB B COOTBETCTBUM C IIPOTOKOJIOM, CTAHJAPTHBIMU OIEPALMOHHBIMU IPOIENypaMH,
Ha/examen kananyeckoit npaktukoit (GCP) 1 HOpMaTUBHBIMU TPEOOBAHHUSIMU.

1.25. Hamnexamas kinuHuueckas mnpaktuka (Good Clinical Practice; GCP):  crammapt
IUIAHUPOBAHUS, OpraHU3aluy, MPOBEJIEHUS, MOHUTOPUHIA, AYAWUTa, JOKYMEHTHUPOBAHUS KIMHUYECKUX
UCCIEAOBAaHUM, a TaKXKe aHauuM3a W I[PEICTaBICHUS MX pPe3yJdbTaToB, CIYXAIIUW TapaHTHEH
JOCTOBEPHOCTH U TOYHOCTH IIOJIyYEHHBIX JAHHBIX M IIPEJICTaBICHHBIX pE3YylbTaTOB, a TaKXKe
o0ecreynBaroIni 3aIIUTY MPaB, 3A0POBbs U KOH(UACHIINATBHOCTH CYObEKTOB UCCIICOBAHUSL.

1.26. HexenarenpHast peakiusi; HP  (adverse drug reaction; ADR): oTHOcUTENnbHO
MPEJPErucTPAlMOHHOTO KJIMHUYECKOTO MPUMEHEHHs HOBOTO JIEKAPCTBEHHOTO TPOJYKTAa WU €ro
MPUMEHEHHSI TI0O HOBBIM TOKa3aHUSM, OCOOCHHO €CITU TEepareBTUUYECKUE J103bI TOYHO HE YCTAaHOBJICHBI, -
BCE HEraTUBHBIC PEAKIIMH, CBS3aHHBIEC C PUMEHEHHEM JII00OH JJ03bI JEKApCTBEHHOTO MpOayKTa. TepMuH
"CBI3aHHBIE C TNPUMEHEHUEM JICKApCTBEHHOTO MPOIYKTa" O3HAYaeT, YTO CYLIECTBYET XOTS Obl
MUHUMaJbHAass BO3MOXHOCTh HAIMYHMS MPUYUHHO-CICICTBEHHON CBA3M MEXIY JIEKapCTBEHHBIM
MPOIYKTOM U HEXKEJIATeIbHBIM SIBJICHUEM, T.€. B3AUMOCBSI3b HE UCKIIIOUYCHA.

Jlist 3aperucTpupoBaHHBIX JIEKAPCTBEHHBIX MPOAYKTOB 3TOT TEPMHUH O3HAYAE€T BCE HETATUBHBIC
peaxIuu, CBsI3aHHbIC C IPUMEHEHHUEM JIEKAPCTBEHHOTO MPOAYKTA B OOBIYHBIX J03aX, UCIOJIb3YEMBIX IS
MpOoHUIAKTUKH, JUATHOCTUKH WU JIeYeHHs 3a00JIeBaHUN, a TakKe I U3MEHEHUs (U3HOJIOTHUECKUX
¢byakmuii (cM. PykoBoactBo ICH "OneHnka JaHHBIX MO KIMHUYECKOW O€30TACHOCTH: TEPMHUHOJOTHS U
CTaHJAPThI IKCIPECC-OTUETHOCTH").

1.27. Hexxenarenbnoe siBnenue; HS (adverse event; AE): mio0oe BbIsIBIEHHOE y MalMEHTa WU
CyObeKkTa  KIMHHYECKOTO  HCCIENOBaHMSA  IOCJIE  NPUMEHEHHS  JIEKAPCTBEHHOTO  MPOIYKTa
HEOJIaronmpusTHOE C MEAWLUMHCKOW TOYKM 3pEHUS COOBITHE, KOTOpO€ MOXKET M HE HMETh
NPUYMHHO-CIICICTBEHHOM CBSI3M C €ro mpuMeHeHueM. TakuMm oOpasom, HexenatenbHoe siBieHue (HS)
MOXET TPEJCTABISATh OO0 000 HEOIArOMPUATHBIM CUMITOM (BKJIIOYAsi OTKJIOHEHHE 1a00paTopHOTO
mokaszaTenisi OT HOpPMBI), kanoOy uiu 3a0oyieBaHHE, BPeMs BO3HUKHOBEHHS KOTOPOTO HE HMCKIIIOYAeT
IIPUYMHHO-CIIEACTBEHHON CBSA3M C IPUMEHEHUEM JIEKapCTBEHHOTO (MCCIEAyeMOro) NpOAyKTa BHE
3aBUCHUMOCTU OT HAJIM4Us WIM OTCYTCTBHUS Takoil cBsizu (cM. pykoBojacTBo ICH "OneHka AaHHBIX IO
KJIMHUYECKOW 0€30MacCHOCTH: TEPMUHOJIOTHS U CTaHAAPTHI 3KCIIpecc-0TYeTHOCTH").

1.28. HezaBucumbliii komuter no mMoHuTopuHry aanneix; HKMJ[ (Independent Data-Monitoring
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Committee; IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring
Committee)): HE3aBUCUMBI KOMUTET, KOTOPbII MOXXET ObITh 00pa3oBaH 10 MHULMATHBE CIIOHCOpA IS
MEPUOINYECKOTO PACCMOTPEHHUS X0/a KIMHUYECKOTO HCCIENIOBaHMS, JAHHBIX MO 0OE30MacHOCTH /WK
OCHOBHBIX TapaMeTpoB 3((GEKTUBHOCTH, a TaKXKe JUId BBIPAaOOTKHM PEKOMEHJALMUA CIIOHCOPY O
1€JIeCO00Pa3HOCTH MPOIOIDKEHUS, IPEKPAIICHUs HCCIEIOBAHNS WIIM BHECEHHUS B HETO U3MEHEHUH.

1.29. HezaBucumblit strueckuii komurer; HOK (Independent Ethics Committee; IEC):
HE3aBUCHMBIN OpraH (SKCIEPTHBI COBET WJIM KOMHUTET, JEHCTBYIOLIMH HAa YpPOBHE OpraHU3aluHy,
pPETMOHAJIBHOM, HAIMOHAJIBHOM WJIM MEXIYHApOJHOM YPOBHE), COCTOSIIIUN M3 MEAMLIUHCKHX
pabOTHHKOB, a TAaKXKe JIUI], HE UMEIOIUX OTHOIIEHHS K MEIUIMHE, KOTOPBII 00ecreunBaeT 3alluTy Ipas,
0€30MaCHOCTH U OJaromoIydusi CyObeKTOB MCCIEeIOBAaHMs U BBICTYINAET Ui OOLIeCTBAa rapaHTOM TaKOi
3alIUTHI, B YaCTHOCTH IYTeM pPACCMOTPEHMS, YTBEp)KICHHs/OJO0OpPEHUsI TMPOTOKOJA HCCIEAOBAHUA,
KaHAMJATYp MCCIeoBaTeNel, UCCIeI0BAaTEIbCKUX IIEHTPOB, @ TAKXKe MaTEpUANOB U METOJIOB, KOTOpBIE
NPENoaracTcs HMCIOIb30BaTh JJS MOJyYeHUS W JOKYMEHTHPOBaHHUS WH(GOPMHPOBAHHOTO COTJIACHS
CyOBEKTOB UCCIICIOBAHUS.

[IpaBoBoii cTaryc, cocTaB, (PYHKIHHU, AEATEIBHOCTh HE3aBUCUMBIX STHUECKUX KOMHUTETOB, a TaKXKe
OTHOCSIINECS K HUIM HOPMaTUBHBIE TPEOOBAHUS MOTYT Pa3lMYaThCS B Pa3HbIX CTpaHaX, TeM HE MEHEE,
H3K nomxuel pyHkunoHupoBats B coorBercTBUM ¢ GCP.

1.30. He3aumnTepecoBanHbIi cBuaeTenb (impartial witness): ¢usnueckoe TUIO, HEMPUYACTHOE K
MPOBEACHUIO KIMHUYECKOTO HCCIENIOBAaHMU, Ha KOTOpO€ HE MOTYT OKa3aTh JaBJIEHHE YYaCTHUKU
KJIMHUYECKOTO HCCIEOBAHUS U KOTOpPOE B Cllydae, €Cld CYOBEKT HCCIEIOBAaHHS WM €ro 3aKOHHBIN
NpEJCTaBUTEIb HE yMEeT WM HE MOXET YuTaTh, MPUCYTCTBYET BO BpeMs MOJYYEHUs
MH(GOPMHUPOBAHHOTO COTJIACHS, a TAaKXKE 3aUYUTBHIBAET TEKCT WH(GOPMHPOBAHHOTO COTJACUsl U JIIOObIE
Apyrue MperocTaBisieMble CyObEeKTY HCCIeI0BaHHs MMCbMEHHbIE MaTepHAIBL.

1.31. Jloxnuamueckue wuccienoBanus (nonclinical study): OuoOMemUIIMHCKHE WCCIETOBAHUS,
MIPOBOJIUMBIE 0€3 yJacTus 4eJ0BeKa B KaUeCTBE CYyOBEKTa.

1.32. Henpensunennass HexenatenbHas peakuus (unexpected adverse drug reaction):
HEeXeJaTeNnbHasl peakiys, CYyIIHOCTb WM TSDKECTh KOTOPOW HE COTIacyeTcsi ¢ M3BECTHON MH(popmManueit o
OpoayKkTe (Hampumep, ¢ OpOIIIOpoW HccienoBareiss s HE3aperuCTPUPOBAHHOTO HCCIIECAYeMOro
IPOIYKTa WU C JIMCTKOM-BKJIQ/IBIIIEM/CBOTHON XapaKTEPUCTUKOM JIEKApCTBEHHOTO MPOAYKTa B ClIydae
3apeructpupoBaHHoro mpoaykra) (cm. pykoBoactBo ICH "Ouenka [JaHHBIX MO KIMHUYECKOM
0€30MaCHOCTH: TEPMUHOJIOTHSI U CTAaHIAPTHI SKCIIPeCcC-0TYETHOCTH").

1.33. HopmatuBHbie TpeOoBanmsi (applicable regulatory requirement(s)): Bce 3aKOHBI H
MO/J3aKOHHBIC aKThI, PETYIUPYIOIINE TPOBEACHUE KIMHUYECKUX MCCIEAOBAHUA HCCIIETyeMbIX
MIPOJIyKTOB.

1.34. Oobecneuenne kauyectBa (quality assurance; QA): COBOKYIHOCTh CHCTEMAaTHYECKHX H
TUTAHOMEPHBIX IEHCTBUM, KOTOPBIE UMEIOT LIETBI0 00ECIIEYNTh COOTBETCTBHE MPOBEICHUS UCCIICIOBAHUS,
cbopa, perucrpanuu W TPEACTaBICHUS JaHHBIX HamIexamed kmuaudeckoi mnpaktuke (GCP) u
HOPMAaTHUBHBIM TPEOOBAHUSIM.

1.35. Opraamanus (menuimHckasi) (institution (medical)): nro6ast opranuzanusi BHE 3aBUCUMOCTH
OT ee¢ OpraHW3alMOHHO-TIPaBOBOM  (OpMBI JTHMOO MEIUIMHCKOE, JHOO CTOMAaTOJIOTHYECKOE
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noapasacsICHUEC, raAC NpOBOAAT KIIMHUYCCKOC UCCIICAOBAHUC.

1.36. Opurunansable MeauuuHckue 3anucu (original medical record): cMm. TepmuH "nmepBUYHAs
nokymenTanus" (1.41).

1.37. OcHoBHBIE HOKyMeHTHI (essential documents): TOKYMEHTBI, KOTOpbIe B COBOKYITHOCTH HJIU IO
OTJENBHOCTH TIO3BOJISIOT OLCHUTh XOJ KIMHUYECKOTO MCCIEIOBAHUS U Ka4eCTBO MOJTYUYEHHBIX JAHHBIX
(cM. pa3zen 8 HacTOSIIEro CTaHAApTA).

1.38. Ortuer monuTOpa (Monitoring report): MUCHMEHHBIA OTYET MOHHTOpPA CIIOHCOPY IOCIHE
KaX/I0TO BU3UTA B UCCIICAOBATEIBCKUI IIEHTP M/MIM KOHTAKTa C MCCIEIOBATEISIMU B COOTBETCTBHH CO
CTaHJapTHBIMU ornepanoHHeIMU Npouexypamu (COII) cioHcopa.

1.39. Otuer 06 ayaure (audit report): mICbMEHHOE 3aKIIOUYEHUE ayJAUTOpPa CIIOHCOpA O pe3yibTaTax
ayaura.

1.40. Otuyer o KIMHUYECKOM HcHbITaHuu/MccaenoBanuu (clinical trial/study report): oTuer B
NUCHbMEHHOM (opMe, TNPEeNCTaBISIONINI CO00H oOmHMcaHue KIMHUYECKOTO HCIBITAaHHs/HCCIeI0BAHUS
KaKoro-JInbo TepaneBTHUYECKOro, MPOQHIAKTHUYECKOTO WU JUArHOCTHYECKOTO CPEICTBA C Yy4acTHEM
YyeJoBeKa B KauecTBE CYObEKTa, OOBEAMHSIOMMHA KIMHMUYECKOE U CTAaTUCTHYECKOE OIHCAHMA,
IIPEICTaBICHUE JAaHHbIX U uX aHainu3 (cM. pykoBojcTBo ICH "CrpykTypa M colepskaHue OTYETOB O
KIIMHUYECKOM UCCIeIOBaHUM").

1.41. TlepBuunas mokymeHrtanus (source documents): MUCXOTHBIC NTOKYMEHTHI, IaHHBIC W 3aIUCH
(Hampumep, ucTtopuu 00Je3HU, aMOyJIaTOpHBIE KapThl, JaOOPATOPHBIC 3aMUCH, 3aMETKH, JTHEBHUKH
CyOBEKTOB HCCIIEIOBAHMS, BOMPOCHUKH, JKYpHAJbl BBIJAYM MEIUKAMEHTOB, 3allUCH aBTOMATHUYECKUX
YCTPOMCTB, BepUPUIMPOBAHHBIC M 3aBEPCHHBIC KOIMWW WM BBINHCKH, MUKpPOQHIIH, (HOTOHEraTHUBBHI,
MUKPOTUIEHKH WM MarHUTHBIE HOCHUTENH, PEHTIC€HOBCKHE CHHUMKH, IIOOBIC 3alMCH, OTHOCSIIHECS K
MalMeHTy, B TOM YHCJIE XpaHSIIMECs B amnTeke, JTadopaTopusx M OTACICHUSX WHCTPYMEHTAIbHOUN
JMArHOCTHUKH, UCTIOJIb3YEMbIX B KIIMHUYECKOM HCCIIEI0BAHUM).

1.42. TlepBuunsle panHble (source data): Bcs umHoOpMamus, coiepkamiascs B OPUTHHAIBHBIX
MEIUIMHCKUX 3alUCAX M HUX 3aBEPEHHBIX KOIUAX, OINMUCHIBAIOUIAs pPE3ylbTaThl KIMHUYECKUX
HaOroieHuil, o0ce0BaHuil U APYrol NEesTETbHOCTH, MO3BOJIAIONIAs BOCCO3AATh XOJ KIMHUYECKOTO
UCCIIEIOBAaHUS M OLEHUTh ero. llepBuuHblE [aHHBIE CcOAEpKaTrcsd B IEPBUYHOM JOKYMEHTALUU
(MOITMHHUKAX UJTU UX 3aBEPEHHBIX KOTHUSIX).

1.43. TlompaBka (x mporokony) (amendment (to the protocol)): cm. TepmuH "mompaBka K
npotokoy" (1.44).

1.44. TlonpaBka k mpoTtokoiy (protocol amendment): opopmieHHOE B TUCBMEHHOM BHJIE€ OTIMCAHHE
M3MEHEHHH WM opUIIHANIbHOE Pa3bsICHEHHE MTPOTOKOIIA.

1.45. Ilpemapar cpaBHeHus (comparator (product)): ucciemayeMblil WIHM 3aperucTpupOBAaHHBIN
JIEKapCTBEHHBIN MPOAYKT (T.€. aKTHBHBIA KOHTPOJB) TUOO0 MIanedo, UCIoIb3yeMblii(0e) KaKk KOHTPOJb B
KIIMHUYECKOM HCCIIEI0BAaHUU.

1.46. TIpoMexXyTOYHBIH OTYET O KIMHUYECKOM HWCIbITaHuu/MccaenoBanun (interim clinical
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trial/study report): OT4eT 0 MPOMEKYTOUHBIX Pe3yIbTaTaX U UX OIEHKE, OCHOBAHHBIN Ha MPOBEICHHOM B
X0/1€ KIIMHUYECKOTO UCCIICI0BAHMSI aHAIN3E JaHHBIX.

1.47. Ilpotokon (protocol): HOKYMEHT, KOTOPBIM OIMWCBHIBACT II€NIM, TU3aliH, METOJI0JIOTHIO,
CTaTUCTHYECKHE ACMEKThl U OPraHU3alui0 ucciuenoBaHus. [IoMHMO 3TOro MpOTOKOI OOBIYHO COAEPIKUT
MOJIydCHHBIE paHee TaHHble U O0OOCHOBAaHHE HCCIEAOBAaHUS, OJHAKO 3Ta MH(POpPMALUsS MOXKET OBITh
NpeicTaBIeHa W B JPYrUX JOKYMEHTaX, Ha KOTOpbIE CCBUIAETCS MPOTOKOJ HCCIEIOBAHUS.
[IpyMEHUTENBPHO K HACTOALIEMY CTaHIApPTy TEPMHMH "HIPOTOKON" MOAPa3yMEBAET KaK caM IPOTOKOJI
UCCIICIOBAaHUS, TAaK U MOTPABKU K HEMY.

1.48. IIpsamoii noctym (direct access): paspelieHne Ha U3y4eHne, aHaIu3, IPOBEPKY M KOTMPOBAHUE
JHOOBIX 3amKMcel M OTYETOB, HEOOXOIUMBIX Il OLEHKM KIMHUYECKOTO HMccienoBanus. Jluma, umeromniue
IpaBO MPSAMOrO  JOCTyna (HampuMmep, TPEICTaBUTENM  HAIMOHAIBHBIX HMJIM  MHOCTPAHHBIX
YIIOJTHOMOYEHHBIX OPraHOB, MOHHUTOPHI U ayIUTOPHI CIOHCOpA), IOJHKHBI MPUHHUMATh BCE pa3yMHBIE
Mepbl Ui COONIOJICHUsT HOPMATHBHBIX TPeOOBaHMN MO 3aIIUTe KOH(UACHIMAIBHOCTH HH(OpMAaIuH,
MO3BOJISIOIIEH UACHTH(PHUIUPOBATH CYOBEKTOB, U MH(OPMAIIMH, IPUHAICKAILEH CIIOHCODY.

1.49. Panpomusanus (randomization): mpoliecc pacrpelesieHUus] CyObEeKTOB MCCIIEOBAHUS IO
rpynmnaM JieYeHHs WIM KOHTPOJS CIydailHbIM 00pa3oM, TO3BOJISIIOIIMN CBECTH K MHHHUMYMY
CyOBEKTUBHOCTb.

1.50. Cepruduxar ayaura (audit certificate): TOKYMEHT, COCTaBIICHHBIM ayAUTOPOM B
MOATBEepKIeHUE (haKTa IPOBEICHMS ayIUTa.

1.51. Cepne3noe HexenarenbHoe spienue; CHS w/mnm cepbesnas HexenarenbHas peakuus; CHP
(serious adverse event; SAE or serious adverse drug reaction; serious ADR): mo6oe HeGmaromnpusTHOE
MEIUIIMHCKOE COOBITHE, KOTOPOE BHE 3aBUCHMOCTH OT JI03bI JICKAPCTBEHHOTO MPOJIYKTa:

- IIPUBEJIO K CMEPTH;
- TIPEJICTaBIISICT COOO0M yrpo3y Ui KU3HU;

- TpeOyeT rOCIUTANN3ALNN WU €€ TIPOJUICHUS;

- IPUBEJIO K CTOMKOM MM 3HAYUTEIHHOM HETPYIOCTIOCOOHOCTH WIIM MHBAIUHOCTH;
W

- TPEICTaBIsIeT cO00M BPOXKICHHYIO aHOMANUIO0 WU AePeKkT poxiacHus (cM. pykoBoactBo ICH
"OreHKa JaHHBIX 110 KIMHUYECKOH 0€30MacCHOCTH: TEPMHUHOJIOTHS U CTAaHAAPTHI DKCIIPECC-0TUeTHOCTH").

1.52. Cnenoii meron/mackupoBka (blinding/masking): mMeron, nmpu mpuMeHEHHH KOTOPOTO OIHOM
WM HECKOJIbKUM YYaCTBYIOIIUM B KIMHHYECKOM HCCIEIOBAHUHM CTOPOHAM HEM3BECTHO, KaKOE JICYEHUE
Ha3HaueHOo CcyOBeKTy mccienoBanus. [Ipoctoil crenoii MeTon mpeaycMaTpiuBaeT HEOCBEIOMIIECHHOCTh O
Ha3HAYEHHOM MM BHJE JIEUCHHUs CYOBEKTOB MCCIIEJJOBAHHUS, B TO BpeMs KaK JBOHHON cCJernoil Meron
MOJIpa3yMeBaeT HEOCBEAOMIIEHHOCTh CyOBEKTOB HCCIEIOBAHUSA, HCCIEOBaTeNIel, MOHHUTOPOB H, B
HEKOTOPBIX CITydasiX, JIUL, BHIIOJHSIIOIUX CTATUCTHYECKYIO 00pabOTKY JaHHBIX.

1.53. CoGmronienue TpeGoBaHMM (MPUMEHUTENHHO K KIIMHUYECKUM UccienoBanmsiM) (compliance (in
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relation to trials)): ciemoBaHMe BceM CBS3aHHBIM C KIMHUYECKHM HCCIIEIOBAaHUEM TPEOOBAHUSM,
Haaexamen kinHndeckoit npaktuke (GCP) u HopMaTHUBHBIM TpeOOBaHHUSM.

1.54. CowuccnenoBarens (subinvestigator): 000K YJIEH HCCIEIOBATENILCKOTO KOJIJICKTUBA,
HA3HAYEHHBIA HCCIIEIOBATEIeM M OCYIISCTBISIOMIMA TIOJ €ro KOHTPOJIEM 3HA4YUMbIE MPOIEAYPHI
KIIMHUYECKOTO WCCIEOBAHUS B MCCIIENOBATEIHCKOM LIEHTPE (HAIPUMEp, UHTEPH, OPAMHATOP, HAYUHBIH
coTpyaHuk). Cm. Taxke TepMuH "ucciaenosarens” (1.13).

1.55. Cnoncop (sponsor): (u3HUeCKOoe WM FOPUIUYECKOE IHUIO, SIBIISIONICECS HWHUIIMATOPOM
KJIMHUYECKOTO  HCCIIEOBAaHUS M  Hecyllee OTBETCTBEHHOCTh 3a €ro  OpraHM3aluio  W/Win
¢duHaHCHpOBaHUE.

1.56. Cnoncop-uccnenoBaTenb (sponsor-investigator): JHUII0, KOTOPOE CaMOCTOSITENILHO WIIN
COBMECTHO C JPYrUMHU JIMIAMH WHUIMHPYET W TPOBOAMUT KIMHUYECKOE HCCIICIOBAHUE W IO
HEMOCPEJCTBEHHBIM PYKOBOJICTBOM KOTOPOTO HCCIIEAYyEeMBIH MPOAYKT JIMOO HAa3HAYAIOT, JIMOO BBIAAIOT
CyOBEKTYy MCCIeAOBaHMs, OO0 MOCIeqHU nTpuHUMaeT ero. CIOHCOPOM-UCCIEA0BATEIEM MOYXKET OBbITh
TONbKO (puzmueckoe numo. OOS3aHHOCTH CIIOHCOPA-UCCIIEAOBATENsT BKIIOYAIOT B ce0sl 00S3aHHOCTH Kak
CIIOHCOPA, TaK U HCCIIEIOBATEINS.

1.57. Crannaptusie omnepanuonusie mpouenypbl; COII (standard operating procedures; SOPs):
HO,Z[pOGHBIe NMUCBbMCHHBIC HMHCTPYKIIMHU, MMPCAHAZHAYCHHBIC [JIsI JOCTUIKCHHA eHHHOOGpaBI/IH npu
OCYIIIECTBIICHUHU OTPECICHHON e TeIbHOCTH.

1.58. CyObekt/cyObekT uccinenoBanus (subject/trial subject): ¢puszmueckoe nuio, ydacTBymoliee B
KJIMHUYECKOM UCCJICJOBAaHHH B COCTABE TPYIIIBI, MOJYYAIOIIEH HCCIIEAyeMblid IPOIYKT, THOO B COCTaBe
KOHTPOJIBHOU I'PYIIIIBL.

1.59. VYnonnomouennele opranbl (regulatory authorities): opranbl, oOnagarone MpPaBoM
OCYLIECTBIIATh perynupyrone QyHKIuM. [IpuMeHHTENbHO K HACTOSIIEMY CTaHAApTy TEPMUH
"YIIOJIHOMOYEHHBIE OpraHbl" BKJIIOYAaeT B Ce0s WHCTAHLMH, YHOJHOMOYEHHBIE paccMaTpUBaTh
MPEAOCTABJIICHHBIE UM KIMHUYECKUE JAHHBIC, a TAK)Ke MPOBOAUTH MHCHEKIUU (cMm. 1.11). D1t opransl
TaK)K€ MHOTJa Ha3bIBAIOT KOMIIETEHTHBIMU OpPraHAMHU.

1.60. YTBepxkaeHue (MpUMEHUTEIHHO K DKCIEpTHOMY COBETY opraHuzauuu) (approval (in relation
to Institutional Review Boards)): nmpunsitoe DxcnepTHbiM coBeToMm opranuzamuu (DCO) 3akioueHue,
nojATBepXkaatoliee (akT MPOBENCHUS OSKCHEPTU3bl KIMHUYECKOTO MCCICIOBAaHUA U SABISIOIIEECS
pa3pellleHHeM Ha €ro MpOBEAECHUE B JAHHOM OpraHu3allMd B COOTBETCTBUU ¢ HMHCTpykKuusamu OCO,
HOPMAaTUBHBIMU JOKYMEHTAMM MEAMIMHCKOM OpraHu3aliy, a Takke HaIekalen KIMHUYECKON
npaktukoit (GCP) u HopMaTHUBHBIMH TPEOOBAHUSMH.

1.61. Vsa3Bumbie cyObekThl wuccienoBanus (vulnerable subjects): nuia, Ha dYbe jKemaHUE
y4acTBOBAaTh B KIMHUYECKOM MCCIICJJOBAaHMM MOXKET OKa3aTh YpPE3MEpPHOE BIUSHHE OXHIAHUE
(oOocHOBaHHOE WM HEOOOCHOBAaHHOE) TE€X WM HWHBIX NPEUMYIIECTB, CBS3aHHBIX C YYacTHEM B
WCCIICIOBAHUY, UM CAHKIMH BBIMIECTOSIIMX B HEPAPXUU JIMIl B CIy4ae OTKa3a OT ydacTusi. B kadectBe
npuMepa YICHOB HEPAPXUUYECKUX CTPYKTYpP MOTYT OBITh Ha3BaHBl y4alllWecs BBICIIUX M CPEIHUX
MEIUIIMHCKUX, (hapMalleBTUYECKUX M CTOMATOJIOTMYECKUX YYEOHBIX 3aBEICHUH, MIIAIIINA MEepPCOHA
KIIMHUK U J1abopaTopuil, cayxamue (hapMareBTUUSCKUX KOMIIaHHA, BOCHHOCTY)XAIUe U 3aKITIOYCHHEBIE.
K ys3BUMBIM CyOBEKTaM HCCIENOBAHUS TaKKE OTHOCSTCS OOJIbHBIC, CTPAJAIONINE HEU3IECYUMBIMU
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SaGOHCBaHI/IHMI/I, Jiaia, HaxoJdmuecs B JOMax Io yxody, HUIOUEC U 6€3p360THBIe, A CHTHI,
Haxogdmuecsd B HCOTJIOXHOM COCTOSAHUH, MPCACTABUTCINA HAIWMOHAJIBHBIX MCHBIIHMHCTB, 663,Z[OMHI>IC,
KOYCBHHKU, GC)KCHI_[BI, HCCOBCPIHICHHOJICTHUEC U JIMLA, HAXOAAIIHUEC 1O OMECKOM MU IIOIICYUTCIIbCTBOM,
a TaKoKe J1una, HECHOCOOHBIE JaThb Corjiacuce.

1.62. DxcneptHenii coBer opranm3anuu; ICO (Institutional Review Board; IRB): He3aBucumbrit
OpraH, COCTOSIIUN W3 JHUI], pabOTaOMMX B 00JaCTH MEIUIIMHBL, B TOM YHCIIE HAy4yHOU, a TaKkKe HE
OTHOCSIIIMXCS K MEIUIIMHE CHEIHATbHOCTEH, KOTOPBI oOecrnedynBaeT 3aluTy IMpaB, 0€30MacHOCTH U
Onaromnoryuusi CyObeKTOB UCCIICOBAHUS U MPEIOCTABIIACT OOIIECTBEHHYIO TapaHTHIO TAKOU 3alllUTHI, B
TOM YHUCJIE TYTeM PAacCMOTPEHHSI, YTBEPKICHUS/0J00pEHUsI MPOTOKOIA MCCIEAOBAHUS U TMOMPABOK K
HEMY, a TaKKe MaTepHalioB M METOIOB, KOTOPHIE MPEIIOJIaraeTcsi MCIOIb30BaTh AJS TOTYYCHHS U
JOKYMEHTHUPOBAaHUS WH()OPMHUPOBAHHOTO COTIACHS CYOBEKTOB UCCIICOBAHHUS.

2. Ilpunuuns! Hajgexaiien kimaudeckoi npaktuku (GCP)

2.1. KiuuHuueckue WUCCIEeNOBaHMUS JOJDKHBI MMPOBOJAMUTHCS B COOTBETCTBUU C ATHYECKUMU
NPUHIMUIAMH, 3aJ0KEHHBIMM Xe€JIbCUHKCKON nekinapauuei BMA wu orpaxenHsimu B GCP n
HOPMATUBHBIX TPEOOBAHUSIX.

2.2. Jlo Hayana MccieloBaHus JOJDKHA ObITh NMPOBEJCHA OIICHKAa COOTHOIICHHUS MPOTHO3UPYEMOTO
pHCKa U HEylOoOCTB C OXHMJAaeMOM IMOJIb30H Ut CyObeKTa uccienoBaHus U oOmecTBa. VccrnenoBaHue
MOJKET OBITh HAUaTO M MPOJOJKEHO TOJBKO B TOM CIydae, €CIIM 0XKHUAaeMast MoJib3a ONPaBIbIBAET PUCK.

2.3. IIpaBa, Ge3omacHOCTh M Ojaromnoyiydne CyObeKTa HCCIEJOBaHHUS HMEIOT MEPBOCTEICHHOE
3HAa4YeHUE U JOJDKHBI TPEBATUPOBATh HaJl MHTEPECaMH HayKH U 0OIIecTBa.

2.4. Nndopmanus (IOKIMHUYECKAs M KIMHUYECKas) 00 HCCIeAyeMOM IPOIYKTE JOJDKHA OBITH
JOCTaTOYHOM 11 000CHOBAHHUS MPEATOIAraeMOro KIMHUYECKOTO UCCIIEIOBAHUSL.

2.5. KimHudeckue uccieloBaHHUs JOJDKHBI OTBEYaTh HAyYHBIM TPEeOOBAaHUSAM M OBITH YETKO M
M0JIPOOHO OMKCAHBI B IPOTOKOJIE.

2.6. KinmMHMueckoe HCCIEeOBAaHUE [JOJDKHO TPOBOJUTHCS B COOTBETCTBUHU C IPOTOKOJIOM,
YTBEP)KJICHHBIM/0JOOpEHHBIM JKcrepTHbIM coBeToM opranuzaimu (DCO)/He3aBUCUMBIM 3THYECKUM
komuteroM (HOK).

2.7. OTBETCTBEHHOCTh 32 OKa3bIBAEMYIO CYOBEKTY MEAMIMHCKYIO MOMOIIb M MPUHATHE pPEIICHUI
MEJULIMHCKOIO XapaKkTepa HECET Bpay.

2.8. Bee IMPUBJICKACMBIC K MPOBCACHUIO HCCICAOBAHHA JIMIA AOJOKHBI UMCETh COOTBCTCTBYROIIUC
06paBOBaHI/Ie, MNOATOTOBKY U OMBIT AJId BBIITOJHCHUA BO3JIO’KCHHBIX Ha HUX 3a/1a4.

2.9. Jo6poBonbHOE HHDOPMHUPOBAHHOE COTTIACHE AOHKHO OBITH TOTYYEHO Y KaXKJIOT0 CyOBeKTa J0
€ro BKIIIOYCHUS B HCCIIEOBaHNUE.

2.10. Bcro mosydeHHY0O B KIMHHYECKOM HCCIEIOBAaHMM HWHGOpPMAIMIO  HEO0OXOIMMO
pEerucTpupoBaTh, IMepenaBaTb M XPaHUTh TaKUM 00pa3oM, 4TOObI OB OOECTeYeHbl TOYHOCTH H
MPaBUILHOCTH €€ MPEACTABICHHUS, MHTEPIIPETAIIMH U BepU(UKAIIH.
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2.11.  KoH(}uIeHIMATbHOCTh  3alMuceii, TO3BOJSIONUX  HICHTUPUIMPOBATH  CYOBEKTOB
UCCIIeIOBAaHMs, NOJDKHA OBITh obOecreueHa C COONIONEHHMEM IpaBa Ha YaCTHYIO JKH3Hb M 3allUTy
KOH(HUIESHIINATBHOCTH B COOTBETCTBUU C HOPMATUBHBIMU TPEOOBAaHUSMH.

2.12. TIpow3BOJICTBO W XpaHEHUE HCCIEIYEeMBIX IPOJIYKTOB, a TaKkXke OOpalleHHe ¢ HUMH
HEOOXOAMMO OCYIIECTBISATh B COOTBETCTBUH C MpaBUJIAMU HaJUIeXKaleil MPOM3BOJICTBEHHON MPAaKTUKU
(good manufacturing practice; GMP). Uccnenyembie TpoayKThl JOILKHBI IPUMEHATHCS B COOTBETCTBUU C
YTBEP>KJICHHBIM IPOTOKOJIOM.

2.13. lns oOecniedyeHHs KadecTBa Ka)XJOTO AacCleKTa HCCICIOBAaHUS JOJDKHBI OBITh BHEIPEHBI
COOTBETCTBYIOIINE CUCTEMBI U ONIEPALIMOHHBIE MTPOLIETYPHI.

3. DKcnepTHBIN coBeT opranu3annn/HezaBucumblil STHUecKuit
komureT (DCO/HOK)

3.1. O0s3aHHOCTH

3.1.1. DkcnepTHBIN coBeT opranu3anuu/He3aBUCHMBIA ITHUYECKUN KOMHTET MPU3BaH 3alUIIATh
npaBa, 0e30MacHOCTh M OJaromojydue BcexX CyOBEKTOB HccienoBaHus. lccienoBaHusM C ydacTueM
YSI3BUMBIX CYOBEKTOB JIOJDKHO OBITH Y/I€JI€HO 0c000€ BHUMaHHE.

3.1.2. DCO/H3K nomxeH NOJy4uTh CIEAYIOMNE JOKYMEHTBI:
- IPOTOKOJI UCCIICOBAHUSI/TIONIPABKH;

- muchMEHHY0 ¢GopMy HWHMOOPMHPOBAHHOTO COTJIACHS M €€ TMOCIEAYIONUue peAaKIlHH,
MpeyiaraéMble UCCIIEI0BATENEM ISl UCIIOIb30BAaHUS B UCCIEIOBAHNMY;

- ONHMCaHWE JCHCTBUI, HANpPABJICHHBIX HA IMPHBJCUCHHE CYOBEKTOB K YYAaCTHIO B HCCIIEIOBAHHH
(HarpuMep, peKJIaMHbIe 0ObIBICHHS);

- MIUCbMEHHbIE MaTepHaJIbl, KOTOPbIE OYAYT MPEIOCTaBICHBI CYOBbEKTaM;
- Opourtopy ucciue0BaTers;

- U3BECTHYIO HH(POPMAIIHIO, KACAIOIIYIOCS 0€301acCHOCTH;

- HH(bOpMaHI/IIO O BBITIJIaTaX U KOMIICHCAIIUAX CyGBeKTaM HUCCICOOBAaHUA,

- TEKYIIyI0 BEepCHI0 HayyHOWl Ouworpadum wucciemoBarens (curriculum vitae) w/wnm apyrue
MaTepHabl, IOITBEPKIAIOIINE €0 KBATH(HKAIIIO;

- Mr00bIe Jpyrue JOKYMEHTHI, KOTopble MOryT morpeboBathes DCO/HOK miis BBIONHEHUS €ro
00s13aHHOCTEH.

OCO/HOK fmomkeH paccMOTpeTh BOMPOC O TMPOBEISHUM TMPEUIaraeMoro KIMHUYECKOTO
HCCIICIOBAHUSI B Pa3yMHBIE CPOKU M JOKYMEHTAIBHO O(GOPMHUTH CBOE MHEHHUE, YETKO UICHTHPHUIHUPYS
UCCIIeIOBAaHUE, PACCMOTPECHHBIE IOKYMEHTHI M IaThl IPU BBIHECEHUH CIIEAYIOIINX PEIICHUH:
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- YTBEPKICHHSI/0100pEHUS;

- TpeOOBaHMUs O BHECEHUN U3MEHEHUH, HEOOXOAUMBIX JUIS MOJIYYSHHS YTBEPKICHHS/0J00peHus;
- OTPUILIATEIHHOTO 3aKITIOUEHHS/HE0100pCHHUS;

- OTMEHBI/TIPUOCTAHOBJICHHUS IAHHBIX paHee YTBEPKACHU/0100peHNUS.

3.1.3. DCO/H3K nmoimkeH OIEHUTh COOTBETCTBHE KBATU(HUKAIMHM HCCIEI0BATENS MPEIIaracMomMy
UCCIIC/IOBAaHUIO Ha OCHOBAaHMM €ro Hay4yHoW Oworpadum (curriculum vitae) wu/unm apyroi
COOTBETCTBYIOIIEH JoKyMeHTamnuH, 3anpomenHoit DCO/HIK.

3.1.4. OCO/HDK nomkeH paccMaTpuBaTh KaXKI0€ TEKYIIee HCCIEAOBAHHE C IMEPUOAUYHOCTHIO,
aJIeKBaTHOM PHUCKY JUI CYyOBEKTOB UCCIIEAOBAHU, HO HE PEXe OJTHOTO pasa B TOJI.

3.1.5. 9CO/HBK moxeTr nmoTpedoBaTh, YTOOBI CyOBEKTaM HCCIEIOBaHHUS MMOMHMO HH()OPMALUH,
ykazaHHOH B 4.8.10, ObLIM MpenoCTaBiIEHBl JOTOJIHUTENBHBIE CBEICHHS 00 MCCIIEOBAHUH, €CIH, IO
mueHnio DCO/HOK, sta uHpOpManusi MO3BOJUT CYIIECTBEHHO MOBBICHTH CTENEHb 3aIllUTHl TpPaB,
0€301MaCHOCTH W/WJIH OJIaromoIydusi CyObeKTOB.

3.1.6. Ecnu cornacue Ha ydacThe CyObeKTa B MCCIEIOBAHNUHU, HE CBSI3aHHOM C JICYEHUEM, IAET €ro
3akoHHBIN mpeacTaBuTens (cM. 4.8.12 u 4.8.14), DCO/HOK nomxkeH yOeauThes, YTO MPeI0CTaBICHHBIN
NPOTOKOJN W/WIM Jpyras JOKYMEHTalusi COOTBETCTBYIOT OSTHUYECKMM HOPMaM M HOPMATHUBHBIM
TpeOOBaHUAM JJIS TAKUX MCCIIEIOBAHUH.

3.1.7. Ecau mpoTOkos INpenaycMaTpuBaeT HEBO3MOXHOCTH IOJYYEHHUs COIJIAaCHs Ha Yy4dacTHE B
WCCIICIOBAHUU y CYOBEKTa WJIH €ro 3aKOHHOro mpenactaButens (cM. 4.8.15) 10 MOMEHTa BKIIOUYCHHS
cyobekra B uccnenoBanue, JCO/HOK nomxen yOemuThCs, YTO MPENOCTABICHHBINH MPOTOKON H/HIU
apyrasi TOKyMEHTalUs COOTBETCTBYIOT 3TMUECKHMM HOPMaM M HOPMAaTHBHBIM TPeOOBAHMUAM ISl TaKUX
UCCIIEI0OBAaHUH (HallpUMep, PU HEOTIOKHBIX COCTOSIHUSAX).

3.1.8. DCO/H3K paccmaTpuBaeT pa3Mep M MOPAIOK BBIIUIAT CYOBEKTY HCCIEIOBAHUS, YTOOBI
yOeauTbcsi B OTCYTCTBUM HEOOOCHOBAHHOM 3aMHTEPECOBAHHOCTH WM MPHUHYXKICHUS CYObEKTOB
uccnenoBanus. Pasmep BbIIuIaT cyObEKTaM JOJDKEH OBITH 3apaHee OIpeNesieH M HE JOJDKEH LETHKOM
3aBHCETh OT TOTO, 3aBEPILIII CyObEKT UCCIETOBAHUE MOTHOCTHIO HITH HET.

3.1.9. DCO/HOK nomxeH yoemuThCcs B TOM, 4TO MH(pOpMalHMs, Kacarolascs BbIIUIAT CyObeKTaM
UCCIICIOBAHUS, BKIIIOYash METOMAbI, CYMMbl M TpaduK BBIIUIAT, OTpaK€Ha B IHUCBMEHHOH Qopme
MH(POPMHUPOBAHHOTO COTJIACUSI W JIIOOOH Jpyroil MUCHbMEHHOW HMH(POPMALUHU, MPEIOCTABIIEMON
cyobekTam. JIoikHO OBITH yKa3aHO, KAKMM 00pa3oM Oy/eT orpesiesieH pa3Mep BhIIUIAT.

3.2. CocTa, (hyHKIUHU U IOPAJOK pabOTHI

3.2.1. DCO/HOK pomkeH HMETh B CBOEM COCTaBE€ JOCTATOYHOE YHCIO JHI, CYMMAapHO
oOnaaomux HEOOXOJUMBIM OTBITOM W KBAIM(HUKAIMEH JUIS OLEHKM HAy4YHBIX, MEIUIMHCKUX H
ATUYECKHX acTeKTOB MpeasaraeMoro uccienoBanus. Pexkomenayercs, uroosr B 9CO/HOK Bxoammm:

a) HE MEHEE MSTH WICHOB;
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0) Kak MUHIMYM OJIMH YJICH, YbH HHTEPECHI JISKAT BHE c(hepbl HAYKH;
B) KaK MUHMMYM OJIMH YJI€H, KOTOPBIA HE 3aBUCUT OT OpPraHU3allMH/UCCIIEI0BATEILCKOTO LIEHTPA.

['onocoBathk/BeIpa)kaTh MHEHHE IO HMCCIEIOBAHUIO MMEIOT mpaBo Toibko Te wieHsl DCO/HOK,
KOTOpBIE HE 3aBHCAT OT UCCIEN0BaTeNs U crioHcopa aaHHoro uccinepoBanus. DCO/HOK nomken Bectu
CIMCOK CBOUX YWJIEHOB C YKa3aHUEM MX KBaTH(UKALIUK.

3.2.2. DCO/HBK nomkeH OCYIIECTBIATh MAEATEIBHOCTh B COOTBETCTBHH C IHCHMEHHBIMH
poLeaypaMu, JOKYMEHTHPOBATh CBOIO padOTy, BECTH MPOTOKOJIBI 3aceaHuii, a Takxke coomonats GCP
Y HOpMaTUBHBIC TPEOOBAHUSI.

3.2.3. DCO/HOK mnpuHHMaeT peuieHus Ha OOBSIBICHHBIX 3aCelaHUSAX IMPH HATUYUU KBOPYyMa,
YCTQHOBJIEHHOTO €0 MUChMEHHBIMU IPOIIETyPAMHU.

3.2.4. TlpaBo royiocOBaTh/BBICKA3bIBaTh CBOE MHEHHE H/WIM PEKOMEHJAIMH HMEIOT TOJBKO Te
yneHsl JCO/HIK, koTopble yuacTBYIOT B pACCMOTPEHUH IOKYMEHTALUU U 00CYKICHUH.

3.2.5. HUccnenoBaTenb MOKET MPEIOCTABIATh MH(POPMAIMIO MO JIFOOBIM aCHEKTaM HCCIIEI0BAHMS,
HO HE MOKET y4acTBOBAaTh B IIPEHUSAX WIH B TosiocoBaHuM/BeIpaboTke MHeHHS DCO/HOK.

3.2.6. DCO/HOK mosxet oOpariarbest 3a TOMOUIBIO K 3KCIIEPTaM, HE SBIISIFOIIMMCS €r0 YJICHAMHU.
3.3. Ilpouenypsl

3CO/H3OK pomxkeH pa3paboraTh, JAOKYMEHTAIbHO O(GOPMUTH M COOIIOAATH CBOM IPOLEAYPHI,
OIIpEJEIISIONIHE:

3.3.1. Ero coctaB ((amMmiuy 1 KBaTU(PHUKAIHUIO WICHOB) M YUPEIUBIINNA €ro Opra.

3.3.2. Tlopsinok Ha3HA4Y€HUs 3aCEAAHUN, ONOBEIIEHUS €0 WIEHOB O IPEICTOSIINX 3aCEHaHMsIX, a
TaKXKe OpraHu3aluio 3aceaaHui.

3.3.3. IlopsinOK NEPBUYHOTO U MOCIEAYIOIIETO PACCMOTPEHUS JOKYMEHTALIUHU 110 UCCIIEI0BAHUIO.
3.3.4. TleproAMYHOCTD MOCIEIYIOMIETO PACCMOTPEHHUSI TOKYMEHTAIIUHU 110 UCCIIEI0BAHHUIO.

3.3.5. Tlopsnok, COrIacHO HOPMAaTUBHBIM TPEeOOBAHUSAM, YCKOPEHHOTO pPACCMOTPEHUS H
YTBEPKJICHHSI/0J0OpeHUs HE3HAUYUTEIBbHBIX MU3MEHEHUH TSt UCCIIEIOBAaHUIA, panee
YTBEPKJICHHBIX/0J00PEHHBIX UM XKe.

3.3.6. HegomycTuMoCTh BKITIOUEHHUsI CYOBEKTOB B HccienoBanue a0 Toro, kak DCO/HOK Beimact
MMCEMEHHOE YTBEPXKACHUE/0JOOpEHNE Ha TIPOBEACHHUE UCCIICIOBAHUS.

3.3.7. HenonyCTUMOCTh OTKJIOHEHHMH OT MPOTOKOJIAa WIJIM €ro M3MEHEHUi 0e3 mpeaBapuTebHOTO
yTBEpKIACHHsI/0100peHust cooTBeTcTBytomux monpaBok DCO/HOK, kpome Tex ciydaeB, Koria
HEOOXO/IMMO YCTPaHUTh HEMOCPEICTBEHHYIO YIpO3y CYOBEKTaM HCCIEIOBaHMUSA WIM KOTJa M3MEHEHUS
KacaroTcs TOJIbKO aJMHUHHCTPATUBHBIX MJIM TEXHUYECKUX ACIEKTOB HCCIIEAOBaHUS (HampuMep, 3aMeHa
MOHHUTOpPa, U3MEHEHHE HoMepa TenedoHa) (cm.
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3.3.8. O0s3aHHOCTD UccenoBarensa HesameurensHo coobiare DCO/HDK:

a) 06 OTKJIOHCHUAX OT MPOTOKOJIA WJIN U3MCHCHUAX MPOTOKOJIA, TPOU3BCACHHBIX I YCTPAaHCHHUA
HEMOCPEJCTBEHHON Yyrpo3bl CyObekTaM uccienoBanus (cm. 3.3.7,4.5.2, 4.5.4);

0) 00 M3MEHEHMsX, YBEITMYMBAIOUIMX PHUCK JUISI CyOBEKTOB H/MIM CYHIECTBEHHO BIMSIOIIUX Ha
npoBeaeHue uccienopanus (cum. 4.10.2);

B) 000 BCEX HEXKEIATENbHBIX PEAKIUAX, KOTOpHIC SBISIOTCS OTHOBPEMEHHO CEPbEe3HBIMU U
HENPEABUICHHBIMU;

F) O HOBBIX JAHHBIX, KOTOPBIC MOT'YT CBUACTCIILCTBOBATL O BO3PACTAHUUN PHUCKaA I Cy6’beKTOB HJIn
HCGHaFOHpI/IHTHO IIOBJIMATH HA X0 UCCIICIOBaHUA.

3.3.9. O0ssanmnocts OCO/HDK  He3aMemIUTENLHO B IIHUCBMEHHOM  BHJE  COO0OIIaTh
MCCIIEI0BATEII0/OpraHu3aiH:

a) O CBOMX PEIICHUAX/3aKIIIOYCHHAX, KACAIOIINXCS HCCIIeIOBAHNUS;
0) 0 MpUYMHAX NPUHSTHUS PELICHUI/3aKITI0UeHUH;

B) O HOpsiIKe 00KAOBAHUS €0 PEeICHHUH/3aKIII0UYeHHH.

3.4. loxymeHTanus

OCO/HOK nomkeH XpaHHUTh BCE JOKYMEHTHI (HAIpuUMeEp, CBOM MPOLEIYpPbI, CIIUCKU UYJICHOB C
yKa3aHHEeM poJia JEATEIbHOCTHM M MecTa paboThl, MpPEJCTaBICHHbIE HAa PAaCCMOTPEHHE IOKYMEHTHI,
IIPOTOKOJIBI 3aCEJAaHUM U MIEPENUCKY) B TEYEHHNE MUHUMYM TPEX JIET IIOCIIE 3aBEPLICHHs UCCIIEOBAHUS U
IIPEIOCTABIIATH UX I10 3alIpOCy YIIOJIHOMOYEHHBIX opraHoB. MccienoBarenu, CIOHCOpP, YIIOJTHOMOYEHHbIE
opransl MoryT 3anpammBats y JCO/HIK ero mpouenypsl 1 CIUCKU YJICHOB.

4. UccaenoBaTeib

4.1. KBanudukaius 1 00s53aTeIbCTBa HCCIISI0BATEIS

4.1.1. HccnenoBaTenb JOJKEH MMETh oOpa3oBaHHeE, NMPO(EeCCHOHAIBbHYIO MOATOTOBKY M OIIBIT,
MO3BOJISIOIINE €My NPUHATH Ha ce0s OTBETCTBEHHOCTh 3a HaJJIeXallee MPOBEIACHHUE KIMHMYECKOTO
uccnenoBanus. Kpanudukarus nccienoBarens I0KHA COOTBETCTBOBAaTh HOPMAaTUBHBIM TPEOOBAHUSAM U
ObITh TMOATBEPXKICHAa ero Hay4yHoi Ouorpadueit (curriculum vitae) w/mam OpPyruMU JTOKyMEHTaMH,
KOTOpBIE MOTYT OBITh 3ampoiieHsl crioHcopom, DCO/HDK u/unm ynmoasHOMOUYEHHBIMUA OpraHaMH.

4.1.2. HWccnenoBarenb MAOJDKEH JETAJbHO 3HATh, KaK IPUMEHATH MCCIEAYEMBIH IPOAYKT B
COOTBETCTBMH C IMPOTOKOJIOM, TEKyIleld peaakuued OpoIuopsl HccienoBarens, HHGopMmaimed o
IIPOJIYKTE U APYTMMH UCTOUHUKAMHU, IPEIOCTABISEMBIMH CIIOHCOPOM.

4.1.3. UccnenoBarenb NomKeH 3HaTh U cobmoaate GCP u HopMaTHBHBIE TpeOOBaHUS.

4.1.4. VccnemoBaTenb/OpraHu3anus HE JOJDKHBI TPEMATCTBOBATH MOHHUTOPHUHTY U ayAHUTY CO
CTOPOHBI CIIOHCOPA, & TAKKE MHCIIEKLHAM YIIOJJHOMOUYEHHBIX OPraHOB.
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4.1.5. VccnenoBatenb NOJDKEH BECTH CIHUCOK OONamarommX HE0OXOIMMOU KBamu(pUKauen Iul,
KOTOPBIE [0 €T0 MOPYICHUIO OCYIIECTBIISIOT OMPEIEICHHYIO AeSITeTbHOCTh B pAMKaX HCCIIEIOBAHUS.

4.2. COOTBETCTBYIOILIUE PECYPCHI

4.2.1. UccnenoBarenb NOKEH OBITH CHOCOOEH MPOJEMOHCTPUPOBATH (HANPHMEP, HA OCHOBAHUH
PETPOCIIEKTUBHBIX JITAaHHBIX) BO3MOXKHOCTh Ha0Opa B TEUYEHHWE OTOBOPEHHOIO Mepuoja Tpedyemoro
KOJIMYECTBA MOJXOIAMINX CYOBEKTOB UCCIIEIOBAHMS.

4.2.2. WccnenoBarensb NODKEH MMETh JOCTATOYHOE KOJMYECTBO BPEMEHH, YTOOBI HAJUJICKAITUM
00pa30oM MPOBECTH U 3aBEPIIUTH UCCIICOBAHUE B TCYCHHE OTOBOPEHHOTO MEPUO/IA.

4.2.3. HUccrnenoBaTtenb JOJHKEH pacrojiaraTh J0CTaTOYHBIM KOJWYECTBOM KBAJTU(HIIMPOBAHHBIX
COTPYIHUKOB M MaTEpUaIbHBIX PECypcoB (TMOoMelieHHs, 000pyJIOBaHUE) B MEPUOJ UCCIECIOBAHUSA, IS
TOTO YTOOBI IPOBECTH 3TO UCCIICAOBAHUE HAISKAIIUM U 0€30TIaCHBIM 00pa3oM.

4.2.4. HccnemoBarens OTBEYAET 3a TO, 4YTOOBI BCE 3aHATHIE B KIMHUYECKOM HCCIIEIOBAHHU
COTPYIHHUKHU OBLTA XOPOIIO 3HAKOMBI C TMPOTOKOJIOM M UCCIIEIYyEeMBIM MPOIYKTOM, a TaKkKe CO CBOMMH
GyHKIUSAME 1 003aHHOCTSAMH.

4.3. OkazaHue MeIUIIMHCKOM MOMOIIH CyObEeKTaM HCCIeI0OBaHUS

4.3.1. SBnsAromuiics Uccaen0BaTeIeM WK COUCCIE0BATENIEM Bpad HECET OTBETCTBEHHOCTh 3a BCE
IIPUHUMAEMBbIE B paMKaxX MCCIEAOBaHMs PEIIEHNUS MEAULIMHCKOTIO XapakTepa.

4.3.2. Bo BpeMs U IO 3aBEpLICHUH y4acTUsl CyObEKTa B UCCIEIOBAHUU MCCIIEA0BATENh/OpraHUu3aIis
JOJDKHBI 00ECTIeYUTh OKazaHHE CYOBEKTY HEOOXOOUMOW MEIUIIMHCKONM TOMOLIM B CIydae JIIOOBIX
CBSI3aHHBIX C HCCIICZIOBAaHUEM HEXKENATEIbHBIX SBJICHUN, BKIIOYAs KIMHUYECKH 3HAUYUMbBIC M3MEHEHUS
nabopaTopHBIX TOKa3arened. MccnenoBarens/opranusanus 00s3aHbl MH(GOPMHUPOBATH CYOBEKTa O
CTaBIIUX H3BECTHBIMU HCCIIEIOBATENI0 MHTEPKYPPEHTHBIX 3a00JIEBaHUAX, TPEOYIOIIHUX MEIUIIMHCKOM
MTOMOIIIH.

4.3.3. HccnenoBarenio peKOMEHIyeTCcsl COOOIIUTh JieHaleMy Bpady, €cld TaKOBOH umeercs, 00
y4acTHM CyOBbEKTa B MCCIIEJOBAHUU MIPU YCIOBUH, YTO CYOBEKT HE BO3paXKaeT MPOTUB WH(OPMHUPOBAHUS
Jieyalero Bpayva.

4.3.4. Xots cyOBbeKT He 00s3aH coOOIIaTh O MPUYMHAX, MOOYAUBIINX €r0 JOCPOYHO NMPEKPATUTH
y4acTHE B MCCJIEIOBAHUH, UCCIIEIOBATENb JOJDKEH MOMBITATHCSl YCTAHOBUTD 3TH MPUYUHBIL, TPOSIBIISAS MIPH
3TOM TOJIHOE YBa)KE€HHE K IpaBaM CyObeKTa.

4.4. Konraktel ¢ DCO/HOK

4.4.1. Tlepen TeM Kak HadaThb HCCIEIOBAaHHE, HCCIIEAOBATENIL/OPraHU3aLUs JOJDKHBI TOIYYUTh
MMCBMEHHOE W JIaTUpOBaHHOE yTBepxkaeHue/omobpenne ODCO/HOK mpotokoma wuccienoBaHus,
MUCHMEHHOM (opMBI HHOOPMUPOBAHHOTO COTJIACUS U €€ TOCIEAYIOIMNX PEeJaKIfii, Mep, HalpaBICHHbIX
Ha MPUBJICYCHUE CYOBEKTOB K YYaCTHIO B HCCIIEIOBAaHUH (HAPUMEp, PEKIaMHBIX 0ObSBICHHA), U JTIOOBIX
JIPYruX NTUCbMEHHBIX MaT€pPHUaoB, KOTOPhIEC MIPENOIAraeTcs MPEI0CTaBUTh CYOBEKTaM.

4.4.2. Bmecte ¢ IpyruMH JIOKYMEHTaMU HCCJIEIOBATEb/OPTaHU3ANHs JIOJDKHBI TMPEAOCTABUTH
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OCO/HOK mocnepHo penakiuio Opomropel  uccinepoBatens. Ecim  Opomrropy ucciempoBaTens
JOTIOTHSIIOT B XOJ€ HCCIEAOBAaHUS, HCCIeA0BaTeNb/opranu3amnus o0s3anbl npeapoctaButh DCO/HIK
HOBYIO PEAAKIINIO OPOIIIOPHI HCCIIETOBATENS.

4.4.3. B TeueHue McClIeIOBaHUS MCCIEI0BATENb/Opranu3anus JoJnkHbI npegoctasiate ICO/HIOK
BCE IOJJIEKAIUE PACCMOTPEHUIO JOKYMEHTBHI.

4.5. CobmofieHre IpoToKoJIa

4.5.1. HccnenoBaTenb/OpraHu3anysi JOJDKHBI MPOBOJUTH HCCIEIOBAHME B COOTBETCTBHUH C
MIPOTOKOJIOM, COTIIACOBAHHBIM CO CIIOHCOPOM H, IPU HEOOXOIMMOCTH, C YITOJHOMOYEHHBIMU OPTaHaMH, U
YTBEP K ICHHBIM/0J00pEHHBIM 3CO/H3K. B MIOITBEPKICHUE JOTOBOPEHHOCTH
M CCIIEI0BATEINb/OpraHn3alus U CIOHCOP MOANUCHIBAIOT MPOTOKOI MIIM OTAEIBHBIN TOTOBOP.

4.5.2. UccnenoBatenb HE JOJDKEH OTKJIOHATHCS OT MPOTOKOJIA MM BHOCUTH B HEr0 M3MEHEHHs 0e3
coryiacusi CmnoHcopa W 0e3 TNpeABAPUTEIBHOTO PACCMOTPEHHS M JOKYMEHTAJIBHO O(QOPMICHHOTO
YTBEpKJIeHHsI/0J00peHus nomnpaBku k npoTtokosry CO/HOK, kpome Tex cimydaeB, Koriga HEOOXOIUMO
YCTPaHUTh HEMOCPEACTBEHHYIO Yrpo3y CyObeKTaM HCCIEeIOBaHUs MIIM KOT/Ia M3MEHEHHUS KacaloTCs
TOJIBKO aJIMUHUCTPATUBHBIX WJIM TEXHUYECKUX ACTIEKTOB MCCIICOBaHUS (HarpuMep, 3aMeHa MOHHUTOpA,
M3MEHEHHe HoMepa TeseoHa).

4.5.3. HccnenoBarenb WJIM Ha3HAYEHHOE MM JIMIO JIOJDKHO OOBSCHATH M JOKYMEHTAJIBHO
0GOopMIIATH JTH0ObIE OTKIIOHEHHUS OT YTBEPIKICHHOTO IPOTOKOJIA.

4.5.4. WccnenoBaTenb MOXET OTKJIOHSATHCA OT MPOTOKOJIA MJIM BHOCUTH B HETO WM3MEHEHMS JUIS
YCTpaHEHHUS  HEMOCPEICTBEHHOW  yrpo3bl CyObEeKTaM  HCCIelOBaHUS 0e3  IpeaBapUTeIbHOrO
yrBepxkaeHust/onoopenuss DCO/HOK. B kpaTuaiimine cpoku omnucaHWe OTKJIOHEHHH WM M3MEHEHHUHl ¢
yKa3aHHEeM HMX MPUYUH U, IPU HE0OXOAMMOCTH, MpEeJiaraéMble MOMPAaBKU K MPOTOKOIY JOJDKHBI OBITH
HampaBJICHbI:

a) DCO/HOK mist paccMOTpeHHsI U yTBEPKACHUS/0100peHNUS;
0) CIOHCOPY JUTSl COTJIACOBAHUS C HHM;

B) YIOJHOMOYEHHBIM OpraHaMm, e€clii He0OX0I1MO.

4.6. Vccnenyemble MPOTyKThI

4.6.1. OTBETCTBEHHOCTh 3a YY€T MHCCIEAYEMBIX NPOAYKTOB B MCCIEA0BATEIBCKOM LIEHTPE
BO3JI0KEHA Ha UCCIIEI0BATENs/OpraHUu3aIuIo.

4.6.2. Ecnu 310 paszpermieHo/TpedyeTcs, HMCCIeI0BaTeIh/OpraHu3aiusl MOTYT/I0KHBI TIepeaTh
HEKOTOpbIE MM BCE OOS3aHHOCTU HMCCIENOBATENs/OPraHU3aMK 10 YYeTy HCCIEAYEMBIX NMPOJIYKTOB B
UCCIICIOBATENIbCKOM ~ LIEHTPE AanTeYHOMY paOOTHUKY WIM HWHOMY JIMIY, TOJKOHTPOJBHOMY
HCCIIEI0BATEII0/OpraHu3aliy.

4.6.3. HccnenoBarenb/opraHu3alys W/WIM anTedHbld paOOTHUK WJIM HMHOE YIOJHOMOYEHHOE
UCclieIoBaTeNIeM/OpraHu3aliell IO JOJDKHBI BECTH YYeT MOCTAaBOK MPOIYKTOB B HCCIICAOBATEILCKUIM
LEHTP, UX (aKTHUECKOTO KOJIMYECTBA B LIEHTPE, UCTIOIb30BAHUS KAXKIBIM CyObEKTOM, a TaKKe BO3BparTa
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CIIOHCOPY MO0 MHOTO PACHOPSDKEHHUS] HEHCIOJIB30BAHHBIMU IMPOJIYKTaMH. 3alHCH 0 YYETy JOJIKHBI
BKJIIOYAaTh B ce0s JaThl, KOJUYECTBO, HOMEpa MapTuil/cepuil, CPOKU TOJHOCTH (TI€ MPUMEHHMO) U
YHHUKaJIbHBIE KOJbI UCCIIeyeMBIX MPOAYKTOB U CyOBEKTOB HccieoBaHus. MccnenoBarenb JOMKEH BECTH
3allUCH, TMOJTBEPXKAAIOUINE, YTO CYOBEKTHl TOJydald HCCIEAyeMble TPOAYKTHI B  J103aX,
MPEIYCMOTPEHHBIX MTPOTOKOJIOM, B KOJIMYECTBAX, COTIACYIOLUIUXCS C OOLIUM KOJIMYECTBOM HCCIIETYyEMBIX
IIPOAYKTOB, ITOJY4EHHBIM OT CIIOHCOPA.

4.6.4. Uccnenyemble IPOIYKTHI CIEAYET XPAHUTh B COOTBETCTBUM C MHCTPYKLMSIMH CIIOHCOpaA (CM.
5.13.2 u 5.14.3) 1 HOpMAaTUBHBIMU TPEOOBAHHIMHU.

4.6.5. HccnenoBaTenb J0JKEH 00€CHIEUUTh, YTOOBI UCCIIEAYeMble MPOAYKThI ObUIM HMCHOJIb30BAHBI
TOJIBKO B COOTBETCTBHU C YTBEPKJICHHBIM IMPOTOKOJIOM.

4.6.6. VccnenoBarenb WM YIOJHOMOYEHHOE HCCIIEAOBATEIEM/OpraHu3aieid JHIo JI0JDKHO
OOBSICHUTh KaXIOMY CYOBEKTy IpaBHUJa MPUMEHEHHUS HCCIEAYEMBIX MPOJIYKTOB M Yepe3 MpHeMIIeMble
MHTEPBAIbl BpEMEHHU (B 3aBUCHMOCTH OT HCCIIEIOBAHMs) MPOBEPATh COOIOAEHUE STHUX HHCTPYKLIUN
KaX/IbIM CyOBEKTOM.

4.7. Pannomuzanus U packpbeITHE KoJa

HccnenoBatens  J0JDKEH — cOOMIONaTh  MPEIyCMOTPEHHYIO B HCCJICIOBAHUU  METOJUKY
paHIOMM3AllUY, €CIIM TaKoBas HMMeEETCS, U OOECHEeUuTh PACKPBITHE KOJAa TOJBKO B COOTBETCTBHH C
nporokosioM. Ecnu  uccnenoBaHue  MPOBOOUTCS — CHIENBIM — METOJOM, MCCIEAOBATENb  JIOJDKEH
HE3aMEJIUTENbHO JOKYMEHTAIbHO O(QOPMHUTh U OOBIACHUTH CIIOHCOPY JI000€ TpekIeBPEMEHHOE
PacKpbITUE KOJA HUCCIEIYEMbIX MPOAYKTOB (HAIlpUMEp, CIy4allHOE pacKpbITHE KOJAA, PACKPBITHE KOJa B
CBSI3M C CEPbE3HBIM HEXKEIIATEIbHBIM SIBJICHUEM).

4.8. lnpopMupoBaHHOE COTIIACUE CYOBEKTOB UCCIICIOBAHUS

4.8.1. Ilpu mnoIy4YeHUHM U JOKYMEHTAIHbHOM O(OpPMIIEHUH HWH(GOPMHPOBAHHOTO COTJIACHS
UCCIIeIoBaTeNb JIOJDKEH COOII0aTh HOpMaTHuBHBIE TpeboBauus, npuaepxkuBatbess GCP u sTHyeckux
MIPUHLIUIIOB, 3AJI0)KEHHBIX B XeJbCUHKCKOU Neknapaiuu BMA. Jlo Hayaiia ucciieqoBaHus UCCeqoBaTelb
JIOJDKEH — TONYyYduTh NHCbMEHHOoe  yTBepxkaeHue/ogobpenne DCO/HDK  mmucbMeHHON — GopMbl
MH(GOPMHUPOBAHHOTO COTJIACHSl M JIIOOBIX JPYTrUX TNHCbMEHHBIX MAaTepUANIOB, IPEIOCTaBISEMbIX
CcyOBeKTaMm.

4.8.2. IlucemenHass ¢opma HUHGOPMHPOBAHHOTO COTJAcUs U JIOObIe JApYyrue NHUChMEHHbBIE
MaTepHalibl, IPEJOCTaBIIsIEMbIe CYOBEKTaM, CIeIyeT JAOMOIHATH/UCIPABIATh M0 MEpe MOSBICHUS HOBOM
BaXHON HMH(OpMaIM, KOTOpas MOXKET OKa3aTbCs CYIIECTBEHHOM Ui coryacusi cyOwekTa. JlroOas
JOTIOJTHEHHAS/UCTIPABJICHHAsl MUChMEHHAss (opMa HHPOPMHUPOBAHHOTO COTJIACHS W JIIOOBIE Jpyrue
JOTIOJTHEHHbIE/UCIIPABIICHHbIE MMMCbMEHHBIE MaTepHajbl, MPEJOCTaBIsIeMble CyObEeKTaM, JOJDKHBI OBITh
yrBepxkaeHb/0n00pens DCO/HOK no ux ucnons3oBanus B uccienoBann. CyObeKT WIH €ro 3aKOHHBIN
MPEJCTaBUTEIb JIOJKEH ObITh CBOEBPEMEHHO O3HAKOMIJIEH ¢ HOBOM MH(popManuei, CnocoOHO! MOBIUATH
Ha JKellaHHe CyObeKTa MpoAOJDKaTh ydacTue B HccienoBaHuu. DakT mepemayd 3Tod uHopManuu
JOJIKEH OBITh TOKYMEHTAIBHO O(OPMIICH.

4.8.3. Hu uccnenoBarenb, HU JAPYrHMe 3aHATHIE B HUCCIEIOBAHUM JIMIA HE JIOJDKHBI MPUHYXAATH
CyObeKTa WM HCIOJb30BaTh WHBIE HEKOPPEKTHBIE METOIbI BO3JCHCTBUS C IIENBI0 CKJIOHUTH €ro K
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YUYaCTHIO JTUOO MPOJOIHKEHUIO YIaCTHsI B HCCIIEJOBAHUH.

4.8.4. Hu ycrHas, HM NHUCbMEHHass WH(QOpPMAIMs, Kacalollascs HWCCIEAOBaHUs, BKIIOYAs
MUCHbMEHHYIO (POpMy HH(POPMHUPOBAHHOTO COTJIACHS, HE JIOJDKHA COAEPKATh (POPMYIHUPOBOK, MPSIMO HIIH
KOCBEHHO CKJIOHSIOIIUX CyObEKTa WJIM €ro 3aKOHHOTO IMPEJICTABUTENS OTKA3aThCsl OT 3aKOHHBIX IpaB, a
TaKxke GOPMYIUPOBOK, MPSIMO UIIM KOCBEHHO OCBOOOKIAIOIINX MCCIIE0BATENs, OPraHU3aIMIO, CIIOHCOPA
WM UX IPEICTaBUTENEH OT OTBETCTBEHHOCTH 3a XaJIaTHOCTb.

4.8.5. UccnenoBarenb WM HAa3HAYCHHOE MM JIMILIO JOJDKHO B MOJHOM Mepe NMpouH(OPMHUPOBATH
cyObeKkTa WM, eciu CYOBeKT He CIocoOeH JaaTh HH(GOPMHPOBAHHOE COTJIACHE, €r0 3aKOHHOTO
IpeJCcTaBUTENs 000 BCEX 3HAUMMBIX ACMEKTaxX MCCIEIOBAHUSA, B TOM YHCIE 03HAKOMHUTb C MUCHbMEHHON
nHpopmanueit 00 UCCIe0BAaHUHT U 0J100pEHNEM/TIONI0KUTENbHBIM 3akmoueHnneM DCO/HOK.

4.8.6. YcrHas M mucbMeHHas HH(opMaius 00 HCCIIEIOBAHWH, BKJIIOYas MUCBMEHHYIO (opMy
MH(GOPMHUPOBAHHOTO COTJIACHS, TOJDKHA COJEPKATh KaK MOXXHO MEHbILIE CHEeIMaIbHBIX TEPMUHOB U OBITh
MOHATHA CYOBEKTY WM, B COOTBETCTBYIOIIMX CIydYasiX, €ro 3aKOHHOMY TIPEACTaBUTENIO0 U
HE3aMHTEPECOBAHHOMY CBUJIETEIIIO.

4.8.7. Tlepen momydeHueM WHGOPMHPOBAHHOTO COTJACHS HCCIIENOBATENb WIM HAa3HAYCHHOE MM
JMIO JIOJDKHO MPEJOCTAaBUTh CYOBEKTY WIJIM €r0 3aKOHHOMY NPEACTABUTEINIO JOCTATOYHOE KOJMYECTBO
BPEMEHHU U BO3MOXHOCTh JUIS TOJTydeHHst OoJiee mogpoOHo nHpopMaImu 00 UCCIIEA0BAaHUH U IPHUHATHS
perieHust 00 y4acTUM B HEM WJIM OTKa3e OT Takoro ydactusi. CyObeKT WM €ro 3aKOHHBIN MPEICTaBUTEINb
JOJKEH TOJIYYUTh UCUEPIIBIBAIOIINE OTBETHI HA BCE BOIPOCHI 00 MCCIIC0BAaHHH.

4.8.8. lo Hauana yyacTHs B UCCIICIOBAaHUH CYOBEKT WJIM €r0 3aKOHHBIA MPEJICTaBUTENb, & TAKXKE
JIMIIO, TPOBOJMBIIEE Pa3bsICHUTENbHYIO Oecely, AOJDKHBI MOJMNCATh M COOCTBEHHOPYYHO IaTHPOBAThH
MUCHbMEHHYIO (hOpMYy HH(DOPMUPOBAHHOTO COTIIACHS.

4.8.9. Ecnu cyOBEKT WM €ro 3aKOHHBIN IpPEACTaBUTENb HE CIOCOOCH YMTaTh, TO B TEUEHUE BCEH
Pa3bICHUTENBHON Oece/ibl JJOJDKEH MPHCYTCTBOBATh HE3aMHTEPECOBaHHBIN cBUaeTenb. [locie Toro kak
CyObEKTy HMIM €ro 3aKOHHOMY MPEACTaBUTEII0 MPOYUTAIA M Pa3bsCHUIM NHCbMEHHYIO (opMy
MH(GOPMHUPOBAHHOTO COTJIACUS M JPYrHe MpeaocTaBiIsieMble CyObeKTy MUChbMEHHBIE MAaTepUAIIbl U MOCIIEe
TOTO0 Kak CyOBEKT WJIM €ro 3aKOHHBIH MpPEJCTaBUTENb JlaJl YCTHOE COIJlacMe Ha ydacThe cyObeKTa B
UCCIICIOBAaHUHM U, €CJIM CIIOCOOCH, MOANMCATl M COOCTBEHHOPYYHO JAaTHPOBAI MHUCHMEHHYIO (opmy
MH(GOPMHUPOBAHHOTO COTJIACHS, CBHJETENb JOJDKEH €€ TMOANUCATh M COOCTBEHHOPYYHO JaTHPOBATh.
[TonmuceiBas GpopMy coriacusi, CBUACTEIb MOATBEPXKAACT, YTO MH(GOpMAIHs, coAepkamiasica B Gopme
COTJIacUsl M BCEX JPYrHUX MUCHbMEHHBIX MaTepHajiax, Obljla TOYHO pa3bsCHEHA U MOHITAa CyObEKTOM HIIH
€ro 3aKOHHBIM IPEJCTaBUTENIEM M YTO COTJIAaCHE Ha Y4acTHE B MCCIICOBAHHH JJAHO CYOBEKTOM WM €ro
3aKOHHBIM TpeACTaBUTENEM 100POBOJIBHO.

4.8.10. Kak B xoe pa3bsACHUTEIbHON Oecelpl, TaK U B MUCBMEHHOH (hopMe MH(POPMHPOBAHHOTO
COorJiacusi, a TaKKe JIOOBIX IPYruX MUCHbMEHHBIX MaTepHajax, MpeloCTaBIseMbIX CyObeKTaM, JOJHKHO
OBITH Pa3bSICHEHO CIIEYIOIIEE:

a) MUCCJIEI0BAaHUE HOCUT AKCIIEPUMEHTANIBHBIN XapaKTep;

0) LI UCCICAOBAHUS;
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B) BApUaHTHI JIEUEHUS B IPOLIECCE HCCIIENOBAHUS M BEPOATHOCTH CIYy4allHOIO pacIpeleleHUs B
OJIHY U3 I'PYILII JICUCHHUS,;

T') IPOLIEAYPHI HCCIICAOBAHHMS, BKIIIOYAsi BCE WHBAa3UBHBIC MPOLIETYPHI;
1) 00s13aHHOCTHU CYOBEKTa;
€) Te acleKThI UCCIIEC0BaHMS, KOTOPBIE HOCSAT SKCIICPUMEHTAIBHBIN XapaKTep;

) OKUJAeMbIi PUCK WM HEyHOOCTBa ISl CyOBEKTa, a TaKKe, B COOTBETCTBYIOIIUX CIYYasX, JUIS
sMOpHOHA, IJI0/a WK TPYJHOTO peOeHKa;

3) OXHJaeMble BBITOJAa W/WIH TOJb3a. EcCIM TMONB3bI C MEIUIIMHCKOM TOYKH 3pEHUS HE
MPEIOIaraeTcsi, TO CyOBEKT JOKEH OBITh MOCTABIEH 00 3TOM B U3BECTHOCTb;

1) UHBIE, IOMUMO IIPEIYCMOTPEHHBIX B UCCIIEAOBAHUH, IPOLEYPbI WIA METO/IbI JICYEHHSI, KOTOPBIE
MOTYT OBbITh IOCTYITHBI CyOBEKTY, a TaKXkKe MX 3HAaUMMbIe MOTCHIMAIbHBIEC BBHIT0/Ia U/WIIN T0JIB3a, a TAKKE
PHCK;

K) KOMIICHCAIUS W/WIK JICUeHHUe, TOCTYyIHbIE CYyOBbEeKTY B cllyyae MPUUYUHEHUS Bpella €ro 3I0pOBbIO
B pE3y/IbTaTe y4acTUsl B UCCIICIOBAHUN;

Jq) IUTAHUPYEMBbIE BBIIJIATHI CYOBEKTY 3a €ro y4yacTHe€ B HCCIEIOBAHUHM, €CIU TaKOBBIE
IIPEAYCMOTPEHBI;

M) TUTAHUPYEMBIE PacXOJbl CYOBEKTa, €CIIM TAaKOBBIE OKUIAIOTCS, CBSI3aHHBIE C €0 Y4acTHEM B
HCCIICIOBAHNM;

H) ydacTHe CyOBbeKTa B HCCIICOBAHHH SBIISETCS TOOPOBOJIGHBIM, M OH MOXET OTKa3aTbCi OT
YUYacCTHsI WM BBIUTH M3 UCCIICAOBaHMS B JIIOO0H MOMEHT 0€3 KaKMX-THO0 CaHKIUM i ceds WK MOoTepH
MOJIOKEHHBIX BBITO/T;

0) Mouutopsl, ayauropbl, DJCO/HOK u ymoiaHoMouyeHHbIE OpraHbl B TOW Mepe, B Kakoi 3TO
JOIMYCKAeTCsl 3aKOHOJATEIbCTBOM, OYAyT HMMETh MPSMOM MOCTYH K OPHTMHAIBHBIM MEIMIIMHCKUM
3aMucsM CyOBeKTa JJIsl IPOBEPKU MPOLEAYpP W/WIN JaHHBIX KIMHHUYECKOTO HCCIICAOBAHUS, HE Hapymlas
IPU 3TOM KOH(PHJICHIIMATIBHOCTH JaHHBIX CYOBEKTa, M YTO CYOBEKT WJIM €r0 3aKOHHBIM MPEICTaBUTEINb,
MOJIMTUCHIBAS MUCbMEHHYIO (OpMY HH(POPMHUPOBAHHOTO COTJIACHS, TaeT pa3pelleHue Ha TaKO! JOCTYII;

) 3aMucH, uaeHTHGUIUpYomue cy0ObekTa, OyayT COXpaHEHbl B TallHE U MOTYT OBITh PACKPBITHI
TOJILKO B TOW Mepe, B KaKOW 3TO JIOMYCKAETCsl 3aKOHOAATeNLCTBOM. lIpu myOnukanuu pe3yiabTaToB
UCCIIeI0BaHUS KOH(DUICHIMAIBHOCTD JaHHBIX CyObEKTa OyeT COXpaHeHa;

pP) CyOBEKT WM €ro 3aKOHHBIM NpeAcTaBUTENb OyAeT CBOEBPEMEHHO O3HAKOMJIEH C HOBOM
nHpopManuei, criocoOHOM MOBIUATH HA )KEJTaHUE CYOBEKTa MPOJI0JDKATh YYaCTHE B UCCIIEJOBAHUY;

C) JMLA, K KOTOPBIM MOXHO OOpaTUTHCS JUIS TMOJYYEHHUS JIOTOJIHHUTEIbHOW WHpopMauuu 00
UCCIICIOBAaHUM U TpaBaxX CYOBEKTOB MCCJIEIOBAHHUSA, a TAKKE B ClIyyae NMPUYMHEHHUS Bpela 370POBBIO
CyObeKTa B pe3yJibTaTe €ro y4acTHs B UCCIIEJOBAHUY;
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T) BO3MOXKHbIE 00CTOATENHCTBA W/WIIM MPUYMHBI, TI0 KOTOPBIM y4acTHe CyObEeKTa B HUCCIICOBAHUHU
MOJKET OBITh TIPEKpaIeHO;

y) mpeanosaraemMas JUIMTENIbHOCTh Y9acTHsI CyOBbeKTa B UCCIIEJOBAHUY;

¢) mnpuONIM3UTENbHOE KOJMYECTBO CYOBEKTOB, KOTOpPOE IMpENnojiaracTcs BKJIIOYHUTH B
UCcJeJOBaHHE.

4.8.11. Ilepen BKIIOUEHHEM B HMCCIEIOBAHHUE CYOBEKT MJIM €r0 3aKOHHBINA MPEIACTABUTENb JO0JDKEH
MOJIyYUTh TIOJNMMCAHHBIA M JATHPOBAHHBIA S3K3EMIUISIP NHCbMEHHONH (opMbl HHPOPMHPOBAHHOTO
corylacusi U BCe JApPYrue MpeocTaBisieMble CyObeKTaM NMHUChMEHHbIE MaTepuaibl. Bo BpeMs ydacTus
CyObeKTa B UCCIIEIOBAHUH CYOBEKT MJIM €r0 3aKOHHBIN MPEICTaBUTENb J0JDKEH MOJIy4aTh MOANMCAHHBIE
U JAaTUPOBAHHBIEC SK3EMIUIIPHI BCEX MOCIEAYIOMUX peAaKInid (popMbl HHOOPMUPOBAHHOTO COTJIACHS U
KOITMH BCEX IMOTMPABOK K JPYTUM MHUCbMEHHBIM MaTepuaiaM, Mpea0CTaBIsEMbIM CYObEKTaM.

4.8.12. Eciu B KIMHWYECKOM HCCICIOBAHUHU (CBSA3aHHOM JHOO HE CBS3aHHOM C JICYCHHEM)
YUYaCTBYIOT CyOBEKTbI, KOTOPhIE MOTYT OBITh BKJIIOUEHBI B HCCIIEOBAHUE TOJIBKO HA OCHOBAaHUH COTIIACHUS
UX 3aKOHHBIX TMpeJICTaBUTENCH (HAIpUMeEp, HECOBEPIICHHOJETHUE, TIalUEHThl C BBIPAKEHHBIM
cnaboymMueM), TO CyOBEKT IOJDKEH ObITh MPOMH(GOPMHUPOBAH 00 MCCIIECAOBAHHH B COOTBETCTBHM C €r0
CIOCOOHOCTBIO MOHATH 3Ty MH(POpPMAIMIO, W, €CIH CYOBEKT B COCTOSHHM, OH JOJDKEH IOANUCATh U
COOCTBEHHOPYYHO AaTUPOBATh MUCBMEHHYIO (opMy HHPOPMUPOBAHHOTO COTJIACHSL.

4.8.13. Kpome cnydaeB, onucaHHbiX B 4.8.14, B ucciegoBaHHe, HE CBSI3aHHOE C JieueHUEM (T.e.
Hcce0BaHue, B KOTOPOM HE MPEANoaraeTcst HemoCpeACTBEHHON ¢ MEAUITMHCKOM TOUKH 3PEHUS MOJIb3bI
s cyObeKTa), MOTYT OBITh BKIIFOUEHBI TOJILKO CYOBEKTBI, KOTOpPBIE JUYHO NAIOT CBOE COTJIACHE U
COOCTBEHHOPYYHO MOJMKUCHIBAIOT U JATUPYIOT MUCEMEHHYI0 (popMy HHDOPMHUPOBAHHOTO COTIIACHSL.

4.8.14. B uccnenoBaHus, HE CBSI3aHHBIE C JICYCHUEM, CYOBEKTHI MOT'YT ObITh BKJIIOUEHBI C COTJIACHS
UX 3aKOHHBIX MPEJICTABUTENEH IPU COOJIIOJICHUHN CIIEAYIOIINX YCIOBHIL:

a) LEJIH MCCIEIOBAHUS HE MOTYT OBITh JOCTUTHYTHI TOCPEICTBOM HCCIEIOBAaHHMS C Y4aCTHEM
CyOBEKTOB, KOTOPBIE MOTYT JJaTh CBOE COTJIACUE JINYHO;

0) 0’KuIaeMBbIi PUCK JJIS1 CYOBEKTOB HE3HAUUTEIICH;
B) OTpULIATENILHOE BO3/ICHCTBHIE HA 370POBhE CYOBEKTa CBEACHO K MUHUMYMY U HE3HAYUTEIHHO;
I') UCCIIEIOBAaHUE HE 3aMPEIIeHO 3aKOHOIATEIILCTBOM;

O) JUIS  BKJIIOYEHUS TakuX  CYOBEKTOB  JOJDKHO  OBITh  3alpoImIeHO  CHEIUATBHOE
yrBepxkaenune/onoopenre DCO/HOK, yunTsiBatomiee 3TOT aclekxT.

[TonoOHble MccnenoBaHus (3a HUCKIIOYEHHEM OOOCHOBAHHBIX CIy4aeB) JOJDKHBI HMPOBOJHUTHCS C
y4acTHEM NAalMeHTOB, MMEIOUINX 3a00JieBaHHe, IS JICUCHHs] KOTOPOTO MpEeIHA3HAYEH MCCIeTyeMBbIi
npoaykT. CyOBeKTBl B TaKUX HCCIEAOBAHUAX JOJDKHBI HAXOAUTHCS TMOJA 0co00 TIIATETHHBIM
HaOJIIOIGHUEeM, M MX y4YacTHE JOJDKHO OBITh MpPEKpalleHO, €CIM €CTh OCHOBAHMS IoJlaraTtb, YTO OHHU
UCTIBITBIBAIOT YPE3MEPHBINA JUCKOMQOPT.

4.8.15. Ilpu HEOTJIOKHBIX COCTOSIHUSIX, KOrJa 1O BKIIOYEHHS B HCCJIEAOBAaHUE HEBO3MOKHO
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MOJIyYUTh COTJIACHE CAMOTO CyOBEKTa, OHO JIOJDKHO OBITh 3alpPOIICHO Y €r0 3aKOHHOTO MpPEJCTaBUTEI,
€clii TakoBOM mpucyTcTByeT. Ecnm mpenBapuTenbHOE cOTJacue CaMoro CyObeKTa HEBO3MOXKHO U
OTCYTCTBYET €T0 3aKOHHBII MPEICTaBUTENb, TO JUISI BKIIOUEHHS CyOBbEKTa B UCCIIEIOBAaHHE JOJDKHBI OBITh
NPEIIPUHATHI MPEeyCMOTPEHHBIE IPOTOKOJIOM u/unm JIpYrUMH JOKYMEHTaMH u
yrBepxkIeHHbIe/0t00penHbie DCO/HOK Mepwl, HampaBieHHblE Ha 3alIUTy INpaB, OE30MACHOCTH H
Onmaromoiyuusi CyObeKTa, a TaKkKe O00eCHeunBaIOIINe COOTBETCTBHE HOPMATHBHBIM TPEOOBAHHUSM.
CyOBbeKT WM €ro 3aKOHHBIM MpPEJICTaBUTENb JOJDKEH OBITh B KpaTyaillliue CpOKH MOCTaBJIeH B
M3BECTHOCTH 00 MCCIIEOBAHUY, U Y HETO JOJDKHO OBITH 3alpOIIEHO COTacue Ha MPOJO0JDKEHHE Y9acTHs
B UCCJIEI0OBAHUH, a TAKXKE IPYroe corjacue, Kak 3To 1nosuoxeHo (cm. 4.8.10).

4.9. 3amucu 1 OTYETHI

4.9.1. HccnenoBarenb JOJDKEH 00€CleUnBaTh IPABWIBHOCTh, IIOJHOTY, pPa300pYMBOCTh H
CBOEBPEMEHHOCTh MPEJOCTAaBIICHUS CIIOHCOPY MaHHBIX, conepxamuxcsi B MPK u Bo Bcex TpeOyembIx
OTYETax.

4.9.2. Nannble B IPK #0KHBI COOTBETCTBOBATh MEPBUYHOW NOKYMEHTAIMM, U3 KOTOPON OHHU
MIEPEHECEHBI; UMEIOIINECS PACX0KICHHS IOJDKHBI OBITh OObICHEHBI.

4.9.3. JlioOble m3MeHeHus wnu wucnpasienus B MPK gomkHBl OBITH TOMNUCAHBI, JATUPOBAHEI,
00BsICHEHBI (TIPU HEOOXOIMMOCTH) U HE JOJKHBI CKPHIBATh MEPBOHAYAIBHYIO 3aMUCH (T.€. JOJDKEH OBIThH
coxpaHeH "JHOKYMEHTalbHbIM cieAd'"); 3TO OTHOCUTCS KakK K IUCBMEHHBIM, TaK M K 3JIEKTPOHHBIM
W3MEHEHUSM WM uctpaieHussM (cMm. 5.18.4, 0)). CnoHCOp AOMKEH MPENOCTaBUTh HCCIEAOBATEISIM
W/UIM WX YIOJTHOMOYEHHBIM TPEICTABUTENSIM HMHCTPYKIUIO O TMOpsake oQopMIeHUS TaKuX
ucrpasiieHuid. CHOHCOP AOJHKEH UMETh MUCbMEHHBIE MPOLEAYPHI, MPEyCMaTPUBAIOLINE, YTO U3MEHEHUS
win ucnpasieHuss B MPK, BHOCUMBIE €ro YHMOJHOMOUYEHHBIMH MPEACTABUTEISIMHU, IOKYMEHTAJILHO
0(OPMIISIFOTCSI, SBJSIOTCS HEOOXOTUMBIMU M OHOOpSIFOTCS HUccliefoBareneM. MccienoBarens IOKEH
XPaHUTH 3aMUCH 00 ITHX U3MEHEHUSIX U UCTIPABIICHUSIX.

4.9.4. VccnenoBarenb/opraHu3aiys JODKHBI BECTH JOKYMEHTAIMIO 10 HCCIEIOBAaHHIO COTIACHO
paszeny 8 HaCTOSIIEro CTaHAapTa U HOPMATUBHBIM TpeOoBaHUsAM. MccnenoBarens/opraHu3aiust JOHKHBI
IIPUHUMAaTh MeEpbl, NPEIOTBpALIAlOIIME CIy4allHOE WIM MPEKICBPEMEHHOE YHUYTOXEHHE OTHUX
JOKYMEHTOB.

4.9.5. OCHOBHBIE NOKYMEHTHI JOJDKHBI XPaHUTbCA HE MEHEE [BYX JIET IIOCIIE YTBEPKACHHUS
IIOCJIEAHEN 3asBKM Ha perucrpaunuio npenapara B Poccum mnm crpane - ydactHuue ICH u no tex nop,
MOKa HU OJIHA M3 3asBOK He OyAeT HaXOOUThCA Ha PACCMOTPEHHMU M HEe OyAeT IUIaHUPOBAThCS HOBBIX
3afBOK, WIM HE MEHee JBYX JIET Mociie O(pHUUAIBHOTO MpPEKpalleHUs] KIMHUYECKOH pa3paboTKu
HCCIIEIyeMOT0 TMPOJIYKTa. DTU JTOKYMEHTHI JIOJKHBI XpaHUThCs 00Jiee UIMTENBHBIN CPOK B Cllydae, eciiu
3TO MPELyCMOTPEHO HOPMATHUBHBIMH TPEOOBAHHUSMU MITH JOTOBOPOM CO CHOHCOPOM. OTBETCTBEHHOCTHIO
CIIOHCOpa SBJsieTCss MH(QOPMUPOBAHHE HCCIEIOBATENS/OpraHu3aliid 00 HCTEYEHHH CpPOKa XpaHEHUs
nokymeHTanuu (cMm. 5.5.12).

4.9.6. DuHAHCOBBIE AaCHEKTHl HCCICAOBAHUS JIOJDKHBI OBITh OTPaXEHBI B JIOTOBOPE MEXKIY
CIIOHCOPOM U MCCIIEZIOBATEIEM/OpraHnu3aIUueH.

4.9.7. Tlo 3ampocy MouuTopa, aymauropa, DCO/HOK wim ymomTHOMOYEHHOTO oOpraHa
I/ICCJ'IC,Z[OBaTCJ'H:/OpFaHI/IBaI_[I/IH JOJI?)KHbI OGCCHC‘II/ITB HpHMOﬁ AOCTYyIl KO BCCM 3allMCAM, OTHOCAIIUMCA K
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HCCIIEOBAHHUIO.
4.10. OT4yeTsI O XO€ UCCIIENOBAHUA

4.10.1. UccnenoBatens poskeH npenctaBisate JCO/HOK kparkue MUChMEHHBIE OTYETHI O XOJe
MCCIIEIOBAHUS €KET0THO MM Yate, eciu 3Toro Tpedyer DCO/HIK.

4.10.2. UccnenoBatenb AOIKEH HE3aMEAIUTENIBHO MIPENOCTABIISITh TMCbMEHHBIE OTUYETHI CIIOHCODY,
OCO/HOK (cm. 3.3.8) W, B COOTBETCTBYIOIIMX CIIydasX, OpraHU3alMd O JIOObIX M3MEHEHUSX,
CYIIECTBEHHO BJIMSIONIMX HA MPOBEJCHNUE UCCIEIOBAHNS W/WIIN YBEIUYUBAIOIIUX PUCK VI CyOBEKTOB.

4.11. OT4eTHOCTH O OE30MACHOCTH

4.11.1. OG0 Bcex cepbe3HbIX HexenaTenbHbIX sBiIcHUIX (CHS) HeoOxomumo HeMeIeHHO
cooOmars croHcopy, 3a uckimoueHueM tex CHS, KoTopble B MPOTOKOJE WIM B JPYroM JOKYMEHTE
(HarmpuMep, B OpoILOpe MCCIIeAOBATENs) ONpeNesieHbl Kak He TpeOyromue HEMEAJICHHOTO COOOICHHUS.
[Tocne mepBMYHOTO HEMEMJICHHOTO COOOIIEHHsS HEOO0XOAWMO B KpaT4YaWIIMe CPOKU IMPEICTaBUTh
NOJIpOOHBIN MUCbMEHHBIH OTYeT. [lepBUYHBIN M MOCHeAyIOIMe OTYETHl JOJDKHBI HACHTHU(HUIIMPOBATH
CyOBEKTOB HCCIICIOBAHHs IO TPUCBOCHHBIM WM YHHKAJIBHBIM KOJaM, a HE IO HMMEHaM CyObEKTOB,
NEPCOHATBHBIM HUJICHTU(UKAIIMOHHBIM HOMEpaM W/uiM azapecaM. lccinenoBaTenb MOJDKEH Takke
coOogaTbh  HOPMAaTHUBHBIE  TpeOOBaHMs,  pErjJaMEHTHUPYIOLUIME  IPEIOCTABICHHE  OTYETOB O
HETPEABUICHHBIX CEPhE3HBIX HEXKENIATeNbHBIX PEakHsIX YIoJHOMoueHHbIM opranam 1 DCO/HOK.

4.11.2. OG0 Bcex HEKeNaTeNbHBIX SBICHUAX W/WIN OTKIOHEHHUSAX JIAOOPATOPHBIX MOKa3arenel oT
HOPMBI, OTPENEIIEHHBIX TMPOTOKOJIOM KaK KpPUTHYECKHE JUISI OLEHKH Oe30MacHOCTH, HEOOXOIMMO
coo0IIaTh CIIOHCOPY B COOTBETCTBUU C TPEOOBAHUSAMHU K OTUETaM M B CPOKH, OTIPE/ICTICHHBIE CIIOHCOPOM
B IIPOTOKOJIE.

4.11.3. IIpu cooOuieHUsIX O CMEPTH HccienoBaresb 00s3aH Mo 3ampocy crnoncopa u DCO/HOK
NPEI0CTaBUTh JIIOOYIO JOMOJIHUTEIBHYIO HH(POPMAIHIO (HAIpUMEp, MPOTOKOJ BCKPBITHS U TIOCMEPTHBIN
SIUKPU3).

4.12. Ilpexx1eBpeMEeHHOE TPEKpalleHUe WA MPUOCTAHOBKA UCCIEI0BaHUS

Ecmn mo  kakoi-mmbo  TMpUYMHE  HCCIIEAOBAaHME TMPEKICBPEMEHHO  NPEKpalleHO  WJIH
MIPUOCTAHOBIICHO, HUCCIIEA0BATENIL/OpraHnu3alusl JODKHBI He3aMeNTUTeNbHO HH()OPMUPOBATh CYOBEKTOB
UCCIIeIOBaHUs], 00ECIIeYUTh UM COOTBETCTBYIOIIEE JICUEHHWE M HAOIIOAEHUE U, €CIH IPEeIyCMOTPEHO
HOPMaTUBHBIMH TPeOOBaHUSAMH, HH(POPMHUPOBATH YIIOJHOMOUYEHHBIE opraHbl. Kpome Toro:

4.12.1. Ecnu uccnenoBareinb NpeKIEBPEMEHHO IIPEKpaIaeT WIK NPUOCTAHABIMBAET UCCIIEI0BAaHUE
0e3 MpenBapUTENBHOTO COTJIACHS CHOHCOpAa, OH JIOJUKEH COOOUIUTh 00 3TOM OpraHu3aluu, TIJe
NPUMEHUMO, U HCCIIe0BaTEeNb/OpraHu3alys JOJDKHBI HEe3aMeUIUTEeNIbHO MPOMH(POPMHPOBATE 00 3TOM
cnorcopa 1 DCO/HOK u mpenocraButh cnorcopy u ICO/HIK moapoOHOE MUCEMEHHOE OOBSICHEHHE
MPUYMHBI IPUOCTAHOBKU WJIM TPEKPAILCHHUS UCCIICT0BAHUSL.

4.12.2. Ecim cnoHcop TmpekpamiaeT WiIM [PUOCTAaHABIMBAeT HcciaenoBanue (cMm. 5.21),
UCCIIeIoBaTeNb JIOJDKEH HE3aMEUIMTENIbHO COOOIIUTh 00 3TOM OpraHu3aluH, TJe MPUMEHUMO, U
WCCIIeIOBATENIb/OpraHu3als JTOJDKHBI He3aMeanuTeNlbHo mpouHdopmupoBath 060 3tom DCO/HOK u
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npenocraButh IJCO/HOK mnoapoOHoe mnHCbMEHHOE OOBSCHEHHWE MPUYUHBI MPUOCTAHOBKU WM
MIpEeKpaIleHus HCCIeIOBAHNUS.

4.12.3. Ecniu DCO/HOK okxoHYAaTeIbHO WIM BPEMEHHO OT3BIBACT YTBEp)KJEHHE/OJ00peHue Ha
npoBeneHue uccienoBanus (cM. 3.1.2 u 3.3.9), uccnenoBarens JOHDKEH COOOMUTH 00 ITOM OpraHU3aIuH,
r7ic MPUMEHUMO, U HCCIIEI0BATENb/OPTaHN3alis JTOJDKHBI HE3aMEITUTENIbHO MPOUH(OPMUPOBATE 00
3TOM CIIOHCOpa © TMPEAOCTAaBUTh CIOHCOPY MOAPOOHOE THUCHBMEHHOE OOBSICHEHHWE TMPUYUHBI
MPUOCTAHOBKH WJIA TIPEKPALICHUS HCCIIETOBAHMUS.

4.13. UTOroBBIN OTYET UCCIEAOBATEIA

Ecmu tpeOyercsi, mo 3aBeplIEHHH HCCIEIOBAaHMS HCCIENOBAaTedb JOJDKEH COOOIUTH 00 3TOM
OpraHu3alliy; UCCIe0BaTeNb/opranu3anus J0kHb! npegoctaButb DCO/HOK kpatkuit oryer 06 urorax
HCCIIEIOBAaHUS, a TaKKe BCe TpeOyeMble OTYETHI YIIOJTHOMOYEHHBIM OpraHaM.

5. Cnoncop

5.1. Obecnieuenne KauecTBa U KOHTPOJIb KAYeCTBA

5.1.1. CnoHCcOp OTBEUaeT 3a BHEAPEHHE U TOJIEPKaHHE CUCTEM 00eCTIeYeHUs U KOHTPOJIsI KauecTBa
¢ nucbMeHHbIME COII, KOTOpble MMEIOT CBOEH 1eNIbl0 00ECIeUnuTh MPOBEIACHUE HCCeloBaHus, cOop,
PETUCTpAIMIO U TPEACTABICHHE JAHHBIX B COOTBETCTBMM C mpoTokojoM, GCP u HOpMaTHBHBIMH
TpeOOBaHUSAMHU.

5.1.2. CnoHcop oTBe4aeT 3a 00ecreYeHne COrJIachsi BCEX BOBJICUEHHBIX CTOPOH Ha MPEIOCTaBIICHHE
npssmMoro joctyna (cMm. 1.21) Bo Bce y4acTBYIOIIME B HMCCIEJOBAaHMM LIEHTPHI, KO BCEM INEPBUYHBIM
JAHHBIM/IOKYMEHTaM M OTYETaM B LEJNAX UX MOHUTOPHHIA U ayauTa CIIOHCOPOM, a TAKXKE MHCIIEKIIUU
HAIIMOHAJILHBIMU ¥ HHOCTPAHHBIMU YIIOJTHOMOUYEHHBIMH OpraHaMHU.

5.1.3. KoHTposib KadecTBa CIIEAYyeT OCYLIECTBIATh Ha BCEX dTamax pabdOThl C JaHHBIMH, YTOOBI
00ecreynTh UX JOCTOBEPHOCTh U MPAaBUIBHOCTH 00PAOOTKH.

5.1.4. JloroBopbl MeXay CIOHCOPOM M HCCIeA0BaTeieM/OpraHnu3aniel win 1000 apyroi
YUYacCTBYIOIIEH B MCCIEIOBAHUM CTOPOHON JOJDKHBI OBITH COCTABJIEHBI B MUCbMEHHOM (popMe Kak 4acTh
MPOTOKOJIA WIIM B KAUECTBE CAMOCTOSITEIIBHBIX JOKYMEHTOB.

5.2. KoHTpakTHas uccieqoBaTelIbCKasi Opranu3aus

5.2.1. CnoHCOp MOKET MOJIHOCTBIO WM YaCTUYHO TepeaTh 005S3aHHOCTH M (PYHKIMH, CBSI3aHHBIE C
MIPOBEJCHUEM HCCIICAOBAHMS, KOHTPAKTHOM HCCIIeI0BATEIbCKON OpraHU3aluy, OJTHAKO OTBETCTBEHHOCTh
32 KauecTBO M IIOJIHOTY IOJYYEHHBIX B XOJ€ HCCIECIOBAHMSA JAHHBIX BCEr/la JIOKUT Ha CIIOHCODE.
KoHnTpakTHas uccienoBaTenbCKasi OpraHu3allisl JOJDKHA OCYHIECTBISATH MEphl MO 00ECHEeueHUIo u
KOHTPOJIIO Ka4eCTBa.

5.2.2. Tlepenaua KOHTPAKTHOM HCCIENOBATEILCKOW OpraHM3AalMKM JIOOBIX CBS3aHHBIX C
uccieoBaHueM o0s3aHHOCTel U QYHKIUH T0JKHA OBITh TOKYMEHTAIBHO O(OopMIIeHA.

5.2.3. Bce cBsi3aHHBIE C HUCCIIEOBAHUEM OOS3aHHOCTH M (DYHKLWH, HE NEpeAaHHble KOHTPAKTHOM
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HCCHCHOB&TCHBCKOﬁ opraHusalyu, OCTar0TCsA B KOMIICTCHIIMU CIIOHCOPA.

5.2.4. Bce, 4T0 B HACTOSIIEM CTaHJAPTE KAacaeTcs CIOHCOPa, TAKKe MPUMEHUMO K KOHTPAKTHOM
MCCIIEI0BATENILCKOM OpraHu3aluy B TOi Mepe, B KOTOPOi KOHTPaKTHAs HCCIe0BaTeNbCKas OpraHu3anus
MPUHUMAET Ha ce0s1 00S13aHHOCTH U (PYHKIIMH CIIOHCOPA 10 TPOBEICHUIO HUCCIIEJOBAHUS.

5.3. MeaunuHckas: KBanmupuKamus

CrnoHCOp JOJDKEH Ha3HAYUTh OONagaroIluii COOTBETCTBYIOUICH MEIMIIMHCKON KBanudukarumen
NEepCOHall, KOTOPBIA JOJDKEH OBITh BCErjaa JOCTYIEH Ui PELICHHsS CBS3aHHBIX C HCCIEIOBAaHUEM
BOIPOCOB MEAUIIMHCKOTO XapakTepa. IIpu HeoOX0AMMOCTH Ui 3TOW LENU MOTYT OBITh HPUBJICYCHBI
BHEIIHUE KOHCYJIbTAHTHI.

5.4. JIluzaliH uccaea0BaHus

5.4.1. CnoHcop IOJKEH MpHUBIIEKATh KBATU(UIIMPOBAHHBIX JHUI (Hampumep, OMOCTAaTHCTUKOB,
KIMHUYECKHX (papMaKoJoros, Bpauel) Ha BCeX ATamax MCCIENOBaHUsA - OT pa3paboTku mpotokoia, MPK
Y TUIaHAa CTaTUCTUYECKOTO aHAIM3a 70 TIOJrOTOBKU MPOMEKYTOYHOTO M (PMHAIBHOTO OTYETOB.

5.4.2. Taxxe cM. pa3zen 6 Hacrosero cranaapra, pykoojactso ICH "Crpykrypa u conepxanue
OoTueTa O KJIMHHMYECKOM HCCIENOBaHMU'" U Jpyrue cooTBeTcTBYyromMe pykoBojacTBa ICH mo nuzaiiny,
IIPOTOKOJIY ¥ OpPraHU3aluy UCCIEA0BAHUS.

5.5. MeHePKMEHT HCCiIeJoBaHus, paboTa ¢ JaHHBIMU M BeJICHUE JOKyMEHTAllUU

5.5.1. Croncop 00s3aH MpUBJIEKATh OOJAAIOIIUX COOTBETCTBYIONICH KBamM(pUKAIIUEH UL IS
o0IIero pyKOBOJACTBA HCCIEIOBAHUEM, pabdOThI C JNaHHBIMH, BepU(DUKAIMH JAHHBIX, MPOBEACHUS
CTAaTHUCTUYECKOr0 aHAJIN3a U IMOATOTOBKHA OTYETOB 00 UCCIIEOBAHNM.

5.5.2. CmoHcOp MOXET TMpPHHITH pelieHne 00 o00pa30BaHMM HE3aBUCHUMOIO KOMHTETa TIO
Mouutopunry naHHbix (HKMJI) s paccMoTpeHHMs Xona KIMHMYECKOTO HCCIENOBAHUS, BKIIOYAst
paccMOTpeHHe JaHHBIX MO OE30MacHOCTH M OCHOBHBIX MapameTpoB 3(deKkTuBHOCTH, a Takxke Ui
BBIPAOOTKM PEKOMEHALNN CIIOHCOPY O 1IeJIecO00pa3HOCTH MPOJIODKEHUS, IPEKPAILEHUs] UCCIICI0BAHUS
niu BHeceHHs B Hero usmeHeHnil. HKMJI noipkeH MMeTh NUCbMEHHBIE ONEPALMOHHBIE IPOLEAYPHI U
BECTH NMHMCHMEHHBIE 3aIMCH BCEX CBOUX 3aCeIaHMM.

5.5.3. Ilpu uCHONB30BAHUU DJEKTPOHHBIX CHCTEM JUIs paOOThI C JAaHHBIMHM HCCIEIOBAHUS W/WIH
JIEKTPOHHBIX CUCTEM YJAJICHHOT'O JOCTYIIA K JAHHBIM CIIOHCOD JOJIKEH:

a) oOecreunTh U JOKyMEHTAIbHO O(GOPMHUTH COOTBETCTBHE CHUCTEM JJIEKTPOHHOU 00paboTKH
JAHHBIX YCTAHOBJICHHBIM CIIOHCOPOM TpPEOOBAaHUSM K MOJHOTE, TOYHOCTH M HAJAEKHOCTH IAaHHBIX, a
TaKXke CTaOMIBHOCTD IOCTHXKEHUS TpeOyeMoro pe3ysbTara (T.€. BaJMAAIHIO);

0) umeTh COII 1Mo UCIOJIB30BAHUIO 3TUX CUCTEM;

B) 00ecrieuyuTh paboOTy CUCTEM TaKUM 00pa3oM, YTOOBI MOXKHO OBIJIO U3MEHATH JaHHBIE U MPH 3TOM
BHOCHMbIE U3MEHEHUsI ObLIM OBl 33JJOKYMEHTUPOBAHbI, @ paHee BBEJICHHbIC TaHHbIC HEe ObUIN OBl Y/1aJICHbI
(T.e. UMeJCS JOKYMEHTAJIBHBIN Clen);
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I') UMETh CUCTEMY 3alllUThI, TPEIOTBPAIIAIOUTYI0 HECAHKIIMOHUPOBAHHBIN JTOCTYII K IaHHBIM;
J1) UMETh CITUCOK JIUII, HAJIEJICHHBIX TPAaBOM BHOCUThH U3MEHEHUs B IaHHBIE (cM. 4.1.5 1 4.9.3);
€) oOecrieunBaTh aICKBaTHOE PE3EPBHOE KOMMMPOBAHKE TAHHBIX;

) COXpaHATh MAaCKHUPOBKY B HCCJIEIOBAHHUAX, MPOBOJUMBIX CJIENbIM METOJOM (T.€. COXpPaHSThH
MaCKHPOBKY IIPH BBOJIE U 00pabOTKE JaHHBIX).

5.5.4. Eciu B mpouecce oOpabOTKHU AaHHBIE TpaHC(HOPMUPYIOTCS, BCErna J0JDKHA CYIIECTBOBATH
BO3MO’KHOCTh CPAaBHEHHS UCXOJIHBIX TAHHBIX C 00pabOTaHHBIMU.

5.5.5. CnoHcOp MOJDKEH MCIONb30BaTh YHUKAJIbHBIA HACHTHU(HUKAIIMOHHBIA KO CyObekTa (CM.
1.58), nmo3BoIsIOIMIA UASHTU(PHUIMPOBATH BCE JAHHBIE MO KaXJI0MY CYOBEKTY.

5.5.6. CrioHcOp WJIM JIpyrue BIAJENbIbl JaHHBIX JOJHKHBI XPAHUTH BCE OTHOCAIIUECS K CIIOHCOPY
OCHOBHBIE JIOKYMEHTHI 110 UCCIAEAOBAHUIO (CM. pa3/ie] 8 HACTOSILEro CTaHIapTa).

5.5.7. CHoHCOp J[OJDKEH XpaHUThb BCE OTHOCSIIMECS K HEMY OCHOBHBIE JOKYMEHTHI IIO
UCCIIC/IOBAaHUIO B COOTBETCTBHM C HOPMATHBHBIMHU TpPEOOBAaHHMSMHU TE€X CTpPaH, B KOTOPBIX MPOAYKT
0JI00peH W/WIIM B KOTOPBIX CIIOHCOP COOMpaeTcs 00paTUTHCS 3a 0100peHUEM.

5.5.8. Ecnu cioHCcOp mpeKpalaeT KIMHUYECKYI0 pa3padoTKy MCCIEAyeMOro MpoayKTa (10 OJHOMY
WIM BCeM TIIOKa3aHUsAM, NYTSIM BBEJCHHUSA, JICKAPCTBEHHBIM (opMaM), OH JOJDKEH XPaHUTh BCE
OTHOCSIIMECS K CIIOHCOPY OCHOBHBIE JOKYMEHTBI 110 MCCIIEJOBAaHUIO B TEYEHUE IO KpalHEH Mepe BYX
JeT ¢ MOMEHTa OQUIMAIBHOIO MPEKpalieHus pa3pabOTKH WIM B COOTBETCTBHM C HOPMATHBHBIMH
TpeOOBaHUSAMU.

5.5.9. Ecnu cnoHcOp mpekpalaeT KIMHHYECKYI0 pa3paboTKy HCCIeIyeMOTro MPOAyKTa, OH J0JIKEH
cooOmMTh 00 3TOM BCEM YYAaCTBYIOIIUM B HCCICIOBAHUU MCCIEOBATEISIM/OPraHU3alUsIM |
YIOJHOMOYEHHBIM OpPraHaM.

5.5.10. JIrobast mepenavya mpaB COOCTBEHHOCTH Ha JaHHBIE JOJDKHA OBITH JTOBEICHA /0 CBEACHUS
YIOJHOMOYEHHBIX OPraHOB B COOTBETCTBHU C HOPMATHUBHBIMU TPEOOBAHHSIMH.

5.5.11. OtHOcsmMECS K CIIOHCOPY OCHOBHBIE TOKYMEHTHI JOJKHBI XPAHUTHCS HE MEHEE JBYX JIET
MoCJie YTBEP)KICHUS MOCTEeIHEH 3asBKM HA PErucTpalio npemnapara B Poccuu wim cTpaHe - yyaCTHHIIE
ICH u nmo Tex mop, moka HU OJlHA M3 3asBOK He OyIeT HAaXOAWUTHCS Ha PAaCCMOTPEHHHM M He OynaeT
IUTAHUPOBAThCSI HOBBIX 3asBOK, HJIM HE MEHee JBYX JIET TOcie O(UIMANIBHOTO MpeKpaIieHus
KIMHUYECKOW (a3bl pa3pabOTKH MCCIETYeMOTO MPOAYKTa. DTH JOKYMEHTHI JOJDKHBI XpaHUThCS Ooee
JUTUTENBHBIA CPOK B CIIydae, €CIM ATO MPEeTyCMOTPEHO HOPMATUBHBIMU TPEOOBAHUSIMU UM HEOOXOMMO
CIIOHCODY.

5.5.12. CnioHcop A0JKEH B MUCBMEHHOM (Gopme MHPOPMHUPOBATH UCCIEI0BATENEH/OpraHu3auu o
HEOOXOAMMOCTH XpAaHEHHs CBS3aHHBIX C HMCCIEOBAHUEM 3aIMCEH, a TaKKe MUCbMEHHO M3BECTUTH HUX,
KaK TOJIbKO HEOOXOMMOCTb B AaJbHEUIIIEM XpPaHEHUHU OTHAJIET.

5.6. Bribop uccnenoparens
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5.6.1. CmoHcop HeceT OTBETCTBEHHOCTh 3a BBIOOp wHccienoBarenei/oprannzanuil. Kaxprii
UCCIIeIoBaTeNb JIOJDKEH MMETh KBalM(UKalWio, OmbIT U pecypcsl (cMm. 4.1, 4.2), mocraTtouHble ajs
MPOBEACHUSI HUCCIENOBAHM, JUII KOTOPOro OH BbIOpaH. Eciu B MHOTOLEHTPOBBIX HCCIEIOBAHHIX
HEOOXOMMO OpraHM30BaTh KOOPIMHAIIMOHHBI KOMHUTET W/MIM BHIOpPAaTh KOOPAMHATOPOB M3 YHCIIA
UCCleIoBaTeNei, TO 3TO ABJISIETCS 00513aHHOCTHIO CIIOHCOPA.

5.6.2. Jlo moanucaHus IOTOBOpa C MCCIEAOBaTeNIeM/OpraHu3aleil Ha MpoBeACHUE UCCIIEIOBaHUS
CIIOHCOP JOJDKEH MPEIOCTaBUThH MCCIIEI0BATENI0/OpraHu3allii MPOTOKOI M OpOIIIOpy HUCCIIe0BaTelNs B
TEKyLIeH pelakuuu U JaTh HMCCIEeIOBATEII0/OpraHu3alii JOCTAaTOYHOE BpEeMs sl O3HAKOMIICHHS C
MPOTOKOJIOM M MIPEJOCTaBICHHON HH(POPMALIUEH.

5.6.3. CrioHCOp [OJDKEH TOTYYUTh COTJIACHE MCCIIEN0BATEsI/OpTaHN3aIlHN

a) MpoOBOAUTH HccienoBanue B coorBeTcTBrM ¢ GCP 1 HopMaTHBHBIME TpeOoBaHusamu (cM. 4.1.3), a
TaKk)Ke C MPOTOKOJIOM, COTJIACOBAHHBIM CO CIOHCOPOM U yTBepkIeHHBIM/0m00penHbpiM DCO/HOK (cm.
4.5.1);

0) coOuoaaTh Mpoeaypsl PerucTpalun/IPEeCTaBICHNS JaHHBIX;
B) Ha MPOBEJCHUE MOHUTOPUHTA, ayIUTa U UHCTIEKIUH (cM. 4.1.4);

I') XpaHUTh OCHOBHBIE JIOKyMEHTHI, CBSI3aHHBIE C MCCIIEIOBAaHUEM, /IO TeX IOp, MOKa CIIOHCOP He
COOOUIUT MCCIIE0BATENO/OPraHNu3alliK, YTO 3TU TIOKYMEHTHI Oouiblie He TpeOyrores (cM. 4.9.4 u 5.5.12).

CHOHCOp u I/ICCJIC,Z[OBaTeJII:/OpFaHI/IBaI_[I/IH AOJIKHBI MOAMUCATh IMPOTOKOJI HIIN WHOM AOKYMCHT,
ITOATBEPKNAIOLIMN 3TO COTJIacHe.

5.7. PactipeneneHue 00s3aHHOCTEMH

Jlo Havana HCCIeNOBaHMSA CIOHCOP JOJDKEH YCTAaHOBUTh M PACHPENCTUTh BCE CBS3aHHBIE C
HCCIIeIOBaHUEM 00S3aHHOCTU M (PYHKIIMH.

5.8. KommeHcaruu cyObeKTaM U UCCIIEeI0BATENSM

5.8.1. Ecnum mnpeaycMOTpeHO HOPMATUBHBIMHU TpPeOOBaHMSAMH, CHOHCOpP JOJDKEH OOeCHeyuTh
CTPaXOBaHUE WU rapaHTUPOBATH IOPUINYECKYIO u ($uHAHCOBYIO IO JICPKKY
MCCIIEI0BATENIs/OpraHnu3allui B Cllyyae MPEIbsIBICHUS UM MPETEH3HUH, CBSI3aHHBIX C UCCIEIOBaHHUEM, 32
UCKIIIOUEHUEM TeX IPETEH3UH, KOTOPBIE BO3ZHUKIM B PE3YJIBTATE YMBICIA WU HEOCTOPOXKHOCTH CO
CTOPOHBI MCCIIEIOBATENS WIH YICHOB MCCIIEI0BATEIbCKOIO KOJUIEKTUBA.

5.8.2. IlpaBuna u mpouenypbl CIOHCOpPa AOJDKHBI NpEAycMaTpuBaTh BO3MEIIEHHME PacxXxol0B Ha
JeyeHne CyOBEKTOB B Cilydae MPUYMHEHHS Bpela HX 370POBBI0 B pe3ylbTaTe HUX YYacTHS B
HCCIIC/IOBAaHUH B COOTBETCTBUU C HOPMATHBHBIMH TPEOOBAHUSMH.

5.8.3. Ecniu cyOBEKTHI MCCIEAOBAHMS TOTYYA0T KOMIICHCAIHIO, MOPSIIOK U CIIOCO0 KOMIIEHCAIIUMH
JOJI’KHBI COOTBETCTBOBATh HOPMATHUBHBIM TPEOOBAHUSIM.

5.9. duHaHCUpOBaHUE
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@DuHaHCOBBIE ACTIEKTHI UCCIIEOBAHUS JOJKHBI OBITh TOKYMEHTAJIHHO 0(OPMIIEHBI B BUJIE IOTOBOPA
MEX]ly CHOHCOPOM U MCCIIeI0BAaTEIeM/OpraHu3aluei.

5.10. YBenomieHne yrnoJIHOMOUYEHHBIX OPraHOB/TO0[a4ya 3asiBKM B YIIOJTHOMOYEHHbIE OPTaHbI

Jlo Hayana KIMHUYECKOIO HMCCIEAOBAHMS CIIOHCOP (MM CIIOHCOP COBMECTHO C HCCIIENOBATENEM,
€CITH 3TO MPEAYCMOTPEHO HOPMATUBHBIMU TPEOOBAHUSAMU) JAOJDKEH MOJATh B COOTBETCTBYIOIINE OPraHbI
Bce TpeOyemble 3asBKH JUISI MX PAaCCMOTPEHUs, NMPUHATHAS W/WIM TOJy4eHUs pa3pelieHHs HadaTh
uccleioBaHue (B 3aBUCUMOCTH OT HOPMAaTUBHBIX TpeOoBaHUi). Bece yBeoMiIeHNs/3asiBKH JJOJKHBI OBITh
JIaTUPOBAHBI U COAEPKATh IOCTATOYHYIO HHPOPMALIMIO IS HICHTU(PHUKALUY IPOTOKOJIA.

5.11. IloarBepxknenue paccmorpenuss ICO/HOK
5.11.1. CnoHcOp [0JDKEH MOMYYUTh OT UCCIIEA0BATENsI/OpraHu3aIin:
a) HanmenoBanue u agpec JCO/HOK uccnenoBatens/opraHuzanuu;

6) nmoarBepxaenue or DCO/HOK Toro, uro oH opranum3oBaH u aeictByer corinacHo GCP u
COOTBETCTBYIOILIEMY 3aKOHOIaTENIbCTBY;

B) JOKyMEHTaIbHO odopmiieHHOe yTrBepxkaeHue/onoopenne DCO/HOK wu, mo tpeboBaHMIO
CIIOHCOpA, KOIMHUIO TEKYIIEeH BEPCHUU MPOTOKOJA, MUCHMEHHOW (opMbl MHPOPMHUPOBAHHOTO COTIACHS U
JTFOOBIX JIPYTUX MPEJOCTABISEMbIX CYOBEKTaM MUCHMEHHBIX MaTepPHAJIOB, a TAKXKE ONMHCAHHE NCHCTBHI
[0 TMPHUBICYCHUIO CYOBEKTOB K YYacTHIO B WCCICJOBaHHM, JIOKYMEHTOB, OTHOCSIIUXCS K
IPEAYCMOTPEHHBIM JUIS CYOBEKTOB BBIIIATaM M KOMIICHCAIMSM, U JIFOOBIX WHBIX JOKYMEHTOB, KOTOPBIC
Moriu O0bITh 3aTpedoBansl DCO/HOK.

5.11.2. Ecnim DCO/H3K oO0ycrnoBiauBaeT BbIaYy CBOETO YTBEp:KICHHs/OJOOpEHUs] BHECEHHEM
U3MEHEHUI B Kakue-TM0O acheKThl HWCCICIOBaHMs, HampuMep B IPOTOKOJ, MUCBMEHHYIO (QopMmy
MH(QOPMUPOBAHHOTO COTJIACHS WIIU JIIOObIC HBIE MPEIOCTABIIIEMbIE CYyObEKTaM MMChbMEHHBIE MaTePHAaIbl
W/WIA Jpyrue MPOLEIyphbl, CIOHCOpP NOJDKEH HONYYHTh OT HCCIENOBATEINs/OpraHM3allui KOIMHU BCEX
M3MEHEHHBIX JOKYMEHTOB U JaTy MOJIydeHHOTO yTBepxaeHus/onoopenus SCO/HIK.

5.11.3. CrioHCcOp JODKEH TMONYYUTh OT HCCIENOBATENs/OpraHu3alul JTIOKYMEHTAIMI0 U JaThl
MOOBIX TOBTOPHBIX yTBepkaeHUi/onobpennit DCO/HOK, a Takke pemeHnii o0 OT3bIBE WU
MIPUOCTAHOBKE paHee BbIIAHHOTO YTBEPKACHUS/0100peHHUS.

5.12. Mudopmarust 06 uccieayeMbix IpoayKTax

5.12.1. Ilpu nnaHUPOBAHUU UCCIEIOBAHUI CIIOHCOP JOJDKEH PacIoliaraTh JOCTaTOYHBIM 00bEMOM
MOJIy4EHHBIX B JOKIMHUYECKHX H/MIU KIMHUYECKUX HCCIEAOBAaHUSAX HAaHHBIX MO O€30MacHOCTH U
3(QPEKTUBHOCTH, OINpPAaBJABIBAIOIINX IPUMEHEHHE MCCIEIYyEeMOro TPOAYKTa C HCIHOJIb30BAaHUEM
COOTBETCTBYIOIIMX ITyT€H BBEIEHUS U 03 IPU COOTBETCTBYIOIIEH AJIUTENBHOCTU U B COOTBETCTBYIOIIEH
MOIYJISILIUH.

5.12.2. CnoHcop AOKEH OOHOBIATH OpOLIIOPY HCCIEIOBATENs] MO Mepe MOJY4YEeHUS HOBOM
CylIecTBeHHOM nH(opManuu (CM. pa3zes 7 HaCTOSIIEro CTaHAapTa).

5.13. IIpon3BoACTBO, yIIaKOBKa, MapKHUPOBKA U KOJAUPOBAHUE UCCIIETYEMBIX ITPOIYKTOB
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5.13.1. Cnoncop pomkeH oOecneuuTb, 4YTOOBI HCCIEAyeMble TPOAYKTH (BKIIOYas, B
COOTBETCTBYIOLIUX CIIydasix, aKTUBHbIC Iperaparbl CpaBHEHHs M I1aned0) MMeNu XapaKTepUCTHUKH,
COOTBETCTBYIOIIME CTAgUH Pa3pabOTKH JAaHHBIX MPOJIYKTOB, ObUIM TNPOU3BEICHBI B COOTBETCTBUHU C
npuMeHUMBbIME TpeboBaHusiMu GMP 1, B COOTBETCTBYIOIIUX CIy4asiX, 3aKOAMPOBAHBI U MAPKUPOBAHbI
TakuM 00pa3oM, uTOOBl 00ECHeYuTh 3aIIUTy MapKHUpPOBKH. Kpome TOro, MapKMpoBKa JIOJDKHA
COOTBETCTBOBATh HOPMATUBHBIM TPEOOBAHUSIM.

5.13.2. CnoHcop [IOJKEH ONpPENEeNUTh Il HCCIEAYEMBIX NPOAYKTOB TEMIIEpaTypy XpaHEHMs,
YCIIOBHSI XpaHEHHs (HAmpuMep, B 3allMIIEHHOM OT CBETa MECTE), CPOK XpaHEHHs, PACTBOPUTEIH H
IPOIeIypHl U pa3BelIeHUsI M BOCCTAHOBIICHHS, a TAKXKe, €CIIM TAaKOBBIE MPEIyCMOTPEHBI, YCTPOICTBA
st BBeZeHUs1 npoaykra. CroHcop AoipkeH MHGOPMHpPOBaTh 00 3TUX TPeOOBAHUSX BCE BOBJICUCHHBIE
CTOPOHBI (HalpuMep, MOHUTOPOB, HccieoBaTesel, IPOBU30POB, JIUL, OTBETCTBEHHBIX 32 XPAHEHUE).

5.13.3. Hccnenyemble NPOIYKTHl JOJDKHBI OBITH YMAaKOBAaHBI TakK, 4TOObI MPEJOTBPATUTH HUX
3arpsA3HEHUE U 00ECIeUUTh UX COXPAHHOCTH (MPUTOTHOCTH) MPH TPAHCHOPTUPOBKE U XPAHEHUH.

5.13.4. [Insa wuccienoBaHuil, B KOTOPBIX HCIOJB3YETCA CJIENOW METOJN, CHCTEMa KOAWPOBAHMS
HCCIIEIyeMOro MPOAYKTa JIOJKHA BKIIIOYATh B ce0S MEXaHU3M, MO3BOJISIOMINM, B SKCTPEHHBIX CITydasX,
ObICTPO MACHTU(UIIUPOBATH MPOJYKT, HO, B TO K€ BpeMs, HE JOMYCKAIOMIMKA BO3MOYKHOCTH HE3aMETHO
PacKpbITh KOJ.

5.13.5. Ecnm nekapcTBeHHas (opMma HCCIEIyeMOro MNpOoAyKTa WM TpenapaTa CpaBHEHUS Ha
KJIMHUYECKOM JTare M3y4eHHs ObUla CYIIECTBEHHO HW3MEHEHa, TO JO HCIOJIb30BaHUs HOBOH
JIeKapCTBEHHON (POPMBI B KIIMHUYECKUX HCCIEIOBAHUAX IOJDKHBI OBITH MOJIyY€HBI PE3yJabTaThl JHOOBIX
JOTIOJTHUTEBHBIX UCCIIEIOBaHUI TaHHOMN JIEKapCTBEHHOW (POpMBI MpoayKTa (HampuMmep, cTaOUIbLHOCTH,
pacTBOPUMOCTH, OMOJIOCTYITHOCTH), HEOOXOAUMBIE Ul OILICHKH TOTO, CIIOCOOHBI JIM JAHHBIE M3MEHEHHS
CYIIECTBEHHO MOBIUATH HAa (PapMaKOKMHETUYECKUI TPOQHITH MPOTYKTA.

5.14. TlocTaBKa UccieayeMbIX TPOAYKTOB M IIPaBUiIa 0OpaIlleHHs ¢ HUIMH
5.14.1. CnoHcop OTBe4YaeT 3a MOCTAaBKY UCCIIEI0BATENI0/OPraHi3alH UCCIEAYEMOTO MPOTYKTa.

5.14.2. CrioHCOp HE MOJDKEH MOCTABJIATH MCCIEIyEeMbIH MPOAYKT HCCIEeI0BATEII0/OpraHu3aui 10
TeX TOp, MOKa HE MOJYYUT BCIO TpeOyeMyro MOKYMEHTalUIO (HampuMmep, YTBEpKIeHHE/0J00peHue
OCO/HOBK 1 yrmomTHOMOYEHHBIX OPraHoB).

5.14.3. IlucbMeHHBIE TPOLEAYPHl CIIOHCOPAa JMOJDKHBI BKIIOYATh B CEe0S HMHCTPYKIUH JUIS
HCCIIEI0BATENs/OpraHu3allii N0 MpaBUiaM XPaHEHUS MCCIIETYEeMOro MPOAyKTa U OOpalleHus ¢ HUM, a
TaKXKe MO BEIECHUIO COOTBETCTBYIOLICH AOKyMeHTaluu. [Iponemaypsl JODKHBI OMHMCHIBATH Oe30TMacHoOe
MOJIydeHHUE HCCIEAYEeMOro TpOJyKTa, oOOpalieHHe C HHUM, €ro XpaHeHHWE U BblAdy, HU3bIATHE
HEHCIIOIb30BaHHOTO HCCIENYeMOTO MPOJyKTa y CyOBEKTOB M BO3BpaT ero croHcopy (mbo uHOE
pacropspKeHHe  HEHUCIIOJIb30BaHHBIM — MPOJIYKTOM, €CIM  3TO  CAHKIMOHUPOBAHO CIIOHCOPOM H
COOTBETCTBYET HOPMATUBHBIM TPEOOBAHUSIM).

5.14.4. CnoHCOp JOJKEH:

a) 00ecreynTh CBOEBPEMEHHYIO MIOCTaBKY UCCIEAYEMBIX TPOIYKTOB UCCIIEI0BATENISAM;
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0) IOKYMEHTHPOBATh IIOCTAaBKH, IIOJIy4YeHHE, BBIayy, BO3BpaT M YHUYTOXXeHHE (JIMOO HHOE
pacrnopsKeHHE) UCCIIEAYyEMbIX IPOIYKTOB (CM. pa3/iel 8 HACTOSAIIEro CTaHAApTa);

B) MMETh CHUCTEMY BO3BpaTa HCCIEIyeMOTO MPOAYKTa M JOKYMEHTHPOBAHUS MOJOOHOTO U3BATHS
(HarmpuMep, 0T3bIBa OPaKOBAHHOTO MPOJIYKTa, BO3BpATa MPOIYKTA MOCIE OKOHYAHUS MCCIEIOBAHUS MU
10 UICTEYEHUH CPOKa F'OJHOCTH);

I') UMETh CHUCTEMY YHMUYTOXEHHs (JJMOO MHOTO PAaCHOPSHKEHHUS) HEHCIIONb30BAHHBIX HUCCIIEIYeMbIX
IPOAYKTOB U JOKYMEHTHPOBAHHS M0I0OHOTO YHUUTOKEHUS (JT100 MHOTO PACHOPSHKEHUS).

5.14.5. CnoHcop AOKEH:

a) IPUHATH MEPBI TI0 00ECTIEYCHHUIO CTAOUITBLHOCTH UCCIENYEMbBIX MPOAYKTOB HA MPOTSHKEHUU BCETO
MEepUO/Ia UCTIOJIb30BAHMS;

0) MMeTh JI0OCTaTOYHOE KOJIMYECTBO MCIIOJIB3YEMOTO B HCCIEIOBAHHIX HCCIEAYEMOTO MpPOAYKTa,
9YTOOBI HOATBEPANTH, B CIIydyae HEOOXOAUMOCTH, €r0 COOTBETCTBHE CHEIM(PUKALIUAM, a TAKKE BECTH YUeT
aHAJIM30B U XapaKTEPUCTUK 00pa3IOB MPOAYKTa U3 MapTUU. B 3aBHCHMOCTH OT CTaOMIBHOCTH 00pa3Iibl
JOJDKHBI OBITH COXpaHEHB! JIMOO 10 OKOHYAHUS aHANIM3a JaHHBIX 10 HCCIEIOBAHMIO, JIMOO B TEUCHHE
CpOKa, OMPEAEICHHOTO COOTBETCTBYIOIIUMH HOPMATHBHBIMH TPEOOBAHUSAMH, HCXOJIS M3 TOTO, KaKOi
NepUoJ sABJIsIeTCs: 60Jiee TUTEIbHBIM.

5.15. Hoctyn k 3anucsm

5.15.1. CrnoHcop [OJKEH NPeayCMOTPETh B MPOTOKOJE WJIM HWHOM HHUCBMEHHOM COTJIAIICHUH
00SI3aHHOCTh ~ HCCIICIOBATENIS/OpPraHu3alid  00ECIeYnTh  OPSIMOM  JIOCTYl K TEPBUYHBIM
JAHHBIM/TOKYMEHTAIUH 7S 1IeJiell MOHUTOpHUHTa, ayauTa, skcneptu3sl DCO/HOK, a Takke MHCHEKITNN
CO CTOPOHBI YIIOJJHOMOYEHHBIX OPTaHOB.

5.15.2. CrioHCOp MOJDKEH yOeAUThCS B TOM, YTO KaXKJbI CYOBEKT Jal MUChMEHHOE COoriacue Ha
OpsIMOM JTOCTYIT K €ro OpPUTMHAIBHBIM MEIUIIMHCKUM 3allUCSAM JUIS LeJleld MOHUTOPHMHIA, ayWTa,
skcnepTu3sl DCO/HDK, a Taxke MHCIIEKIMU CO CTOPOHBI YIIOJTHOMOUYEHHBIX OPTaHOB.

5.16. Mudopmanus, oTHOCSIIAsACS K 0€30MaCHOCTH
5.16.1. CnoHCcOp OTBEYaeT 3a MOCTOSHHYIO OLIEHKY 0€301MaCHOCTH HCCIIETYyEMBIX TPOIYKTOB.

5.16.2. CrnoHCOp [IOJDKE€H HE3aMEUIMTENIbHO YBEAOMHUTh BCEX 3aHATHIX B HCCIEAOBAHUMU
UCCIIeIOBATENIe/OpraHu3aliii, a TaKKe YIMOJHOMOYEHHBIE OpPraHbl O IMOJYYEHHBIX JAaHHBIX, KOTOPHIE
MOTYT HEONArompusiTHO OTPa3uUThCA Ha OE30MaCHOCTH CYOBEKTOB, TOBIHATH HAa MPOBEIACHHE
UCCIeIoBaHus MO0 U3MEHUTH yTBepkaeHne/onooperne ICO/HIK Ha npopomkeHne ucciae10BaHusl.

5.17. CooOuieHus 0 HEKENATENbHBIX PEaKIUsIX

5.17.1. CrioHCOp MO/DKEH B BO3MOXKHO 0o0Jiee KOPOTKHH CpPOK COOOIIAaTh BCEM YYacTBYIOIIMM B
uccleioBaHuM  uccrnepoBatensm/opranmzammsiv, JCO/HOK, rme 9310  TpebOyercs, a  Takke
YIIOJTHOMOYEHHBIM OpraHaM 000 BCEX HEXEJIaTebHBIX PEeakIHsIX, KOTOpbIE OJHOBPEMEHHO SBIISIOTCS
CephE3HBIMU U HEMIPEIBUICHHBIMHU.
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5.17.2. Takue B3KcIpecc-OT4EThl JOJDKHBI COOTBETCTBOBATH HOPMATHBHBIM TpPEOOBaHHUAM H
pykoBoncTBy ICH "OreHka AaHHBIX TO KIMHHYECKOW O€30TacCHOCTH: TEPMHUHOJOTHS U CTAHIAPTHI
9KCIIPECC-OTYETHOCTH" .

5.17.3. CnoHcop OJDKEH MPEACTABIATH HA PACCMOTPEHUE YIIOJTHOMOYEHHBIM OpraHaM BCE HOBBIE
JaHHBIE W TEPUOJMYECKHE OTYEThl MO OE30MacCHOCTH HCCIEAYEeMOTO MpPOAYKTa B COOTBETCTBUU C
HOPMaTUBHBIMH TPEOOBAHUSMH.

5.18. MonutopuHr

5.18.1. Lens

[esbt0 MOHUTOPUHTA HCCIIE0OBAHUS SBISIETCS IIPOBEPKA TOTO, YTO:
a) mpasa u Ojaromnoyyyne cyObeKTOB 3alUILEHBI;

0) mpeacTaBlICHHBIC JAaHHBIC SIBISIOTCS TOYHBIMU, MOJHBIMH M TOATBEPXKIAIOTCS IEPBUYHOM
JNOKyMEHTaLUEN;

B) HCCIEJOBaHUE TPOBOJUTCA B COOTBETCTBUM C YTBEPXKIECHHOM TEKylleW Bepcueit
npoTokosa/monpaBok, GCP 1 HOpMaTUBHBIMH TPEOOBAHUAMHU.

5.18.2. Be1OOp MOHUTOPOB M UX KBAJTU(HKAIIHS
a) MOHUTOPBI TOJDKHBI HA3HAYATHCS CIIOHCOPOM.

6) MOHUTOPBI TOJIKHBI UMETh COOTBETCTBYIOIIYIO TIOJITOTOBKY, a TaKkKe 001aaTh HAYYHBIMU H/UIIH
KJIMHUYECKUMH 3HAHUSAMH, HEOOXOAUMBIMU JIsl IPOBEICHUS HAJUIeKAIETO MOHUTOPUHTA UCCIIEIOBAHMUS.
KBanudukanyus MOHUTOPOB JIOJDKHA OBITH MOATBEPIKJICHA JOKYMEHTAIBHO.

B) MOHHTOPBI TOJDKHBI JIETaJIbHO 3HATh MUCCIIEAYEMbIE NMPOIYKTHI, MPOTOKOJ, MUCbMEHHYIO (opMy
MH(GOPMHUPOBAHHOTO COTJIACHS M BCE JPYTrue MpeaocTaBisieMble CyObeKTaM MHCbMEHHBIE MaTepHallbl,
COII cnioncopa, GCP 1 HopmaTUBHBIE TPeOOBAHUSI.

5.18.3. O6bem u coaepkaHue MOHUTOPUHTA

CrnoHCcOp JOJDKEeH o00ecneunTh HaAIeKalluid MOHUTOPHHI HccienoBaHuid. CHOHCOp JOJDKeH
OTIpeNIeNUTh HE0OX0AMMbIe 00BEM U COJEp)KaHNEe MOHUTOPHHIA UCXO/s U3 IIeJIeH, 3a/1a4, METOI0JIOTHH,
CJI0’)KHOCTH, MaCKUPOBKH, 00beMa M OIICHWBAEMBIX ITapaMeTpoB HccienoBanus. [lo obuiemy mpasuiy, C
LEJIbI0 MOHMTOpPWHra TpedyeTcss MoceulaTh HCCIeA0BAaTeNbCKUE IIGHTPHl /10, BO BpeMs U TOCIHE
OKOHUYaHus uccienoBaHus. OAHAKO B HUCKIIOYMTEIBHBIX CIIy4asX CIOHCOP MOXKET pElIUTh, YTO
MOHUTOPUHI O€3 BH3UTOB B HCCIEIOBATEIbCKUE IEHTPHl B COYETAHWH C TAKUMH IPOLEAYypaMH, Kak
TPEHUHT U TMPOBEJCHUE COBEUIAHUN HCCIel0oBaTeNel, MPeJOCTaBIeHHEe UM IMOJPOOHOTO MHCHMEHHOTO
PYKOBOJICTBA MOYKET TapaHTUPOBAHHO OOECIEUYUTh HaJUIeXKallee MPOBEJICHHE MCCICIOBAaHUSI B
coorBerctBUM ¢ GCP. Cratuctuyecku oOTmpeaenseMble KOHTPOJIbHBIE BBIOOPKM MOTYT CIYKUTh
MPUEMIIEMBIM METOIOM JJIsl 0TOOpa MPOBEPSAEMBIX JAHHBIX.

5.18.4. O0s13aHHOCTH MOHUTOPA
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MoHHUTOpP, B COOTBETCTBHHM C TpPEOOBAHMSIMH CIOHCOPa, JOKEH OOeCHeunTh HaajexKalee
MPOBEJICHUE U TOKyMEHTalIbHOe odopmiieHne uccienoBanus. C 3TOi 1eTbI0 MOHUTOP, KOT/Ia YMECTHO U
HEOOXOIMMO C YYETOM KOHKPETHOTO WCCICJIOBAHMS W HCCIEIOBATEIbCKOTO IICHTPA, BBITIOTHSET
HIDKETIEPEUUCIICHHbIE JEHCTBUS:

a) BBICTYHaeT B Ka4Y€CTBC OCHOBHOTI'O CBA3YIOLICTO 3BCHA MCIKAY CITIOHCOPOM H UCCICAOBATCIICM.

0) IlpoBepsieT B Hayalle W Ha MPOTSHKEHWH BCETO HCCIECIOBAaHUS aJIEKBATHOCTh KBaTH(UKAIIUU U
pecypcoB uccnenoBarens (cMm. 4.1, 4.2, 5.6), a Takke JOCTATOYHOCTh JIsi OE30TACHOTO U HAJUISKAIIETO
MIPOBEJICHUS] UCCIIEIOBAHUS UMEIOIIUXCS JIIOJICKAX U MaTEepHAIBHBIX PECYpPCOB, BKIIOYas J1abopaTopuw,
o0opynoBaHUE U MIEPCOHAT.

B) B oTHOIIEHNN HCClieyeMbIX TPOAYKTOB MOHUTOP MPOBEPSIET CEAYIOLIEE:
1) cpoku U ycoBUsI XpaHEHUs TPUEMIIEMBI U KOJIMYECTBO JIOCTATOYHO J0 KOHIIA UCCIIEJOBAHUS;

2) uccneayeMble MPOAYKTHI MOJIY4alOT TOJBKO Te CYOBEKTHI, KOTOPBIM OH Ha3HaueH, U B JI03aX,
YCTaHOBJICHHBIX ITPOTOKOJIOM;

3) cyObekTamM MpeaoCTaBlIeHbl HEOOXOJWMBbIE HWHCTPYKIUH IO MPAaBUIBHOMY HPUMEHEHHIO
HCCIIeyeMbIX TPOAYKTOB, 0OpaIleHHIO ¢ HUMH, UX XPaHEHUIO M BO3BpaTY;

4) mosyyeHue, MPUMEHEHHE U BO3BpAT MCCIEAYEMBIX MPOJYKTOB B HMCCIIEIOBATEIHCKOM IEHTpE
TOJKHBIM 00pa30M KOHTPOJIUPYIOT B 0(OPMIISIOT TOKYMEHTAIBHO;

5) yHuutoxeHue (JIMOO WMHOE pacloOpsHKEHHE) HEHCIOJIb30BAHHBIX MCCIEIYEeMBIX IMPOJYKTOB B
HCCIIEIOBATENIbCKOM LIEHTPE OCYIIECTBISIIOT B COOTBETCTBUM C HOPMATUBHBIMHM TPEOOBAHUSMH U TIO
COTJIACOBAHUIO CO CIIOHCOPOM.

r) [IpoBepsier coOmo/ieHHE HCCIIENOBATENEM YTBEPKICHHOTO MPOTOKOJA M BCEX YTBEP)KICHHBIX
IIONPAaBOK K HEMY, €CJIM TaKOBbIE UMEIOTCSI.

n) IlpoBepsier, 4yTOOBI MUCHMEHHOE MH(DOPMUPOBAHHOE COTJIACHE KAXKJIOro CyObeKTa ObLIO
MOJIyYEHO JI0 Hayajla yYacTHsI B UCCIIEJOBAHUHU.

e) OGecrieunBaeT HAIUYKME y UCCIENOBATENs TEKYIIeH pefakuuu OpOoIIIOpbl MCCIEI0BATEN, BCEX
ApYruxX JOKYMEHTOB M MaTepHUajoB, HEOOXOAMMBIX MJIsi TMPOBEACHUS HCCICAOBAHUS HaJISKAIUM
00pa3oM 1 B COOTBETCTBUHU C HOPMATUBHBIMU TPEOOBaHHUSIMH.

k) OOecrieunBaeT TO, YTOOBI HCCIENOBATENb U €0 COTPYAHUKHU, 3aHATHIC B MCCIEIOBAHUH, OBLITH
J0CTaTOYHO HH(POPMHUPOBAHBI 00 UCCIICIOBAHUH.

3) IlpoBepsieT, uTOo HMccaenoOBaTENb U €r0 COTPYIHUKH, 3aHSTHIE B MCCIEAOBAHUU, BBINOJIHSIOT
CBSI3aHHBIE C MHCCIEJOBAHUEM OOS3aHHOCTH B COOTBETCTBUU C TMPOTOKOJIOM U BCEMHU JPYTUMHU
MUCHbMEHHBIMU COTJIAIICHUSIMH MEXJy CIIOHCOPOM M HCCJeNoBaTelIeM/OpraHn3alueil 1 He TepenaroT
BBITIOJTHEHUE CBOUX (DYHKIIUI HEYIIOJTHOMOYECHHBIM JIUIIAM.

n) IlpoBepsier cobmiopeHne HccienoBaTeIeM KpUTepueB OTOOpa NMpU BKIIOUEHHH CYOBEKTOB
UCCIICIOBAHUSL.
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k) Coo01aeT o ckopocT Habopa CyOBEKTOB B UCCIIEIOBAHUE.

1) IIpoBepsieT NpaBMIIBHOCTb, MIOJHOTY U CBOEBPEMEHHOCTh PETUCTPALIMU JAHHBIX B NEPBUUYHBIX U
OPYTMX OTHOCSIIUXCS K UCCIIENOBAHUIO JOKYMEHTAX, a TAKXKe MOPSIAOK UX BEJICHUS.

M) IIpoBepsieT, yTo UccaenoBaTeNb NPEAOCTABISAET BCe TpeOyeMble OTUETHI, YBEIOMIICHUS, 3aIPOCHI
U TOAOOHBIE JOKYMEHTHl M YTO OHHM SBJSIIOTCS TNPABWIBHBIMM, IIOJIHBIMH, CBOEBPEMEHHBIMH,
pa30opUUBBIMH, TaTHPOBAHBI U UACHTH(PHUIMPYIOT UCCIIEOBAHNUE.

H) IIpoBepseT mpaBUIBHOCTH M MONHOTY JaHHBIX B MPK, nmepBUYHBIX NOKyMEHTax M JAPYrux
OTHOCSIITMXCSL K MCCIEIOBAaHMIO 3alMCAX IYyTEM COIMOCTABICHHUS HUX Mexay coboil. B ocobGennocrwy,
MOHUTOP JOJDKEH IIPOBEPUTH CIIEAYIOLIEE:

1) mpaBUIBLHOCTH BHECEHHSI TPEOYEMBIX MPOTOKOIOM JMaHHBIX B IPK 1 BX cOOTBeTCTBHE aHHBIM B
MEPBUYHOMN JOKYMEHTALINH;

2) nroOble M3MEHEHUS JI03bI W/WIIM TEPalUM YETKO JOKYMEHTAJIbHO O(MOPMIISIFOTCS YIS KaXKI0TO
CyOBEKTa HCCIIET0BAHNUS;

3) HeXenaTtenbHBIC SBJICHHS, COIYTCTBYIOIIEE JICUCHHE W HMHTEPKYPPEHTHBIE 3a00JIeBaHUS
peructpupytotcs B IPK B cooTBETCTBHM € MPOTOKOJIOM;

4) mpormnymieHHble CyObeKTOM BU3UTHI, HEPOBEACHHBIE aHAIN3bI U HEBBIOJHEHHbBIE 00CIEI0BaHU
scHO oTpaxkeHbl B IPK kak TakoBbI€;

5) Bce cly4ad HUCKIIIOUCHHsI W BBIOBIBAHHS CYOBEKTOB M3 HCCJCIOBAHUS 3apETUCTPUPOBAHBI H
00bsicuennl B UPK.

o) CooOmaer wuccrnemoBateno o 0ObIX gonymieHHbIX B HWMPK  ommbkax, mnpomyckax H
HEpa300pYMBBIX 3amHCsSX. MOHUTOpP JIOJDKEH TMPOCIEAWTh 32 TEeM, YTOOBI COOTBETCTBYIOIIHE
WCIIPABIICHUS, NOOABIICHUS WJIM BBIUCPKUBAHUS OBbUIM CHAETAHBI, JAaTUPOBAHBI, OOBSICHEHBI (ECIu
HE0OXO0IMMO) W MOAMMCAHBI CAMUM HCCIIEI0BaTeIeM OO0 YIIOJTHOMOYCHHBIM Ha TIOJITUCAHHE 33 HETO
m3MeHenuii B MIPK uneHoMm wMccClienoBaTeNnbCKOro KOJIICKTHBA. JlaHHBIC IMOJTHOMOYHS JIOJKHBI OBITH
3aKpEIUIeHbl JOKYMEHTAIbHO.

n) [IpoBepsieT coOoieHne CPOKOB COOOIIECHHS O HEXKENAaTeNbHbIX ABICHUX, onpeneneHHbx GCP,
npoTokosiom, DCO/HDK, cioHcopoM 1 HOPMAaTUBHBIMU TPEOOBAHUSAMHU.

p) IlpoBepsier BeaeHME HCCIENOBATENEM OCHOBHBIX JOKYMEHTOB (CM. pasfes 8 HacTOSILIEro
CTaH/apTa).

c) CooOmaer wuccienoBarento 00 oTkimoHeHUsix or mpotokona, COIL, GCP u HOpMaTHBHBIX
TpeOOBaHMIA, a TaKKe MPEINPHHUMACT HEOOXOAUMBIC NEHCTBUS C IO MPEAOTBPATUTH IMOBTOPCHUE
10100HBIX OTKJIIOHEHHUH.

5.18.5. Tlpouexypsl MOHUTOPHHTA

MonuTop nomkeH cobmonars nucbMeHHble COIl croHcopa, a Takke MPOLEAYphl, CIEHUAIBHO
OTIPEIENIEHHBIE CIOHCOPOM JJI1 MOHUTOPHUHI'Aa KOHKPETHOTO MCCIIEI0BaHUS.
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5.18.6. Otuer MoHUTOpA

a) Ilocne xaxaoro BH3UTa B MCCIENOBATEIbCKUN LEHTP MU CBSA3aHHOTO C HCCIIEIOBAaHUEM
KOHTAaKTa MOHUTOP JOJLKEH IPEICTABUTh CIIOHCOPY ITUCbMEHHBIN OTYET.

6) Otuerbl JOJKHBI BKJIIOYaTh B ceOs JaTy, HaMMEHOBAaHHE IIEHTPa, MM MOHHUTOpA, MM
HCCIIEA0BATENS] WINM UHOTO JIMLA, C KOTOPBIM COCTOSUICS KOHTAKT.

B) OT4YeTHl JOJDKHBI COJEPKATh KPATKOE OMHCAaHHE OOBEKTOB MPOBEPKH, COOOIIEHHE MOHUTOPA O
CYIIECTBEHHBIX JIaHHBIX/(AKTaX, OTKIOHEHUSX H HEJOCTaTKaX, BBIBOJbI, OINHCAHHE JEHCTBUI,
NPEINPUHATHIX JINOO MIAHUPYEMbIX H/MIIN PEKOMEHIYEeMbIX JUIs oOecrieueHus coOoaeHus TpeOoBaHUM
npotokosia, GCP 1 ynoJIHOMOUYEHHBIX OPraHOB.

r) IIpoBepka cmoHCOpOM OT4YeTa W TOCIEOYIOIIME JEHCTBUS IO HEMY JOJDKHBI OBITH
JOKYMEHTAIBHO 0()OPMIICHBI YITOJIHOMOYEHHBIM MPEACTaBUTENIEM CIIOHCOPA.

5.19. Aymut

[Ipu mpoBeneHnH ayauTa B MpeAeiax Mep, HalpaBlIEHHBIX Ha oOeclieyeHHe KauecTBa, CIIOHCOPBI
JOJDKHBI YYUTBIBATh:

5.19.1. Lens

Lenbl0 CIOHCOPCKOTO ayAuTa, MPOBOAMMOTO OT/AEIBHO M HE3aBHCUMO OT PYTHHHBIX (DYHKIIHIA IO
MOHHUTOPUHIY M KOHTPOJIIO KauecTBa, SIBISIETCS OLIEHKAa COOTBETCTBUS MPOBOJUMMOTO HCCIIEIOBaHUS
npotokoiy, COIIl, GCP 1 HOpMaTHUBHBIM TPeOOBAHUSIM.

5.19.2. BeiGop 1 KBamupHUKAIUA ayIUTOPOB

a) I[JIH HpOBe,Z[eHI/IH ay;[HTa CHOHCOp JOJIZKCH HAa3HA4YUTHh JIMI, HC3aBUCHUMbIX OT KIMHHYCCKUX
HUCCIIENOBAaHUM.

0) CnooHcop 00s3aH yIOCTOBEPUTHCS B TOM, 4YTO ayJUTOPhl OONATAIOT JOCTATOYHOM
KBaJTU(HUKAIMEH, T.e. TMOATOTOBKOW M OTBITOM, JUISi MPOBEACHHUS ayauTa HaJISKAIUM 00pa3oM.
KBanudukanus ayquropa 10/0KHA ObITh TIOATBEPIKICHA JOKYMEHTAIBHO.

5.19.3. Tlpouenypsl aynuta

a) CrioHCcOp J0JDKEH yOeAUThCs, YTO ayAuT KIMHUYECKHX HCCIEIOBAHUNA/TIPOrpaMM MPOBOJUTCS B
COOTBETCTBUHU C INMHUCHBMEHHBIMH IPOLEAYPAMH CIIOHCOPA, ONPENSNSIONMMI OOBEKT ayquTa, METObI
MIPOBECHUS ayUTa, YaCTOTY ayAUTOB, a TaKke (JOpMy U COJIep)KaHUE OTUYETOB 00 ayauTe.

6) Pa3paboTaHHBII CHOHCOPOM IJIaH ayAWTa U MPOILEIYPbl ayIuTa MCCIEAOBAHUS JOJDKHBI OBbITH
OIIPENEICHBl 3HAYMMOCTBIO JAHHOIO HCCIEAOBAHMS U NOJA4YU 3a8BOK B YIOJHOMOYEHHBIC OpraHbI,
KOJIMYECTBOM CyOBEKTOB, YYAaCTBYIOUIMX B MCCIECJOBAHUU, TUIIOM M CIOKHOCTBIO HCCIIEIOBaHMA,
CTETIEHBIO PUCKa JJIsi CyOBEKTOB MCCIEOBAHUS, @ TAK)KE JOJDKHBI OBITh MPUHSATH BO BHUMAaHUE JIFOObIE
BBISIBJICHHBIE TIPOOJIEMBI.

B) 3aMevaHus M BBIBOJIBI ay/IUTa JIOJKHBI OBITH 0(OPMIICHBI TOKYMEHTAJIBHO.
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r) s coxpaHeHHs] HE3aBUCUMOCTH M LIEHHOCTH (DYHKLIMHU ayAWTa YIOJIHOMOYEHHbIE OpPTraHbl HE
JOJDKHBI B PYTHHHOM TIOPSIIKE 3allpallliBaTh OTYETHl 00 ayAuTe. YIOJHOMOYEHHBIE OpPraHbl MOTYT
oOpamiatbcss 3a JIOMMYCKOM K OT4YeTaM OO0 ayaWTe, €cld HUMEIOTCS CBHJCTEIbCTBA CEPHE3HOTO
HecootBercTBUS GCP, ninu B cityyae cyieOHbIX pa30upaTenbCTB.

n) Ecmm 310 TpeOyeTcsi COOTBETCTBYIOIIMM MECTHBIM 3aKOHOJATEITHCTBOM WIIM TIOJ3aKOHHBIMHU
aKTaMU, CIIOHCOP JOJDKEH MPEICTABUTH CBUIETEIBCTBO O MIPOBEACHHOM ay/IUTE.

5.20. HecoOnroenne npuMEeHUMBIX TpeOOBaHUN

5.20.1. Hecob6monenue mpotokona, COIl, GCP wu/umm COOTBETCTBYIOIIUX HOPMATHUBHBIX
TpeOOBaHMN UCCIenoBaTeNIeM/OpraHu3aueid  WIM  COTPYAHHMKOM CIIOHCOpa JIOJDKHO BECTH K
0e30TIarareyIbHbIM HeﬁCTBHHM CIIOHCOpa, HAITPpAaBJICHHBIM Ha obOecrieyeHne ux COGJIIO,Z[CHI/IH.

5.20.2. IIpu oOHapyXeHHH B XOJ€ MOHUTOPHHIA WM ayIUTa CEPhE3HBIX W/WIN TMOBTOPSIOMIMXCS
cllyyaeB HECOOIIO/IEHHs] MPUMEHUMBIX TPEeOOBaHMI CO CTOPOHBI HCCIICAOBATEIIS/OPraHU3alul CIIOHCOP
JOJDKEH TPEKpaTUTh ydyacTHe HcCcieloBaTessi/opraHu3aul B HccienoBaHud. Eciam  ydactue
HCCIIEI0BATENIs/OpraHu3allii MIPEKPAIIEHO B PE3yJIbTaTe CEPbE3HbIX W/MIU TOBTOPSIOMIMXCA CIIy4acB
HECOOJIIOJICHNsI TMPUMEHUMBIX TPeOOBAaHUM, CIIOHCOP JOJDKEH Oe30TiaraTelibHO YBEAOMHUTH 00 3TOM
YIIOJTHOMOYEHHBIE OPTaHBbI.

5.21. JlocpouHoe MpeKpalleHne uiu MPHUOCTaHOBKA MCCIIETIOBAHUS

Ecnmu  wuccnenoBanue  JOCPOYHO — MPEKPALCHO WM TPUOCTAHOBJICHO, CIIOHCOP  JOJDKEH
HE3aMEJIUTENbHO COOOLIUTh HCCIEOBATENIIM/OPraHn3alusM ¥ YIOJHOMOYEHHBIM OpraHam o
MPEKpaIleHu! WM TPUOCTAHOBKE, a TaKXkKe YKa3aTh MPUYMHBI MPEKPALICHUS WM MPUOCTAHOBKH.
OCO/HOK  rtakxke TOJIKEH OBITH HEMEJIEHHO UH(POPMHUPOBAH CIIOHCOPOM I
ucclieioBaTeNieM/opranu3aniei (B COOTBETCTBUM C HOPMATUBHBIMU TPEOOBaHHUSIMH), B TOM YHCJE U O
NPUYMHAX MPEKPAIICHUS WM TPUOCTAHOBKH MCCIICOBAHUSL.

5.22. Otyer 0 KIMHUYECKOM UCCIIEJOBAHUU/UCIIBITAHUM

HezaBucumo ot Toro, ObUIO JIM HCCIIEAOBAHHE 3aBEPIICHO IO TMPOTOKOIY MJIM MpPEKpalieHo
JIOCPOYHO, CIIOHCOP JOJKEH 00eCHeUnTh COCTABJICHUE U MPEAICTABICHUE B YIOJTHOMOYEHHBIE OpraHbl (B
COOTBETCTBUU C HOPMATHUBHBIMH TpPEOOBAaHUSMM) OTYETOB O KIMHUYECKOM HccienoBaHuu. CroHcop
TaKXe JIOJDKeH 00eCIeYnTh COOTBETCTBUE OTUYETOB O KIIMHUYECKOM HCCIIEIOBAHUH, BXOIINX B COCTaB
3asiBKM Ha perucrpaunuio, crasgapram pykosojactBa ICH "Crpykrypa M coaepkaHHE OTYETOB O
KIIMHUYECKOM HCCIIEI0OBAaHUM".

IIpumeuanne - PykoBoxactBo ICH "Crpykrypa u colepkaHuE OTYETOB O KIMHUYECKOM
UCCIIeIOBaHUH" YKA3bIBACT, YTO B OT/AENIBHBIX CIy4asiX MOTYT ObITh IPUEMIIEMbI COKPAILICHHBIE OTYETHI.

5.23. MHOro1eHTPOBbIE UCCIIETOBAHMS
[Tpr MHOTOLIEHTPOBBIX UCCIETOBAHMIX CIOHCOP JOJDKEH 00ECIIEUYUTh CIIEAYIONIee:

5.23.1. Bce uccnenoBareny NpPOBOIAT MCCIEAOBAHUE B CTPOrOM COOTBETCTBHM C IPOTOKOJIOM,
COTJIACOBAHHBIM ~CO  CIIOHCOPOM M, e€clii TpeOyeTcs, C YIOJIHOMOYEHHbIMM OpraHamMu |
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yTBepkIeHHbIM/0100peHHbIM DCO/HOK.

5.23.2. UPK pa3paboransl TakuM oOpa3oMm, 4ToObl coOpaTh Bce TpeOyeMble TaHHBIE M3 BCEX
LIEHTPOB, YYaCTBYIOIIMX B MHOTOLIEHTPOBOM HCCJEIOBaHMU. TeM uccienoBaTensiM, KOTOpble COOMPAIOT
JOTIOJTHUTEIbHBIE — JIaHHBIE, JIOJDKHBI OBITh TaKkXke TpeAocTaBieHbl jgonoiHutensHeie  VPK,
pazpaboTaHHbIe U cOOpa JOMOTHUTEIbHBIX JaHHBIX.

5.23.3. O0s13aHHOCTH HCCIE0BATENECH-KOOPAMHATOPOB U APYTUX UCCIIEOBATENEH JOKYMEHTAIBHO
3aKperIeHbl 10 Havyalla UCCIeIOBAHUSI.

5.23.4. Bcem uccrnenoBarensiM NpeoCTaBlIeHbl HHCTPYKIIUH 110 COOJIOZICHUIO MTPOTOKOJIA, eIUHBIX
CTaHJApPTOB OLICHKH KITMHUYECKHX M Ja0OpaTOPHBIX JaHHBIX, a Takke 1o 3anoaHernio MPK.

5.23.5. CBs3b MeX Ay UCCIEA0BATEISIMU HE 3aTPy/IHEHA.

6. [IpOoTOKOJI KIMHMYECKOTO UCCIIEAOBAHMS U NIOTIPAaBKU
K IIPOTOKOITY

[To obmemy mpaBuily, COAEpKAaHHUE MPOTOKOJIA MCCIEAOBAHUS JOJDKHO UMETh YKa3aHHYIO HHXKe
cTpykrypy. OnHako wuH(OpMaIus, HMENas OTHOLICHHE TOJIBKO K OJHOMY HCCIEI0BATEIbCKOMY
LEHTPY, MOXET OBITh IpEACTaBI€HA HA OTIECNIBHBIX CTPAHMLAX MPOTOKOJA WM COJACPXKAThCS B
OTJENILHOM COTJIAIIICHUH, a YaCTh MPUBEICHHON HIDKE MHPOPMALIUN MOXKET TaK)Ke COJePKATHCS B IPYTUX
JOKYMEHTaX, CCBUIKH Ha KOTOPbIe UMEIOTCS B IPOTOKOJIE, HAIIPUMEP B OPOLIIOpE UCCIIEAOBATENS.

6.1. O6mas nadopmarms

6.1.1. Ha3Banue mpoTokoJia, HICHTU(PUKAIMOHHBIA HOMEp NMPOTOKOJa M Jara. Jrobas mompaBka
TaKKe JOJDKHA UMETh HOMEp MOIIPaBKU U J1aTy.

6.1.2. HaumeHoBaHMe/UMs U aJJpec CIIOHCOPAa U MOHHUTOPA (€CIH OHU PA3TUYAIOTCS).

6.1.3. VM 1 IOJDKHOCTB JIUL, YIIOJHOMOYEHHBIX OT MMEHU CIIOHCOpA MOANMCHIBATH NMPOTOKOJ U
IIOIIPABKU K IIPOTOKOILY.

6.1.4. Vms, NODKHOCTB, ajJpec M HOMEp TeledoHa HA3HAYEHHOTO CIIOHCOPOM MEIMLIMHCKOTO
9KCIEPTA 10 JAHHOMY MCCIIEJOBAHMUIO.

6.1.5. ImMs 1 JOJDKHOCTH MCCIEOBATENEH, OTBEYAIOIINX 33 MPOBEACHUE HCCIECIOBAHUSA, a TAKXKE
azipeca 1 HoMepa TeneOHOB KIMHUYECKUX IIEHTPOB.

6.1.6. VM, 10JKHOCTD, aapec U HOMep TenedoHa KBaTU(HUIIMPOBAHHOTO Bpaya, OTBEYAIOIIETO 32
MIPUHATHE BCEX PELICHUIM MEIUIIMHCKOTO XapaKTepa (€Cciu JaHHOE JIMLO HE SBISAETCS HUCCIEA0BATEIEM).

6.1.7. HaumMeHoBaHMA M ajpeca KIMHUYECKUX JaOOpaTOpHil M JAPYTUX MEIUIUHCKHX W/WIH
TEXHUYECKUX CIYXO M/WIIK OpraHu3alyii, BOBICUEHHBIX B HCCIIEIOBAHUE.

6.2. O00CHOBaHUE UCCIIEAOBAHUS

6.2.1. HazpaHue u onucaHue UCCIeayeMbIX IPOTYKTOB.
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6.2.2. CBOIHO€ H3JIOKEHUE IOTEHIHMAIBHO HMEIOIIMX KIMHUYECKYIO 3HAYUMOCTb PE3YJIbTATOB
JTOKITMHUYECKUX HCCIIECIOBAHUM, a TakKe pe3yJlbTaTOB KIMHUYECKUX HCCIEIOBAaHUN, 3HAYMMBIX IS
TAHHOTO UCCIIEJIOBAHUSI.

6.2.3. Kparkoe omMcaHHe H3BECTHBIX W IOTCHIUAIBHBIX PHCKOB M TMOJIB3bI Ui CYOBEKTOB
HCCIIEIOBAHUS, €CIIU TAKOBBIE UMEIOTCSI.

6.2.4. Onucanue 1 000CHOBAaHUE CIIOCOOA BBEACHUS, JTO3UPOBKH, PEXUMa JO3UPOBAHUSI U Kypca
JICUCHHUS.

6.2.5. YkazaHue Ha TO, 4TO UCCIIeIOBaHNE OYAET MPOBOIUTHCA B COOTBETCTBUH C TpoTokosom, GCP
Y HOPMATUBHBIMU TPEOOBAHHSIMHU.

6.2.6. Onucanue uccieryeMoin MOy IsLHUN.

6.2.7. CcbulKM Ha JIUTEpATypHblE MCTOYHMKM M JAHHBIE, CYILECTBEHHBIE NJIS HCCIEIOBAHUS M
MpEeJCTaBISAIOMNE CO00H 000CHOBaHUE TAHHOTO MCCIIEIOBAHMUS.

6.3. llenu u 3aga4u UCCICAOBAHUS
JleTaqpHOE ONHCaHUE LICIeH 1 3a/1a9 UCCISIOBaHM.
6.4. JluzaiiH ucciaeaoBaHus

Haquaﬂ OGOCHOBaHHOCTB HCCIICOAOBAHUA U ,Z[OCTOBepHOCTB HOHy‘IeHHBIX B UCCJICOOBAHUU JTAHHBIX
CYH_[CCTBCHHO 3aBUCIAT OT ,Z[H3aﬁHa HCCIICIOBaHUA. OHI/ICEIHI/IC ,Z[HSaﬁHa HCCICOOBAHUA NOJIPKHO BKJIHOYATH
B ceOst:

6.4.1. VYka3zaHue OCHOBHBIX M JIONOJHUTEIBHBIX (IIPM HAJIUYMM) HCCIEIYEMBIX IIapaMeTpoOB,
KOTOpBIE OyJyT OLIEHUBATHCA B XOJ1€ UCCIIETOBAHMS.

6.4.2. Onwucanue TUNA/AU3aiiHA TPOBOJMMOIO HCCIEIOBaHMS (HAampUMep, [BOMHOE Cleroe,
1ae00-KOHTPOIUpyeMOoe, apaiebHoe) U TpaduIecKyl0 CXeMy Ju3aiiHa UCCIeI0BaHus, MPOLEayp U
STAIIOB UCCIIEIOBAHUS.

6.4.3. Onucanue Mep, HANPaBICHHBIX HA MHUHUMH3AIUIO/UCKIIOYEHUE CYOBEKTHBHOCTH, B TOM
YuCIe:

a) paHJIOMU3AIlIH;
0) cienoro MeToaa/MacKupOBKH.

6.4.4. Onucanue HMCHOJb3yeMOIO0 B MCCIICOBAHUU JICUCHHUS, JO3UPOBKU U CXEMbl NMPUMEHEHUS
UCCIIETyeMbIX TMPOMYKTOB. Takke BKIIOYaeT B ce0s OMHMCAHWE JICKApPCTBEHHOW (OPMBI, YIMAKOBKH M
MapKUPOBKH HCCIEAYEMBIX MPOIYKTOB.

6.4.5. Oxupaemas NPOJOJDKUTEIBHOCTh YYacTHsl CYOBEKTOB B HCCIICAOBAHUH, OIHMCaHHE
MIOCJIEOBATEIPHOCTY U NIPOJOJDKUTEIBHOCTH BCEX IEPHOJOB HCCIEIOBAHMS, BKIIOYas MEPHUOJ
MOCIIEYIOLIET0 HAOIIOICHNS, €CITU TAKOBO MPETyCMOTpPEH.
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6.4.6. Onucanue "MpaBuJl OCTAHOBKU" MM "KPUTEPHEB MCKIIOUEHUS" Ul OTIENIBHBIX CYOBEKTOB,
qyacTel UCCIIEI0OBAHUS WIN UCCIIEJOBAHMS B LIEJIOM.

6.4.7. Ilpouenypsl yuera UCCIeAyeMbIX MTPOJYKTOB, BKIIIOUAs, PU HAJMYUH, TUIAIe00 U Mperaparsl
CpaBHEHHS.

6.4.8. XpaHeHne paHJOMH3ALMOHHBIX KOJ0OB U IPOLEAYPHI UX PACKPBITHSL.

6.4.9. IlepeueHp BceX [aHHBIX, perucTpupyembix Hemnocpencteenno B HMPK  (t.e. ©0e3
IIPEIBAPUTENILHON 3allMCH B IMCbMEHHOM WJIM 3JEKTPOHHOM BHJIE) U PAacCMaTpPUBAEMBIX B KaueCTBE
NIEPBUYHBIX JaHHBIX.

6.5. OT60p U UCKITIOUEeHUE CYOBEKTOB
6.5.1. Kputepuu BKIIIOYEHHUS CYOBEKTOB.
6.5.2. Kputepuu HEBKITIOUCHHS CYOBEKTOB.

6.5.3. Kpurepuun WuCKIIOUYEHUS CYOBEKTOB (T.€. OCHOBAHHUS TPEKPAIICHHUS MPUMEHCHUS
HCCIIETyeMOT0 TIPOYKTa/UCCIeAYEMOTO JICUCHHUS ), @ TAKXKE MPOLIEAYPHI, ONPEACTSIONIHE:

a) KOrJla M Kak CyObeKTOB UCKIIIOYaTh U3 UCCIICAOBAHMSI/IEUEHHUS UCCIIEYyEMBIM MTPOIYKTOM;
0) Kakue aHHbIC ¥ B KAKHE CPOKHU JIOJDKHBI OBITH COOpaHbI IO UCKIIIOUCHHBIM MAIlUCHTaM;
B) 3aMEHEHBI JI U KaKUM 00pa3oM BHIOBIBILINE CYOBEKTHI;

r) MOClenymoiee HaOoIeHHe 3a CYObEKTaMU, HCKIIOUYEHHBIMH W3 JICUCHUS HCCICTyeMbIM
MPOTYKTOM/HUCCIETYyEMbIM JICUCHUEM.

6.6. JleueHnne CyObeKTOB

6.6.1. OcyiecTBisieMOe JIeYEHHE, BKIIIOYas HAa3BaHUSA BCEX IMPOJIYKTOB, MX JO3UPOBKH, YACTOTY
npueMa, MyTH/CIIOCOOBI BBEICHHS, a TaKkKe MPOJOIDKUTEIBHOCTh JICUEHHUS, BKIIOYAs IEPHOIbI
MOCIIEAYIOIIET0 HAOIIOACHUS JUIsl KX 101 TPYIIIBI JICUSHHUS HCCIIETyeMBbIMU TIPOTyKTaMHU.

6.6.2. JlekapcTBa/criocoObl JieUeHHs, TPUMEHEHUE KOTOPBIX Pa3pelIeHO (BKJIOYash HEOTIIOKHYIO
TEpaIuIo) WM HE Pa3perieHo 10 W/UITH BO BPEeMs UCCIIEOBAHNUS.

6.6.3. MeToap! KOHTPOJIS 32 COOJIIOICHUEM TPOIIEYp CyObEKTaMHU.

6.7. Ouenka 3¢ exTuBHOCTH

6.7.1. Ilepeuenp nmapameTpoB 3(h(HEeKTUBHOCTH.

6.7.2. MeTozp!l ¥ CPOKU OLIEHKHU, PETUCTPAIMH U aHAJIH3a MapaMeTpoB 3PPEeKTUBHOCTH.
6.8. Ouenka 6e30macHOCTH

6.8.1. IlepeueHn mapamMeTpoB OE30MACHOCTH.
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6.8.2. MeTopl U CPOKH OILICHKH, PETUCTPALIMH U aHAIIN3a IMapaMeTpoB 0€30MaCHOCTH.

6.8.3. TpeGoBaHusi K OTYeTaM, MPOLEAYPHl MO PETHCTPAIIMU U COOOIIEHHSIM O HEXKellaTeIbHBIX
SIBJICHUSIX © MHTEPKYPPEHTHBIX 3a00JICBAHUSX.

6.8.4. Metoq u TPOAOIKHUTEIBHOCTh HAOMIOAEHUS 32 CYOBEKTaMM IOCIE BO3HUKHOBEHHS
HEXXeJaTeIbHbBIX SBJICHUH.

6.9. Cratuctuka

6.9.1. Onucanue CTaTUCTUYECKMX METOJIOB, KOTOpBIE IPEAINOJAracTCsl MCIOJIb30BaTh, BKIHOYAS
CPOKH KaXXJIOTO TUIAHUPYEMOTO MPOMEKYTOYHOTO aHAIM3a.

6.9.2. IlnanupyemMoe KOJIUYEeCTBO CYOBEKTOB. B cilydae MHOTOLIEHTPOBBIX MCCIEAOBAHHNA JIOJHKHO
OBITH ONpENENeHO IUIAHUPYEMOE KOJIMYECTBO CyOBEKTOB B KakJIoM IeHTpe. OOocHOBaHME pa3zMepa
BBIOOPKH, BKJIIOYAsh PACCYKJIEHHsS WM BBIYMCICHUS A5 OOOCHOBAHHUS CTATUCTUYECKONW MOIIHOCTHU
MCCIIEIOBAaHUS U KIIMHUYECKOW TIPAaBOMEPHOCTH UCCIICAOBAHUSI.

6.9.3. IIpuMeHsseMbIil YpOBEHb 3HAUUMOCTH.
6.9.4. Kputepuu npekpanieHus ucciae0BaHMusl.
6.9.5. IIpouieaypsl yueTa OTCYTCTBYIOIIUX, HE MOJISKAIINX aHATU3Y U COMHUTENBHBIX TAaHHBIX.

6.9.6. Ilpouemypbl COOOIICHHS O JIOOBIX OTKJIOHEHHSX OT MEPBOHAYAIBLHOTO CTATHCTUYECKOTO
IIaHa (Bc€ OTKJIOHEHHsS] OT MEPBOHAYAIBHOTO CTATUCTHUYECKOTO IUIaHA JIOJKHBI OBITh OMHCAHBI U
000CHOBaHBI B MPOTOKOJIE W/WIK (PUHATIBHOM OTYETE 00 UCCIIEOBAHUM).

6.9.7. OtGop cyOBEKTOB [yii aHanu3a (HAIpUMep, BCE PaHIOMHU3HUPOBAHHBIE CYOBEKTHI, BCE
CyOBEKTBI, TMOJIyYUBIIME XOTA OBl OJHY J03y HCCIEIyeMOro Imperapara, BCE CYOBEKTHI,
COOTBETCTBYIOIIME KPUTEPHUSIM 0TOOPA, CYOBEKTHI, JaHHBIE KOTOPBHIX MPUTOIHBI [Tl OLIEHKN).

6.10. TIpssMO#i 1OCTYI K MEPBUYHBIM JaHHBIM/JJOKYMEHTAIIUU

CrnoHCOp OJKEH MPEAYCMOTPETh B MIPOTOKOJIE WIM MHOM NMHUCHMEHHOM COTJIAIICHUH OOSI3aHHOCTD
UCClieloBaTeNei/opranu3aii  He  OpPemsATCTBOBAaTH  MPSIMOMY  JIOCTYIly K HEPBUYHBIM
JAHHBIM/IOKYMEHTALMU JUI TPOBEICHUS CBS3aHHBIX C HCCICOBAHMEM MOHUTOPHUHIA, ayJIUTa,
TUYECKOM DKCIIEPTU3BI, @ TAKXKE UHCIIEKIIMKA CO CTOPOHBI YIIOJITHOMOYEHHBIX OPraHOB.

6.11. KonTposb kauecTBa u oOecreueHne KauecTBa
6.12. DTuka

OrnucaHne 3TUYECKUX aCIEKTOB MCCIIEJOBAHUS.
6.13. PaboTa c naHHBIMH U BEJICHUE 3aMHCe

6.14. ®uHaHCUpPOBAHUE U CTPAXOBAHUE
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DuUHAHCHPOBAHKE U CTPAXOBAHKE, ECIIM OHHU HE OTHCAHBI B OTACIEHOM JIOTOBOPE.
6.15. ITyOnukarm

[TonuTrka B OTHOIIICHUH ITyOIMKAINI, €CITU OHA HE OMUCaHa B OTACILHOM JIOTOBOPE.
6.16. Ilpunoxxenus

IIpumeuanne -  [lockoJIBKY  NPOTOKOJ  HMCCIEAOBAHUS U OTYET O  KIMHUYECKOM
MCCIICIOBAaHUH/MCIIBITAHUHM TECHO CBSI3aHbI, Ui JOTIOJIHUTEIbHOW MHpOpManuu cM. pykoBoactso ICH
"CTpyKTypa 1 cofepkKaHUE OTUYETA O KIMHUYECKOM HCCIIEI0BaHUM".

7. bpo1ropa uccieoBarelst
7.1. BBenenue

bpomtopa wuccnenoBarenst (bW) mpencraBisier co0oil CBOJHOE U3IOKEHUE KIMHUYECKHX H
JNOKJIMHUYECKUX JAHHBIX 110 MCCIEIYEMOMY MPOAYKTY, KOTOPbIE UMEIOT 3HAYECHHUE I €r0 U3Y4CHUs C
y4acTHEM YeJOBeKa B KauecTBe CyObekTa uccienoBanus. Hasznauennem BU sBrsieTcss mpenocraBieHue
UCCIIeIOBATEeNsIM M JPYTUM JIMIAM, BOBJICYCHHBIM B IIPOBEACHUE HCCIEIOBAaHUsA, HH(OpMAIHH,
MIOMOTAIOIEH MOHMMAHUIO U COONIOIEHUIO MHOTHX CYHIECTBEHHBIX MOJIOKEHHH MPOTOKOJA, TAKUX Kak
7033, YacTOTa/MePUOJUYHOCTh 103, CIOCOOBl BBEICHHUS, a TaKkXKe MPOLEAYpbl MOHHTOPUHTA
6ezonmacHoctn. BM Takke obOecnedynBaeT TOHUMAaHHE, CIIOCOOCTBYIOIIEE KIMHUYECKOMY BEICHHUIO
CyOBEKTOB HCCIIEOBaHUS B TEUEHUE Kypca KIMHMYECKOTo HccienoBanus. MHbopmanus T0DKHA OBITH
NpeJCTaBlIeHa B KPAaTKOH, MPOCTOH, OOBEKTHMBHOM, B3BELICHHOW M JHUIIEHHONH PEKIAMHOIO OTTEHKa
¢dopme, MO3BOJAIOMICH KIMHULUCTY WM MOTEHIMAIBHOMY MCCIIEIOBATENIO MOHATh €€ U C(pOopMUPOBATH
CBOIO COOCTBEHHYIO OOBEKTHBHYIO OIIEHKY LI€1€CO00Pa3HOCTH MPEAIaraeMoro UCCIe0BaHUS UCXOAs U3
COOTHOILIEHUS] pUCKa M TMOJIb3bI. [lo 3T0ii mpuunHe B penakTupoBaHud bW 0OBIYHO NOKEH MPUHUMATH
ydacTue MEIUIIMHCKUN SKCIepT, HO cojepkanue bW NOmKHO OBITH 0J00pEHO CHEeNHMATUCTAMH TEX
oOnactei, rie ObLTH MMOJIyYeHbI ONUCHIBAEMbIE TaHHBIC.

Hacrosimuii crangapT ompenenseT MHHAMAIbHBIA 00beM HH(OpMAIUU, KOTOpas JOJDKHA OBITH
BKIIOYeHa B bBbUM, W gaeT pekoMeHJalMM 10 CTPYKTYpe HW3JIOKEHHUS JaHHOW HH(OpMAINH.
[Ipenmonaraercs, 4yTo Xapakrep U 00beM AOCTYMHON MHpOpMAMU OYAYT U3MEHSATHCS B 3aBUCUMOCTH OT
CTaguM pa3pabOTKU HCCIelyeMoro mpoaykTa. Ecnu uccnenyemblit MpOJyKT HAXOAUTCS HA PBIHKE U
OOJIBIIMHCTBY MPAKTHKYIOUINX Bpaueil XOpOILo U3BECTHHI ero (papmakojoruyeckue cBoicrsa, b moxer
ObITh MeHee MOoAPOOHOHN. ['1e ATO JomycKaeTcs YHMOJHOMOYEHHBIMH OpraHamu, BMecto B MoryTt ObITH
MCIOJIBb30BaHbl MaTepHalIbl, COJAEpKAIIME OCHOBHYIO MH(OPMALUIO O MPOIYKTE, JTUCTOK-BKIAIBIII WIIN
uHbopMalMsg Ha JTUKETKE IPH YCIOBHM, YTO AIbTEPHATUBHBIK BApUAHT COACPKUT aKTyaJIbHYIO,
BCECTOPOHHIOIO U TOJpoOHYI0 HHPOpPMALMI0 000 BCEX XapaKTEPUCTHUKAX HCCIEAYEMOro MpOaYyKTa,
KOTOpBIE MOTYT OBITh BaXXHBI JUIA MccienoBaTens. Eciu 3apeructpupoBaHHbIil POIYKT MCCIETyeTCs Ha
IpeaMeT HOBOTO NMpPUMEHEHHus (T.€. MO0 HOBOMY NokKa3aHHi0), B nomkHa OBITH cOCTaBJiE€HA C y4eTOM
HOBOTO npuMeHeHus. BU cienyer nmepecMaTpuBaTh HE peke OJHOTO pas3a B IOJ U, IPU HEOOXOIUMOCTH,
JOTIOJIHATh B COOTBETCTBMM C NHMCbMEHHBIMHU IIpOLIEIypamMH cIIOHCOpa. B 3aBucuMMOCTHM OT craauu
pa3paboTKU MPOJYKTa U IO Mepe MOCTYIUIEHUSI HOBOW 3HauuMoi nHpopmaru BY MOXHO TOMONHATE U
O0onee wacto. OgHaKO B COOTBETCTBUM C Haiexkamiedl knuHudeckoi mpaktukoi (GCP) HoBas
uHpopMalUsg MOXET ObITh HACTOJBKO BaKHA, YTO €€ HEOO0XOJMMO COOOLIUTH HCCIEAOBATENsIM H,
B03M0>kHO, DCO/HIK n/mnm ynosHOMOYEHHBIM OpraHaMm JI0 €€ BKJIIOYSHHs B HOBYIO peaakuuio bU.
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Kak npaBuiio, cioHCOp OTBEUAET 3a IMPEJOCTABICHUE UCCIEA0BATENAM aKkTyalbHOU penakiuuu bU, a

HCCIIEIOBATENM OTBEYAKOT 3a MPENOCTABIEHUE aKTyallbHOM penakuuu bU  cootBeTcTByromemy
3CO/H3K.

Ecau crioHCOpOM HCClIeIOBaHUs SBIISIETCS UCCIIEI0BATENb, OH JOJDKEH YIOCTOBEPUTHCS, JOCTYIIHA
a1 OpoIIopa KOMMEPUECKOro Mpou3BoauTelns. Eciam uccnenyemslii TpOAYKT MPeNoCTaBIseTCS CaMHUM
CIIOHCOPOM-HCCIIeIOBATENIEM, OH JIOJKEH TOBECTH HEOOXOIMMYIO HH(OPMAIIHIO 10 CBEJICHHS 3aHITOTO B
UCCIICIOBAaHUM TepcoHana. Ecioum OTCyTCTBYeT MpakThyeckas HeoO0X0oAuMocTh cocTaBieHus bU
CTaHJapTHOrO (QopMara, B KayecTBE aJbTEPHATHUBBI CIIOHCOP-HCCIENOBATENb HOJDKEH NPEIACTaBUThH
MUHUMAaJIBHBIA 00bEM aKTyadbHONH MH(OPMAIUH, ONMCAHHON B HACTOSILEM CTaHAAPTE, B PACIIUPEHHOM
paznene 000CHOBAHUSI UCCIIEIOBAHUS.

7.2. O0I111He TOI0KEHUS
BU nomxHa BKIIFOYATE B CEOSL:
7.2.1. TUTYNBHBIN JHCT

JloKHBI OBITH yKa3aHbl HAaMMEHOBAHME CIIOHCOPA, HACHTH(PHKATOPHI KaXXIOro HCCIEIyeMOTO
IPOIyKTa (T.€. HOMEp MCCIEOBAHUSA, XUMUYECKOE WIH 0JJ0OOPEHHOE /HKCHEPHUUECKOE Ha3BaHHE, a TaKkKe
TOProBbI€ Ha3BaHUs, IJ€ Pa3pelIeHO 3aKOHOJATEIbCTBOM M IO KEJIAHUIO CIIOHCOpPA) M Jara peJaKLuu
BbU. PexoMennyercsa ykaseiBaTh HOMep Bepcuu b, a Takke HOMep U naTy npeasiaymen pegakuuu bH.
[Ipumep npuBeneH B IpUIIOKEHUU 1.

7.2.2. Ykazanue Ha KOHQUICHIMATIHHOCTD

ITo >xenmaHuIO CIIOHCOP MOKET BKIIIOUMTH B B yBenomiienue uccnenoBareseii/moyyyareneit o Tom,
YTO OHM JOJDKHBI paccMmarpuBath bW Kak KOHHIEHIMATBHBIA NOKYMEHT, IpeAHa3HAYeHHBIN
UCKJTIOYUTENILHO I O3HAKOMIIEHHS U UCIIOJIBL30BAHUS UCCIIEN0BATEILCKUM KosuiekTuBoM 1 DCO/HDOK.

7.3. Coneprxanue OpOIIIOPBI UCCIIEIOBATEINS

bW nomxHa UMETHh CIENYIOIIHUE pa3fenbl, KaXIblii M3 KOTOPBIX, [J€ IOAXOIUT, CIEIYET
COITPOBOXKIATh CIIMCKOM CCBIJIOK HA JINTEPATYPHBIE HCTOYHUKH:

7.3.1. Ornasnenue
[Tpumep ornaBieHUs PUBEACH B MIPUIIOKECHUU 2.
7.3.2. Pe3tome

Jlo;KHO OBITH TPEACTABICHO KpaTKoe pe3toMe (3KenaTeNbHO, HE MPEBBIIIAIONIEe BYX CTPAHUIL)
AocTynHoW wuHpopMaimu 0 (U3NYECKUX, XUMHUYECKUX, (papManeBTHUYEeCKUX, (PapMaKoJIOTHUYECKHX,
TOKCHUKOJIOTHYECKUX,  (apMAaKOKMHETHYECKHX, METAa0OJIMYeCKMX M  KIMHHUYECKUX  CBOICTBax,
COOTBETCTBYIOILIECH TEKYyIEH cTaauy KIMHUYECKON pa3pabOTKH UCCIIEAYyeMOro MPOAYKTa.

7.3.3. BBeneunue

B kparkom BBOJHOM pa3zene MJODKHBI OBITh YKa3aHbl XHMHUYECKOE Ha3BaHHME (a TakKke
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JDKEHEPUYEeCKOe M TOProBOE HAa3BaHUs, €CIH OJOOPEHBI) HCCIEAYyeMOTO MPOIyKTa, BCE AKTHUBHEIE
MHTPEUCHTHI, (JapMaKoJIOrHIecKasi IPpyIia, K KOTOPOH OTHOCHUTCS UCCIIEAYEMBIH MPOIYKT, © MECTO, Ha
KOTOpOE OH B HEH MpeTeHAyeT (Hampumep, MPEeuMyIiecTBa), 000CHOBaHUE ISl U3yYCHHS HCCIETYEMOTO
MPOJyKTa, a TaKKe €ro OXHuJaeMble MPOPUIAKTHUECKUE, TEPANEeBTUUECKUE WM JUArHOCTUYCCKHE
nokazanus. Kpome Toro, B BBOAHOM pasjelie JOHKEH ObITh CHOPMYTUPOBAH OOIIMN MOAXOJ K OIIEHKE
MCCIIEyeMOr0 IPOIYKTA.

7.3.4. ®uznyeckue, XUMHUYECKHE U (hapMalleBTHUECKHE CBOICTBA U JIeKapcTBEHHas (popma.

JIOJKHBI  OBITH TPEACTABJICHBI ONKCAaHHE KOMIIOHEHTOB HCCIEAYeMOro MpOayKTa (BKIIIOYAs
XHUMUYECKUE W/WUIM CTPYKTypHBbIE (DOpPMYIBI), a TaKkKe KpaTkas CIpaBKa O €ro CYyIIECTBEHHBIX
(bU3NIEeCKUX, XUMUYECKUX U (papMalieBTUUECKUX CBOMCTBAX.

Jliis obecrieueHUsT aicKBaTHBIX Mep O€30TacCHOCTH B XOJI€ MCCIEAOBAHUS JIOJDKEH OBITh YKa3aH M,
ecnu TpedyeTcs, 00OOCHOBaH COCTaB JICKAPCTBEHHON (OpMBI, BKIIOYAs JOTMOJHUTEIBHBIE BEHIECTBA.
Taxke MOMKHBI OBITh MPEJOCTaBICHBl MHCTPYKIUU MO XPAHEHWIO M UCIOJIB30BAHUIO JIEKAPCTBEHHBIX

dbopm.
Crnenyet ynoMsiHyTh JTF000€ CTPYKTYPHOE CXOJICTBO C JPYTMMHU U3BECTHBIMU BEIIECTBAMHU.
7.3.5. JIOKITUHHUYECKHE UCCIICIOBAHM
Beenenue

JlOJKHBI OBITH TPEICTABIEHBI B KPaTKON (opMe pe3yinbTaThl BCEX CYIIECTBEHHBIX NOKIMHUYECKUX
uccreoBaHuil  (papMaKoJIOrMYeCKHX CBOWCTB, TOKCHUYHOCTH, (apMaKOKMHETHKM U MeTabosin3Ma
UCCIIElyeMOTro TpojayKTa. JIOMKHBI OBITh ONUCAHBI HCIOJB30BAHHBIE METOMbI, MPEICTABICHBI
MOJIydCHHBIE PE3YNIbTaThl, a TAaKXKe MX OOCYKICHHE B CBSA3M C HCCIEIyeMBIMH TEPaIeBTUYECKUMHU H
BO3MO’KHBIMU HEOJIAaronpusATHBIMU 3((dexkTaMu y yelloBeKa. B 3aBUCHMOCTH OT HANIWYMS/OCTYITHOCTH
nH(OpMAIINY YKa3bIBAIOT CIIEAYIOIIEe:

Hcnosib30BaHHBIE B UCCIEA0BAHUSAX BUbI JKUBOTHBIX.

KonunuecTBo 1 1oJ1 )KUBOTHBIX B KayKJOW IpyIIIE.

Enunuis u3amepeHus 10361 (HapuMep, MIJUTHTPaMM/KUIOTpaMM (MI/KT)).

KpaTtHOCTh BBEIEHUS.

Ilyts BBECHUS.

JUINTENbHOCTD Kypca BBEICHHUS.

Wudopmanust, oTHOCAIIasICA K CACTEMHOMY paclipeielIeHUIO.

[Tpoa0KUTENFHOCTH MOCIEAYIONIEr0 HaOII0IeHHS 1T0C/Ie OKOHYAHUs BBEICHUS Mpenapara.

Pesynbrathl, BKIIIOYas paCKpPBITUE CIECAYIOIIUX ACIIEKTOB:
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- XapakTepa M 4acTOThI ()apMaKOJOTHUYECKUX MIIM TOKCHUECKHX 3()(HEKTOB;

- BBIPQXXEHHOCTH WJIM CTETICHH TSKECTH (PapMaKOJIOTHUECKUX MIIM TOKCUYECKUX 3P (HEKTOB;
- 10303aBHUCUMOCTH 3((HeKTOB;

- BPEMEHH JI0 HaCTyIUIeHUs 3PPeKToB;

- o6parumoctu 3pPeKToB;

- IPOJIOJKUTENBHOCTH 3P PEKTOB.

Jnst  OGonblueil HAarIsIHOCTH JaHHbIE CJEIyeT, [0 BO3MOJKHOCTH, IIPEJCTaBIAThH B BHUJC
tabmui/cniuckoB. Ilocnenyromue pasfgensl JOMKHBI - COAEpkKaTh OOCYXKICHHE Hamboiee BaKHBIX
pe3ybTaTOB MCCIEAOBAaHMM, BKIIIOYAst J10303aBUCUMOCTh HAOIIOAAEMBIX 3(PPEKTOB, UX IKCTPAMOJIALHUIO
Ha YEJIOBEKAa, a TaKKe JIIOObIe WHBIE AacleKThl, TpeOyrollue HcCleoBaHUS y uenoBeka. Tam, rue
HE00X0IMMO, TOJDKHO OBITH NMPOBEICHO CpaBHEHHE S((GEKTUBHBIX M HETOKCHUYECKHX 03 MpernapaTra Ha
KUBOTHBIX OJJHOTO M TOTO ’XK€ BUAA (T.e. HEOOXOIUMO MPENOCTaBUTHh OOCYXJECHUE TEPareBTUYECKOTO
uHaekca). Cnenyer ykas3aTh, Kak 3TH JaHHBIE COOTHOCSTCS C JIO3UPOBKAaMH, IpelaraéMbIMU s
pUMEHEHHs y uesioBeka. Bo Bcex ciyvasix, r7ie BO3MOXHO, IIPU IPOBEICHUH CPAaBHEHUN PEKOMEHTyeTCs
yKa3bIBaTh KOHIICHTPALIMH MpernapaTa B KpOBU/TKAaHH, a HE TO3UPOBKH, BEIPAKEHHBIE B MI/KT.

a) Joxknuanyeckas (papmMaxkoIorus

JlaHHBIA pa3zen JO0JDKEH BKIOYAaTh B ce0s KpaTKoe omucaHue (HapMaKOJIOTHYECKHX CBOMCTB
UCCIIEIyeMOTr0 TPOJAYKTa M, €CIH 3TO BO3MOXXHO, €r0 OCHOBHBIX METAa0OJHMTOB IO pe3yibTaTaM
UCCIIeIOBaHUI Ha KUBOTHBIX. KpaTkoe onucanue MOHKHO BKIIIOYATh B ce0sl MCCIEIOBAHUS IO OLICHKE
BO3MOKHOW TEparneBTUYECKON aKTUBHOCTH (Hampumep, 3(PQPEeKTHUBHOCTh NpPU SKCIEPUMEHTAIHLHON
NATOJIOTUH, JINTaH-PEIIEITOPHOE B3aUMOJICHCTBHE U CIEUU(DUIHOCTD JEHCTBHUS), a TAKXKe MCCIEJOBAHUS
M0 OIEHKEe 0€30MacHOCTU (HampuMmep, CIeHUAIbHbBIE UCCIEAOBAHUS IS U3YYCHHUS MHBIX, HE MMEIOLINX
TEpareBTUYECKOH HANPaBICHHOCTH, (PapMaKoJIOrHIecKuX 3PPeKToB).

6) ®apmMakOKMHETHKA 1 METa0OJIU3M MPOJIYKTa y KUBOTHBIX

JIaHHBIN pa3zen JoJDKeH BKIIOYaTh B ce0s KpaTKoe omucaHue papMaKkOKMHETUKH, METaboJIM3Ma U
pacripesielieHUs] UCCIEAYEMOTO MPOAYKTa B TKAHAX KHUBOTHBIX BCEX BUIOB, Ha KOTOPBIX MPOBOJMINCH
uccnenoBanus. JloJoKHBI OBITH OCBEIIEHBI BCACBIBAHWE, MECTHAas M CHUCTEMHas OHOJOCTYMHOCTh
UCCIIEIyeMOT0 MPOAYKTa M €ro MEeTa0OJHMTOB, a TAK)KE UX CBS3b C JAHHBIMU (DApMaKOIOTHMUYECKHX H
TOKCHKOJIOTHYECKUX UCCIETOBAHUN HA )KUBOTHBIX.

B) TokcUKOJIOTHS

JlaHHBI pa3ien JOJDKEH BKIIOYAaTh B ce0sl KpaTKoe OMHMCaHue TOKCHYeCKuX d(hdexTon
HCCIIETyeMOT0 MPOAYKTA, BBISBICHHBIX B HCCIEAOBAHUAX Ha >KHUBOTHBIX pa3HbIX BHUIOB. Criemyer, mo
BO3MOYHOCTH, MPUCPKUBATHCS HIDKETIPUBEACHHOM CTPYKTYPhI OTJIABJICHUS JAHHOTO pa3jiena:

- TokCcM4HOCTB ITPU OTHOKPATHOM BBEJICHUH.

- TOKCHYHOCTD IIpHU MHOT'OKPAaTHOM BBCJICHUMU.
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- KanneporeHHOCTSb.

- CroeunasibHble UCCHENOBaHMUS (HAIpUMeEp, MECTHO-pa3ipa)xkaiollee U aJuIepru3upyromiee
NEeHCTBUA).

- PenpoaykTuBHas TOKCUYHOCTD.

- ' eHOTOKCMYHOCTD (MyTareHHOCTb).
7.3.6. JlelicTBUe y yenoBeKa
Bsenenue

B stom paznene noapoOHO 06CyKAatoT U3BECTHBIE APQPEKTHI UCCIEAYEMOTO MPOIYKTa Y YeloBeKa,
BKJIIOYass HMH(POPMALIMIO, OTHOCSIIYIOCS K (apMakOKHMHETHKE, MeTabonu3My, (apmakoIuHAMUKE,
70303aBUCUMOCTH 3¢ dekToB, Oe3omacHOCTH, AGGEKTUBHOCTH, a TaKkKe JPYyrUM  BHIAM
(apmakosIorndeckoil akTUBHOCTU. [0 BO3MOXKHOCTH, JOJDKHO OBITH JaHO KPAaTKOE OMHCAHUE KaKIOTO
3aBEPILIEHHOT0 KIMHMYECKOTO HccienoBanus. Takxke momkHa OBITH IpeAacTaBieHa HH(opMaims o
pe3yibTarax Jo00ro MCHOIb30BAHUS UCCIEAYEMOr0 MPOIyKTa BHE PAMOK KIMHUYECKUX MCCIIETOBAHMIA,
HaTpuMep CBEACHUS, MOJIyYeHHbIE BO BPEMs IIOCTPETUCTPALMOHHOTO TPUMEHEHHUS MTPOAYKTA.

a) @apMaKOKWHETUKA U METa0OIM3M Y YelIOBEeKa

JIaHHBINA pazfen TOJDKEH coAepKaTh KpPaTKylo MH(OpPMAIMIO, OTHOCAIIYIOCS K (hapMaKOKWHETHKE
HCCIIElyeMOro TIPOIyKTa, U BKIIOUATh B ce0s cieayromiee (B 3aBUCUMOCTH OT HAIMYHS JaHHbIX):

- ®apMakOKHHETUKY (B TOM 4YHCIie METabOJM3M, BCACBIBAHHE, CBS3bIBAHHE C OCTKaMU ILUIA3MBI,
pacrnpeiefieHue U BbIBEJICHUE).

- buonmoctynHOCTh uCCIenyeMoro mpojykTa (a0CONIOTHYIO, TZ€ 3TO BO3MOXHO, W/WIH
OTHOCHTEIIbHYIO) C HCIIOJIb30BAaHHEM OTIPEICIIEHHOH JIEKapCTBEHHOH ()OPMBI B KAUECTBE CPAaBHEHUSI.

- CyOnonynsnuu HaceaeHus (HampuMep, pas3iudus 10 MOJy, BO3pacTy WK HapyIIeHUsM (QyHKIun
OpraHoB).

- BzaumopeiictBus (HanpuMep, J€KapCTBEHHbIE B3AUMOACUCTBUS U BIMSHUE ITPUEMa ITHIIH ).

- Jlpyrue panHble 1O (apMakOKMHETHKE (HampuMmep, pe3yJdbTaThl HPOBEACHHBIX B paMKax
KJIMHUYECKUX MCTIBITAHUN (hapMaKOKMHETUYECKUX UCCIIEIOBAHNI HA PA3IMUHBIX TPYIIIAX).

6) bezonacHocTh 1 3(h)(heKTUBHOCTH

Kpatko pomkHa ObITh mpeacTaBieHa wHMOpMAmMs, OTHOcAIIascsd K  0OE30MacHOCTH,
bapmakoauHamMuke, 3PGEKTUBHOCTH U J10303aBUCUMOCTH 3((EKTOB HCCIEAYEeMOTo MPOJIyKTa (U ero
MeTa0OJIUTOB, €CIH €CTh JaHHBIE), MMOJIy4YeHHAs B XOJ€ MPOBEICHHBIX KIMHMYECKHX HCCIEeJOBaHUH (C
y4acTHEM 3J0POBBIX J0OpPOBOJIBLEB W/WIM MalMeHToB). JlomkHa OBITH MpeAcTaBIeHAa WHTEPIPETAIH
9THUX JaHHbIX. ECM 4acTh KIMHUYECKUX HUCCIIEIOBAHUHN y)KE 3aBepllIeHa, Ui 0oyiee SCHOTO BOCIIPHATHUS
JAHHBIX PEKOMEHJYEeTCS NPEACTaBUTh IO 3aKOHYCHHBIM HCCIICOBAHUSAM CBOJHBIE OTYETHl IIO
3pPEKTUBHOCTH M OE30MaCHOCTH HCCIIEAYEMOTO MPOAYKTa MO OTICIbHBIM IMOKA3aHUSAM Y Pa3TUYHBIX
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nomynsuil. Takke peKOMEHIyeTCsl UCTIOIb30BaTh CBOIHBIC TAOIUIBI HEXKeNaTeIbHBIX PEaKIUid 0 BCEM
KJIMHUYECKUM HCCIIEIOBAHUSAM (BKIIIOYAsi MCCIEIOBAHMS JUIS JIIOOBIX M3YyYaBIIMXCS MMOKa3aHui). Jl0mKHBI
ObITh OCBELICHBI 3HAYMMBIC pa3IM4Msg B XapaKTEpe/4acTOTe HEXKENATeNbHBIX peakIui Kak s
Pa3JIMYHBIX [TOKA3aHUM, TaK U JUIS PA3JIMYHBIX MOIYJIALAN.

B BU JOJIKHBI OBITH OIMCAHBI BO3MOYKHEIE PUCKHU U HCKCEJIATCIBHBIC PCAKIUHU, KOTOPBIC MOKHO
OKNJJaTh, OCHOBBIBAsAICb Ha HAKOIIJICHHOM OIIBITC MPUMCHCHUSA KaK HCCICAYECMOr0 IIPOAYKTa, TaK U
CXOJHBIX C HUM IIPOAYKTOB. I[OJDKHBI OBITH TaK)Ke OIMHICAHBI MCPBI MPEAOCTOPOKHOCTU U CIICHHUAJIBHBIC
METObI HaGJIIO,Z[CHI/I}I, KOTOPKBIC HCOGXO,Z[I/IMO NPpUMCHATH HOpU  HUCIOJb30BaHUMU IMPOAYKTA C
HUCCICA0OBATCIIbCKUMMU ILCIISIMHU.

B) IlocTperucrpaniioHHBIN ONBIT IPUMEHEHUS

B BU nomkHBI OBITH YKa3aHbI CTPaHbI, B KOTOPBIX MCCIEAYEMBIN MPOIYKT YK€ UMEETCS B IIPOIaxKe
i ObL 3aperucTpupoBad. Jlro0as 3HaunMas HHPpOpMaLKs, TOJTydeHHAs! B X0/1€ MTOCTPETUCTPAIITOHHOTO
NPUMEHEHHsI TPOIYKTa, J0JDKHA OBITH MpeJCTaBlieHa B 0000IEHHOM BUAe (Hampumep, JIeKapCTBEHHbBIE
(bopMBI, TO3UPOBKH, MYTH BBEJICHHS U HeXeJarenbHble peakiun). Takxke B BU 10okHBI OBITH yKa3aHbI
CTpaHbl, B KOTOPBIX 3asBUTENIO OBUIO OTKa3aHO B OJOOPEHUU/PETHCTpAllMU TPOJIYKTA s
KOMMEPYECKOT0 MCIOJIB30BaHMS WM K€ pa3pellieHre Ha MPOJaKy/CBUIECTENbCTBO O PETHCTPALUH OBLIO
aHHYJIMPOBAHO.

7.3.7. O6cyxeHre JaHHBIX U UHCTPYKLUHU JJIS KCCIIeI0BaTENs]

B sTOoM pa3znmene NOWKHO OBITH MPEACTABICHO OOCYXKACHUE NOKIMHUYECKMX M KIMHUYECKUX
JaHHBIX U 0000IIeHa uH(popMalus, MOJyYeHHas M3 Pa3HBIX HMCTOYHUKOB IO PAa3IMYHBIM CBOWMCTBAM
UCCIIEAyeMOro  Mpoaykra. Takum  oOpa3oMm, HCCIENOBATeNIO0  IMPEJOCTaBISIOTCA — Hambosee
uHpOpMATUBHAs HWHTEPHpETalds HUMEIOIIUXCS JaHHBIX, a TaKXKe BBIBOJABI O 3HAYMMOCTH OSTOU
UHGOpPMAIUHU IS TTOCIEAYIOMNX KIMHUYECKUX UCCIICA0BAaHUM.

JloKHBI OBITH OCBEIIEHBI OMYOJIMKOBAHHBIE PAabOTHI MO CXOJHBIM MPOIYKTaM, €CIH TaKOBBIE
UMEIOTCS. DTO TO3BOJIUT HMCCIEIOBATENIO OBITH TOTOBBIM K HEXKEIATEIbHBIM PEAKLUUSAM WU JPYTrUM
npobiemMam, KOTOpble MOTYT BO3HUKHYTh B X0J1€ KIIMHUYECKUX UCCIETOBAHUIM.

OcHoOBHas 1eNb TAHHOTO pa3Jiesia 3aKJII0YaeTcsi B TOM, YTOOBI MMOMOYb MCCIIEIOBATENIO MOIYYUTh
YEeTKOE TNPE/ICTABICHUE O BO3MOXKHBIX PUCKAX U HEXKEJATEIbHBIX PEAKLUAX, a TAKKE O CHEelHaTbHBIX
TECTax, MeToJax HaOMIONEHHs M Mepax IMPelOCTOPOKHOCTH, KOTOpBIE MOTYT IMOHAJOOHTHCS B XOJ€
KJIMHUYECKOTO MCCIIEJOBAHUS. DTO MPEACTaBICHUE JIOJDKHO OBITH OCHOBAHO Ha JAOCTYIHOM MH(pOpMalun
0 (U3MUECKUX, XUMHUYECKHX, (apMaleBTHUECKUX, (HAPMAKOIOTMYECKHX, TOKCUKOJIOTUYECKUX U
KJIMHUYECKHX CBOWCTBAX UCCIEAYEMOro MpoaykTa. KIMHIYEeCKOMyY UCCIIE0BATEIIO TAKXKe JJOJDKHBI OBITh
NPEJOCTaBICHbl MHCTPYKIMU MO JUHArHOCTUKE M JICYEHUIO BO3MOXKHBIX IEPEJO3HPOBOK U
HEXXEJAaTeNbHbIX  PEaKUWd, KOTOpble OCHOBAaHBI HAa MPEABIAYIIEM KIMHHYECKOM OIBITE U
(apMaKoJIOTHYECKUX CBOMCTBAX MCCIIEYEMOTO MPOIYKTa.

7.4. lpunoxenue 1
TUTVYJIbHBIN JIUCT (npumep)

HA3BAHMUE CITOHCOPA
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IIponyxkr:
Howmep uccnenosanus:

Ha3Banue(s1): xummudeckoe, KEHEpUUECKOe (€Cau TOJXOJUT), TOProBO€ Ha3BaHUE (eciiu
pa3penieHo 3aKOHOJATEeIbCTBOM H T10 KEJIAHHUIO CIIOHCOpa)

BPOUIIOPA NCCJIEJOBATEJIA

Howmep penakuuu:

JlaTa Bepcuu:

3aMeHsIeT IPEABIAYIYIO PENAKLIUI0 HOMED:

Hara:

7.5. Ilpunoxenue 2

OI'JTABJIEHME BPOIIIOPBI UCCIIEJJOBATEJIA
(mpumep)

VYka3zanue Ha KOHQUICHIIMATLHOCTH (HE00sA3aTeIBHO)
[Moamucu (HeoOs3aTeNHHO)

1. OrnaBnenue

2. Pesrome

3. Benenue

4. duznueckue, XUMUYecKre, apMalieBTHUECKIE CBOICTBA U JIeKapCcTBEHHAs (opma
5. JIOKIMHUYECKHE UCCIIEIOBaHUS

5.1. doknuanyeckas papmMakoIorus

5.2. ®apMaKOKMHETHKA U META0O0JIM3M MPOAYKTA Y )KUBOTHBIX
5.3. Toxcukonorus

6. DPdexTsl y uenoBeka

6.1. ®apmMakOKMHETHKA U METAa0OJIM3M y YeIOBEKa
6.2. besonacHoctb U 3P PEeKTUBHOCTD

6.3. IlocTperucTpalliOHHbIN ONBIT IPUMEHEHUS
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7. O0cyXIeHrEe JaHHBIX U WHCTPYKIUH JJIsl UCCIIEI0OBATENs
CCBUIKHM Ha:

1. [Ty6nukaruu

2. OTueTsl

JlaHHBIE CCBIJIKU JOJDKHBI OBITH IPUBEACHBI B KOHIIE KaXKIOW TJIaBhI.

[Tpunoxxenus (Ipyu HATMYUK)

8. OCHOBHEIC AOKYMCHTHBI JIs1 TPOBCACHUSA KIMHUYCCKOTO
HUCCICIOBaHUA

8.1. BBenenue

OCHOBHBIMU JOKYMEHTAMH SBIIIOTCSI T€ AOKYMEHTBI, KOTOpbIE€ BMECTE WU IO OTIEIBHOCTH
IIO3BOJISIFOT OLIEHUTH IIPOBEJIEHUE HCCIIENO0BAHUS M KAueCTBO IOJIyYEHHBIX JAHHBIX. OJTH JTOKYMEHTBI
CIy’KaT JI0OKa3aTeNbCTBOM COOJIIOJICHUS HCCIIeIOBATeNeM, CIOHCOPOM M MOHHTOPOM CTaHAapTOB
Hamexamen kauanyeckoit mpaktuku (GCP) u HopMaTHBHBIX TpeOOBaHUIA.

OcCHOBHBIE JOKYMEHTBI TaK)K€ CIY)KaT OOJIBIIOMY YHCITY WHBIX BaXKHBIX Ieieil. CBOeBpeMEHHOE
MOMEIIEHHE OCHOBHBIX JIOKYMEHTOB B (Daiiibl HCCIENOBATENs/OpraHu3allid M CIIOHCOpPAa MOXKET
CYIIECTBEHHO CIIOCOOCTBOBATH YCIECIIHOMY BBIMTOJHEHHUIO B paMKaX KIMHUYECKOTO MCCIIEIOBAHUS CBOUX
GyHKIMHI BccneaoBareneM, ClIOHCOPOM U MOHHTOpOM. KpoMe Toro, 3T TOKYMEHTHI OOBIYHO SIBIISIFOTCS
00BEKTOM HE3aBHCUMOTO ayIuTa CO CTOPOHBI CIIOHCOpPA M MHCIEKIMH CO CTOPOHBI YIIOJTHOMOYEHHBIX
OpPraHoOB KakK YacTH MpoIecca MOATBEPKICHUS 3aKOHHOCTH MTPOBEJCHHS UCCIICIOBAHUS U JJOCTOBEPHOCTH
COOpaHHBIX JTaHHBIX.

Hwuxe nmpuBeneH MUHUMAIIBHBIN IIEPEUYEHb OCHOBHBIX JOKYMEHTOB. /JJOKyMEHTBI CIPYIIIUPOBAHLI B
TpU paszfena B 3aBUCHMOCTH OT CTaJWU KIMHUYECKOTO HCCIEeIOBaHMs, HAa KOTOPOW OHMU OOBIYHO
CO3Ar0TCA:

1) mepen HA4aIOM KIIMHUYECKOU (ha3bl MCCIICIOBAHNUS,
2) BO BpeMsl KIIMHUYECKOH (pa3bl HCCIeIOBAHNUS;
3) mocJe 3aBepuIeHus: WU MPEKIEBPEMEHHOTO MTPEKPAIlCHUS UCCIeI0BaHMUS.

JlaHo oOBsCHEHHE LeNiell KaKJI0ro JOKYMEHTa, yKa3aHo, TJe JOKYMEHT JOJDKEH XPaHUThCS: B
¢aiinax ucciemoBaTenss/opraHu3aluu 0o croHcopa, 0o B 060ux Mectax. JlomyckaeTcst 00beJMHEHNE
HEKOTOPBIX JOKYMEHTOB IIPH YCIOBHH, YTO OT/EIIbHBIC JIEMEHTHI JIETKO UCHTU(DUITUPYIOTCSI.

@aiinbl UccIe0BaHMsl IOJDKHBI OBITH CO3/IaHBl B Hayasle MCCIEIOBAHUS KaK B MECTE HAXOXKICHHS
HCCIIeI0BaTENs/OpraHn3aliuy, Tak U B oduce crnoHcopa. McciaenoBaHne MOKHO CUUTATh 3aBEPIICHHBIM
TOJIBKO TIOCJIE TOTO, KaK MOHHUTODP IPOBEPUT (ailiibl W HCCIeNoBaTEeNs/OpraHi3aluy, U CIOHCopa |
MOJTBEPIUT HAIUYHE BCEX HEOOXOIMMBIX TOKYMEHTOB B COOTBETCTBYIOIIUX (paiiiax.
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Hepqu/ICHCHHBIC B HACTOAIICM CTAaHAAPTC NOKYMCHTEI, KaK IO OTACIIbHOCTH, TaAK U B COBOKYITHOCTHU
MOT'YT OBITE NOABCPTHYTHI ayAUTY CIIOHCOPA W MHCIICKIUW YITOJIHOMOYCHHBIX OPraHOB U JOJIZKHBI OBITE
NPCABABJICHBI ITPU IMTPOBCACHUN TAKOBbLIX.

8.2. Ilepen HauanoM KIMHUYECKOH (a3bl HccaeI0BaHUS

Ha craguu nimaHupoBaHUs MCCIEAOBaHMS 10 €ro (JOpMalbHOTO Hayajia JOJDKHBI OBITh CO3JaHbI U
MOMENICHBI B (pailin ciexyromye JOKYMEHTHI:

Haxonutcs B daitnax
HaunmeHnoBanue noxymenra Llens uccieaoBar
eJIsi/OpraHu | CIoHCopa
3aluu
8.2.1. bpomrtopa uccnenoarensi| JloKyMeHTanbHO X X
3aKpenuTh (HaKT mepeaadn
UCCIIEI0BATEIIO
HEOO0XOAMMOM U aKTyalbHOM
Hay4YHOH MHPOpMALUH 00
UCCIIETyeMOM TPOJIYKTE
8.2.2. IloanucaHHbIN IPOTOKOI JIOKyMEHTAJIBHO X X
Y TIONIPABKH K HEMY (€CJIM TaKOBBIE | 3aKPETIUTh (HaKT
UMEIOTCs), 00pazer YTBEPKJICHUS CIOHCOPOM U
WH/IMBUYaIbHOMN UCclieIoBaTeNeM
peructpanuontoii kaptel (MPK) | mpoTtokona/monpaBok u MPK
8.2.3. Undopmanwus,
npenocTaBisgeMast CyObeKTy
UCCIIeIOBAaHUS
- ®opma H(POPMUPOBAHHOTO JIOKyMEHTAJIBHO X X
corjacus (BKJItouasi Bce oGopMHUTH PaKT MOTyIESHUS
HEOO0XOIMMBIE PA3bICHUTEIbHBIE | HHPOPMUPOBAHHOTO
MaTepHaIbl) corjylacus
- Jlto6ast apyrasi nucbMeHHas JIOKyMEHTAJIBHO X X
uHpopMaIUs MOJATBEPIUTH, YTO
cyObekTam Oyzaer
IpeoCTaBIeHa
COOTBETCTBYIOIIAs (C TOUKU
3pEHHSI COJICPIKAHUS U
JTOCTYIMHOCTH JUIS
MOHUMAaHU) TUCbMEHHAs
uH(pOopMaIus, TOMOTaroIas
UM JIaTh cOTjiacue Ha OCHOBE
IIOJIHOU
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MH(GOPMHUPOBAHHOCTU
- Pexnamubie 0ObsBICHUS 151 JIOKyMEHTAJIBHO X
MPUBJICUYEHUS CYOBEKTOB B MOJATBEPIUTH, YTO MEPHI 10
HCCIIEIOBaHUE (€CIU MPUBJICYEHUIO CYOBEKTOB
HCIIOJIb3YIOTCS) aJIeKBaTHBI U OTCYTCTBYET
AIIEMEHT MPHUHYKICHUS
8.2.4. ®uHaHCOBBIE ACHIEKTHI JIOKyMEHTAJIBHO X X
UCCIIEI0OBAaHUS 3aKpenuTh (PUHAHCOBOE
CorjalleHue no
UCCIIEJOBAHUIO MEX Y
CIIOHCOPOM U
HCCIIeIoBaTeNIeM/Opranu3alt
uen
8.2.5. CtpaxoBoe JIoOKyMeHTaJIbHO X X
00s13aTenbeTBO (ecnu TpedyeTcs) | MOATBEPAUTH, YTO B CIIydae
NpUYMHEHHUs yiepoa,
CBSI3aHHOTI'O C
UCCIIeIOBaHUEM, CYOBEKTaM
OyaeT nTocTymHa
KOMIICHCALUS
8.2.6. Ilognucannoe JIoOKyMeHTaJIbHO
COrJIallIEHUE BOBJICYEHHBIX 3aKpPEMUTh COTJIAIICHUS
CTOPOH, HallpUMep:
- MEXJ1y uccieoBaTenem/ X X
OpraHu3alnuen ¥ CIOHCOPOM
- MEXy UccliejoBaTenem/ X X (ecnu
opraHu3anued ¥ KOHTPAKTHOM TpeOyeTcst)
HCCIIEA0BATENbCKON
Opra"u3aruen
- MEXKIY CIOHCOPOM U X
KOHTPAKTHOW HUCCIIEA0BATEIBCKOMN
Opra"u3aruen
- MEXIY X X
uccleioBaTeNIeM/opranu3aiuei u
YIIOJIHOMOYEHHBIMU OpTraHaMH
(ecmu TpeOyeTcs)
8.2.7. JlatTupoBaHHOE U JIoOKyMeHTaJIbHO X X
JOKYMEHTAJIBHO 0(OpMIIEHHOE MOATBEPAUTD, YTO JAHHOE
yTBEepXkKACHHUE/0J00OpeHHE UCCIIeIoOBaHUE OBLIO
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OKCIEpTHBIM COBETOM
OpraHu3aIuu
(3CO)/He3aBUCUMBIM 3THYCCKUM
komureroM (HOK) cnenyromux
JOKYMEHTOB: - IPOTOKOJIAa U
JOOBIX TIOTIPaBOK

- UPK (ecnu Tpebyercs)

- (opmbI HH(POPMUPOBAHHOTO
coryacus

- M000# Ipyroit MUCbMEHHON
uH(pOpMAaIINHY, TTPEAOCTABIAEMON
cyOBeKTam

- PEKIIaMHBIX OOBSIBICHHM JUIS
MPUBJICYEHUS CYOBEKTOB B
uccueaoBaHue (eciu
HCIIOJIb3YIOTCS)

- “HQOpMAIHH O KOMIICHCAIIUN
cyObeKTaM (MpU HATUIHH )

- MOOBIX MHBIX
YTBEPKACHHBIX/000PEHHBIX
JTOKYMEHTOB

pPaccMOTPEHO M YTBEPKICHO/
onobperno DCO/HIK.
VYKa3pIBalOT HOMEp BEPCUU U
JaTy JTOKyMEHTa

8.2.8. CoctaB DKCHEpTHOTO JloKyMeHTaJIbHO X X (roe
coBeTa 3aKpEMHUTh COOTBETCTBUE TpebyeTcst)
opranm3anun/He3aBrucumoro cocraBa DCO/HOK
9TUYECKOTO KOMUTETA tpeboBanusm GCP

8.2.9. Pa3pemenue/onobpenue JIoKyMeHTaJIbHO X (rme X (rme
MIPOTOKOJIA/yBETOMIICHHE O MOATBEPAUTD, UTO MPHU Tpedyercsi) | Tpedyercsi)
MPOTOKOJIE OT YIOJHOMOYEHHBIX | HATMYUU COOTBETCTBYIOIINX
opraHoB (rzie Tpedyercs) HOPMAaTHUBHBIX TPEOOBAHHIA

paspernienue/oto0peHne/yBe
JOMJICHHE YTIOJTHOMOYEHHBIX
OpraHoOB IOJIy4EHO 0
Hayasa UCCle0BaHUs

8.2.10. Curriculum vitae u/unmu JIoKyMeHTaJIbHO X X
Apyrue JOKYMEHTHI, MOJATBEPIUTH
MIOITBEPKAAIOIITHE KBTA(DUKAITHIO 1
KBAJTM(HUKALMIO UCCIICAO0BATENIEH U | IPUTOAHOCTD IS
couccleoBaTenei MIPOBEACHUS UCCIIEIOBAHUS

W/WN OCYIIECTBICHUS
MEIULMHCKOTO HAOMIOACHUS
3a cyObeKTaMu
8.2.11. HopmanpHblii quana3oH JIOKyMEHTAJIBHO X X

3HAQ4YECHUM I IPEAYCMOTPEHHBIX

3aKpEIUTh HOPMAJIbHBIN

HapAe)XHafa npaBoBas noaaepxxkKa

www.consultant.ru

Crpanuua 50 ns 59



https://www.consultant.ru/
https://www.consultant.ru/

"I'OCT P 52379-2005. HauvoHanbHbIi ctaHaapT Poccuiickon ®epepaumu.

Hapnexawas knmHuyeckas npakrtmka"
(yTs. Mpukasom Pocrexpe...

[okymeHT npepoctasneH KoHcynsTaHTlnioc
[ata coxpaHeHnus: 03.06.2022

MIPOTOKOJIOM JMara3oH 3HaAUYCHUH J1s
MEIUIUHCKUX/Ta00paTOpPHBIX 1a00paTOPHBIX TECTOB
TEXHUYECKUX MPOLEAYp W/WIn
TECTOB
8.2.12. JloKyMeHTaJIbHO X (rme X
MenunHckre/1a0dopaTopHbIe/TeX | HOATBEPAUTD IPUTOAHOCTE | TpeOyeTcs)
HUYECKHUE MPOLIETYPbI/TECTHI: o0opyaI0BaHuUs AT
- cepTuuKanus MpOBEACHUS TPEOYyEeMbIX
- WJIM aKKpEeIUTaIHs TECTOB U 00ecreueHUs
- WM BHYTPEHHUH W/UITN HA/ICKHOCTH Pe3yNbTaTOB
BHEILIHUM KOHTPOJIb KaYECTBA
- WJIM JJPYTUE METO]IbI
MOJTBEPXKAeHUS (T1e Tpedyercs)
8.2.13. OOpa3upl 3TUKETOK Ha JIoOKyMeHTaJIbHO X
YIaKOBKAaX UCCIIETyEeMBIX MOJTBEPIUTH COOIIIOICHHE
MIPOIYKTOB COOTBETCTBYIOLINX
TpeOOBaHUN K MAPKUPOBKE
HCCIIEelyeMOro Tpenapara u
IIPUTOTHOCTh UHCTPYKLIUH
115l CyOBEKTOB
8.2.14. UncTpykuus 1o JIOKyMEHTAJIBHO X X
0OpalIeHnIo ¢ UCCIeTyeMbIMU 3aKpEMHUTh WHCTPYKLUU JJIs
MNPOIAYKTaMH U PACXOIHBIMH oOecrieyeHns: HaIIeKaIIEro
MaTepHuaiaMH (€clii He BKIIIOYEHO |XpaHEHUs, YIIaKOBKH,
B IIPOTOKOJI WJIK OpOIIIOpY pacripesiesieHus 1
HCCIIeI0OBaTENs) YTUJIM3ALUN UCCIIETYEMbIX
MPOIYKTOB U PACXOJHBIX
MaTepHaoB
8.2.15. Yuer nocraBok JIoOKyMeHTaJIbHO X X
UCCIIEAYeMbIX TPOIYKTOB H 3aKpEMUTh JaThl U CIIOCO0
PacXOoHBIX MaTepHAIIOB MOCTaBKH, HOMEpa cepuit
UCCIIEYeMbIX TPOIYKTOB U
PacXOoIHBIX MAaTEPUAJIOB.
I1o3BoJsIeT OTCHEANUTD
CEepHIO MPOJIYKTA,
KOHTPOJIUPOBATh YCIOBHS
MIOCTAaBKH U BECTU y4ET
8.2.16. Ceptuduxarsl aHanu3oB | JIOKyMEHTAIbHO X
MIOCTaBJICHHBIX HCCIETyEeMBIX MOATBEPIUTH MOJUTMHHOCTB,
MIPOYKTOB YHUCTOTY U KOJIMYECTBEHHOE
coJiepKaHue aKTHBHOTO
BeIlleCTBa (JI03UPOBKY)
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(yTs. Mpukasom Pocrexpe...

HCCIIETyEeMBIX MTPOIYKTOB
8.2.17. Ilpouenypsl pacKpbITHs JIoOKyMeHTaJIbHO X (B
KOJIa JIJIsl ICCIIEOBAHUT, 3aKpeNuUTh MPOLEAYPY COOTBETCTB
MIPOBOJMMBIX CIIETBIM METOJIOM AKCTPEHHOH VIOIIIHUX
UICHTU(DUKAITIT ciyJasx,
MacCKUpPOBAHHOTO TPEThs
HCCIIEyeMOro IpoIyKTa 6e3 CTOpOHA)
HapYIICHUS] MACKUPOBKH IS
OCTaJIbHBIX CYOBEKTOB
8.2.18. PannoMu3aniioHHBIN JIOKyMEHTAJIBHO X (B
CIIUCOK 3aKperuTh METO]T COOTBETCTB
paHIOMU3AlNUU CYyOBEKTOB VIOIIIHUX
UCCIIeIOBAHUS ClIydasx,
TPEThs
CTOpOHA)
8.2.19. OTyer moHHUTOpA O JloKyMEeHTaJIbHO X
MIPEIBAPUTEIILHOM BU3UTE MOATBEPIUTH IPUEMIIEMOCTh
HCCIIEIOBATENIbCKOTO [IEHTPA
JUTS. TAHHOTO MCCIICIOBAHUS
(MOXKeT ObITh 00BETUHEHO C
8.2.20)
8.2.20. OTyeTr MoHHUTOPA O JloKyMeHTaJIbHO X X
CTapTOBOM BH3UTE MOATBEPANTH (DaKT
03HAKOMJICHUS
UCCIIeIOBATEIIS U 3aHSATOTO B
WCCIIEIOBAHUY TIEPCOHANIA C
MpOLIEypaMH HCCIIETOBAHUS
(MOxKeT ObITh 00BETUHEHO C
8.2.19)

8.3. Bo Bpems kIIMHUYECKOM (pa3bl uccienoBaHus

B noarBepxieHre TOro, 4To BCsl HEOOXO0qMMast HOBass MH(OpMAIUs JOKYMEHTAIBHO O(QOpPMIISETCS
[0 Mepe €€ MOCTYIUICHUS, B JIOMOJHEHNE K BBIIIETIEPEUNCICHHBIM JJOKYMEHTaM, UMEIOLIUMCS B (Qaiiie,
0 X0y MCCIeI0OBaHU HE00X0AUMO JJOOABIIATE CIACIYIONIUE TOKYMEHTHI:

HaunmeHnoBanue nokymenra

Ienn

Haxonmurcs B
daitmax

UCCIIEIOB

aTens/op

raHu3anu
)41

CIIOHCOP
a
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8.3.1. OOHOBIIEHHBIE BEPCUH OPOIIIOPHI JIOKyMeHTaJIbHO X

UCCIIeI0BaTeNs 3aKpenuTh (hakT
CBOEBPEMEHHOTO
COOOLICHUS
UCCIIEI0BATEIIO
HE00X0IMMOMH
uH(pOpMaIINH TI0 Mepe ee
MOCTYIUICHUS

8.3.2. JIroboe n3MeHeHue: JIOKyMEHTAJIbHO X

- mpotokoa/monpaBok u MPK 3aKPENUTh U3MEHECHUS

- (opmbI HHDOPMUPOBAHHOTO COTIACUS | JAHHBIX JIOKYMEHTOB,

- M000# Ipyroit MUCbMEHHON MPOU3BEICHHBIE BO
uH(pOpMaIINHY, TTPEAOCTABIAEMON BpeMsI HCCIIEOBAaHUS
cyObeKTam

- PEKJIIaMHBIX OOBSABICHUN IS
IPUBJICUYEHUS CYOBEKTOB B UCCIIEIOBAHHE
(ecu UCTIOIB3YIOTCS)

8.3.3. JlaTupoBaHHOE U JOKYMEHTAJILHO JIoOKyMEeHTaJIbHO X
o(pOpMIICHHOE YTBEPKIACHHE/0J00peHIE MOATBEPANTH (haKT
DKCIEPTHBIM COBETOM OpPraHU3ALUU paccMOTpeHHs U
(9CO)/He3aBUCUMBIM 3THYECKUM YTBEPKICHUS/000pEeHI
komuteToM (HOK) cnenyrommx s DCO/HOK nompasok
JTOKYMEHTOB: W/WIH HOBBIX PEIAaKIIHM.

- MIOTIPABOK K MPOTOKOIY VYKa3bpIBarOTCA pelaKius

- HOBBIX pellaKIuii: U J1aTa IOKyMEHTa

- (popmbI HHDOPMUPOBAHHOTO COTIACUS

- IPEIOCTABIISIEMbIX CYObEKTaM
MaTepHaoB

- PEKJIaMHBIX OOBSABICHUN IS
NPUBJICUYEHUS CYOBEKTOB B UCCIIEIOBAHHE
(ecnu ucnoab3yercs)

- IPYTUX YTBEPKJICHHBIX/0100pEHHBIX
JTOKYMEHTOB

- pe3ybTaTOB MEPHOAUIECKOTO
paccMOTpeHHs JOKYMEHTAIUH 110
UCCIIeIOBAHUIO (T1e TpedyeTcs)

8.3.4. I'me Tpebyercs, JIOKyMEHTAJIbHO X (roe
pasperienue/o100peHne/yBejoMIeHIE 3aKpEMHUTh COOTBETCTBUE | TpeOyeTc
YIIOJIHOMOYEHHBIX OPraHoOB IS HOPMaTHBHBIM )

- IOTIPABOK K MPOTOKOJY U JPYTUX TpeOOBaHUAM
JTOKYMEHTOB

8.3.5. Hayunyro Ouorpaduto (curriculum Cwm. 8.2.10 X
vitae) HOBBIX UCCIIeOBATENEeH 1/Iin
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couccenoBarenen

8.3.6. MI3mMeHeHnss HOpMaJIbHOTO JIOKyMEeHTaJIbHO X X
nUara3oHa 3HaUeHUU UL 3aKpENUTh HOPMaJIbHBIN
MPEYCMOTPEHHBIX IPOTOKOJIOM JMara3oH 3HaUYCHHUH
MEIUIUHCKUX/Ta00paTOPHBIX/TEXHUUECKUX | TECTOB, U3MEHEHHBIX B
IpoIe1yp/TeCTOB XO0JI€ UCCIIeI0BaHUS (CM.

8.2.11)

8.3.7. U3meHeHUs B JloKyMeHTaJIbHO X (roe X
MEIULMHCKUX/Ta00paTOPHBIX/TEXHUUECKUX | OATBEPIUTD, YTO TECTHI | TPEOyeTC
nporenypax/ Tecrax: MPOJOJDKAIOT OTBEYATh o)

- cepTudUKaIUs TpeOOBaHUSM B TEUCHUE

- WJIM aKKpEeIUTaIHs Nepr0/1a UCCIIEIOBAHUS

- WM BHYTPEHHUH W/WITU BHEITHUHA (cm. 8.2.12)

KOHTPOJIb KauecTBa

- WM JPYTUE METO/IbI OATBEPKACHUS
(rme Tpedyertcsi)

8.3.8. JlokyMeHTalus 0 MOCTaBKaM Cwm. 8.2.15 X X
UCCIIEYeMbIX TPOAYKTOB U PACXOIHBIX
MaTepHaoB

8.3.9. Cepruduxarsl aHaIM3a HOBBIX Cwm. 8.2.16 X
CEPUI UCCIIEYEMBIX IIPOTYKTOB

8.3.10. OT4eTsl MOHUTOPOB O BU3UTAX JIoOKyMeHTaJIbHO X

3aKpEMHUTh BUSHUTHI
MOHHTOPOB U UX
pe3yIbTaThl

8.3.11. CymiecTBeHHbIE U1 JIoOKyMeHTaJIbHO X X
MCCIIEIOBAaHUS IIEPETOBOPBI/TIEpEenHCcKa 3aKpEMHTh JI00bIE
(MOMHUMO BU3HUTOB): COTJIAIICHUS JTHOO

- TIepernuncKa CYIIECTBEHHbBIE

- 3aMKCHU BCTpeY MIEPErOBOPHI,

- 3aMKCHU TeTePOHHBIX Kacaroluecs: BOIPOCOB

MIEPEroBOPOB MIPOBEACHUS

HCCIICIOBAaHUS, €T0
aJIMUHUCTPATUBHBIX
aCIIEKTOB, HAPYILLIECHUN
MPOTOKOJIA, OTYETHOCTH
10 HEXeJaTeIbHbIM
SBIICHUSIM

8.3.12. Iloanucanubie GopMBI JIoOKyMeHTaJIbHO X
MH(GOPMHUPOBAHHOTO COTIACHUS MOJATBEPIUTH, YTO

COTJIaCHE KaXI0TO
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CcyObeKTa MOoJy4eHO B
cootBercTBUU ¢ GCP 1
MIPOTOKOJIOM JI0 Hayaja
y4yacTus B
uccnenopanuu. Kpome
TOT0, JOKYMEHTAJIbHO
3aKpEMUTh pa3pelIeHne
Ha IpsIMOH AOCTYI (CM.
8.2.3)

8.3.13. IlepBuyHast JOKyMEHTALIMS

JIOKyMEHTAJIBHO
MOATBEPIUTH (hakT
CYIIECTBOBaHMS
CyObeKTa u
JIOCTOBEPHOCTD
COOpaHHBIX TaHHBIX.
Bxirounts ucxoaHslie
JOKYMEHTHI,
OTHOCSIINECS K
HCCIIEI0BAHMUIO,
JICYCHUIO U aHAMHE3Y
cyOBeKTa

8.3.14. 3anonHeHHbIE, TaTUPOBAHHBIE U
MOITUCAHHBIE UHIUBUyaJbHbIC
peructpauronnsie kaptel (MPK)

JIOKyMEHTAJIBHO
opopMUTH
MIOATBEPXKICHUE
HCCIIEI0BATENIEM WIH
YIIOJTHOMOYEHHBIMU
COTpYIHUKAaMU
HCCIIEI0BATEINS
3apEruCcTPUPOBAHHBIX
TAHHBIX

(xormust)

X
(opurux
ar)

8.3.15. JlokymeHTHpOBaHuE
ucnpasienuii B UPK

JIOKyMEHTAJIBHO
3aKpenuTh BCE
M3MEHEHHS/ TOTIOTHCHHS
WJIU UCIIPaBJICHMUS,
cnenanubie B MPK
TOCJIe 3alucu
MepBOHAYAIbHBIX
JTAHHBIX

(xormust)

X
(opurux
ar)

8.3.16. YBenomiieHue cnoHcopa
HCCIIEIOBATENIEM O CEPhE3HBIX
HCXKCIJIATCIIbHBIX SABJICHUAX U
COOTBCTCTBYIOIIHUC OTUCTHL

VYBegomiieHue
CIOHCOpa
HCCIIe0BATEIIEM O
CEPbE3HBIX
HCIKCIIATCIBbHBIX
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SIBJIEHUAX U
COOTBETCTBYIOIINE
oTueTsl coracuo 4.11

8.3.17. YBenomieHue CrioHCOpOM U/WIH
uccaeaoBaresneM (4To MPUMEHHUMO )
yrosiHoMo4eHHbIX opraHoB 1 DCO/H3K o
HETPEeABUICHHBIX CEPhE3HBIX
HEXXeJaTeIbHbIX PEAKIUAX U O APYron
uHdopmanuu o 6e30MacHOCTH

YBeagomienue
CIIOHCOPOM H/WJIH
uccaeaoBaTenem (4To
IIPUMEHUMO )
YIIOJTHOMOYEHHBIX
opranos 1 9CO/HOK o
HEMPEIBUICHHBIX
CepbE3HBIX
HEeXKellaTeTbHBIX
peaxusx B
COOTBETCTBUU C 5.17 u
4.11.1 u o gpyroit
uH(pOpMAIIUU TIO
0€30MMacHOCTH B
COOTBETCTBUU C 5.16.2 1
4.11.2

X (roe
Tpedyerc
1)

8.3.18. CooO1ieHne CrioHCOpomM
UCCIIeI0BaTeN0 HHPOPMAILIUHU TI0
0€301acHOCTH

CooOuienne
CIIOHCOPOM
HCCIIEI0BATENO
uH(pOpMAIIUHU TIO
0e30IMacHOCTH B
COOTBETCTBUH C 5.16.2

8.3.19. IIpoMeKyTOUYHBIE WIJIH FOI0BbIE
otueTsl, mpenocrapiseMbic DCO/HOK n
YIIOJTHOMOYEHHBIM OpraHam

[Ipomexyrounsle UIu
rOJIOBBIE OTYETHI,
IIPEIOCTABIISIEMbBIE
3CO/H3K B
cooTBeTcTBUU C 4.10 1
YIIOJTHOMOYEHHBIM
OopraHaMm B COOTBETCTBUHU

c5.17.3

X (roe
TpeOyer
csl)

8.3.20. XKypHan CKpUHUHTa CYyOBEKTOB

JIOKyMEHTAJIBHO
3aKpEMHThH
UICHTH(PUKAIUIO
CyOBEKTOB, MPOLIEIIINX
nepes] UCCIIEI0BAHUEM
CKPUHUHT

X (roe
TpeOyer
csl)

8.3.21. Cnrcox uaeHTH(PHUKAIIMOHHBIX
KOJIOB CYOBEKTOB

JIOKyMEHTAJIBHO
MOJATBEPIUTH, YTO
UCCIIeI0BATENb/OpraHu3
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aryst XpaHsT
KOH(UICHITNATbHBII
CIIMCOK UMEH BCEX
CyOBEKTOB, KOTOPHIM
MIpY BKJIIOYCHUHU B
HCclIeIoBaHue ObLIN
MIPUCBOCHBI
UICHTU(DHUKAITMOHHBIE
kojpl. [To3BonsieT
HCCIIEI0BATEII0/OpraHm3
Al
UACHTU(DUIPOBATD
mo0oro cyobekTa

8.3.22. XKypnau perucrpauuu
BKJIIOYECHHUS CYyOBEKTOB

JIOKyMEHTAJIBHO
3aKpEMHTh
XPOHOJIOTUYECKYIO
MOCIIEI0BATEIHHOCTD
BKJIIOYECHHUS CyOBEKTOB
o
UACHTU(PUKAITTOHHBIM
KOJaM

8.3.23. Y4er uccnenyeMoro npoaykra B
HCCIIEI0BATENICKOM LIEHTPE

JIOKyMEHTAJIBHO
3aKpENUTh
HCII0JIb30BAHUE
HCCIIEyEMOI0 ITPOIYKTa
B COOTBETCTBUU C
IIPOTOKOJIOM

8.3.24. JIuct 06pa3uoB noanucei

JIOKyMEHTAJIBHO
3aKpenuTh 00pa3IbI
MOJIUCEN U MHULUAJIOB
BCEX JIUII,
YIIOJTHOMOYEHHBIX
BHOCHTBH JIaHHBIE W/HITH
ucnpasienusa B UPK

8.3.25. Yuer xpansmuxcsi 00pasion
OMOJIOTUYECKHX JKHUIKOCTEH/TKaHeH (ecau
HUMEIOTCS)

JIOKyMEHTAJIBHO
3aKpEMHThH
MECTOHAXOXKJICHHUE U
UICHTHPUKAIUIO
XpaHsmuxcs: 00pas3ios B
ciiydae He0OX0IMMOCTH
MPOBEACHUS TIOBTOPHBIX
aHaJIM30B
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8.4. Ilocne 3aBepiieHNs UM NPEKPALLEHUS UCCIIEI0BAHUS

ITocne 3aBepuIeHUs WK NIPEKPAILEHUS NCCIIEI0BaHUS BCE JOKYMEHTHI, IEPEUNCIIeHHbIE B 8.2 1 8.3,
JOJKHBI COJIepKaThes B (aiisie BMecTe C HUKEeyKa3aHHBIMHU JIOKYMEHTaMU:

Haxonutcs B daitnax
HanmenoBanue
Liens UCCIIEN0BATE
OKyMCHTa Js1/opranu3zall | CroHcopa
uu
8.4.1. Yuer JIOKyMEHTAJIbHO 3aKpENUTh X X
MCCIIETyeMOT0 TIPOIYKTa B | HCIIOJIb30BaHUE UCCIIEAYEMOTO
UCCIIEI0BATENIECKOM MPOIYKTa B COOTBETCTBUH C
LEHTpe MPOTOKOJIOM. JIOKYMEHTAJIbHO
3aKpEMUTh PE3YJIbTAThI
OKOHYATEeJIBHOTO I0/ICYETa
KOJINYECTBA MCCIIEyEMOTO
MPOIYKTa, MOJy4CHHOTO
HCCIIEI0BATENILCKUM IIEHTPOM,
BBIJIAaHHOTO CYOBEKTaM,
BO3BPAILEHHOTO CYOBEKTaMH U
BO3BPAILEHHOTO CIIOHCOPY
8.4.2. JloxymeHTanus JIOKyMEHTAJILHO 3aKpENUTh X (ecnu X
M0 YHUYTOKECHUIO (baKkT YHHUTOXKEHUS YHUYTOXEH B
MCCIIEyeMOT0 IPOIYKTa | HEUCIIOJIb30BAHHBIX UCCIETYEMBIX | KITMHHYECKOM
MPOIYKTOB CIIOHCOPOM WJIH B LIEHTpE)
HCCIIEI0BATENILCKOM LIEHTPE
8.4.3. 1torosblit Cnenate BO3MOXKHOMN X
CIIMCOK UACHTU(DHUKAIIIO BCEX
UACHTU(DUKAITMTOHHBIX BKJIIOYCHHBIX B HCCIIEIOBAaHHE
KOJIOB CYOBEKTOB CyOBEKTOB B cllydae
HEOO0X0AUMOCTH MX
MOCJICTYIOIIEr0 HAOIIOICHUS.
Criucox JOmKEH XpaHUTBCS C
coOuoiIeHreM TpeOOBaHU
KOH(HUICHIINATBHOCTH B TEUEHUE
COTJIACOBAHHOTO CPOKa
8.4.4. Ceprudukar JIOKyMEHTAJIBHO 3aKpENUTh X
aynuTa (eciau UMeeTcs) (baxT npoBeneHHs ayIuTa
8.4.5. OTuer MOHUTOpA JIOKyMEHTAJIBHO 3aKpENUTh X
0 3aBEpIIAIOIEM BU3UTE | OKOHYAHUE BCEX MEPOIPUATHI
UCCIIEIOBAaHUS, HEOOXOAUMBIX JUIS
3aBEpILAIOIIETO BU3NUTA, U HATMUNE
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KOIUI OCHOBHBIX TOKYMEHTOB B
COOTBETCTBYIOLIUX (haitnax
8.4.6. loxymeHTanus Bo3sBspamiaercs crioHcopy Ais X
0 pacIpeesIeHUI0 JOKYMEHTAJIBHOTO 3aKPETUICHUS
CyOBEKTOB TIO TPYNIaM U | MMEBIIUX MECTO CIy4aeB
PaCKpBITHIO KOJIOB BCKPBITHUS KOJIOB
8.4.7. IToroBblil oT4eT JIOKyMEHTaJIBHO 3aKpENUTh X
UCCIe1oBaTels, 3aBEpILEHUE UCCIIEIOBAHUS
MPEIOCTABIISIEMBIN
O3CO/HI3K (ecnu
Tpedyercs) u
YIIOJIHOMOYEHHBIM
opraHam (Tze
IIPUMEHUMO )
8.4.8. Otuer o JIOKyMEHTaJIBHO 3aKpENUTh X (ecnu X
KIIMHUYECKOM pe3ybTaThl UCCIICAOBAHUS U UX IIPUMEHHUMO)
UCCIICIOBAaHUH MHTEPIPETALHIO

HapAe)XHafa npaBoBas noaaepxxkKa

www.consultant.ru

Crpanuua 59 mn3 59


https://www.consultant.ru/
https://www.consultant.ru/

	Предисловие
	Сведения о стандарте
	Введение
	Область применения
	1. Термины и определения
	2. Принципы надлежащей клинической практики (GCP)
	3. Экспертный совет организации/Независимый этический
	4. Исследователь
	5. Спонсор
	6. Протокол клинического исследования и поправки
	7. Брошюра исследователя
	8. Основные документы для проведения клинического

