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Beenenune

Hannexamas knuaunueckass mnpaktuka (Good Clinical Practice; GCP) mpencraBnser co0oi
MEKIyHapOAHbIM J3TUYECKUN M HAy4YHbIM CTaHAAPT IIAHUPOBAHUA U IIPOBEICHUS HUCCIENOBAHUM C
y4acTHEM 4YelIOBeKa B KayecTBE CyOBEKTa, a TaKKe JOKYMEHTAJIbHOrO O(QOPMIICHHS U IMPEACTABICHHS
pE3yJIbTaTOB TAKUX UCCIIEJOBAHM.

CoOmronieHre  yKa3aHHOTO CTaHAapTa CIY)XKUT s OOIlecTBa rapaHTHEd TOro, 4To IpaBa,
6e3omacHOCTh M Ojaromnosydne CyOBEKTOB HCCIICAOBAaHMS 3aIIMIICHBI, COTJACYIOTCS C MPUHIHUIIAMH,
3aJI0)KCHHBIMH X EJIbCUHKCKOM neknapanueii BcemupHoi menuiuHckoi accommanuu (BMA), u uro
JJaHHbIE KJIMHUYECKOIO UCCIIEJOBAHUSI JOCTOBEPHBI.

Llenpto HACTOSIIEr0 HAMOHAIBLHOTO CTaHaapra (nasee - HACTOALIMKA CTaHIApT) SBISIETCS
YCTaHOBJIEHHE €AUHbIX co cTpaHamu Espomnelickoro Coroza, CoenunHeHHeiMu IllTaTamum Amepuxku u
SlnoHuWei mpaBWJ, UYTO JOJDKHO CIIOCOOCTBOBAaTh B3aMMHOMY MPHU3HAHUIO JAHHBIX KIMHUYECKUX
UCCJIEJOBAaHUM YIIOJIHOMOYEHHBIMU OpraHaMU Ha3BaHHBIX CTPaH.

Hacrosmuit crangapt unentuyen ICH GCP - PykoBoacTBy mo Hamiexameid KIMHUYECKOM
npaktuke (Guideline for Good Clinical Practice) MexaynapoaHoli KOH(EpEeHIIMH 1O TapMOHHU3AIUU
TEXHUYECKUX TpeOOBaHMM K perucrpauuu (apMaleBTUYECKUX MPOAYKTOB, IpeIHa3HAUYEHHBIX JUIS
npumeHenus 4enoBekoMm (International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use; ICH), koTopoe, B cBor0 ouepeib, pa3paboTaHO ¢ Y4eTOM
JEUCTBYIOIUX TpeOOBAHMHN HaJuIexalell KiiMHu4yeckoi npaktuku EBpormeiickoro Coro3a, CoenHEHHbBIX
IratoB Amepuku u Snonuu, a Takke Asbcrpanun, Kanagsl um  BceemupHON opranusanun
3apaBooxpanenus (BO3).

O0J1acTh NpUMeHeHUs

Hacrosmmii CTaHaapT HeO6XOIII/IMO CO6J'IIOI[8.TB Inpu NpOBCACHUN KIIMHUYCCKUX HCCIIeIOBaHUI,
JAaHHBIC KOTOPBIX 3aIlJIAHUPOBAHO MPCACTABUTDH B YIIOJITHOMOUYCHHBIC OPIraHbIL.

HpI/IHI_II/IHBI, YCTAHOBJICHHBIC HACTOAIIUM CTAaHAApPTOM, MNPUMCHHMBI TAKXKEC H K HWHBIM
KIIMHUYCCKUM HCCIICAOBAHUAM, KOTOPLIC MOI'YT OKa3aTb BJIMSAHHUC Ha 0€30IMacHOCTh U 6J1ar0nonyqne
YCJIOBCKA, BBICTYIAOUICTO B KAYECTBC C}/6’LCKTa.

1 TepMuHBI 1 Onpeie/IeHUSA

B Hacrosmiem craHAapTe NPUMEHSIOTCA CIEAYIOIIUE TEPMHMHBI C  COOTBETCTBYIOIIMMHU
OIIpEACTICHUSAMMU:
1.1 ayamr (audit): KommuekcHas W He3aBHCHUMas INPOBEPKAa OTHOCALIMXCA K HCCIICIOBAHHIO



JCATEIBHOCTH U TOKYMEHTAIIUH, MPOBOAMMAs ISl MOJTBEPIKACHUSI COOTBETCTBUS ATOM JEATEIILHOCTH, a
TaKXe Mporeayp cOopa, aHaiuM3a M MPEACTABICHHS JaHHBIX MPOTOKOJY, CTaHJAAPTHBIM ONEPaliOHHBIM
npolieIypam CIioHCcopa, Hajuiexariei kinanueckon npaktuke (GCP) u HopMaTUBHBIM TPEOOBAHUSIM.

1.2 onaromosryuue cyonextoB ucciaenosanus (well-being (of the trial subjects)): ®usnueckoe u
MICUXUYECKOE 3I0POBbE CYOBEKTOB, yYaCTBYIOIIUX B KIMHHUECKOM UCCIICTOBAaHHH.

1.3 opommopa wuccaenoBatedsi (investigator's brochure): CsogHoe u3noxkeHue pe3ysibTaTOB
KJIMHUYECKOTO ¥ JOKIMHUYCCKOTO M3YUYCHHUS MCCIICAYEMOro MPOIyKTa, 3HAYUMBIX IS €r0 UCCIICIOBAHUS
Ha yesioBeKe (CM. paszies 7 HaCTOSIIEro CTaHIapTa).

1.4 moromop (contract): JlaTupoBaHHOE W MOJINMCAHHOE COTJIAIICHHE MEXIY JABYMs WK OoJiee
CTOpPOHAMH, KOTOPOE YCTaHABJIMBACT TOTOBOPEHHOCTH, KAacCalOIIMECs paclpelesieHus: oobema padoT u
0053aHHOCTEH MpPU MPOBEICHUHM KIMHUYECKOTO HCCIICAOBAHMS, a TaKXKe, €CIM YMECTHO, (PMHAHCOBBIX
BOMPocoB. OCHOBOM TIOTOBOPa MOKET CIIYXKHUTh MPOTOKOJ HCCIICIOBAHUS.

1.5 moxymenrtanabHublii caen (audit trail): JlokymeHTauusi, mo3BoJsomas BOCCTAaHOBUTH XOJ
COOBITHIA.

1.6 moxymentammsi (documentation): Bce 3amucu B mo0oii ¢opme (Bkimrouas 3amuMcd Ha
OYMa)XKHBIX, 3JICKTPOHHBIX, MAarHUTHBIX HJIM ONTHUYECKUX HOCHTEJSX, CKAHOIPAMMbl, PEHTTCHOBCKHE
CHUMKH, OJICKTPOKApJAMOTPAMMbI W T.II.), KOTOPbHIC OIHUCHIBAIOT JHOO PErHCTPUPYIOT METO/IbI,
OPTraHU3aIUI0 W/WIK PE3yJIbTaThl KIMHUYECKOTO HMCCIICIOBAHUS, a TAKXKE BIMSIONINEC HA HCCICIOBAHHE
(baKTOPBI ¥ IPUHSATHIC MEPHI.

1.7 3akawuenne (nmpumenuteabHo K He3aBucumomy 3tmueckomy kommurtety) (Opinion (in
relation to Independent Ethics Committee)): 3akmouyenue w/wnm pexoMeHaanuu HesaBucumoro
ATHYECKOTO KOMHTETA.

1.8 3akonnblii mpencraButeab (legally acceptable representative): ®usunueckoe wiH
IOPUINYECKOE JIUI0, WIM WHOW CyOBEKT IMpaBa, UMEIOIIMN B CHIIy 3aKOHA IMPaBO JaBaTh COTJIACHE Ha
yYacTHe B KIIMHMYECKOM HCCIICIOBAHUU OT UMEHHU TIOTCHIIMAIBHOTO CyOhEKTa HCCIICOBAHUS.

1.9 unenTudukanmuoHublii kox cyowbekra (subject identification code): YHukanbHbI KOZ,
NPUCBAaUBaEMbIil  KCCJIEIOBATENeM  KaXKAOMY  CyOBEKTy  HCCICIOBaHUS il OOeCIedYCHUs
KOH(HUACHIIMATHLHOCTH €r0 JIMYHBIX JAHHBIX W HUCIOJIb3YEMbI BMECTO MMEHH CyObEKTa B OTUETax IO
HEXKEJIaTeIbHBIM SIBIICHHUSIM W/WJIHA APYTHX JaHHBIX, OTHOCSIIUXCS K UCCIICTIOBAHHUIO.

1.10 unauBuayaabHasi peructpanuonnas kapra; UPK (Case Report Form; CRF): lokymeHT
Ha OyMa)XHOM, 3JIGKTPOHHOM WJIM OINTHYECKOM HOCHUTENIC, MpeIHA3HAUCHHBIA JUJIsi BHECCHHS BCCH
NPEyCMOTPEHHOM MPOTOKOJIOM U MOJUISXKAIIEH Tiepeiade CIIOHCOPY UHPOPMAIIUH M0 KAKIOMY CYOBEKTY
UCCIICIOBAHHSI.

1.11 wacnekmus (inspection): JleficTBHE YIOJIHOMOYEHHBIX OPraHOB, 3aKJIIOUYaroIIeecs B
ouIMaNBbHOW MPOBEPKE JTOKYMEHTAIlMH, OOOpYIOBaHMS, WHBIX MAaTEPHAJIOB, UMECIOIIUX, [0 MHEHUIO
YIIOJIHOMOYCHHBIX OPraHoOB, OTHOIICHHWE K KJIMHUYECKOMY HCCICIOBAaHUIO W HAXOJIIIUXCS B
UCCIICIOBATEeIIbCKOM IIGHTPE, B TIOMEIICHUSX CIIOHCOpAa W/WJIM KOHTPAKTHOM WCCIIEIOBATEIbCKON
OpraHM3allik, a TaK)Ke HWHBIX OpPraHu3alUsaX, HUMEIONIMX, [0 MHEHHIO YIIOJHOMOUYCHHBIX OPraHoOB,
OTHOILICHHUE K UCCIICIOBAHUIO.

1.12 wundopmupoBannoe coriaacue (informed consent): Ilpoueaypa 10OGPOBOIBHOTO
MOJTBEPXKICHHUS CYOBEKTOM CBOETO COTJIacHsl Ha y4acTUEe B KOHKPETHOM HCCIICIOBAHHUH TTOCIIE TIOTYUICHUS
uHpopmarmu 000 BCeX 3HAYUMBIX JUIsI TPHHATHS MM  PEIICHUS acleKTaX HCCIICHOBaHUS.
WupopMupoBaHHOE coOTjacue JOKYMEHTHUPYETCS IOCPEACTBOM TOANUCAHUS M JATHPOBaHUS (HOPMBI
UH(POPMHUPOBAHHOTO COTJIACHSI.

1.13 wuccaemoBarenn (investigator): @dusmueckoe JMIO, HECyllee OTBETCTBEHHOCTh 32
NPOBEJICHUE KIMHUYECKOTO HCCIICJOBAaHUSI B HCCIIEOBAaTEIbCKOM IIeHTpe. B ciywae mnpoBencHus
UCCIICIOBaHMSI B UCCIICIOBATEIILCKOM IICHTPE TPYIIION JIMIL HccinenoBaresieM (TIIaBHBIM HUCCIIETOBATEIICM )
SIBJISIETCS] PYKOBOJMTEINB rpynibl. CM. Takke TepMuH "couccienoBarens” (1.54).

1.14 uccaenoBarenn-koopaunaTop (coordinating investigator): MccienoBatens, OTBEYarOIIUi
32 KOOPJMHAIIMIO NIEATSILHOCTH HCCIICAOBATENeH BCEX HMCCICIOBATEIBCKUX IIEHTPOB, YYACTBYIOIIMX B



MHOTOIIEHTPOBOM KJIMHUYECKOM HMCCIICIOBAHUH.

1.15 wuccaenoBarennv/opranmzanusi  (investigator/institution):  TepmMuH,  O3HaAYAKOIIMIA:
"uccnenoBaTeNb U/MIM OpraHu3alys B 3aBUCKIMOCTH OT HOPMATUBHBIX TpeOOBaHMA".

1.16 uccanenoBarteabckuii mentp (trial site): dakTuueckoe MECTO HMPOBEACHUS KIMHUYCCKOTO
UCCIICIOBAHMSI.

1.17 wuccaenyemsiii mpoaykt (investigational product): JlekapctBeHHass ¢opma aKTHBHOTO
BEIIeCTBA WK IUIane0o, u3yvyaeMasi Wil MCIOJb3yeMas i1 KOHTPOJIS B KJIMHUYECKOM HCCIICIOBAaHUH, B
TOM 4YHCJIE 3apErMCTPUPOBAHHBIN JICKAPCTBEHHBINH MPOIYKT B Cllydae, €ClIM CHOCOo0 ero MpUMEHCHHUS
OTJIMYACTCS OT YTBEPIKICHHOIO, a TaKXe IMPH €ro HCIOJIb30BAaHUHM [0 HOBOMY IOKa3aHUIO WU JIJIs
MOJIyUYCHHSI IOTIOJHUTEIbHOM HH(OPMAIIMK TI0 YTBEPIKICHHOMY TTOKa3aHHUIO.

1.18 wkamHu4eckoe ucnbiTanue/mccaenosanue (clinical trial/study): Jlroboe wucciemoBanue,
NPOBOJIMMOE C Y4YaCTHEM UYEJIOBEKAa B KAueCTBE CYObEKTa I BBISBICHUS WIM TOATBEPIKICHUS
KIMHUYECKUX W/uin (apmakonornyeckux 3(QexkToB wuccienyeMblx MPOAYKTOB W/WIM BBISABICHUS
HEXKEJIaTeIbHBIX PEaKIUil Ha UCCIIEAyeMble MPOAYKThI, /WU U3YUYCHUS UX BCACBIBAHUS, PACIIPEICIICHHUS,
MeTa0oIM3Ma 1 BBIBEICHUS C €10 OLIEHUTh UX 0e30MacHOCTh U/WiH 3(P(EKTUBHOCTD.

TepmuHbI "KIMHUYECKOE UCIIBITAHUE" U "KIMHUYECKOE UCCIIeIOBaHUE " SBISIOTCS CHHOHMMAMHU.

1.19 xoHTpaKTHAs McCaea0BaTeIbCcKasi opranm3amus (contract research organization; CRO):
dusmnueckoe JMIO0 WK OpraHu3anus (KoMMepueckas, HayqHO-HCCIICI0BaTe/IbCKas WM WHasl), KOTopas B
paMKax JOTrOBOpa CO CIIOHCOPOM BBINIOJNIHSAET OAHY WM Ooliee M3 €ro OO0si3aHHOCTeH | (YHKITHI,
CBSI3aHHBIX C TIPOBEJICHUEM KIIMHUYECKOTO UCCIICIOBAHMS.

1.20 xoutposr kavecrBa (quality control; QC): Metoabsl ¥ Mepbl, SBISIONIUECS YaCThIO
CHCTEMBI 00CCIICUYCHHUS] KAayecTBa M KCIIOJb3YEMbIC JJISi MPOBEPKH COOTBETCTBHUS BBIMIOJIHAEMBIX TPU
MPOBEICHUH MCCIICIOBAHUS MPOLICYP MPEIbIBISIEMbIM TPEOOBAHHUSIM K X KaUECTBY.

1.21 koopauHammonHblii komuter (Coordinating committee): Komurer, KOTOPBIii MOXKET OBITH
OpPraHM30BaH  CIOHCOPOM Ui  KOOPJMHAIIMM  TIPOBEJCHUS  MHOTOLEHTPOBOIO  KIMHHYECKOTO
UCCIICIOBAHMSI.

1.22 xondpuaennuanbHocth (confidentiality): Coxpanenue B TaiiHe OT HEYIOJIHOMOYCHHBIX JIHIT
uHpOpMAIIMK, TPUHANISKAIICH CIOHCOpPY, WM HWH()OpPMAIUY, TO3BOJIAIONICH HISHTU()UIIUPOBATD
CyOBEKTa HCCIICOBaHUS.

1.23 MHOromeHTpOoBOe KJIHMHUYeckoe wucciaenoBanume (Mmulticentre trial): Kiununueckoe
UCCcIeJ0BaHKUe, IPOBOIMMOE TI0 S€IUHOMY ITPOTOKOIY OoJiee YeM B OJJHOM HCCIIEAOBATEIbCKOM IEHTPE H,
3HAYUT, OOJIee YEM OJJHUM HCCIICOBATEIIEM.

1.24 wmonutopunr (monitoring): JlesaTenbHOCTh, 3aKJIIOYAMOIIASACS B KOHTPOJE 3a XOJO0M
KJIMHUYECKOTO HCCIENOBaHMs, OOCCIICUCHHH €ro IpoBelIeHHs, cOopa IaHHBIX W TPEICTaBICHUS
pe3yJabTaTOB B COOTBETCTBHM C IPOTOKOJOM, CTaHJAAPTHBIMH OINEPAIMOHHBIMH  IPOLEAYPaMH,
Haiekaied kiinandeckoit npaktukor (GCP) u HOpMaTUBHBIMU TPEOOBAHHUSMHU.

1.25 mamnexamasi kamHudeckas mpaktuka (Good Clinical Practice; GCP): Cranmapr
IUTAHUPOBAHUS, OpraHW3alliy, MPOBEACHHUS, MOHUTOPHHIA, ayAWTa, JOKYMEHTHPOBAHUS KIMHHYECKHX
UCCIIC/IOBAHMUM, a TakkKe aHajiu3a M MPEACTABJICHUS WX PE3yJabTaToB, CIYXKaIlIUA TapaHTHEH
JIOCTOBEPHOCTH M TOYHOCTH TMOJYYCHHBIX JaHHBIX W TPEACTABICHHBIX pE3yJbTaTOB, a TaKXKe
o0ecreurBarOIUi 3aIIUTY MPaB, 30POBbs U KOH(DUACHIIMAILHOCTH CYObEKTOB UCCIICIOBAHUS.

1.26 wexenarenbHass peakmusi; HP (adverse drug reaction; ADR): OtHOCUTEIBHO
NPEIPErUCTPALMOHHOTO KJIIMHUYECKOTO TMPUMEHEHHMS HOBOIO JICKAPCTBEHHOTO TPOJYKTa WM €ro
NPUMEHEHHSI 110 HOBBIM TOKa3aHUSAM, OCOOCHHO €CIIM TePaleBTHUECKUE J103bl TOYHO HE YCTAHOBIICHBI, -
BCE HETaTHBHBIC PEAKIIMHU, CBSI3aHHBIC C MPUMEHEHHEM JIFOOO0M 03Bl JIEKAPCTBEHHOTO MPOoayKTa. TepMuH
"CBI3aHHBIC C MPUMEHEHHEM JICKAPCTBEHHOTO MPOAYKTa" O3HAYaeT, YTO CYIIECTBYET XOTS Obl
MUHUMaJIbHAas BO3MOXHOCTh HAJMUYWs T[PUYUHHO-CICICTBCHHON CBS3M MEXAY JICKAPCTBCHHBIM
MPOIYKTOM U HEKEJIATSIIbHBIM SIBJICHUEM, T.C. B3AUMOCBSI3b HE UCKITIOUYCHA.

Jlyis 3aperucTpupOBaHHBIX JIEKAPCTBEHHBIX MPOJIYKTOB ATOT TEPMHH O3HAYAET BCE HETATHBHBIC
peaKiuy, CBS3aHHBIC C MPUMEHEHHEM JICKAPCTBEHHOTO MPOAYKTa B OOBIYHBIX J103aX, UCTIONB3YEMBIX IS



npo(UIaKTUKH, NTUATHOCTUKU WJIU JICUeHUs 3a00NeBaHUM, a TakkKe Ui M3MEHEHUs (DPU3MOJOTHYECKHUX
¢byuknuii (cm. PykoBoactBo ICH "OrieHka JaHHBIX MO KIMHHUYECKOH O€30MacHOCTH: TEPMUHOJOTHS H
CTaHJapThI IKCIIPECC-OTUCTHOCTH ).

1.27 nexenarenbHoe sisjenne; HS (adverse event; AE): Jlro6oe BBISBICHHOC y MAIIMCHTA WIIH
CyOBbeKTa KITMHUYECKOTO MCCIIEIOBAHUS MTOCIIe MPUMEHEHHS JICKApCTBEHHOTO MPOAYKTa HEOIaronpusTHOE
C MEIUIIMHCKOW TOYKH 3pEHUsI COOBITHE, KOTOPOE MOKET U HE MMETh NMPUYHHHO-CIIEJACTBEHHON CBS3H C
ero nmpuMeHenueM. Takum oOpazom, HexenatenbHoe sBiaeHue (HSI) moxer npenctaBisite co00i 1000
HEOJIaronpusTHBIN cUMITOM (BKJIFOUYAsi OTKJIIOHCHHE Ja0OpATOPHOTO MOKA3aTelsi OT HOPMBI), JKaI00y HIIH
3a0oneBaHre, BpeMs BO3HUKHOBEHHS KOTOPOTO HE WCKIIOYAeT NPUYUHHO-CICICTBEHHOM CBSI3U C
NPUMEHCHHEM JICKApCTBEHHOTO (KCCIIeIyeMOoro) MpoAyKTa BHE 3aBUCUMOCTH OT HAJIMYHS WM OTCYTCTBHS
takoi cBsi3u (cM. pykoBoacTBo ICH "OrneHka TaHHBIX MO0 KJIMHUYECKOW 0€30MaCHOCTH: TEPMHHOJIOTHS U
CTaHJapThI IKCIIPECC-OTUCTHOCTH ).

1.28 He3aBucumplii komuter 1o MoHuTtopunry aganabix; HKMJ (Independent
Data-Monitoring Committee; IDMC (Data and Safety Monitoring Board, Monitoring Committee,
Data Monitoring Committee)): He3aBucumbiii KOMHUTET, KOTOPBIH MOET ObITH 00pa30BaH IO
WHUIMATUBE CIIOHCOpA JAJS MEPUOAUYECKOTO PACCMOTPEHUS X0/1a KIMHUYECKOTO MCCIIEIOBAHMS, TaHHBIX
1o 0e30MacHOCTH W/WIIM OCHOBHBIX MapamMeTpoB 3(QGEKTUBHOCTH, a TAKXKE AJIS BEIPAOOTKH PEKOMEHIAIUN
CIIOHCOpPY O MEeIecO00pa3HOCTH MPOJODKCHHSI, MPEKPAIIeHUsI WCCICIOBAaHMS WM BHECEHHUS B HETO
W3MEHEHU.

1.29 He3aBucumbiii dtnuecknii komurter; HIK (Independent Ethics Committee; IEC):
HeszaBucumblii opran (3KCIEPTHBIM COBET WM KOMHTET, JCHCTBYIONIMHA Ha YpPOBHE OpraHU3allWH,
PETHOHATIBHOM, HAIMOHAIBHOM WJIM MEXIyHApPOIHOM YPOBHE), COCTOSIIHIA U3 MEAUIUMHCKUX PAOOTHUKOB,
a TaKKe JIUI, He UMEIONINX OTHOIICHHS K MEIUIIUHE, KOTOPHII 00eCeunBaeT 3alluTy IpaB, 0€30MacHOCTH
U Onaromonyursi CyOBEKTOB HCCIEAOBAaHUS W BBICTYMaeT JUis OOIIecTBa TrapaHTOM TaKOW 3allUTHI, B
YaCTHOCTH IIyTEM PACCMOTPEHHsS, YTBEPXKIACHUS/OMOOpEHUSI MPOTOKONA WCCIEAOBAaHUS, KaHAUIATYP
UCCleIoBaTeNell, HCCIeAOBaTeIbCKUX IIEHTPOB, a TakKe MaTepuajoB U METOJOB, KOTOpPbIE
MpeanoiiaraeTcs MCMOJb30BaTh MJS TMONYYCHHs] U JTOKYMEHTUPOBaHHUS WH(GOPMHUPOBAHHOTO COTJIACHUS
CyOBEKTOB HCCIIEIOBAHUSI.

[IpaBoBo#i cTaryc, cocTaB, (GYHKIUH, AESITENbHOCTh HE3aBUCUMBIX ITHUYECKUX KOMHUTETOB, a TAKXKe
OTHOCSIINECS K HUM HOPMAaTHBHBIC TPEOOBaHUS MOTYT pa3lnyaThbCs B Pa3HBIX CTpaHaX, TeM HE MeEHee,
HOK nomxkubl pyHKIMOHUpPOBATH B cooTBeTCTBHH ¢ GCP.

1.30 He3amHTepecoBaHHBIH cBHAeTE b (Impartial witness): ®usnveckoe TUI0, HEMPUIACTHOE K
MPOBEJICHUIO KIMHUYECKOTO HCCIECIOBAaHUS, HAa KOTOpPOE HE MOTYT OKa3aTh JaBIICHUE YYaCTHHUKU
KIIMHUYECKOTO HCCIIEIOBAaHHUS M KOTOpOE B Cly4ae, eClH CyOBeKT HCCIICOBAHMS WU €ro 3aKOHHBIN
MPEJICTAaBUTENb HE YMEET WJIM HE MOXKET YNUTaTh, IPUCYTCTBYET BO BpeMsl OTyueHUsI HHHOPMUPOBAHHOTO
COIJIacHs, a TaK)Ke 3aYUTHIBAET TEKCT HHPOPMUPOBAHHOTO COTJacHs U JII0ObIe ApyTrue MpeaocTaBisieMble
CYOBEKTY UCCIIeIOBaHMS MUChbMEHHBIE MAaTEPUAIIBI.

1.31 noxauamyeckmne ucciaegoBanms (nonclinical study): BuomemuiuHckue ucclaeI0OBaHMUS,
MPOBOAMMBIE 0€3 yJacTus YelIOBEeKa B KaUeCTBE CYObEKTa.

1.32 nenpenBuaeHHasi HexkejaTtedbHass peakmuss (unexpected adverse drug reaction):
HexenatenbHas peakius, CyIIHOCTh WM TSHKECTh KOTOPOM HE coriacyeTcsl ¢ U3BECTHOM nHpopMaluei o
npoaykre (Hampumep, ¢ OpOIIOpPOM UCCIemoBaTeIs I HE3aperMCTPUPOBAHHOIO HCCIIEAYEMOTO
MPOAYKTAa WIH C JIUCTKOM-BKIIQBIIIEM/CBOTHON XapaKTEPUCTUKON JIGKAPCTBEHHOTO MPOJYKTa B CiIydae
3aperucTpupoBaHHoro mpoaykra) (cm. pykoBouctBo ICH "OneHka JaHHBIX 10  KIMHHYECKON
0€30IaCHOCTH: TEPMUHOJIOTHS U CTAHAAPTHI IKCIIPECC-OTYETHOCTH ).

1.33 nopmaruBHble TpedoBanusi (applicable regulatory requirement(s)): Bce 3akoHbl u
MOJI3aKOHHBIE aKThl, PETYIUPYIOLINE MPOBEACHNE KIMHHYECKUX HUCCIIEOBAHUN UCCIIEyeMbIX MPOTYyKTOB.

1.34 obecneuenne kauecrBa (quality assurance; QA): COBOKYNHOCTb CHCTEMAaTHYECKUX U
TUTAHOMEPHBIX JEHCTBHM, KOTOPhIE UMEIOT 1IEeTIbI0 00ECIEeYUTh COOTBETCTBUE MPOBEICHUS HCCIEI0BaHU,
cOopa, perucTpanu W TPEACTaBJICHUS JaHHBIX Haiekamied kiumHudecko mnpaktuke (GCP) u



HOPMAaTHBHBIM TPEOOBAHUSIM.

1.35 oprammsamusi (memmmuuckasi) (institution (medical)): Jlwo6as opranuzamus BHe
3aBUCHMOCTH OT €€ OpPTraHH3alMOHHO-TIPABOBOW (OPMBI JIMOO MEIUIMHCKOE, JIMOO CTOMATOIOTHYECKOE
nojpa3/ielieHue, Te MPOBOIAT KIMHUYECKOE HCCIIEI0OBaHUE.

1.36 opurnHanbHbie MeqummHckue 3anucu (original medical record): Cum. Tepmun "nepBudHas
noxkymenrarus’” (1.41).

1.37 ocnoBubIe 1okymeHThI (essential documents): JlokyMeHTBI, KOTOPbIE B COBOKYITHOCTH HIIH
10 OTJEIBHOCTH ITO3BOJISIOT OIIGHUTh X0 KJIMHUYECKOTO UCCICOBAHHS U Ka4eCTBO IOJIyUYCHHBIX TAHHBIX
(cM. pasaen 8 HACTOSINEro CTaHAapTa).

1.38 oTuer moHuTopa (monitoring report): I[TucbMEeHHBI OTYET MOHHMTOpPA CIIOHCOPY MOCIEC
Ka)XJJOr0 BH3HTa B HMCCIICIOBATEIILCKUM NEHTP M/WIM KOHTAKTa C HMCCIIEIOBATEIIIMH B COOTBETCTBHU CO
cTaHIapTHBIME onepaioHHbpMu poueaypamu (COIT) cnoncopa.

1.39 oruer 06 aymure (audit report): ITucbMeHHOE 3aKIIOYEHHE ayaAUTOpPa CIOHCOpA O
pe3yJbTarax ayJmra.

1.40 oTuer 0 KIMHHYEeCKOM HcnbITanuu/ucciaenoBanuu (clinical trial/study report): Oruer B
NUCBMEHHOH (opMe, NpeACTaBISAIOMUI cOOOW ONMUCaHWE KIMHHUYECKOTO HCIBITAHUS/MCCIICI0BaHUS
KaKoro-JIn0o TEepareBTUYECKOro, MPOPHIAKTUYSCKOTO WM JHAarHOCTHYECKOTO CPEIACTBA C Y4acTHEM
YyeloBeKa B KadyecTBe CyObeKTa, OOBCAMHSIONIMK KIMHUYECKOE M CTaTUCTHYECKOE OIHMCaHMS,
Npe/CTaBlICHUE TaHHBIX UM MX aHanmu3 (cM. pykoBonactBo ICH "CtpykTypa W conepkaHHE OTYETOB O
KJIMHUYECKOM UCCIICIOBaHUU").

1.41 nepBuuHas nokymentanus (source documents): McxonHsie JOKyMEHTHI, JaHHBIE M 3aITUCH
(Hanpumep, HcTOpUM OOJE3HH, aMOyJIaTOpHBIE KapThl, JaOOpAaTOPHBIC 3alUCH, 3aMETKH, THEBHUKH
CYOBEKTOB HCCIICIOBAHUS, BOIPOCHHUKH, YXYPHAJIbI BBIJAYM MEIUKAMEHTOB, 3allUCH aBTOMATHYECKUX
YCTpOMCTB, BepU(UIIMPOBAHHBIE W 3aBEPEHHBIC KOMHWU WM BBIMUCKH, MUKPOQHIIH, (OTOHETraTHBHI,
MUKpOIICHKA WJIM MarHUTHbIE HOCUTEIH, PEHTTCHOBCKUE CHUMKH, JIOOBIC 3aIllUCH, OTHOCSIIMECS K
NanyeHTy, B TOM 4YHCIE XpaHsIIMecs B anTeke, JIabopaTopusXx W OTICICHHSX HHCTPYMEHTAIBHON
JMAarHOCTUKH, UCTIOJIB3YEMBIX B KITMHUYECKOM HCCIICIOBAHUY).

1.42 nepBuunble naHHble (Source data): Bcs wHpopmarus, comepikamiascs B OPUTHHAIBHBIX
MEIUIIMHCKUX 3aIHCAX U X 3aBEPEHHBIX KOIHUSAX, ONMCHIBAIONIAst PE3YJIbTAThl KIMHUUECKUX HAOIIOICHHH,
o0CIeIOBaHUI M JIPYyroi IesITebHOCTH, MO3BOJISIOMIAS BOCCO3/ATh XOJ KIMHHYECKOTO HCCICAOBAHUS U
OLCHUTH ero. llepBUYHbBIC IaHHBIC COJIEPKATCS B MEPBHYHOM JOKYMEHTAlMH (MOUIMHHUKAX WM HX
3aBEPEHHBIX KOIUSIX).

1.43 nompaBka (k mpotokosy) (amendment (to the protocol)): Cm. Tepmun "mompaBka K
nporokony” (1.44).

1.44 mompaBka k mportokoay (protocol amendment): OdopmieHHOE B NHUCBMEHHOM BHJIE
OIMCAaHUe U3MEHEHUH WM OUIHATBEHOE Pa3bsICHEHNE POTOKOJIA.

1.45 nmpenapar cpaBuennsi (comparator (product)): Mccneayemblii WM 3aperucTpHpOBaHHbIH
JICKapCTBEHHBIH MPOAYKT (T.€. aKTUBHBIH KOHTPOJB) JIMOO I1anedo, UCTIONIb3yeMbli(0e) Kak KOHTPOJIb B
KJIMHUYECKOM HCCIICIOBaHHU.

1.46 mpoMeXyTOYHBIH OTYEeT 0 KIMHHYECKOM HcmbITaHuH/HccaeqoBannu (interim clinical
trial/study report): Ot4er 0 IPOMEKYTOYHBIX pe3yIbTaTax M UX OLEHKE, OCHOBAHHBIH Ha IPOBEJCHHOM B
X0J1¢ KIMHUYECKOTO UCCIICIOBAaHMS aHATN3E JaHHBIX.

1.47 mpotoxoa (protocol): JlokyMeHT, KOTOpBIii ONKMCBIBACT LENH, IH3aiH, METOIOJIOTHIO,
CTaTHCTUYECKHE aCICKThl W OPraHU3alMI0 HcclienoBaHus. [IoMMMO 3TOro MPOTOKOJI OOBIYHO COICPIKUT
NOJyYeHHbIE paHee JaHHble W OOOCHOBAaHHME MCCIECIOBAaHUS, OJHAKO 3Ta WH(POPMAIHs MOXKET OBITh
Ope/iCTaBIeHa W B JPYTMX JOKYMEHTaxX, Ha KOTOpbIE CCBhUIAETCS MPOTOKOJ HCCIIEIOBAHHMS.
[IpuMeHNTENHPHO K HACTOSIIEMY CTaHAApTy TEPMHUH 'TIPOTOKON" TMOJpa3yMeBaeT Kak caM IPOTOKOJ
UCCIICJOBAaHHS, TaK U TIOIPABKH K HEMY .

1.48 mpsamoii moctym (direct access): PaspemieHne Ha W3y4YeHWe, aHaW3, MPOBEPKY H
KONMPOBAHME JIFOOBIX 3alMCeH M OTYETOB, HEOOXOAMMBIX Ul OLUCHKH KIMHUYECKOTO HMCCIICIOBAHMS.



Jluia, uMeroIIMe MpaBo MpsIMOro JA0cTymna (HampuMep, MpeJACTaBUTEIN HAIIMOHAIBHBIX WM WHOCTPaHHBIX
YIOJHOMOYCHHBIX OPIaHOB, MOHUTOPBI U 2y IUTOPbI CIIOHCOPA), JTOJDKHBI IPUHUMATD BCE Pa3yMHbBIC MEPBI
Ui COOMIONICHWST HOPMATHBHBIX TpeOOBaHUN MO 3amuTe KOH(DUISHIMATBHOCTH HWH(MOPMAIUH,
MO3BOJISIONIEH UISHTH(PHUINPOBATH CYOBEKTOB, U HH(OPMALIMH, TPUHAJICKAILIEH CIIOHCOPY .

1.49 panpomm3anus (randomization): Ilporecc pacnpeneneHus cyObEKTOB HCCIICIOBAHUS MO
IpynmaM JICUCHHWS WM KOHTPOJS CIIy4ailHbIM 00pa3oM, TIO3BOJISIFOIIMN CBECTH K MHUHUMYMY
CYOBEKTHBHOCTb.

150 ceprudmkar ayaura (audit certificate): JlokymeHT, COCTaBICHHBII ayJIUTOpPOM B
MOJTBEPXKICHUE (paKTa MPOBEACHUS ayAUTa.

1.51 cepbe3noe HexesnaTenbHoe siBiaenne; CHS u/mam cepbe3nasi HexkeslaTeJIbHAsl peaKkUus,
CHP (serious adverse event; SAE or serious adverse drug reaction; serious ADR): Jlrwo6oe
HEeOJIaronpusITHOE MEIUIMHCKOE COOBITHE, KOTOpPOE BHE 3aBUCHUMOCTH OT JO03bl JIEKAPCTBEHHOI'O
NPOJIyKTA:

- IPUBEJIO K CMEPTH;

- Ipe/ICTaBIsIeT COOOM yrpo3y ISl )KU3HH;

- TpeOyeT roCIUTAIM3alUH WIN €€ PO UICHHUS;

- IPUBEJIO K CTOMKOM MJIM 3HAYUTEIbHON HETPYA0CTIOCOOHOCTH MIIM MHBAIUIHOCTH WIIH

- IPEJCTABISIET COOOM BPOMKACHHYIO aHOMAIIMIO WM AC(PEKT POXKICHHS

(cm. pykoBoactBo ICH "OreHka maHHBIX TO KIMHUYECKOW OE30MAaCHOCTH: TEPMHUHOJOTHS H
CTaH/IaPThI IKCIIPECC-OTYETHOCTH").

1.52 cnenoii meroa/mackuposka (blinding/masking): Metoa, npu npuMEeHEHUH KOTOPOTO OTHOM
WM HECKOJIbKMM YYacCTBYIOIIMM B KJIMHHUYECKOM HCCIIEIOBAHUHM CTOPOHAM HEM3BECTHO, KaKOe JICUYCHUE
Ha3HAYCHO CyOBEKTy HccieloBaHus. [IpocToil crienoil MeToa mpeaycMaTpUBaeT HEOCBEAOMIICHHOCTh O
Ha3HAYCHHOM MM BHJIE JICYCHUsS] CYOBEKTOB HCCIICJIOBAHUS, B TO BpeMs KaK IBOHHOW CIETIOH MeTo[
NOoJpa3yMeBacT HEOCBEIOMIIEHHOCTh CYOBEKTOB HCCIIEIOBAHUS, HCCIENOBaTeNe, MOHUTOPOB H, B
HEKOTOPBIX CITydasiX, JIUI, BHITOJTHSIOIINX CTATUCTHUECKYIO 00pabOTKY JaHHBIX.

1.53 coOawaenne TpedoBaHWiIT (NMPUMEHUTEJBLHO K KIMHHYECKHM HMCCIETOBAHUSIM)
(compliance (in relation to trials)): CnenoBanue BceM CBS3aHHBIM C KIMHUYECKUM HCCIICOBAHUEM
TpeboBaHMAM, Ha/Iexanlel kauHuaeckoi npakruke (GCP) 1 HopMaTHBHBIM TPEOOBAHHSIM.

1.54 comccaemoBarennb (Subinvestigator): JlroOoii uiaeH HCCIEIOBATEIbCKOIO KOJUICKTHBA,
Ha3HAYCHHBIH HWCCIEIOBAaTEeIeM M OCYHISCTBIIIOMIMK TMOJ €ro KOHTPOJIEeM 3HAYMMBIC TPOLETYPHI
KJIMHUYECKOTO HCCJICIOBAHUS B MCCIICAOBATEIILCKOM LIEHTpe (HAmpuMmep, WHTEPH, OPAMHATOP, HAYYHBIH
cotpyanuk). Cm. Taxxke TepMuH "uccienonarens (1.13).

1.55 cmoncop (Sponsor): ®dusnyeckoe WINM FOPHIMYECKOE JIMIO, SBISIONIEECS HHUIMATOPOM
KJIMHUYECKOTO MCCIIE0BAHUS ¥ HECYIIlee OTBETCTBEHHOCTh 3@ €r0 OPraHM3aliio W/Wii (PUHAHCUPOBaHMUE.

1.56 cmoncop-uccienoBareab (Sponsor-investigator): JIuio, KOTOpOE CaMOCTOSTEIbHO WU
COBMECTHO C JAPYIMMH JIMI[AMH HMHUIUHPYET W TPOBOAUT KIMHUYECKOE HCCIECIOBAaHHE W TIOA
HEMOCPECTBEHHBIM PYKOBOJICTBOM KOTOPOTO HCCIEAYEMbId MPOAYKT JIMOO HAa3HAYaIoT, JIMOO BBIAAIOT
CyOBEeKTy HCCIIeOoBaHus, MO0 mociaeqHuld mpuHUMaeT ero. CIOHCOPOM-HMCCIIEA0BATENEM MOXKET OBITh
TOJBbKO (pusmueckoe numo. OOSA3aHHOCTH CIIOHCOpa-UCCIE0BaTeNsl BKIIOUAIOT B ce0si 00S3aHHOCTH Kak
CIIOHCOpA, TaK M UCCIIEIOBATENS.

1.57 cranpaprHble omepanumoHHble mpouenypsi; COII (standard operating procedures;
SOPs): TloapoOHbIe MUCHMEHHBIC MHCTPYKIMH, MIPEIHA3HAUCHHBIC JJISl JOCTHKCHHS SIUHO00pa3us Mpu
OCYIIECTBICHUH OIIPEICICHHON e TeIbHOCTH.

1.58 cyobekT/cyobexT HcciaenoBanus (Subject/trial subject): ®usuveckoe nuio, yyactByroiee
B KJIMHMYECKOM HCCIICOBAaHUU B COCTaBE IPYIIIBI, MOJYYaroieid HCCIIeTyeMbIl MTPOAYKT, JIMOO B COCTaBe
KOHTPOJILHOMW TPYIIIIbI.

1.59 ymonnomouennsnie opramsl (regulatory authorities): Opranbl, oOnanaromue MpaBoM
OCYILECTBJIATh perynupyomme (yHkiun. [IpuMeHHTENbHO K HACTOSAIIEMY CTaHAApTy TEPMHUH
"YIIOJITHOMOYCHHBIC OpraHbl’ BKIOYaeT B ceOf WHCTAHIUH, YIOJHOMOYCHHBIC paccMaTpUBaTh



NPEJOCTABICHHBIC UM KIIMHUYECKUE JNaHHbBIC, a TaKKe MPOBOIUTh MHCHEKuu (cM. 1.11). DTu oprassl
TaKe MHOT/]a HAa3bIBAIOT KOMIIETEHTHBIMH OpTaHaAMH.

1.60 yrBep:xkneHue (MPUMEHHTEJbHO K JKCIEPTHOMY coBeTy opranm3amum) (approval (in
relation to Institutional Review Boards)): Ilpunsroe DxcneptHbiM coBeToM opranusanuu (DCO)
3aKIIIOYEHUE, MOJATBEpXKAaoniee (aKT TMPOBEACHHUS OHKCIEPTU3bl KIMHUYECKOTO HCCICAOBAaHUS U
SIBJISIFOIIICECS] PA3pEIICHUEM Ha €ro NPOBEICHUE B IAHHOH OpraHU3alliid B COOTBETCTBHH C MHCTPYKIHSAMHU
DCO, HOPMATHUBHBIMHU JIOKYMEHTAMHU MEIMIMHCKONW OpraHu3alliH, a TAKKe HaJIeKAIICH KIMHUYCCKON
npaktukoi (GCP) u HopMaTHBHBIMU TPEOOBAHUSMH.

1.61 ysizBumble cyOobekTbl ucciaenoBanusi (vulnerable subjects): Jluma, Ha ube jxenaHue
y4acTBOBAaTh B KJIMHUYECKOM HCCIICIOBAHUU MOXET OKa3aTh YPE3MEPHOC BIIMSHHC OXHIAHHUE
(oOocHOBaHHOE WM HEOOOCHOBAaHHOE) TEX WM HWHBIX IPEUMYIIECTB, CBS3aHHBIX C Y4YacTHEM B
UCCJIC/IOBAaHUH, WJIM CAHKIIUHU BBIIICCTOSIIMX B UEPAPXUU JIMI[ B ClIydae OTKa3a OT y4acTusi. B kadectBe
npUMepa YICHOB HEPAPXMUECKUX CTPYKTYp MOTYT OBbITh Ha3BaHbl yYallUecs BBICHIMX W CPEIHHX
MEIUIUHCKUX, (apMalleBTUYCCKUX U CTOMATOJOTHUECKUX YYCOHBIX 3aBEICHHM, MJIAIIIMKA TepCOHAI
KJIMHHK ¥ JJabopaTopuid, cirysxaiiue GapMareBTHUSCKIX KOMITAaHWH, BOSGHHOCTYKAIIME U 3aKroueHHbIe. K
VS3BUMBIM CYOBEKTaM HCCJICOBAHUS TAK)KE OTHOCATCS OOJIbHBIC, CTPAJAlONIUe HEU3JICUMMbBIMU
3a00JICBAHUSMH, JIMIA, HAXOMAAIIMECS B JIOMaX [0 YXOAy, HHIIME H 0e3paboTHBIC, IAlUCHTHI,
HAXOJAIIMECS B HEOTJIOKHOM COCTOSIHMM, MPEJICTABUTEIM HAIMOHAJIBHBIX MEHBIIMHCTB, OC3JI0MHBIE,
KOUCBHHKH, OCKEHIIbI, HECOBEPIICHHOJCTHUE U JIMIA, HAXOAIINECs MOJ OTIEKOH WM MOMEYHUTEIILCTBOM,
a TaKoKe JINIA, HECIOCOOHBIE 1aTh COTJIacHe.

1.62 DkcnmeprHbiii coBer opranm3amun; JICO (Institutional Review Board; IRB):
He3aBucuMmbIii opraH, COCTOSIIIUIA U3 JIHII, padOTArOIIUX B 00JaCTH MEIUIIMHBI, B TOM YHCJIC HAY4YHOH, a
TaKke HE OTHOCALIMXCS K MEIHMIUHE CIEeIUaTbHOCTEH, KOTOPBIA oOecreYnBaeT 3auluTy Ipas,
0e3omacHOCTH W Oyarononydusi cyOBEKTOB HCCIEIOBaHUS U MPEJOCTABIISET OOIIECTBEHHYIO TapaHTHIO
TaKOW 3aIlUThI, B TOM YHUCIIE TyTEM PACCMOTPEHHUSI, YTBEPXKJACHHUS/0J00pPEHUS IPOTOKOJIA UCCIICIOBAHUS U
MOMPABOK K HEMY, a TaKKe€ MaTepHalioB U METOJOB, KOTOpbIC MPEIIOIaracTcs HCIOJIb30BaTh IS
MOJIYYCHHUS U IOKYMEHTHUPOBAHUsSI HHPOPMHUPOBAHHOT'O COTJIACUS] CYOEKTOB UCCIICIOBAHUSI.

2 MpuamMnbl HaAJIexKameld KinHndeckoii npaktuku (GCP)

2.1 KnuHMYeCKHE WCCIEAOBaHUS JOJDKHBI TPOBOAWTHCS B COOTBETCTBUU C ATHUYECKUMU
MPUHIIUIIAMH, 3aJI0’)KEHHBIMU XeIbCHHKCKOM neknapanueit BMA u orpaxennsiMu B GCP 1 HOpMaTHBHBIX
TpeOOBaHUSX,

2.2 Jlo Hauana WcclenoBaHus JOKHA OBITh MPOBEEHA OLIEHKA COOTHOIICHUS MPOTHO3HPYEMOTO
pUCKa U HEYAOOCTB C OXXKMIAEMOW MOJB30M ISl cyOBeKTa uccienoBanus U oOmiectBa. lccrnenoBanue
MOJKET OBITh HA4aTO U MPOJOHKEHO TOJIBKO B TOM Cllydae, €Clid OKUJaeMasi Mojib3a ONpaBbIBAET PUCK.

2.3 IlpaBa, Ge3omacHOCTh W Ojaromoiayyue CyOBEKTa HCCIEIOBaHHS HMEIOT TEPBOCTEIICHHOE
3HaYEHHE U JOJHKHBI IIPEBATMPOBATH HA/l MHTEPECAMU HAYKH U OOIIECTBA.

2.4 Nudopmanus (IOKIMHHYECKAs W KIMHHYECKas) 00 MCCIIEIyeMOM MPOIYKTE JIOJIKHA OBITh
JIOCTATOYHOM ISl 00OCHOBaHUS MPEAOIaraeMoro KIIMHUYECKOTO UCCIICIOBAHMUS.

2.5 Knunudeckue WCCIeNOBaHHS AODKHBI OTBEYATh HAyYHBIM TPEOOBAHUAM U OBITH YETKO H
MOIPOOHO OMHUCAHBI B IPOTOKOIIE.

2.6 KiumHuyeckoe wucCcleAOBaHUWE JOJDKHO TPOBOAMTHECA B COOTBETCTBUM C IPOTOKOJIIOM,
YTBEPXKICHHBIM/OJOOpPEHHBIM DKCHEepTHBIM coBeToM opranuzanuu (DCO)/He3aBUCUMBIM  STHUECKUM
komuterom (HOK).

2.7 OTBETCTBEHHOCTh 32 OKa3hbIBAEMYI0 CyOBEKTYy MEAUIIMHCKYIO MOMOIIb U MPHUHITHE PEHICHUIA
MEAMIIMHCKOTO XapaKTepa HeceT Bpau.

2.8 Bce mpuBnekaeMble K MPOBEICHHUIO MCCIEAOBAHUS JUIA JOJDKHBI UMETh COOTBETCTBYIOIINE
o0pa3oBaHue, MOATOTOBKY U OIBIT JIJIsl BBITIOJIHEHUS BO3JI0KEHHBIX HA HUX 3a/1a4.



2.9 ToOGpoBosibHOE HH(GDOPMUPOBAHHOE COTIIACHE JTOJDKHO OBITH MOMYUEHO Y KaXI0TO CyOBeKTa 10
€ro BKJIIOUEHHSI B UCCIICIOBAaHHUE.

210 Bcro TmNoNyYeHHYHO B KIMHMYECKOM  HUCCIECIOBaHWHM HH(POpPMAIMIO  HEOOXOIMMO
pETUCTPUPOBATh, MEpeAaBaTh W XPAaHUTh TaKUM 00pa3oM, 4YTOObI OBLTM OOECTHEeUeHbl TOYHOCTh U
MPAaBWIBHOCTH €€ MPEICTaBICHUS, MHTEPIPETAIINH U BepUPUKAIUH.

2.11 KoHpuaeHUMANbHOCTh  3amMCed, MO3BOJSIOMMX  HACHTH(QHUIMPOBATH  CyOBEKTOB
HCCIIEIOBaHMs, JOJDKHA OBbITh obOecrieueHa ¢ COONIOJICHMEM IpaBa HA YAaCTHYIO JKU3Hb M 3allUTY
KOH(UICHIIMATLHOCTH B COOTBETCTBUU C HOPMATHBHBIMU TPEOOBAHHSIMHL.

2.12 TIpou3BOJICTBO M XpaHEHHE HCCIEAyeMbIX MPOAYKTOB, a TaKkKe OOpalleHue ¢ HUMH
HEOOXOJIMMO OCYIIECTBJISATh B COOTBETCTBUU C MpaBWJIAMH HaJUIeXKalleil MPOU3BOJCTBEHHONW MPAKTUKU
(good manufacturing practice; GMP). HMccnemyeMbie pOAyKThI JTOJIKHBI IPUMEHSATHCS B COOTBETCTBHH C
YTBEPKICHHBIM IIPOTOKOJIOM.

2.13 Jna obecrnedeHusi KadecTBa KaXKIOTO AaCHEKTa HCCIIECIOBAHHS JIOJDKHBI OBITh BHEIPEHBI
COOTBETCTBYIOIIME CUCTEMbI U OTIEPALIMOHHBIE MTPOLETYPHI.

3 DkcnepTHbIii coBeT opranu3anun/He3aBucumblii 3rmueckuii komurer (ICO/HIK)

3.1 Obs3anHOCTH

3.1.1 DkcnepTHBIN coBeT opraHu3anuu/He3aBHCUMBIN ATHYECKUN KOMHTET MPU3BAH 3allUINATh
mpaBa, 0€30MacHOCTh M OJIaronoiayyue BceX CYOBEKTOB HCCIleAOoBaHUA. VccrnemoBaHUSIM C y4acTHEM
YSI3BUMBIX CYOBEKTOB JIOJKHO OBITh YAETICHO 0C000€ BHUMAHHUE.

3.1.2 5CO/H3K nomxeH MOTy4YUTh CIEAYIONINE TOKYMEHTHI:

- IPOTOKOJI UCCIICIOBAHMSI/ TIOTIPABKH;

- MHUCBMEHHYIO0 (¢GopMy HWHPOPMUPOBAHHOTO COTJIACHMS U €€ TMOCIEAyIoIIHe peaaKIlHy,
npeJiaraeMble CCeI0BaTeNIeM Uil MCIIONIb30BAHUS B UCCIIEIOBAHNH,

- OMHCaHUE ACWCTBUIA, HANpPABIECHHBIX HA MPUBICUYECHHE CYOBEKTOB K yUaCTHIO B HCCIEIOBAHUU
(HampuMep, peKJIaMHbIe OObSIBICHUS);

- MIMCbMEHHBIE MaTepHallbl, KOTOPhIE OYIyT MPEIOCTABICHBI CYObEKTaM;

- OpoIropy Ucciea0BaTes;

- U3BECTHYIO0 MH(OPMAIIHIO, KaCAIOIIYIOCs O€30MaCHOCTH;

- “H(OpMaIHIO O BIIIATaX U KOMIICHCAIMSIX CyObeKTaM HCCIEI0BaAHUS;

- TEKYIIyl0 BEpCHI0 Hay4yHOil Oworpadum wucciemoBarens (curriculum vitae) w/wmu apyrue
MaTepuanbl, MOITBEPKIAIONINE €T0 KBATH(PHUKAIIHIO;

- mo0ble Apyrue JOKYMEHTHI, KoTopbie MOTYT moTpeboBatbest DCO/HDOK nans BeIMOTHEHHS €ro
00513aHHOCTEH.

OCO/HOK fmomkeH paccMOTpPeTh BONPOC O TMPOBEASHUHM MPEIaraeMoro KIMHHYECKOTO
UCCIIEIOBaHUS B pa3yMHbIE CPOKH U JOKYMEHTaJIbHO O(OPMHUTH CBOE MHEHHE, YETKO HIACHTUDUIUPYS
UCCJIeIOBaHKE, PACCMOTPEHHBIE IOKYMEHTHI M IaThl IIPH BEIHECEHUH CIIEAYIONINX PEIICHHUI:

- YTBEPKIEHUS/0100peHMS;

- TpeOOBaHUS O BHECEHUU U3MEHEHUH, HEOOXOIUMBIX JJIs TOyYEHUS YTBEPKACHUS/OI00peHus;

- OTPULIATENBHOTO 3aKIIIOUEHUS/HE0T00pEeHHS,

- OTMEHBI/TIPUOCTAHOBIICHUS JAHHBIX paHee YTBEPKICHUS/0100peHHUS.

3.1.3 DCO/HBK pomxeH OLEHUTh COOTBETCTBHE KBATM(DHKAIIUU HCCIEIOBATENS MpeaIaraeMomy
UCCICOBAaHUIO Ha OCHOBaHMM €ro HayuHod Oworpadum (curriculum vitae) w/mnm  npyroi
COOTBETCTBYIOIIEH JoKyMeHTaluH, 3anpoueHHoi JCO/HIK.

3.1.4 O5CO/HDOK nomxkeH paccMaTpuBaTh KaxkJ0€ TEKyIlee HMCCIEJOBAHUE C MEPUOAUYHOCTHIO,
a/ICKBaTHOW PHUCKY JUIs CyOBEKTOB UCCIICIOBAHMSI, HO HE PEKE OJTHOTO pasa B TOJI.

3.1.5 DCO/HOK moxeTr moTpeboBaTh, YTOOBI CyOBEKTaM HCCIIEOBAHHUS MOMUMO HH(OpPMAIIHH,
ykazanHoil B 4.8.10, ObulM MpeaOCTaBIICHBI JIOMOTHHUTEIbHBIE CBEICHUS OO0 WUCCIECOBAHHH, €CJH, IO



muenuto DCO/HOK, 3ta wmHPOpMAIUsS MO3BOJUT CYIIECTBEHHO IOBBICHTH CTETICHb 3alllUTHI IPaB,
0€301acHOCTH W/WJIK OJIaronoirydns CyObeKTOB.

3.1.6 Ecnu cornacue Ha y4actue cyObEeKTa B MCCIEIOBAHUH, HE CBSI3aHHOM C JICYCHUEM, JAeT €ro
3akOHHBIN mpeacraButenb (cm. 4.8.12 u 4.8.14), DCO/HOK momkeH yOemuTbes, 4TO MPEIOCTABICHHBIN
NPOTOKOJI W/WIM JIpyras JOKYMEHTalUsi COOTBETCTBYIOT JSTHUYECKUM HOPMaM U HOPMAaTHUBHBIM
TpeOOBaHUAM JIJIsl TAKUX UCCIICIOBAHUM.

3.1.7 Ecnu mpoToKoN MHpeaycMaTpuBaeT HEBO3MOXHOCTh IOJYYEHHUS COTJIaCHSl Ha ydacTue B
UCCJICIOBAaHUH Y CyObEeKTa WIM €ro 3akoHHOro mpencraButens (cm. 4.8.15) no MOMeHTa BKIIOYCHUS
cyobekra B uccnenoBanue, DCO/HOK nomkeH yOequTbcs, YTO IMPENOCTABICHHBIA MPOTOKON H/HIIU
Apyrasi JOKYMEHTalUsl COOTBETCTBYIOT ATHUYECKMM HOPMaM W HOPMATHUBHBIM TPEOOBAaHHSM JJIsl TaKHX
uccieq0BaHui (Harpumep, MpyU HEOTIOKHBIX COCTOSHHSIX).

3.1.8 ODCO/H3K paccmaTpuBaeT pa3Mep M MHOPSIOK BBIIUIAT CYOBEKTY MCCIIEJOBAaHUS, YTOOBI
yOeauTbcss B OTCYTCTBHM HEOOOCHOBAHHOW 3aMHTEPECOBAHHOCTH WJIM NPUHYXKACHUS CYOBEKTOB
uccnenoBanus. Pasmep BbImiar cyObeKTaM JOJDKEH ObITh 3apaHee ONpeseNieH M He JOJDKEH LETHMKOM
3aBHUCETh OT TOTO, 3aBEPILMII CyObEKT UCCIIET0BAHUE TIOTHOCTHIO MIIH HET.

3.1.9 DCO/H3K nomkeHn ybenutbcst B TOM, 4TO MH(OpMaIHs, Kacaroomascs BBILIAT CyObeKTaM
UCCIICIOBaHMs, BKJIIOYash METONbl, CyMMBbl M TrpaduK BBIIIAT, OTPaK€HA B NHCbMEHHON (opme
MHPOPMHUPOBAHHOTO COTJlacHst M JII000M JApyrod NUCbMEHHOW HHGpOpMAIMM, MPEJOCTaBIIEMON
cyobekTaM. JIommkHO OBITH yKa3aHO, KakuM 00pa3oM OyzeT ompe/esieH pa3Mep BhIIIAT.

3.2 CocraB, (hyHKIIMH U TIOPAIOK pabOTHI

3.2.1 DCO/H3K pnomkeH HWMETh B CBOEM COCTaBe JAOCTATOYHOE YHCIO IHUI[, CYMMapHO
o0nagaonmx HEOOXOAUMBIM OINBITOM M KBaJU(HUKAIMEH A OLEHKHM HAyYHBIX, MEIUIMHCKUX U
ATUYECKHX acleKTOB MpeagaraeMoro uccienoanus. Pekomenayercs, urodsl B DCO/HOK Bxoanmm:

a) He MECHEe IIATH YJICHOB,;

0) KaK MUHUMYM OJIMH YJICH, YbH HHTEPECHI JISKAT BHE C(Eephl HAYKH:

B) KaK MUHHMYM OJIH YJICH, KOTOPBIA HE 3aBUCHUT OT OpraHU3allMN/UCCIIeI0BATEIHCKOTO IEHTPA.

["osiocoBaTh/BhIpakaTh MHEHHE IO HCCIIEAOBAHHIO MMEIOT MpaBo Tojibko Te wieHsl DCO/HDK,
KOTOpbIE HE 3aBUCAT OT MCCIENOBaTelNs M CHoHcopa naHHoro uccinenosanus. JCO/HOK nomxken Bectu
CIHMCOK CBOMX YICHOB C YKa3aHWEM UX KBaJIH(PUKAILIUH.

3.2.2 DCO/HOK pomkeH OCYIIECTBIATh JAEATENIbHOCTh B COOTBETCTBHUM C INHUCHbMEHHBIMH
npolelypaMu, JOKYMEHTHPOBATh CBOIO padoTy, BECTH NMPOTOKOJIbI 3acelaHmid, a Takxke coomonars GCP u
HOpPMAaTHUBHbIE TPEOOBAHUSI.

3.2.3 OCO/HOK mnpuHMMaeT pemieHuss Ha OOBSBICHHBIX 3acCEJaHUAX NPU HAIMYUM KBOpYyMa,
YCTQHOBJIEHHOT'O €r0 MUCbMEHHBIMU MPOLIETyPaMH.

3.2.4 IlpaBo rojocoBaTh/BbICKA3bIBaTh CBOE MHEHHME W/WJIM PEKOMEHAALMU HMEIOT TOJBKO T€
yneHsl JCO/HOK, KoTOpble y4acTBYIOT B PACCMOTPEHUH TOKYMEHTALUU U 00CYKICHUU.

3.2.5 HccnenoBarenb MOXKET NPEAOCTABIATh HHPOPMALIMIO IO JIIOOBIM aclieKTaM HcCciel0BaHus,
HO HE MOXKET Y4acTBOBAaTh B MPEHUAX WM B rosiocoBaHUU/BbIpaboTke MHeHUss DCO/HIOK.

3.2.6 DCO/HIK MoxeT obpamarbes 3a MOMOIIBIO K AKCIIEPTaM, He SIBISIONIMMCS €r0 YWICHAMU.

3.3 IIpouenypst

OCO/H3K nomxeH pa3paboTaTh, JTOKYMEHTAJIbHO O(QOPMUTH U COOJIOJATH CBOM IPOLEAYPHI,
OIpEeIeIISAIOLIHE:

3.3.1 Ero coctaB (paMunny 1 KBaIM(HUKALUIO WICHOB) U YYPEAUBILUIL €r0 OpraH.

3.3.2 Ilopsnok Ha3HAYEHUS 3aCEAaHUM, OMOBELICHUS €ro YJICHOB O MPEACTOSALIMX 3aCeAaHUusX, a
TaKXe OpraHU3aLUI0 3aCeIaHuil.

3.3.3 ITopsI0K MEPBUYHOIO U MOCIEAYIOIIEr0 PACCMOTPEHUS TOKYMEHTAIUU 10 UCCIIeI0BAHUIO.

3.3.4 TleproANYHOCTH MOCIEAYIOIIEr0 PACCMOTPEHHS TOKYMEHTAIUU TI0 UCCIIeI0BAHUIO.

3.3.5 [Ilopsaaok, cOMIaCHO HOPMATUBHBIM TpPEOOBaHMUSAM, YCKOPEHHOI'O pPAaCCMOTPEHHUS M
YTBEPXKIEHU/0100peHus HE3HAUUTENbHBIX U3MEHEHUH IS UCCIIeI0BaHUH, paHee
YTBEPKJICHHBIX/0J0OPEHHBIX UM XKe€.



3.3.6 HemomyctrmocTh BKIIIOUEHHUSI CYOBEKTOB B mccienoBanue no toro, kak JCO/HOK BeimacT
NUCbMEHHOE yTBEPIKJIeHHE/0100peHre Ha TPOBEACHUE UCCIIECIOBAHUS.

3.3.7 HenomycTUMOCTh OTKJIOHEHHH OT MPOTOKOJA WM €ro M3MEHEHUH 0e3 mpeaBapUTebHOrO
yYTBEPXKICHHsI/0M00peHnss CcooTBeTCTByromux mnonpaBok JCO/HOK, kpome Tex ciayyaeB, Korja
HEOOXOIMMO YCTPaHUTh HEMOCPEICTBEHHYIO yrpo3y CyObEKTaM MCCIIEJOBaHUS WM KOTJa W3MEHEHUs
KacaroTCsl TOJBKO aJMUHHCTPATHBHBIX WM TEXHUYECKUX AacCIeKTOB HCCIICAOBaHMs (HAampumep, 3aMeHa
MOHUTOPA, U3MEHEeHUe HoMepa TenedoHna) (cum. 4.5.2).

3.3.8 O0s3aHHOCTH HCCIe0BaTeNs He3aMeIUTeNbHO coobmmars DCO/HOK:

a) 00 OTKJIOHEHHUSX OT MPOTOKOJA WIIM U3MEHEHUSX MPOTOKOJIA, IIPOU3BEACHHBIX JIIsl yCTPaHCHUSI
HETOCPEICTBEHHOM yrpo3bl cyObekTaM uccienoBanus (cm. 3.3.7, 4.5.2, 4.5.4);

0) 00 M3MCHEHHSX, YBEIMYUBAIOUIMX PUCK IS CyOBEKTOB H/WJIM CYLICCTBEHHO BIMSIONIMX Ha
npoBezaenue uccienopanus (cMm. 4.10.2);

B) 000 BCEX HEXKEIATeNbHBIX PEaKLHsIX, KOTOPbIC SBISIOTCS OJHOBPEMEHHO CEphE3HBIMH W
HeNpeBHICHHBIMH,

I') O HOBBIX JIAHHBIX, KOTOPbIE MOT'YT CBUICTEIILCTBOBATH O BO3PACTAHUU PUCKA ISl CYOBEKTOB HIIH
HEeOJIaronpusTHO MOBIUATH HAa XOJ UCCIICAOBAHMUS.

3.3.9 O6s3annoctsr OCO/HDK  He3aMemIWTENLHO B NHUCBMEHHOM  BHJIE  COOOILIATH
MCCIIeI0BATEI0/OpTraHu3al iy

a) 0 CBOMX PEIICHHSX/3aKITI0OYCHUSX, KAaCAIOIIUXCS HCCIICA0BAHNS,

0) O IpUYMHAX MPUHATHS PEIICHHUI/3aKII0USHNH;

B) O MMOPS/IKE 00’KAIIOBAHUS €r0 PEIICHUI/3aKITFOYCHUH .

3.4 JloxymeHTaIus

OCO/HOK nmomkeH XpaHHTh BCE JAOKYMEHTHI (HAlpHMep, CBOM MPOLEIYPbHI, CIIUCKU YICHOB C
yKa3aHMEM pojJa JAeATe]IbHOCTH W MecTa palboTbl, MpEACTaBICHHbIE HAa PAacCMOTPEHHE IOKYMEHTHI,
MPOTOKOJIBI 3aCelaHUi U MEPenrcKy) B TeYeHHE MUHUMYM TpeX JIET TOCIIe 3aBEPUICHUS UCCICIOBAaHHUS U
MPEJOCTABIIATh MX MO 3aIpoCy YHOJHOMOYEHHBIX OopraHoB. VMcciemoBaTeny, CIOHCOpP, YIOJIHOMOYEHHBIE
opransl MoryT 3amnparuBats y DCO/HOK ero npouenypsl 1 CIIUCKH YICHOB.

4 UccaenoBaTeib

4.1 KBaynmukarus u 00s3aTesIbCTBA UCCIIEI0BATENS

4.1.1 WccnenoBaTenb AODKEH HUMETh OOpa3oBaHMe, MPO(EeCCHOHANBHYIO MOATOTOBKY U OIIBIT,
MO3BOJIAIONINE €My MPHUHATH Ha ce0s OTBETCTBEHHOCTh 3a HAAJEXKAIlee IMPOBEICHUE KIMHUYECKOTO
uccinenoanus. Kanudukaius uccienoBaTens JOMKHA COOTBETCTBOBATH HOPMATUBHBIM TPEOOBaHUSM U
ObITh TIOATBEp)KACHA ero Hay4yHoi Oworpadumeit (curriculum vitae) w/mnm npyrumu JOKyMEHTaMH,
KOTOpBIE MOTYT OBITh 3ampoiieHsl cioHcopoM, DCO/HIOK n/unu yrnoimHOMOUEHHBIMUA OpTaHAMH.

4.1.2 WccnemoBaTenb AOJDKEH JAETalbHO 3HATh, KaK MPUMEHSITh HCCICAYEMBIH TPOAYKT B
COOTBETCTBHUU C MPOTOKOJIOM, TeKYIIeH pelakiueil OpouIopsl ucciaenoBaTens, HHPOopMaIHe 0 MPOIyKTe
U IPYTUMU UCTOYHUKAMH, MPEJOCTABISIEMBIMUA CIIOHCOPOM.

4.1.3 UccnenoBatens A0KeH 3HaTh U coomonate GCP u HopMaTuBHBIE TpEeOOBAHUSI.

4.1.4 ViccnepoBarenb/OpraHu3anus HE JIOJDKHBI MPEMSITCTBOBATH MOHUTOPHHTY M ayIUTy CO
CTOPOHBI CIIOHCOPA, a TAK)KE MHCTIIEKIUSAM YIIOJIHOMOYCHHBIX OPTaHOB.

4.1.5 UccnenoBaTenb JTOJDKEH BECTH CIHCOK O0JaJaloluX HEOOXOAMMOHN KBanupUKalMeH Iull,
KOTOPBIE 10 €T0 MOPYYCHHUIO OCYIIECTBIISIIOT OMPEICIICHHYIO AeITeIbHOCTh B paMKax UCCIIeI0BAHUS.

4.2 CoOTBETCTBYIOIINE PECYPCHI

4.2.1 ViccnenoBarenb JOJDKEH OBITH CIIOCOOCH MPOJICMOHCTPUPOBATh (HANpUMeEp, Ha OCHOBAaHUH
PETPOCHICKTUBHBIX JAaHHBIX) BO3MOXKHOCTh HA0Opa B TEYEHHE OrFOBOPEHHOTO IMepuojia TpedyeMoro
KOJIMYECTBA MOIXOSIINX CYOBEKTOB HCCIEI0BAHUSI.

4.2.2 WccnenoBarenb IOMKEH HMETh JTOCTATOUYHOE KOJMYECTBO BPEMEHH, YTOOBI HAJUICKAIIUM



00pa3oM MPOBECTHU U 3aBEPIIUTH UCCIIECIOBAHUE B TEUEHHE OTOBOPEHHOTO MEPHUO/IA.

4.2.3 HccrnenoBaTenb JODKEH pPaclojiaraTh JAOCTATOYHBIM KOJIMYECTBOM KBaJTH(PHUIMPOBAHHBIX
COTPYJHHKOB M MaTepUAIbHBIX pecypcoB (NOMEIIeHUs, 000pYAOBaHUE) B MEPUOJ UCCICIOBAHHS, IS
TOT'0 YTOOBI MPOBECTH 3TO UCCIICAOBAHUE HAAJISKAIINUM U 0€301acHbIM 00pa3oM.

4.2.4 UccrnemoBaTenb OTBEYaeT 3a TO, YTOOBI BCE 3aHATHIE B KIMHUYECKOM HCCIICAOBAHUH
COTPY/ZHUKU OBUIM XOPOIIO 3HAKOMBI C MPOTOKOJIOM MU HCCIENYyEeMbIM MPOAYKTOM, a TAKXKe CO CBOUMHU
(bYHKUMAMU U 00S13aHHOCTSIMU.

4.3 Oxa3zaHue MeIUIIMHCKON TTOMOIIM CYyOBEKTaM HUCCIICAOBAHUS

4.3.1 SIBnsromuiicst ucciuenoBaTeIeM WIM COMCCIIE0BAaTEIeM Bpau HECEeT OTBETCTBEHHOCTh 3a BCE
NIPUHUMAEMBbIE B paMKaX MCCIIeI0BaHUS PEIICHUs METUIIMHCKOTO XapaKTepa.

432 Bo BpeMs M [0  3aBEpUICHMHM  ydyacTHs  CyObeKTa B  HCCIICJOBAaHHUH
MCCIIeIOBATEh/OpraHu3alisl JTOJDKHBI OOECHEeYUTh OKa3aHHe CYOBEKTY HEOOXOAMMON METUIIMHCKOM
MIOMOIIIM B CITy4yae JIIOOBIX CBSI3aHHBIX C HCCIEIOBAHUEM HEKEIATENbHBIX SBJICHUN, BKIOYAs KIMHUYECKU
3HAUMMble  HM3MEHEHHUs  J1abopaTopHBIX  mokaszareneid.  VccrnemoBaTenb/opranuzanus — 00s3aHbBI
UHPOPMHUPOBATh CyOBEKTa O CTaBIIMX HM3BECTHBIMU MCCIIEOBATENI0 MHTEPKYPPEHTHBIX 3a00JEBAHUSX,
TpeOYIOUMX MEAULIMHCKONW TOMOIIH.

4.3.3 HccnenoBaTennto peKOMEHAYETCSl COOOIIUTh JIeyalieMy Bpady, €ClU TaKOBOW HUMeeTcs, 00
y4acTUu CyObEKTa B MCCIIEJOBAHUU NPH YCIOBHHM, YTO CYOBEKT HE BO3pa)KaeT MPOTHB WH(GOPMHUPOBAHUS
Jieyalero Bpayva.

4.3.4 Xota cyObekT He 00s3aH coO0IIaTh O MPUYMHAX, MOOYIUBIIUX €r0 JOCPOYHO MPEKPATUTH
y4yacTHe B UCCIIEOBAaHUH, UCCIIEOBATENb JOJDKEH MONBITaThCS YCTAHOBUTH 3TH MPUYMHBI, POSBIIAS MPH
3TOM TOJIHOE YBa)KEHHUE K ITpaBaM CyObeKTa.

4.4 Konraktsl ¢ 9CO/HOK

4.4.1 Tlepen TeM Kak HayaTh HCCIICOBAaHHUE, MCCIEIOBATENb/OpraHU3alus JOKHBI MOIYYHUTh
NUCBMEHHOE U JlaTMpoBaHHOe YyTBepxkaeHue/onobpenne ICO/HDK mportokona wuccienoBaHus,
MUCHbMEHHOM (pOpMBbI MH(POPMUPOBAHHOTO COTJacHs U €€ MOCIEAYIONINX PEIaKIHii, Mep, HalpaBICHHBIX
Ha TpHUBIICYEHHE CyObEKTOB K yYacTHIO B UCCIIEIOBAaHUM (HalpUMep, PeKJIaMHBIX OOBSBIICHHI), M JIFOOBIX
JPYTUX MUCHbMEHHBIX MaTE€PUAIOB, KOTOPBIE MPETOIAaraeTcs MPeloCTaBUTh CyObEeKTaM.

4.4.2 Bmecte C JIpyrMMU JOKYMEHTaMH HCCIIEI0BaTEh/OpraHu3alusl JOHKHBI IPEJOCTaBUThH
OCO/HOK mnocneano penakiuio Opourtopsl  ucciepoBatens. Ecnu  Opourtopy ucciemoBaTens
JIOTIONHAIOT B XOJ€ HCCIeNOBaHMA, HCcienoBaresb/opranusamys o6s3anbl npenocraBute JCO/HOK
HOBYIO PEJaKIMIO OpOIIIOPBI UCCIEI0BATES.

4.4.3 B TeueHue McCleOBAaHMS HCCIIEI0BATENb/OpraHu3anus JoJKHbI npeaoctasisate JCO/HOK
BCE MOJICKAIINE PACCMOTPEHUIO JOKYMEHTHI.

4.5 CobmroeHne nmpoToKoia

45.1 HccnenoBaTenb/opraHu3anusi JOJDKHBI TPOBOAMTH MHCCIEIOBAaHHE B COOTBETCTBHUHM C
IIPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM H, IIPU HEOOXOJUMOCTH, C YIOJHOMOYEHHBIMHU OpraHaMH, U
YTBEP K ICHHBIM/0ZJ00pEHHBIM 3CO/H3K. B IIOATBEPIKICHUE JIOTOBOPEHHOCTHU
HCCIIeI0BATENh/OpraHu3alusl U CHOHCOP MOANUCHIBAIOT POTOKOJI MIIM OTAEIBHBII I0rOBOD.

4.5.2 VccnenoBatellb HE JOJDKEH OTKJIOHATHCS OT MPOTOKOJIA WM BHOCUTh B HETO M3MEHEHMs 0e3
corjlacusi CIIOHCOpa © 0e3 MNpeABapUTEIbHOIO PACCMOTPEHUS U JIOKYMEHTAJIbHO O(OPMIIEHHOTO
yTBepKJIeHHUs1/0n00penus nomnpaBku Kk npotokony DCO/HOK, kpome Tex ciyuaeB, Korjpa HEOOXOIHMMO
YCTPaHUTh HETIOCPEICTBEHHYIO YIPO3y CyObEKTaM HCCIEIOBAHUS WIIM KOTa U3MEHEHHS KacatoTCsl TOIbKO
aIMUHUCTPATUBHBIX WJIM TEXHUYECKHX acCIEeKTOB HCCIEeIOBaHUS (HampuMmep, 3aMeHa MOHHTOpA,
U3MEHEHHE HoMepa TeneoHa).

4.5.3 MHccnenoBatenb WA HA3HAYEHHOE MM JIMIO JIOJDKHO OOBSACHATH M JIOKYMEHTAJIBHO
o(hopMIIATH TH0OBIE OTKIOHEHHUS OT YTBEPKICHHOTO IPOTOKOJIA.

4.5.4 VccnenoBaTenb MOXET OTKJIOHSTHCS OT MPOTOKOJA WM BHOCUTH B HETO M3MEHEHMS IS
YCTpaHEHUs  HEMOCPEICTBEHHOHM  yrpo3bl cyOBbEeKTaM  HccieloBaHHA  0e3  MpeaBapUTENIbHOTO
yrBepxaeHus/oqoopenuss JCO/HOK. B kparuaiimue cpoku omnmMcaHue OTKIOHEHMH WM M3MEHEHHMH ¢



yKa3aHUEeM WX MPUYUH U, TPU HEOOXOIMMOCTH, IpeaaraeMbple MOMPAaBKU K MPOTOKOJY JOJKHBI OBITH
HaIpPaBJICHBI:

a) OCO/HDOK mist paccMOTpPEHUS B yTBEPIKICHUS/0JOOPCHNS,

0) CIIOHCOPY /ISl COTJIAaCOBAHUSI C HUM;

B) YIOJIHOMOYCHHBIM OpraHaM, eCJIi He00XO0IUMO.

4.6 VccnemyeMble IPOAYKTHI

4.6.1 OTBETCTBEHHOCTh 3a YyYeT HCCIEAYEMBbIX MPOAYKTOB B HCCIEIOBATEIbCKOM IIEHTpPE
BO3JI0KEHA Ha UCCIIEA0BATENS/OpraHn3aIuIo.

4.6.2 Eciu 3710 paspenieHo/TpeOyeTcs, MCCIen0BaTeNh/oOpraHu3aus MOTYT/TOJKHBI TepeaaTh
HEKOTOpBIE MJIM BCE OOS3aHHOCTH MCCIIEIOBATEINIS/OpraHU3alluy 10 yUYeTy MCCIIELYEeMBIX MPOAYKTOB B
UCCIICIOBATEIbCKOM  IIGHTpPE  aNTeYHOMY pPAOOTHUKY HJIM HMHOMY JIMILy, [OJKOHTPOJIHHOMY
HCCIIeI0BATEII0/OpraHu3aIiH.

4.6.3 HccnenoBarenb/opraHu3alys /WA anTeyHbId paOOTHUK WIM HMHOE YHOJIHOMOYEHHOE
ucclieIoBaTeIeM/OpraHi3aell Mo JO/DKHBI BECTH Y4eT MOCTaBOK MPOAYKTOB B HMCCIIEOBATEIILCKUN
HEHTP, UX (aKTHYECKOTO KOJIMYECTBA B IIEHTPE, UCIOIB30BAHUS KaXIbIM CYOBEKTOM, a TaKKe BO3BpaTa
CIIOHCOPY JIMOO HMHOTO PACHOPSHKCHUS HEUCIOIb30BAHHBIMU MPOJYKTAMH. 3allUCH IO YYETY JOJIKHBI
BKJIFOUaTh B ce0s JaThl, KOJUYECTBO, HOMEpA MapTHii/cepuii, CPOKM TOAHOCTH (rIe MPUMEHHUMO) U
YHUKaJIbHBIE KOJIbl HCCIIEYyEeMbIX MPOAYKTOB U CyOBEKTOB HccienoBaHus. MccnenoBarenpb A0KEH BECTU
3allUCH, TOATBEPXKIAIOIIME, YTO CYOBEKTbl TMONydaldd HCClelyeMble TMPOIYKTHl B  JI03aX,
IPEIYCMOTPEHHBIX MPOTOKOJIOM, B KOJHUYECTBAX, COTIACYIOMUXCS ¢ OOIIMM KOJMYECTBOM HCCIIEIyEeMbIX
MPOIYKTOB, MOJYYEHHBIM OT CIIOHCOpA.

4.6.4 Vccnenyemble IPOIYKTHI CIEIYeT XPaHUTh B COOTBETCTBHH C HHCTPYKIHUSIMH CIIOHCOpa (CM.
5.13.2 1 5.14.3) 1 HOpMAaTUBHBIMU TPEOOBAHUSIMH.

4.6.5 VccnenoBatenpb TOMKEH OOECIEUUTh, YTOOBI UCCIIEAyEeMbIe MPOAYKTHI ObUIA MCIOIB30BaHBI
TOJIKO B COOTBETCTBHHU C YTBEPKACHHBIM IPOTOKOJIOM.

4.6.6 HccrenoBarenb WIM YIOJTHOMOUYEHHOE HCCIEOBATENIeM/OpraHu3alueil Mo JOJDKHO
OOBSICHUTh KAXJOMY CYOBEKTy NpaBWJia MPUMEHEHUs HCCIIEAYEMBIX NMPOIYKTOB M Yepe3 IpuemMiieMble
UHTEpBaJbl BpeMeHU (B 3aBUCHMOCTH OT HCCIICHAOBAHMS) MPOBEPATH COONIOACHHE STHX HWHCTPYKIUH
KaX/IbIM CyOBEKTOM.

4.7 PannoMu3anus U pacKpbITHe KoJa

HccnenoBatenb  JODKEH  COONMIOJATH  MPEIYCMOTPEHHYIO B HCCIEAOBAaHMM  METOJIUKY
pPaHIOMHU3ALMHU, €CJIM TAaKOBas HMMEETCs, M OOECIEeYUTh PACKPBITUE KOAA TOJNBKO B COOTBETCTBUU C
npotokosioM. Ecnu  uccrnemoBaHue  NMPOBOAMTCS — CIENBIM — METOAOM, HCCIENOBaTeNb  JIOJIKEH
HE3aME/UIUTENbHO JOKYMEHTAIBHO O(GOpPMHUTH U OOBSICHUTH CIIOHCOPY JII00O€ MpexkIeBPEMEHHOE
pacKphITHE KO/a MCCIECAYEMbIX MPOAYKTOB (Hampumep, CIy4ailHOe PacKphITHE KOJa, PacKpbITHE KoJaa B
CBSI3H C CEPbE3HBIM HEXKEIIATEIbHBIM SIBIICHHEM).

4.8 MuopMupoBaHHOE coriacue CyObeKTOB MCCIIEOBAHUS

48.1 Ilpu mNOXy4eHUHM U JOKYMEHTAIbHOM O(GOpPMIIEHUH HH(POPMHPOBAHHOIO COTJIACHS
ucclieloBaTeb JODKEH coOMoaTh HOpMaTUBHBbIE TpeOoBanus, npuaepxuBatbesi GCP u sThueckux
NPUHIUIIOB, 3aJI0KEHHBIX B XeJIbCUHKCKON nekiaapanuu BMA. Jlo Hauana uccienoBaHusl UCClIe0BaTEIb
JOJDKEH — TOJNy4YUTh NUChbMEeHHOoe  yTBepikaeHue/onoOpenne ODCO/HOK  nuceMeHHON — QopMbl
MHPOPMHUPOBAHHOTO COIJacus M JIIOOBIX JAPYIMX IHCBbMEHHBIX MAaTepHalioB, MPEIOCTaBISIEMbIX
CyOBeKTaM.

4.8.2 IlucbmenHass Qopma HHPOPMHUPOBAHHOI'O COIVIACUS M JIOObIE Jpyrue NHChbMEHHbIE
MaTepHalibl, NpelocTaBiIsieMble CyObeKTaM, CIeqyeT JONOIHATH/UCIPABIATh MO0 MEpe MOSBICHHUS HOBOM
BOXHON HH(OpPMALIMU, KOTOpash MOXET OKa3aThCsl CYLIECTBEHHOW Ui cornacusi cyObekra. JlroOas
JIOTIOJTHEHHAs/UCIIPaBICHHAss MUCbMEHHas (opMa HHGOPMHUPOBAHHOIO COIJIacHsi M JIIOObIE JApyrue
JIOTIOJTHEHHbIS/MCIIPABIICHHbIE MHUChMEHHbIE MaTepuallbl, MPEJOCTaBiIseMble CyOBbEKTaM, IOJKHBI ObITH
yTrBepxkaeHbl/ono0pensl DCO/HOK no ux ucnonp3oBaHus B uccienoBaHud. CyObeKT WM €ro 3aKOHHBIN
NPEeJCTaBUTEINb JIOJKEH ObITh CBOEBPEMEHHO O3HAKOMJICH ¢ HOBOM MH(popMaruei, cnocoOHOH MOBIUATH



Ha )KeJaHue CyObeKTa MPoAoIDKATh yyacTue B uccieqoBanuu. Makt nepenauu 3Toil mHGOpMaIum 10KEeH
OBITh TOKYMEHTAIBHO 0()OPMIICH.

4.8.3 Hu wuccnenosarenb, HU APYrHe 3aHATHIE B HUCCICAOBAHUH JIMIA HE JOJDKHBI MPHUHYXIATh
CyObeKTa MM HCIOJb30BATh HMHBIE HEKOPPEKTHBIE METOJbI BO3JEHCTBHUA C IENbIO CKIOHHTH €ro K
YYaCTHIO JTMOO MPOJODKEHUIO YYACTHUS B UCCIICIOBAHUH.

484 Hu ycrHas, HU TNHUCbMEHHAas WHPOpPMALUS, KacCAlOIIAsCs MCCIEIOBAaHUs, BKIOYAs
NUCbMEHHYIO (OpMY MH(POPMUPOBAHHOI'O COIJIACHs], HE JOJDKHA COAEPKaTh (OPMYIMPOBOK, HMPSIMO HIIH
KOCBEHHO CKJIOHSIOIIMX CYyOBEKTa MM €ro 3aKOHHOTO INPEICTaBUTENS OTKa3aThCs OT 3aKOHHBIX MPaB, a
Takxke (HOPMYIHPOBOK, IPSIMO HIIM KOCBEHHO OCBOOOMIAIOUINX HCCIEI0BATEINS, OPraHU3aIUIo, CIIOHCOPA
WIN UX IPEJCTaBUTENICH OT OTBETCTBEHHOCTH 32 XaJIaTHOCTb.

4.8.5 HccnenoBarenb WIM HAa3HAYCHHOE UM JIMIO JOJDKHO B MOJHOW Mepe MpOouH(OPMHUPOBATH
cyObeKkTa WM, €clIM CyObeKT He cmocoOeH narb WH(POPMHPOBAHHOE COIJIaCHE, €ro 3aKOHHOTO
IpeJCTaBUTENsI 000 BCEX 3HAUMMBIX aCMEKTaX MCCIEAOBAHMS, B TOM YHCJIE O3HAKOMHUTH C MHMCbMEHHOU
uHpopManuei 00 uccie0BaHNH U 0J00PEHUEM/TIONIOKUTENBHBIM 3akitoueHueM DCO/HOK.

4.8.6 YcrHas M nuchbMeHHas uHpopMalMs 00 HMCCICIOBAHMH, BKIOYAs MHUCBMEHHYIO (popmy
MH(POPMHUPOBAHHOTO COTJIACHS, JJOJDKHA COJEPKaTh KaK MOXHO MEHBIIE CIEUUATbHBIX TEPMUHOB U OBITh
MOHSATHA CYOBEKTy WJIM, B COOTBETCTBYIOIIMX CIIydasiX, €ro 3aKOHHOMY HpEICTABUTEII0 U
HE3aUHTEPECOBAaHHOMY CBUJIETEIIIO.

4.8.7 Ilepen momyuyeHMEM HH(MOPMHUPOBAHHOTIO COTJIacHs HMCCIENOBATENb WJIM HAa3HAYEHHOE UM
JMIO JOJDKHO MPEJOCTaBUTh CYOBEKTY WIIM €ro 3aKOHHOMY IPEICTABUTENIO JIOCTATOYHOE KOJIMYECTBO
BPEMEHHU U BO3MOXKHOCTb JJISl TOJyYeHHsI Oosee 1o ipobHoil nHpopManuu 06 UcCae0BaHUU U TPUHATHS
pemieHust 00 y4acTHH B HEM HJIM OTKa3e OT Takoro y4acTusi. CyObeKT WM €ro 3aKOHHBIN MpeICTaBUTENb
JIOJDKEH TOJIYYUTh MCUEPIIBIBAIOIINE OTBETHI HA BCE BOMPOCHI 00 MCCIIEOBAaHHH.

4.8.8 Jlo Hauana ydacTHsi B MCCJEIOBAaHUU CYOBEKT MM €ro 3aKOHHBIA MPEICTaBUTEINb, a TaKXKe
JIMIIO0, MPOBOJMBIIEE Pa3bsICHUTENbHYIO Oecedy, JOKHBI MOANUCATh U COOCTBEHHOPYUYHO JAaTHUPOBATH
MUCbMEHHYI0 (pOpMy HH(DOPMUPOBAHHOTO COTIIACHS.

4.8.9 Ecnu cyObeKT WM ero 3aKOHHBIM MpeCTaBUTENb HE CIOCOOEH YuTaTh, TO B TEUEHUE BCEH
pa3bICHUTENLHONW Oecelbl JOKEH MPUCYTCTBOBATh HE3aMHTEPECOBAHHBIM cBuAeTenb. [locime Toro kak
CyObEKTy WIM €ro 3aKOHHOMY IpPEACTaBUTENI0 MPOYUTAIM U PA3bACHWINM TNHUCBMEHHYIO (QopMmy
MH(POPMHUPOBAHHOTO COTJIACHs U JIpyTHe IMpeaocTaBlisieMble CyOBeKTY MUCbMEHHbIE MaTepuaibl U MOCIe
TOT0 KaK CyOBEKT WM €ro 3aKOHHBIM NpeAcTaBUTENb Jajl YCTHOE COrjlacMe Ha ydyacTue CyObeKTa B
UCCIICIOBAHUM M, €CJIM CIHOCOOEH, IMOJAMUCATl M COOCTBEHHOPYYHO JAaTUPOBAN IMUCBMEHHYIO (BOopMy
MH(POPMHUPOBAHHOTO COIJIACUs, CBUJAETENb JODKEH €€ IMOAMUCaTh M COOCTBEHHOPYYHO IaTHPOBATh.
[TonnuceiBas ¢opMy cormnacusi, CBHJAETENb MOATBEPXKAAET, YTO MHGOpManus, coiepxamasics B Gopme
COIJIacHsl ¥ BCeX JAPYTUX MUCbMEHHBIX MaTepuanax, Oblia TOYHO pa3bsiCHEHA U MOHTA CyObEKTOM MU €ro
3aKOHHBIM TIPEICTAaBUTENEM W YTO COIJIACHE HA yYacTHE B HCCIEIOBAaHMM IaHO CyOBEKTOM WM €ro
3aKOHHBIM IPEACTaBUTEIEM JI0OPOBOJIBHO.

4.8.10 Kak B Xx07e pa3bsiCHUTENbHOM Oecesbl, Tak U B MHCbMEHHON (hopMe MH(POPMHUPOBAHHOTO
CorjlacHsi, a TaKkKe JIOObIX OPYTruX MHCbMEHHBIX MaTepuanax, MpPeJoCTaBIseMbIX CyObeKTaM, JOJIKHO
OBITh Pa3bsICHEHO CIICAYIOIICE:

a) MccnenoBanne HOCHT 3KCIIEPUMEHTAIIBHBIA XapakTep.

0) Llenp nccaemoBaHus.

B) BapuanTel neueHus B mporecce MCCICIOBAaHUS M BEPOSTHOCTH CIy4allHOTO pacrpenesicHHs B
OJIHY U3 TpYIIII JICYECHHUSI.

r) [Ipouenypsl rccineaoBaHus, BKIIIOYAsk BCE MHBa3UBHBIC TIPOLIETYPHI.

1) O0si3aHHOCTH CYOBEKTA.

e) Te acriekThl Hccie10BaHusl, KOTOPBIE HOCST SKCIIEPUMEHTAIBHBIN XapakTep.

k) OKuJaeMblil pUCK WM HEy10OCTBa Juisi CyObEKTa, a TaKXKe, B COOTBETCTBYIOIIUX CITydasX, s
SMOpHOHA, TJI0AA WK TPYJHOTO peOeHKa.

3) Oskupmaemble BBITOJA W/WIM TONb3a. ECIM MONB3bl C MEIMIUHCKON TOYKM 3pEHHs He



MPEIOoIaraeTcs, TO CyObeKT JOJKEH OBITh MOCTABIIEH 00 3TOM B U3BECTHOCTb.

u) VHble, TOMHUMO MPEIYCMOTPEHHBIX B HCCICIOBAHUHU, MPOLCAYPHl HIA METOMABI JICUCHUS,
KOTOPBIE MOTYT OBITh IOCTYITHBI CYOBEKTY, a TAK)KE MX 3HAUUMBIC MOTEHIIMAIBHBIE BBIT0O/Ia U/UITU TTOJI3A,
a TaKKe PUCK.

k) Komnencauusi w/uiam JiedeHue, JOCTYIHBIE CYOBEKTy B Cllydyac NPUYMHEHHUS BpEla €ro
3I0POBBIO B PE3YJIbTATE YUACTHS B UCCIICIOBAHUU.

n) Ilnanupyemblie BBIIIATBI CYOBEKTY 3a €ro ydYacTHE€ B HCCIICIOBAaHUM, €CJIM TaKOBbIE
PEeTyCMOTPEHBI.

M) I[Tnanupyembie pacxojpl CyOBEKTa, €CIIM TAKOBBIE OKUIAKOTCS, CBS3aHHBIC C €r0 y4acTHEM B
HCCIICIOBAHH.

H) YdacThe CyObeKTa B HCCJICIOBAHUU SIBJIICTCS JIOOPOBOJIBHBIM, U OH MOXET OTKA3aThCS OT
y4acTHsl WIM BBIUTH U3 UCCIICAOBAHUS B 000 MOMEHT 0€3 Kakux-1u00 CaHKIMHA i ceOs iU MoTepH
ITOJI0’KEHHBIX BBITO]I.

0) Monwutopsl, aymuropel, DCO/HOK u ymomHoMOYeHHBIE OpraHbl B TOH Mepe, B KaKOH 3TO
JIOTTYCKAaeTCsl 3aKOHOIATeIbCTBOM, OYyT UMETH MPSMOU TOCTYI K OPUTHHATLHBIM METUIITHCKUM 3aITUCSIM
CcyOBeKTa A7l IPOBEPKU MPOLEAYP W/WIKM JaHHBIX KIMHHYECKOrO MCCIEIOBAHMsI, HE HApyIlas MPH STOM
KOH(UICHIIMATLHOCTH IaHHBIX CyOBEKTa, M UTO CYOBEKT WIIM €T0 3aKOHHBIN MPEICTABUTENb, MTOAMICHIBAS
MUCHbMEHHYIO popMy HH(DOPMHPOBAHHOTO COTIIACHS, TAET pa3pelleHrne Ha TaKOH JOCTYII.

) 3amnucu, UACHTHPUIUPYIONIHE CyObheKTa, OYAyT COXpaHEHBI B TallHE U MOTYT OBITh PaCKPBITHI
TOJILKO B TOW Mepe, B KaKOH ATO JOMyCKaeTCs 3aKOHOAATeIhCTBOM. [Ipu myOmmKamuu pe3yabTaToB
UCCIIeIOBaHUS KOH(PHUICHIIUAIBHOCTh IaHHBIX CyObeKTa OyIeT COXpaHeHa.

p) CyObeKT WM ero 3aKOHHBIM NpPEJCTaBUTENIb OyJeT CBOCBPEMEHHO O3HAKOMIIEH C HOBOWM
nH(popManuen, CocoOHOI MOBIUATH HA KEITAHUE CYOBhEKTa MPOIOJIKATh YIACTHE B UCCIIECIOBAHUU.

c) Jluma, Kk KOTOpHIM MOXHO OOpaTUTHCS ISl TOJIyYEHHUS JIONOJHHUTEIbHOW HH(pOpMAIu 00
UCCJIEIOBAaHUH U TpaBax CyOBEKTOB HCCIENOBAaHUS, a TaKKE€ B Cllydae MPUYMHEHHUS Bpela 37A0POBHIO
CyOBeKTa B pe3yibTaTe €ro y4yacTHs B HCCIICIOBAHUU.

T) Bo3MoskHBIE 00CTOSATENBCTBA /WA IPUYUHBI, TIO KOTOPBIM YYaCTHE CyObEKTa B MCCIICIOBAHUU
MOJKET OBITh IPEKPAIICHO.

y) [Ipennonaraemast JTUTEILHOCTh YUACTHs CYOBEKTa B UCCIICIOBAHHH.

¢) [IpubnusurenbHOE KOJIUYECTBO CYyOBEKTOB, KOTOpPOE TIPEANOJIAaraeTcsi BKIIOYHTH B
HCCIICIOBAHME.

4.8.11 Tlepen BKIIOYEHHEM B UCCIIEOBAHHE CYOBEKT WM €TO 3aKOHHBIN MPEICTaBUTENb JOKEH
MOJIyYUTh MOAMUCAHHBIA U JATUPOBAHHBIN SK3EMIUISIP TUCEMEHHOU (HOpPMBI HHPOPMUPOBAHHOTO COTTIACHS
U BCe JIpyrHe MpeAocTaBisieMble CyObeKTaM MUChbMEHHBbIE MaTepuainbl. Bo Bpemsi yuacTusi cyObeKkTa B
UCCIICJIOBAaHUHM CYOBEKT WM €ro 3aKOHHBIM TMpeACTaBUTEIh MJODKEH IMONydaTh MOJANUCAaHHBIE U
JATUPOBAHHBIC SK3EMIULSIPHI BCEX MOCIHEAYIONMX peakiuii (Gopmbl MHOOPMHUPOBAHHOTO COTJACHS U
KOIMUU BCEX MOMPABOK K JPYTHM MHCEMEHHBIM MaTepuasaM, MpeaoCTaBIsieMbIM CyOBEKTaM.

4.8.12 Ecii B KIMHHYECKOM HCCIICOBAHUM (CBS3aHHOM JIMOO HE CBS3aHHOM C JICUCHHEM)
YYaCTBYIOT CYOBEKTHI, KOTOPbIE MOTYT OBITh BKIIIOUEHBI B HCCIIEAOBaHNE TOJIHKO HA OCHOBAHUHU COTJIACHS
UX 3aKOHHBIX TpEACTaBUTENeH (HampuUMep, HECOBEPIICHHOJIETHUE, TIAIUEHTBl C BBIPAKCHHBIM
cl1laboyMueM), TO CyOBEKT JOJDKEH ObITh MPOMH(DOPMHUPOBAH OO HMCCICIOBAHUU B COOTBETCTBUH C €O
CIIOCOOHOCTBIO TIOHATH 3Ty HH(OPMAIMIO, M, €CIH CYOBEKT B COCTOSIHMH, OH JOJDKEH MOJMUCaTh H
COOCTBEHHOPYYHO JIaTUPOBATH MUCHbMEHHYIO (hOopMYy HH(OPMUPOBAHHOTO COTJIACHS.

4.8.13 Kpome cnyvaeB, onucanubix B 4.8.14, B uccienoBaHue, He CBSI3aHHOE C JiedyeHUEM (T.e.
UCCIIEIOBaHKE, B KOTOPOM HE MPEIOIaraeTcs HemoCPeACTBEHHON ¢ MEIUIIMHCKON TOUKH 3PEHUSI TIOJIb3bI
Ui cyOBEKTa), MOTYT OBITh BKJIFOYEHBI TOJILKO CYOBEKThI, KOTOpPbIC JHYHO JAIOT CBOE COIJIACHE U
COOCTBEHHOPYYHO MOJMUCHIBAIOT U JATHPYIOT MUCbMEHHYIO (OpMy HH(POPMUPOBAHHOTO COTIIACHSL.

4.8.14 B uccnenoBaHus, HE CBSI3aHHBIE C JICUEHUEM, CYOBEKThl MOTYT OBITh BKJIFOUEHBI C COTTIACHS
WX 3aKOHHBIX MPEACTABUTENEH MPU COOIIOICHUH CIICTYIOIINX YCIOBUIA:

a) llemu wmccremoBaHUs HE MOTYT OBITh JOCTHIHYTBI TOCPEACTBOM HCCIICAOBAHUS C Yy4acTHEM



CyOBEKTOB, KOTOPBIE MOTYT JIaTh CBOE COIJIache JIMYHO.

0) OxuaeMblii pUCK JUTsl CyOEKTOB HE3HAUYNTEIICH.

B) OTpunarensHOe BO3CHCTBHIE HA 3J0POBbE CYOBEKTa CBEICHO K MUHUMYMY M HE3HAYHTEIIHHO.

r) MccnenoBanue He 3alpenieHO 3aKOHOAATEITLCTBOM.

n) Jnsa  BriIOYeHUS  TakuX ~ CyOBEKTOB  JIOJDKHO  OBITh  3alpOIICHO  CHELHABHOE
yrBepxkaeHue/oqooperne DCO/HIK, yunthiBaromiee STOT aclekT.

[TonoOHbIe MccnenoBaHus (32 UCKIIOYEHUEM OOOCHOBAaHHBIX CIIy4YacB) JOJDKHBI NPOBOIUTHCS C
ydacTHEM MAaIMeHTOB, MMEIOUIMX 3a00JeBaHUE, JUIA JICYEHUS] KOTOPOTO NpeAHa3HAYeH MCCIIeTyeMbIi
npoaykT. CyObeKTbl B TaKuUX HCCIEIOBAHUSAX JOJDKHBI HAXOAMUTHCS TOJ 0CO00 TIIATEIbHBIM
HaOJIIOIGHNEeM, M HMX YYacTHE JOJDKHO OBbITh HPEKpallleHO, €CIM €CTh OCHOBaHMs Iojararb, 4TO OHHU
UCTIBITHIBAIOT YPE3MEPHBINA AUCKOMQOPT.

4.8.15 Ilpu HEOTJIOKHBIX COCTOSHHSX, KOTJAAa 1O BKJIIOYEHHS B MCCJIEIOBAHHUE HEBO3MOXKHO
MOJYYHUTh COTJIaCHE CaMOro CyOBEKTa, OHO JIOJDKHO OBITh 3aIllPOIIEHO Y €ro 3aKOHHOI'O IMpeJCTaBUTE,
€clid TaKOBOW MPHUCYTCTByeT. Ecnm mpeaBapuTelbHOE COTJIacCHe CaMoro CyObeKTa HEBO3MOXKHO U
OTCYTCTBYET €r0 3aKOHHBIN MPEICTaBUTENb, TO JUIS BKIIOUYEHUSI CYOBEKTa B MCCIIEJOBAHUE JOJKHBI OBITh
NPEIIPUHATHI IPeyCMOTPEHHBIE IPOTOKOJIOM u/unu JIPyTUMH JIOKyMEHTaMHU u
yTBepkaeHHbIe/0of00peHasie DCO/HOK Mepsl, HampaBiieHHbIE Ha 3alluTy MpaB, OE30MacHOCTH H
Onmaromosyunsi CyObeKTa, a TaKkKe OOECIeUMBAIONe COOTBETCTBHME HOPMATUBHBIM TPEOOBAHMSM.
CyOBeKT UM ero 3aKOHHBIH MPeJICTaBUTENb JTOJDKEH OBITh B KpaTyallie CPOKU MOCTABIIECH B U3BECTHOCTh
00 WCcleloBaHMWU, M Y HEro JOJDKHO OBITh 3allpoIIeHO corjlacieé Ha MPOJODKEHHE YYacTUs B
UCCIIEIOBAaHHH, a TAKXKE JIPyroe corjacue, Kak 3o mojoxeno (cum. 4.8.10).

4.9 3anucu ¥ OTYEeTHI

4.9.1 MHccnenoBarenb JODKEH oOecneuynBaTh MPAaBUIBHOCTb, MOJHOTY, pa30OpuMBOCTh U
CBOEBPEMEHHOCTh IPEIOCTABICHUsI CIIOHCOPY AaHHBIX, cojepxamuxcs B MIPK u Bo Bcex TpeOyeMbix
oTYeTax.

4.9.2 Jlanubie B MPK 10mKHBI COOTBETCTBOBATH MEPBUYHONM JTOKYMEHTAIMH, M3 KOTOPOW OHH
MIEPEHECEHbl; UMEIOLIHECs PACX0XKICHHS TOIDKHBI OBITh OOBSCHEHBI.

4.9.3 JlroOple m3MeHnenus: wiu uctpasienuss B MPK momxHBl OBITH MOANMCAHBI, JAaTUPOBAHBI,
00BbsICHEeHBI (IIpH HEOOXOAMMOCTH) M HE JTOJDKHBI CKPHIBATh NEPBOHAYAIBHYIO 3aIHCH (T.€. JOJDKEH OBITH
COXpaHEH ''HOKYMEHTAIbHBIA Ciex’); 9TO OTHOCHTCS KaK K NHCbMEHHBIM, TaK ¥ K O3JEKTPOHHBIM
WU3MEHEHUSIM WK ucripaBieHusM (cM. 5.18.4, 0)). CrioHCOp JODKEeH MPeA0CTaBUTh UCCIISIOBATENSIM W/ U
UX YHOJHOMOYEHHBIM MPEICTABUTEISIM HHCTPYKIHIO O TMOpAaKe O(OpMIEHHS TaKUX HCIPaBICHUI.
CnoHCOp JOJKEH HUMETh IHChbMEHHbIE MPOLEAYpPbl, NpPeAyCMAaTPUBAIOIIUE, YTO W3MEHEHHUS WU
ucnpasienuss B VPK, BHocumble €ro yrnoJTHOMOYEHHBIMH MpPEACTABUTENSAMH, JOKYMEHTAJIBHO
oopMiIsIIOTCS, SBISIOTCS HEOOXOTUMBIMH M OJ0OpSAIOTCS HccienoBareneM. MccnenoBarenb TOKEH
XPaHUTh 3aMUCH 00 ITUX U3MEHEHUSIX U UCIIPABICHUSAX.

4.9.4 VccnenoBarenb/opraHu3alys JODKHBI BECTH JOKYMEHTALUIO IO HCCIEIOBAHUIO COTJIACHO
paszeny 8 HacTOsILEro cTaHAapTa U HOpMAaTUBHBIM TpeOoBaHUAM. VccrienoBaTenb/oprann3anus 1OIKHBI
OPUHUMATh MEphl, MPEJOTBpAllAONIMe CIy4YaHOe WM MPEXJAEBPEMEHHOE YHHUTOXXEHHE 3TUX
JIOKYMEHTOB.

4.9.5 OcHOBHBIE JOKYMEHTHl [OJDKHBI XPAaHUTbCA HE MEHEe JBYX JIET IOCJIE YTBEP)KICHUS
nocjaeHe 3asBKM Ha perucrpanuio npemnapara B Poccun wim crpane - yuacthuue ICH u o tex mop,
[OKa HU OJIHA M3 3asBOK HE OyJeT HaXOAUThCS HAa PACCMOTPEHUU M HE OyAeT IUIAHUPOBATHCS HOBBIX
3afBOK, WJIM HE MEHee JABYX JIeT Mocje O(QHUIMAIbHOIO MPEKpalleHusl KIMHUYECKOH pa3paboTKu
HCCIIElyeMOr0 IPOIyKTa. DTU JOKYMEHTHI JOJDKHBI XpaHUThCs Oosiee ATUTEIbHBINA CPOK B Cllydyae, eciu
3TO MPEAYCMOTPEHO HOPMATUBHBIMH TPEOOBAHUSAMH HJIM JIOTOBOPOM CO CIIOHCOPOM. OTBETCTBEHHOCTHIO
CIIOHCOpa sBISETCS MH(MOPMUPOBAHUE MCCIIE0BATENss/OpraHu3auu 00 HCTEYEHHH CpOKa XpaHEHUs
nokymeHrtanuu (cMm. 5.5.12).

4.9.6 duHaHCOBBIE aCHEKTHl HCCIEIOBAHUSA JOJDKHBI OBITh OTPaXEHbl B JIOTOBOPE MEXIY
CIIOHCOPOM U MCCJIeI0BAaTEIeM/OpraHu3aluei.



4.9.7 TIlo 3ampocy MonuTOpa, aymutopa, OCO/HOK wunmm ymnoiHOMOYEHHOro oOpraHa
HCCIIEI0BATENh/OpraHu3alus TOJDKHBI 00ECTIEYUTh HPSAMOM JTOCTYIN KO BCEM 3alMCsAM, OTHOCSAIIMMCS K
HCCIIEIOBAHHUIO.

4,10 OrueTsl 0 XO€ UCCIIEOBAHNS

4.10.1 Uccnenosatens pomked npeacraisath JCO/HOK kpaTkue muCbMEHHBIE OTYETHI O XO[e
MCCIIEIOBaHMSI €KEr0IHO MM Yarle, eciu 3Toro tpedyer DCO/HOK.

4.10.2 UccnenoBarenb AOJDKEH HE3aMEUIUTENLHO MPEJOCTABIATh IMCbMEHHbBIE OTYETHI CIIOHCODY,
O3CO/HOK (cm. 3.3.8) W, B COOTBETCTBYIOUIMX CIIydYasX, OpPraHU3allMd O JIOOBIX W3MEHEHHSX,
CYIIECTBEHHO BJIMSAIOLIMX Ha MPOBEJCHUE HCCIIECIOBAHUS W/WIN YBEIMUUBAIOIIUX PUCK Ui CyOBEKTOB.

4.11 OTueTHOCTH 10 6E30MACHOCTH

4111 OG6Go Bcex cepbe3HbIX HexenarenbHbIX sBacHUAX (CHS) HEoOXoauMO HEMEIJICHHO
cooOmare croHcopy, 3a uckimoueHueM tex CHSl, koTopsle B MpOTOKOJE WM B JPYroM JOKYMEHTE
(Hanpumep, B OpOIIIOpPE HCCIENOBATENs) ONPEACICHbl KaK He TPeOYIoIIMe HEMEIUIGHHOTO COOOIICHUS.
[Tocne mnepBUYHOrO HEMEMJICHHOTO COOOIEHHs HEoO0XOAMMO B KpaT4yalllhe CPOKU IPEICTABUTH
NOJIpOOHBIM MHUChMEHHBIN OT4eT. IlepBHUHBI M MOCIENYIOIUE OTYEThl JOJDKHBI HMISHTU()UIUPOBATH
CyOBEKTOB HCCIICZIOBAaHHS IO TNPUCBOCHHBIM MM YHHKAJIBHBIM KOJaM, a HE IO HMEHaM CyOBEKTOB,
NEPCOHATBHBIM UACHTU(UKAIIMOHHBIM HOMEpaM W/WiM ajapecaM. lccienoBaTenb JODKEH TaKkKe
coOmoaTh ~ HOpMAaTHBHbIE  TpPeOOBAaHHWS,  PErIAMEHTUPYIOIIME  MPEAOCTABICHHE  OTYETOB O
HEMpE/IBUJICHHBIX CEPbE3HBIX HeXeNaTeNbHbIX PeakMsIX yIoJHoMoueHHbIM opranam u DCO/HOK.

4.11.2 O00 Bcex HeXKeNaTeNbHBIX SBICHUAX W/HUIM OTKIOHEHMSX J1a0OpaTOpHBIX IMOKa3aresnel oT
HOPMBI, ONpEIETICHHbIX IMPOTOKOJOM KaK KpPUTHUECKHE Uil OLEHKH Oe30MacHOCTH, HEoO0X0IUMO
cOO0OIIaTh CIIOHCOPY B COOTBETCTBHHM C TPEOOBAHUSAMM K OTUETAM U B CPOKH, ONPEICIICHHbIE CIIOHCOPOM B
MIPOTOKOJIE.

4.11.3 TIpu cooOmmieHusIXx 0 CMEpPTH HCCIeAoBaTeNb 00s13aH 1Mo 3ampocy croncopa u CO/HOK
NPEIOCTaBUTh JIIOOYIO OMOJHHUTENBHYIO MH(OpMAIUiO (HalpruMep, MPOTOKOI BCKPBITHS U TIOCMEPTHBIN
ATHKPH3).

4.12 TpexneBpeMEeHHOE peKpalleHNe WIK TPUOCTaHOBKA UCCIIEJOBAHUS

Ecnu mnmo kakoi-nubo MpUYMHE  HUCCIENOBaHME MPEXIEBPEMEHHO MPEKpalleHO WM
MIPUOCTAHOBJIEHO, HCCIIEA0BATENb/OpraHn3alusl J0JDKHBI He3aMeIUTEIbHO HHPOPMHUPOBATH CyOBEKTOB
UCCIIEIOBaHMsl, O0ECIeYUTh UM COOTBETCTBYIOIIEE JIeUeHHWE M HaOJIoeHHe M, €CId MPeayCMOTPEHO
HOPMAaTHUBHBIMH TPEOOBaHUSAMH, HHPOPMHUPOBATH YIIOJTHOMOUYEHHBIE opransl. Kpome Toro:

4.12.1 Ecnu uccrenoBaTellb MPeXAeBPEMEHHO MPEKpalaeT Wik NPUOCTAHABIMBAET UCCIICOBAaHHUE
0e3 mpeaBapUTENBHOIO COIJacus CIIOHCOpPA, OH JOJDKEH COOOMUTh 00 53TOM OpraHu3aluu, TIe
IPUMEHUMO, M HCCIIe0BaTeIb/OpraHu3alysl JODKHBI He3aMEIIUTENbHO NMPOUH(POPMHUPOBATH 00 3TOM
cnoncopa u DCO/HOK u mpenocraButh crioncopy u DCO/HOK moapobHoe muchbMeHHOE O0OBSCHEHHE
MPUYMHBI TPUOCTAHOBKU WJIN MPEKPAIEHUs UCCIIeIOBaHMU.

4122 Ecmu cnoHCOp TpeKpalmiaeT WiIM NPUOCTAHABIMBAeT HccienoBanue (cm. 5.21),
UCCIIeIoBaTeNb JOJDKEH HEe3aMEeIJIUTEIbHO COOOIMTh 00 3TOM OpraHu3aluy, IJe NPUMEHUMO, HU
UCCIIeI0BaTeNb/OpraHu3alus  TOJDKHbI He3aMeUTMTeNbHO npouHdopmupoBath 06 3toM OCO/HOK n
npenoctaButh JCO/HOK mnoapobHoe mNHCbMEHHOE OOBACHEHHE MPUYMHBI MPUOCTAHOBKH WU
IpEeKpaleHust UCCIEOBAHUS.

4.12.3 Ecniu 3CO/HOK okoHUaTenhbHO MM BPEMEHHO OT3bIBACT YTBEp)KIeHHE/0noOpeHne Ha
nposezaenue uccienoBanus (cm. 3.1.2 u 3.3.9), uccnenoparesb J0HKEH COOOIIMTE 00 3TOM OpPraHU3allHH,
rJie NpUMEHNMO, U HcCciel0BaTelb/OpraHi3alys J0KHbI He3aMeUIUTENbHO POUH(OPMUPOBATH 00 3TOM
CIIOHCOpA U MPEAOCTaBUTh CIIOHCOPY MOAPOOHOE MUChMEHHOE 00BSCHEHHWE NMPUYMHBI TPUOCTAHOBKU WU
IpeKpalleHust UCCIETOBAHUS.

4.13 VITOroBBIii OTYET UCCIIEA0BATENS

Ecnu TpebyeTcs, 1Mo 3aBepLICHUH HCCIIEAOBAaHMS MCCIENOBATENb JIOJDKEH COOOLIUTH 00 3TOM
OpraHu3aliK; UcciieoBaTesb/opranu3anus JokHbl npenoctaButh JCO/HOK kpatkuii otyer 06 uTorax
HCCIIE/IOBaHMs, a TaKkKe Bce TpeOyeMble OTUEThI YIIOJIHOMOYEHHBIM OpraHaMm.



5 Cnouncop

5.1 OGecrnieueHne KauecTBa U KOHTPOJIb KaueCcTBa

5.1.1 CrnoHcop oTBe4aeT 3a BHEAPEHHE U MOJUIEpPKAaHHE CUCTEM o0OecneueHHs M KOHTPOJIs
kadgectBa ¢ nmucbMeHHbBIMU COII, KOTOpble UMEIOT CBOEH 11eNbI0 00ECTIeYUTh MPOBEICHHE UCCIIEI0BAHNUS,
cOOp, PerucTpaIyio U MPEACTaBICHHE JAaHHBIX B COOTBETCTBUU € MpoTokonoM, GCP u HOpMaTUBHBIMHU
TpeOOBaAHUSMHU.

5.1.2 CnoHcop oTBedaeT 3a 0OecreueHre Cornacus BCeX BOBICUCHHBIX CTOPOH Ha MPEI0CTaBICHHE
npsimoro goctyna (cM. 1.21) BO Bce y4acTBYIOIIME B HCCIICJOBAHUU LICHTPHI, KO BCEM IEPBUYHBIM
JaHHBIM/IOKYMEHTaM M OTYeTaM B LIEISIX MX MOHUTOPMHIA M ayJUTa CIIOHCOPOM, a TAKXKE HWHCHEKIHU
HAIIMOHAJILHBIMU M UHOCTPAHHBIMU YTIOJIHOMOYEHHBIMHU OpraHaMu.

5.1.3 KoHTponb KauecTBa ClieAyeT OCYHIECTBIATh HAa BCEX ATamax paboThl C JaHHBIMH, YTOOBI
00ecreYnTh UX JOCTOBEPHOCTh U MPABUIBHOCTH 00PaOOTKH.

5.1.4 JloroBopbl MeXIy CIOHCOPOM M HCCIEIOBaTeIeM/Oprann3auueil uwnu 0ol Apyroi
yUYacTBYIOUICH B HCCIICOBAaHUHM CTOPOHON NOJDKHBI OBITH COCTaBJIEHBI B MUCbMEHHOW (OpMe KakK 4acTh
MPOTOKOJIA MJIM B KAYECTBE CAMOCTOSITEIbHBIX JOKYMEHTOB.

5.2 KonTpakTHas ucciie0BaTeNIbCKask OpraHu3alus

5.2.1 CrnoHCOp MOXKET MOJHOCTHIO WIIM YaCTUYHO MepeaTh 00sI3aHHOCTU U (DYHKIIMHU, CBSI3aHHBIC C
MIPOBEACHUEM HCCIIeI0OBaHUS, KOHTPAKTHON MCCIIEIOBATENbCKONM OpPraHM3alluy, OJHAKO OTBETCTBEHHOCTh
32 Ka4eCTBO M IIOJHOTY IOJYYEHHBIX B XOJ€ HCCIEIOBaHMS JAHHBIX BCEr/a JICKUT Ha CIIOHCOpE.
KoHTpakTHas uccienoBaTeNbCcKasi OpraHu3alys JOJDKHA OCYLIECTBISATH MEpbl O OOECHEYeHHI0 U
KOHTPOJIIO KauecTBa.

5.2.2 llepenaua KOHTPAKTHOM HCCIIEAOBATENbCKOW OpraHM3alMyd JIOOBIX CBS3aHHBIX C
uccieioBaHueM 00s13aHHOCTeH U (DyHKIMHA JOJKHA OBITH TOKYMEHTAIBHO O(OpMIIeHA.

5.2.3 Bce cBsizaHHBIE C UCCIIEIOBAaHHEM OOSI3aHHOCTU W (DYHKIMM, HE MEpeJaHHble KOHTPAKTHOM
UCCIIEI0BATEIbCKONW OPraHN3alluH, OCTAIOTCSI B KOMIIETEHIIUHU CIIOHCOPA.

5.2.4 Bce, uTO B HACTOALIEM CTaHIApTe KacaeTcsi CIIOHCOpA, TAaKkKe MPUMEHMMO K KOHTPAKTHOM
UCCIIEI0BATEIbCKONW OpraHU3alii B TOM Mepe, B KOTOPOH KOHTPAKTHAs UCCIIEAO0BATeNbCKask OpraHu3alus
NPUHUMAET Ha ce0s 00s13aHHOCTH M (PYHKIMH CIIOHCOPA T10 MPOBEICHUIO UCCIIEI0BAHUS.

5.3 MenunuHckas KBauukarus

CrioHCOp MOJDKEH HA3HAUYMUTh OONaJaroluil COOTBETCTBYIOIIEH MEAMLIMHCKOW KBalu(UKaIMen
NepCOHa, KOTOPBIH T0JIKEeH OBbITh BCETAa JOCTYICH JUIS PELICHHs CBSA3aHHBIX C UCCIIEJOBAHUEM BOIIPOCOB
MEIMLMHCKOro xapakrtepa. [Ipy HeoOXOoAMMOCTH sl 3TOW IeId MOTYT OBITh NPHUBJICYEHHI BHEIIHHE
KOHCYJIbTAQHTBHI.

5.4 Jlu3aiiH uCcClea0BaHus

5.4.1 CnoHcop IOJDKEH NpHUBICKATh KBATM(HIMPOBAHHBIX JUI (Hampumep, OHOCTATHCTHKOB,
KJIMHUYECKUX (hapMaKoJIOroB, Bpayeii) Ha BCeX dTanax MUCCIeOBaHMA - OT pa3padoTku npotokona, MPK n
IUIaHA CTaTUCTUYECKOI0 aHaju3a JI0 MOJATOTOBKH MPOMEKYTOUHOTO U (PMHATILHOTO OTYETOB.

5.4.2 Taxxe cM. pa3aen 6 HacTosiero cranaapta, pykoroactso ICH "Crpykrypa u comepkanue
OT4YeTa O KJIMHUYECKOM HCCIEIOBaHMMU'" W JIpyrHe CcOOTBETCTBYIouMe pykoBoactBa ICH mo nuzaiiny,
IPOTOKOJIY M OpraHU3alluy UCCIIEOBAHUS.

5.5 MeHeKMEHT HcciaeI0BaHus, paboTa ¢ JaHHBIMU U BEJICHUE JOKYMEHTAIH

5.5.1 Cnoncop 00s3aH TpUBIIEKATh OONAJAIONIMX COOTBETCTBYIOIICH KBaMM(DHUKAIMEH NHIl AJs
o0Illero pyKOBOJACTBA MHCCIEOBaHUEM, pPabOThl C JaHHBIMH, BepU(PUKALMU [TaHHBIX, [POBEIACHUS
CTaTUCTUYECKOI'0 aHAJIN3a U MOJATOTOBKH OTYETOB 00 MCCIIEJOBAHUY.

5.5.2 CnoHcop MOXET MNpUHATH pelieHHe 00 00pa3oBaHMKM HE3aBUCHUMOIO KOMHUTETa IIO
monutopunry panueix (HKMJI) ans paccMoTpeHuss Xona KIMHHYECKOTO HCCIEAOBAHUS, BKIIOYAsS
paccMOTpeHHE JaHHBIX MO OE30MacHOCTH W OCHOBHBIX IapaMeTpoB 3(dexkTuBHOCTH, a Takxke Ui



BBIPAOOTKH PEKOMEHIAIUI CIIOHCOPY O IEeIecO00pa3sHOCTH MPOMOJDKEHHUS, TPEKpAIEHUs] UCCIIETOBaHMS
Wi BHeceHHst B Hero u3MeHeHuid. HKMJI nomkeH MMeTh MUCbMEHHBIE ONEPAaLMOHHBIE MPOLEIyphl U
BECTH MHMCHbMEHHBIE 3aITUCH BCEX CBOMX 3aCEIaHHM.

5.5.3 Ilpu McCnonab30BaHUU DIEKTPOHHBIX CHCTEM Ui paOOThI C JaHHBIMH HCCIEIOBAHUS W/WIH
3JIEKTPOHHBIX CUCTEM YAAJICHHOTO JIOCTYIA K IJaHHBIM CIIOHCOP JOJDKEH:

a) ObOecneunTh W JOKYMEHTAJIbHO O(OPMHTH COOTBETCTBHUE CHCTEM JJIEKTPOHHOW 00pabOTKH
JAHHBIX YCTAHOBJICHHBIM CIIOHCOPOM TPeOOBAHUSAM K MOJHOTE, TOUHOCTH M HAJISKHOCTH JIaHHBIX, a TAKKE
CTaOMIBHOCTB TOCTYKEHHS TPeOyeMoro pe3ybTara (T.€. BaIHIALHIO).

0) Umets COII 110 HCITOIb30BAHUIO STUX CHCTEM.

B) OOecnieunth pabOTy CHCTEM TaKuM 00pa3oM, 4TOOBI MOXKHO OBUIO M3MEHSTh JaHHBIC U TIPH
3TOM BHOCHUMBIE M3MEHEHUs ObLIM Obl 33JJOKyMEHTHPOBAHBI, a paHee BBEACHHBIC JaHHbIC HE ObUTM OBl
yJaJeHsbl (T.e. HMEJICsl IOKYMEHTAIIBHBIH CIIe).

r) MeTh cucteMy 3aIuThl, IPEIOTBPAILIAIONIYI0 HECAHKIIMOHUPOBAHHBIN JIOCTYII K JJAHHBIM.

1) ViMeTh CITUCOK JIHII, HaJISJICHHBIX TPABOM BHOCHTH W3MeHeHus B jaHHbIe (cM. 4.1.5 u 4.9.3).

e) OOecrieunBaTh aJICKBaTHOE PE3CPBHOE KOMTMPOBAHUE JAHHBIX.

k) CoXpaHsTh MacKUpPOBKY B HCCIICIOBAHMAX, MPOBOAUMBIX CJIEIBIM METOJAOM (T.e. COXpaHSATh
MacKHpPOBKY IIpH BBOJIE U 00pabOTKE JIaHHBIX).

5.5.4 Ecimu B mponecce 00paboTKH JaHHBIE TPAaHCPOPMUPYIOTCS, BCETAA JIOJDKHA CYIIECTBOBATH
BO3MO>KHOCTh CPAaBHEHHUSI HCXO/IHBIX JIaHHBIX ¢ 00pabOTaHHBIMHU.

5.5.5 CrioHCOp MOJKEH HUCIONB30BAaTh YHHKAJIbHBIA WACHTH()UKAIIMOHHBIA KOJ cyObekra (cM.
1.58), nmo3BosstronHii UASHTU(UIUPOBATH BCE JaHHBIE 10 KaXKIOMY CyOBEKTY.

5.5.6 CrioHCOp WM ApYTrHe BiaJeNblibl JaHHBIX JOJDKHBI XPAaHUTh BCE OTHOCAIIMECS K CIIOHCOPY
OCHOBHBIE IOKYMEHTBI TI0 HCCIICOBAHUIO (CM. pa3zen 8 HaCTOSIEro CTaHaapTa).

5.5.7 CroHcOop JOKEH XpaHWUTh BCE OTHOCALIMECS K HEMY OCHOBHbBIE JIOKYMEHTHI IIO
HCCIIEZIOBAaHHUIO B COOTBETCTBUU C HOPMAaTUBHBIMU TPEOOBAHUSAMU TE€X CTPaH, B KOTOPBIX MPOIYKT 000peH
W/WIIK B KOTOPBIX CIIOHCOP COOMpaeTcs 00paTUTHCS 3a 0A00pEHHUEM.

5.5.8 Ecin crioHcOp mpekpaniaeT KIMHHYECKYI0 pa3paboTKy HCCIIEAyeMOro MpoayKTa (1Mo OgHOMY
WIM BCEM I[IOKa3aHUsAM, IWyTSM BBEACHHS, JIEKApCTBEHHBIM (opMaM), OH JOJDKEH XpaHHTh BCE
OTHOCSIINECS K CIOHCOPY OCHOBHBIE IOKYMEHTHI 110 UCCIIEIOBAHUIO B TEUCHHE 0 KpaiiHel Mepe JBYX JIeT
C MOMEHTa O(UIMATBHOTO MpPEKpaIleH!us] pa3padOTKU WM B COOTBETCTBUM C HOPMATHUBHBIMU
TpeOOBaHUSMHU.

5.5.9 Ecnu cioHcop mpekpalnaeT KIMHUYECKYI0 pa3padoTKy MCCIeayeMOro MpoayKTa, OH J0JDKEH
cooOmuTh 00 3TOM BCEM YYacTBYIOIIMM B HCCIEIOBAaHMM HCCIEI0BATESIM/OpraHu3alsM U
YIOJIHOMOYEHHBIM OpTraHaM.

5.5.10 Jlrobas mepenaya mpaB COOCTBEHHOCTH Ha JIaHHBIE NOJDKHA OBITH JIOBEACHA JO CBEACHUS
YIOJIHOMOYEHHBIX OPraHOB B COOTBETCTBUH ¢ HOPMAaTUBHBIMU TPEOOBAHUSAMU.

5.5.11 OTHOcsmUMeECs K CIIOHCOPY OCHOBHBIE JJOKYMEHTBI JOJDKHBI XpPAaHUTHCS HE MEHEE JIBYX JIeT
1ocjie YTBEPXKIECHUS MOCJeTHeH 3asBKM Ha perucTpaiuio npenapata B Poccuu uimm crpaHe - yyacTHUIIE
JCH u 5o Tex mop, moka HM OJHA W3 3aABOK HE OyAeT HaXOAMTHCA HA PACCMOTPEHUH U He Oyaer
IUTAHUPOBATHCS HOBBIX 3as1BOK, WJIM HE MEHEE JIBYX JIET Iocje O(PHUIMATIbHOTO NMPEKPALICHUS KITIMHUYECKON
¢a3pl pa3pabOTKH HCCIEAYEMOT0 MPOAYKTa. DTH JOKYMEHTHI JOJDKHBI XpaHUTbCA OoJiee JUIMTEeNbHBIN
CPOK B ciIy4ae, €CJid 3TO MPeyCMOTPEHO HOPMAaTUBHBIMU TPEOOBAHUSIMU HJIM HEOOXOMMO CIIOHCODY.

5.5.12 CrioHcop A0KEH B MUCbMEHHOW (hopMe MH(POPMHUPOBATh UCCIIE0BaTeNeil/OpraHi3ay o
HEOOXOJIMMOCTH XPaHEHUs CBA3AHHBIX C UCCIEIOBAHUEM 3aIMCEH, a TaAK)Ke MUCbMEHHO U3BECTUTH UX, KaK
TOJIbKO HEOOXOAMMOCTD B JAaJbHEHIIIEM XpaHEHUN OTHAIET.

5.6 Br16op uccrnenoBatens

5.6.1 CnoHcop HeceT OTBETCTBEHHOCTb 3a BBIOOp HccienoBareneil/opranuzannid. Kaxablii
uccieoBaTelb J0JDKeH HUMETh KBalnudukamuioo, onbIT u pecypesl (cMm. 4.1, 4.2), mocratounble s
IPOBEACHUS MCCIEIOBAaHUA, Ui KOTOpPOro OH BbIOpaH. EciM B MHOTOIIEHTPOBBIX MCCIIEIOBAHUAX
HE00XOJIMMO OpraHU30BaTh KOOPAMHAIIMOHHBI KOMHTET W/WIM BBIOpaTh KOOPIMHATOPOB M3 YHUCIA



UCCIIeIoBaTeNeH, TO 3TO ABIAETCS 00S3aHHOCTHIO CIIOHCOPA.

5.6.2 Jlo moanucaHusi JOroBOpa ¢ MccienoBareieM/opraHi3alnreil Ha MPOBeACHUE HCCIeI0OBaHUs
CIIOHCOP JOJDKEH MPEIOCTaBUTh HMCCIIEI0BATENI0/OpraHU3alui MPOTOKOJ U OpOLIIOpY MCCIIeNoBaTENs B
TEKyIIEH pelakuuu U JaTh HCCIEI0BATENI0/OpraHU3allMd JI0OCTaTOYHOE BpeMs JJIsi O3HAKOMJICHHUS C
MPOTOKOJIOM M IIPEJOCTaBIEHHON HH(POpMAaLIUEH.

5.6.3 CnioHCOp TOMHKEH MOIY4YUTh COTJIaCHE UCCIIEA0BATEN s/ OpraHu3aIiuu

a) MPOBOJMTH UcciienoBanue B coorBercTBUM ¢ GCP u HopmatuBHBIMU TpeOoBaHusMu (cMm. 4.1.3),
a TaKke C MPOTOKOJIOM, COTIACOBAHHBIM CO CIIOHCOPOM M yTBepxkIeHHbIM/0no0peHabiM DCO/HOK (cm.
4.5.1);

0) coOiroIaTh MPOLEAYPBl PErUCTPAIIMU/TIPEICTABICHUS TaHHBIX;

B) Ha MIPOBEACHNUE MOHUTOPUHTA, ayauTa u uHcnekuui (cm. 4.1.4);

I) XpaHUTh OCHOBHBIC JOKYMEHTHI, CBS3aHHBIC C HCCIIEIOBAHUEM, J0 TEX HOp, MOKA CIIOHCOP HE
COOOILUT MCCIIEIOBATEI0/OPraHU3aliy, YTO 3TH IOKYMEHTHI OoJibine He TpeOytotes (M. 4.9.4 u 5.5.12).

CrnioHCcOp M wHccienoBaTeNnb/OpraHu3alys JODKHBI HOJNMCAaTh MPOTOKON WM MHOM JOKYMEHT,
MOJTBEPXKAAIOIINNA 3TO COracue.

5.7 Pacnipenenenue o0s3aHHOCTEH

Jlo Hayanma HCCIEJOBAaHUS CIIOHCOP JOJDKEH YCTAaHOBUTh M PACHpEAETUTbh BCE CBSI3aHHBIE C
UCClieIoBaHNEM 00S3aHHOCTU U (DYHKITUH.

5.8 KomneHcanum cyObeKTam U UcCie10BaTesIM

5.8.1 Ecnm mnpeaycMOTpeHO HOPMATHUBHBIMH TpeOOBaHHMSAMHM, CIIOHCOpP JOJDKEH OOECIeYHUTh
CTpaxoBaHHe WIn rapaHTHPOBATh IOPUINYECKYIO " (UHAHCOBYIO HOJJIEPIKKY
UCCIIeIOBATENs/OpraHu3allii B Cllydae MpeabsBICHUS UM NPETEH3UH, CBA3aHHBIX C HCCIEIOBaHUEM, 3a
UCKJIIOUEHHEM TeX MPEeTeH3UH, KOTOpble BO3ZHUKIM B pe3yJbTaTe YMbBICIA MIM HEOCTOPOXKHOCTH CO
CTOPOHBI UCCIIEIOBATENSI UM YWICHOB HUCCIIE0BATEIbCKOIO KOJIJIEKTHBA.

5.8.2 IlpaBuna u mpoluexypsl CIOHCOPA JOJDKHBI MpeIycMaTpUBaTh BO3MEIEHHE PACXOIO0B Ha
JeyeHre cyObeKTOB B cllyyae MPUUYMHEHUS Bpella UX 3/I0POBBIO B PE3yJIbTAaTe UX YyYacTUs B UCCIIEAOBAaHUU
B COOTBETCTBUU C HOPMATUBHBIMU TPEOOBAHUSIMH.

5.8.3 Eciu cyOBeKTHl McCaeIoBaHUs MOMy4YaloT KOMIEHCALUIO, TOPSJIOK U CIIOCOO KOMIIEHCAIH
JIOJDKHBI COOTBETCTBOBATh HOPMATUBHBIM TPEOOBAHUSIM.

5.9 ®unancupoBaHue

@uHAHCOBBIE AaCMEKThl MCCIEJOBAHUS JOJDKHBI OBITh JOKYMEHTAIbHO O(OpPMIIEHBI B BHUJE
JIOTOBOPA MEX,y CLIOHCOPOM M MCCIIEI0BAaTENIeM/OpraHUu3allueH.

5.10 YBenomieHHE yIIOJIHOMOYEHHBIX OpraHOB/MOa4ya 3asiBKM B YIIOJTHOMOUEHHBIE OpraHbl

Jlo Havana KIMHUYECKOTO MCCIEIOBAaHUs CIIOHCOP (MM CIIOHCOpP COBMECTHO C HCCIIEIOBaTEINeM,
€CJIM ATO MPETyCMOTPEHO HOPMAaTHBHBIMU TPEOOBaHUSAMMU) JOJDKEH MOJATh B COOTBETCTBYIOLINE OPraHb
Bce TpeOyeMble 3asiBKM IS UX PACCMOTPEHUS, NPUHATUS W/WIM TOJyYeHUs pa3pelIieHus HavaTh
uccienoBanue (B 3aBUCMMOCTH OT HOPMATUBHBIX TpeOoBaHMIi). Bee yBenoMIIeHUS/3asBKU TOTKHBI OBITH
JATUPOBAHBI U COAEPKATh JOCTATOYHYIO HH(POPMALIMIO IS MASHTH(PHUKALUY POTOKOJIA.

5.11 IMoareepxkenue paccmorpenuss ICO/HIOK

5.11.1 CrioHCOp AOJKEH MOMYYUTh OT UCCIIEA0BATENSA/OpraHNu3alUu1

a) HaumeHoBanue U agpec DCO/HOK uccnenoBaresss/opraHu3aium;

0) moarBepxkaenne ot DCO/HIK Toro, uro oH opranmzoBan u neiictByer corsnacio GCP u
COOTBETCTBYIOLIEMY 3aKOHOAATEIILCTBY;

B) JOKYMEHTaIbHO ogopMiIeHHoe yTBepxaeHue/oqoopenne DCO/HDOK u, mo TtpeGoBaHMIO
CIIOHCOPA, KOIMIO TEKyIIeW BEpPCHU MPOTOKOJIA, MUCbMEHHON (OpMbl MHPOPMHPOBAHHOTO COTJIACUS U
JHOOBIX IPYTUX MPEIOCTABIAEMbIX CYOBEKTaM MUCbMEHHBIX MAaTEpUAIIOB, a TAKXKE ONUCAHKUE JICHCTBUH O
NPUBJICUYEHUIO CYOBEKTOB K yYacCTHUIO B MCCJIEIOBAHUH, JOKYMEHTOB, OTHOCSIIUXCA K MPEAyCMOTPEHHBIM
Juis CyOBEKTOB BBIIJIATaM M KOMIIGHCALMSAM, M JIHOOBIX HHBIX JIOKYMEHTOB, KOTOpbIE€ MOIJIM OBITH
3arpeboBanbl DCO/HOK.

5.11.2 Ecniu DCO/H3K 00ycioBiuBaeT Bblady CBOETO YTBEPXkAECHUS/0JOOpEHUs] BHECCHHEM



M3MEHEHH B KakWe-THOO acHeKThl HCCIEIOBaHMs, HAlpHUMep B IPOTOKOJ, NHCbMEHHYIO (opmy
MH(POPMHUPOBAHHOTO COTJIACUS WJIM JIIOObIe MHbIE MPEOCTaBIIsieMble CyObEeKTaM NMMChbMEHHbBIE MaTepPHAJIbI
W/WIKA Jpyrue TPOLEypbl, CIIOHCOP MOJDKEH MHOJIYYMTh OT MCCIEOBATEls/OpraHu3aluy KOMHUU BCEX
M3MEHEHHBIX JOKYMEHTOB U JIaTy MOJy4YeHHOro yTBepxaeHus/onoopenus 2CO/HOK.

5.11.3 CrmoHCcOp MODKEH TOJIYYUTh OT HCCIIEOBATENS/OpraHU3alMi JTOKYMEHTALUIO WU JaThl
MOOBIX TOBTOPHBIX yTBepxkaeHuit/onoopernit DCO/HDOK, a Takxke pemeHuid 00 OT3bIBE WU
MPHUOCTAHOBKE paHee BBIIAHHOTO YTBEPKACHUS/0J00peHHs.

5.12 NUudopmanus 06 ucciesyeMbIX MPOayKTax

5.12.1 Ilpu nnaHUpPOBAHUU KCCIEIOBAHUI CIOHCOP JOJDKEH pacroyiararh JOCTATOYHBIM 00bEMOM
MOJyYCHHBIX B JOKIMHUYECKHX W/WIM KJIMHUYECKUX MCCIEIOBAaHUAX JAaHHBIX IO 0E30MacHOCTH H
3(GPEKTUBHOCTH, OIpPABIBIBAIOIINX I[PUMEHEHHE HCCIEIyeMOro MpPOAYKTa C  HCIOJb30BaHHEM
COOTBETCTBYIOIIMX IyTEH BBEIEHUS U 7103 IIPU COOTBETCTBYIOIEH JIMTEIBHOCTH U B COOTBETCTBYIOIIEH
MOIYJIALIUY.

5.12.2 CnoHcop A0KeH OOHOBIATH OpOIIIOPY HCCIEAOBATeNs IO Mepe MOJIy4YeHHUS HOBOU
cyliecTBeHHON HH(pOpMaIuu (CM. pas3zies 7 HaCTOSIIErO CTaHAapTa).

5.13 IIpou3BOACTBO, yIAaKOBKA, MAPKHUPOBKA U KOJAUPOBAHUE UCCIIEAYEMbIX TPOIYKTOB

5.13.1 ChoHcop IOMKEH oO0ecle4YnTh, uTOOBI HCCICIyeMble NPOAYKTHhl (BKJIOYas, B
COOTBETCTBYIOLIMX CIIydYasX, aKTHUBHbIC Iperaparbl CpaBHEHHsS M IUIAe00) MMENTH XapaKTepUCTUKH,
COOTBETCTBYIOIIME CTaJWU pa3pabOTKU IaHHBIX TNPOJIYKTOB, OBLIM IMPOU3BEAECHBI B COOTBETCTBHH C
npuMeHUMBbIME TpeOoBaHusIMU GMP u, B COOTBETCTBYIOIIMX CIydYasX, 3aKOJUPOBAHBI U MapKUPOBaHBI
TakuM 00pa3oM, YTOOBl OOECIeYHTh 3aIlUTy MacKHpoBKH. Kpome TOro, MapkupoBKa JOJDKHA
COOTBETCTBOBATH HOPMATUBHBIM TPEOOBAHHSIM.

5.13.2 CnoHcop AOKEH OIpEeNeNUTh Ul HCCIEAYeMBIX HPOJYKTOB TEMIIEpaTypy XpaHEHHs,
yCIOBHS XpaHeHHs (HampuMmep, B 3alMIIEHHOM OT CBETa MECTE), CPOK XpAHEHHS, PACTBOPHTEIN W
IpOIeTyphl JUIs pa3BelIeHUsI U BOCCTAHOBIICHHS], a TAKXKE, €CIIM TaKOBBIE MPEAYCMOTPEHBI, yCTPOICTBA IS
BBeJICHUA MpoAyKkTa. COHCOp 10JKeH HHPOPMHUPOBATH 00 3TUX TPeOOBAHUAX BCE BOBJIICUCHHBIE CTOPOHBI
(HanpuMep, MOHUTOPOB, MCCIIEAOBATENEH, IPOBU30POB, JIMILI, OTBETCTBEHHBIX 33 XpaHEHUE).

5.13.3 Hccnenyemble NPOAYKTHI JOJKHBI OBITh YIAKOBaHBl TakK, YTOOBI MPEJOTBPATUTH HX
3arpsi3HEHNE U 00ECTICUYUTh UX COXPAHHOCTH (IIPUTOHOCTH) MTPU TPAHCIIOPTUPOBKE U XPaHEHUH.

5.13.4 Jlnsa wmccnenoBaHMi, B KOTOPBIX MCIIOJB3YeTCs CIEMOM METOJl, CUCTeMa KOIUPOBAHUS
HCCIIEIyeMOT0 MpOAYKTa JOJDKHA BKIIOYATh B ce0sl MEXaHM3M, MO3BOJISIOIIUM, B SKCTPEHHBIX CIIydasx,
OBICTPO MIAEHTH(PULIHPOBATH MPOAYKT, HO, B TO K€ BPEMs, HE JIONMYCKAIOIIUH BO3MOXKHOCTH HE3aMETHO
PacKpBITh KOJI.

5.13.5 Ecnu nexkapcTBeHHas (opma HCCIEAYEeMOro MNpOAyKTa WIM Mpenapara CpaBHEHUS Ha
KJIMHUYECKOM JTarne M3y4deHHs Oblla CYLIECTBEHHO M3MEHEHa, TO JI0 HCIIOJb30BaHUs HOBOM
JIEKapCTBEHHOH (OpMBI B KIMHUYECKUX HCCIEIOBAHUSAX JIOJKHBI OBITh MOJYYEHBI PE3yJIbTaThl JIOOBIX
JOTIOJTHUTEINILHBIX HMCCIICIOBAHUN JTAHHOW JICKApCTBEHHOW (DOpMBI MpoayKTa (Hampumep, CTaOWIBHOCTH,
pPacTBOPUMOCTH, OMOJOCTYITHOCTH), HEOOXOUMBIE Il OLIEHKU TOTO, CIIOCOOHBI JIM JIaHHbIC M3MEHECHUS
CYILIECTBEHHO MOBJIUATH HAa (papMaKOKMHETUYECKUH PO(UIIL MPOIYKTA.

5.14 TlocTaBka HcciaelyeMbIX MPOIYKTOB U MpaBuiia 0OpaleHusi ¢ HUMU

5.14.1 CnioHcop OoTBEYaET 3a MOCTABKY MCCIIEI0BATEII0/OpraHU3aH UCCIIEAYEMOr0 POIyKTa.

5.14.2 CrioHCOp HE JOJDKEH MOCTaBIATh UCCIEAYEMbIH MPOIYKT MCCIIEI0BATEI0/0praHu3aum 10
TEX TOp, TMOKa HE TOJyYUT BCIO TpeOyeMmylo IOKyMEHTauuio (Hanpumep, yTBEpXKICHHE/0J00peHue
DCO/H3K u yrnoJIHOMOYECHHBIX OPraHoB).

5.14.3 IlucbMeHHBIE MNPOLEAYpPHl CIOHCOpA JOJDKHBI BKIIOYAaTh B Ce0s MHCTPYKUUM JUIs
UCCIIeI0BaTeNs/OpraHu3aluy 10 MpaBUjIaM XPaHEHUs HCCIENyeMOro MpoJyKTa M OOpalleHus ¢ HUM, a
TaKXe 10 BEJICHHIO COOTBETCTBYIOUIEH AoKyMmeHTanuu. [Iponenypsl TODKHBI ONMUCHIBATH Oe30macHoOe
NOJy4eHHE UCCIEeyeMOro TMpoAyKTa, oOpalleHHue ¢ HHM, €ro XpaHeHHe U BblJauy, HU3bATHE
HEHCIOJIb30BAaHHOTO HCCIIEAYEMOro IMPOAYKTa y CYOBEKTOB W BO3BpaT €ro CHoHcopy (iambo wHOe
pacropsiKeHHe HeMCII0JIb30BaHHbBIM MTPOIYKTOM, €CJIU 3TO CAHKIIMOHUPOBAHO CIIOHCOPOM M COOTBETCTBYET



HOPMAaTHBHBIM TPEOOBAHUSIM).

5.14.4 CnoHCOp NOMKEH:

a) 00ecreunTh CBOCBPEMEHHYIO MTOCTABKY MCCIIEAYEMBIX IMPOIYKTOB HCCIICAOBATEIISIM;

0) JIOKYMEHTHpPOBATh IIOCTaBKHM, IOJYYEHHWE, BbIJady, BO3BpaT U YHHYTOXKCHHE (IHOO HWHOE
pacropsiKeHHUE) UCCIICYEMBIX MPOIYKTOB (CM. pas/en 8 HaCTOSIIEro CTaHaapTa);

B) UMETh CHCTEMY BO3BpaTa HMCCIICAYEMOTrO MPOAYKTa U JOKYMEHTUPOBAHHUS TOAOOHOTO U3BSTHUS
(HarmpuMep, OT3bIBa OPaKOBAHHOTO MPOIYKTA, BO3BpATa MPOJYKTA MOCIE OKOHYAHUS MCCIICAOBAHUS MU
M0 UCTCUCHUH CPOKA T'OJTHOCTH);

r) UIMETh CUCTEMY YHHYTOXeHHs (JIMOO MHOTO pacHopsHKEHHUs) HEMCIOIb30BAHHBIX HCCIIETYEMBIX
NPOJYKTOB U JIOKYMEHTHPOBAHUS MOI0OHOTO YHUUTOXKECHHUS (JTMO0 MHOTO PaCHOPSIKCHUS).

5.14.5 CnioHCOp JOMKEH:

a) IlpuHATHE Mepbl MO OOECIEYCHUIO CTaOMIBHOCTU MCCIICAYEMBIX IMPOAYKTOB HAa HPOTHIKCHUH
BCETO MepHO/ia NCHOIb30BAHUS.

0) MMeTh nOCTaTOYHOE KOJIMYECTBO HMCHOJIB3YEMOTO0 B MCCICIOBAHHAX MCCICIYEMOro IPOIYKTa,
4TOOBI MOATBEPUTD, B CIy4ae HEOOXOAMMOCTH, €r0 COOTBETCTBHE CIELU(UKAILUAM, a TAKXKE BECTU YUeT
aHAJM30B M XapaKTEPUCTUK 00pa3loB MPOAyKTa U3 MapTuu. B 3aBHCMMOCTH OT cTaOMIBHOCTH 00pa3ibl
JOJDKHBI OBITH COXpaHEHb! JMOO /10 OKOHYAHMs aHAIM3a JAHHBIX 10 HCCIEIO0BaHMIO, JUOO B TEUCHUE
CpOKa, OIpPEEeIEHHOIO COOTBETCTBYIOIIMMH HOPMATUBHBIMU TPEOOBAHUSAMH, HCXOIS U3 TOrO, KaKOH
NepuoJl ABJISIETCS O0Jiee JUTUTEIbHBIM.

5.15 Jloctyn Kk 3anucsim

5.15.1 CnoHcop HOKEH NPeayCMOTPETh B MPOTOKOJIE WJIM HHOM HHCHbMEHHOM COTJIAIIEHUH
0053aHHOCTh ~ MCCIIEZIOBATENs/OpraHu3alud  00ecneuuTh  NpsIMOM  JOCTym K HEPBUYHBIM
JTAaHHBIM/JIOKyMEHTAIMK JUI LieJed MOHUTOpHHTa, ayauta, skcreptussl DCO/HOK, a takke MHCIEKINH
CO CTOPOHBI YITOTHOMOUYEHHBIX OPTaHOB.

5.15.2 CrioHCOp AOIKEH YOeIuThCcs B TOM, YTO KaXIbli CyOBEKT Jajl MMChbMEHHOE COorjlacue Ha
OpsMOM JOCTYH K €ro OpUIHHAJIBHBIM MEAWLMHCKUM 3alHucsIM JUIsl [eJieil MOHUTOpHHIA, ayJuTa,
skcneptussl JCO/HDIK, a Taxke MHCTIEKIIMU CO CTOPOHBI YIIOJTHOMOYEHHBIX OPTaHOB.

5.16 Nudopmarus, oTHOCSIIAsACT K 0€3011aCHOCTH

5.16.1 CrioHCOp OTBEYAET 3a MOCTOSHHYIO OLIEHKY 0€30MacHOCTH UCCIIEyEMBIX MPOTYKTOB.

5.16.2 CroHCOp MAOKEH HE3aMEIJIMTENbHO YBEJAOMHTHh BCEX 3aHATBIX B HCCIEAOBAaHUU
ucclieioBaTeNei/oprani3aliy, a TaKkKe YIOJHOMOUYEHHBIE OpPraHbl O IOJyYEHHBIX JaHHBIX, KOTOpBIE
MOTYT HEOJaromnpusITHO OTPa3UThCS Ha 0E30MacHOCTH CyOBEKTOB, TMOBJIMATH Ha IPOBEICHUE
uccleIoBaHus TM00 U3MEHUTH yTBepxkaeHue/onooperne ICO/HOK Ha npopomkeHne ucciae1oBaHusl.

5.17 Coo01ieHus 0 HeXeIaTeNbHBIX PEAKIIHIX

5.17.1 CnoHcop NOMKEH B BO3MOXKHO 0ojee KOPOTKHII CpOK cOOOIIaTh BCEM YYAaCTBYIOIIUM B
UCClenoBaHUM  uccienoBarensm/opranuzamusM, OCO/HOK, rtme »oto Tpebyercs, a Takxke
YIOJIHOMOYEHHBIM OpraHaM 000 BCEX HEeXeNaTelIbHbIX PEAKIUAX, KOTOpble OJHOBPEMEHHO SBIISIOTCS
CepbEe3HBIMU M HENPEIBUICHHBIMU.

5.17.2 Takue B3KCIpecc-OTYeThl JOJDKHBI COOTBETCTBOBATH HOPMATUBHBIM TpPEOOBAaHHUSAM U
pykoBojactBy ICH "Ouenka naHHBIX O KJIMHUYECKOW O€30MAaCHOCTH: TEPMUHOJIOTHS M CTaHIApThl
AKCIPECC-OTYETHOCTH .

5.17.3 CrioHCOp AOJKEH MPEACTaBIATh Ha PACCMOTPEHHUE YIOJHOMOUYEHHBIM OpraHaM BCE HOBBIE
JAaHHbIE W MEPUOJUYECKHE OTYeThl IO OE30MaCHOCTH MCCIEeIyeMOro MpOAyKTa B COOTBETCTBHU C
HOPMAaTHUBHBIMU TPEOOBAHUSMH.

5.18 MonuTOpUHT

5.18.1 Llenn

L{es1bk0 MOHUTOPUHTA MCCIIEIOBAHUS SABISIETCS MPOBEPKA TOT'0, YTO:

a) [IpaBa u 61arononydne cyObEKTOB 3alIHIICHBI.

0) IlpencraBneHHBIE NaHHBIC SBISIOTCS TOYHBIMH, TMOJHBIMH W TOATBEP)KAAIOTCS TEPBHYHOM
JIOKYMEHTALUEH.



B) MHccnenmoBanue TpPOBOAUTCS B COOTBETCTBHM C  YTBEP)KICHHOW TeKylled BepcHer
npoTokona/nonpaBok, GCP u HopMaTUBHBIMU TPeOOBAHUSAMHU.

5.18.2 Bbi00op MOHUTOPOB M UX KBAJIU(UKAITUSL

a) MOHHTOPBI TOJDKHBI HA3HAYATHCS CIIOHCOPOM.

0) MOHUTOpBI JOKHBI MMETh COOTBETCTBYIOUIYIO IMOJTOTOBKY, a TaKXke 00JIaJaTh HayYHBIMH
W/WIM  KIMHUYECKUMHU 3HAHUSMH, HEOOXOIMMBIMU [UIl TPOBEJCHUS HAJUICKALIEr0 MOHUTOPUHTA
uccnenoBanus. Kpanupukaiyst MOHUTOPOB JOJDKHA OBITH OJITBEPIKIEHA JOKYMEHTAIBHO.

B) MOHHUTOpPBI TOJKHBI JIETAILHO 3HATh MCCIIEAyeMbIe MIPOAYKTHI, IPOTOKOJ, MMCBMEHHYIO (hopMy
MH(POPMHUPOBAHHOTO COIJIACUS M BCE JAPYrHe NpeAoCTaBisieMble CyObEKTaM MUChbMEHHbIE MaTepHallbl,
COII criorcopa, GCP u HopmaTuBHBIE TPeOOBAHUS.

5.18.3 O6wem u conepkaHre MOHUTOPHUHTA

CrioHCcOp [OMKEH 00eCcneunTh HAMISKAIIMA MOHHTOPUHI HccienoBaHuid. CIOHCOP JI0JDKEH
OIPENICIINTh HEOOXOIUMBbIE 00BEM U COJIEPKAaHHEe MOHUTOPHHIA MCXOI U3 LesieH, 3a/1a4, METO0JIOTHH,
CJIO)KHOCTH, MacKMpPOBKH, 00beMa M OLIEHHMBAEMbIX MapaMeTpoB uccienoBanusd. [1o obmemy npasuiy, ¢
LEJIbI0O MOHUTOPUHTA TPeOyeTCsl OCEIIaTh UCCIEI0BATEIbCKUE IICHTPHI 10, BO BpPEMs U IOCJIe OKOHYaHUs
uccnenoBanus. OAHAKO B UCKIIOUUTENBHBIX CIIydasX CHOHCOP MOXKET PEIIUTh, YTO MOHHMTOPUHI 0€3
BU3HUTOB B UCCIIEIOBATEIbCKUE IICHTPHI B COUETAHUH C TAKMMH MPOLEAYPaMH, KaK TPEHUHT U NPOBEJCHNE
COBEIIAHMN HCcreoBaTeNeld, MPEeJI0CTaBICHUEe MM IOJPOOHOTO MHUCBMEHHOTO PYKOBOJCTBA MOXKET
rapaHTHPOBaHHO O00ECHeuuTh HaJyIeXKallee MpoBeAeHue ucciaenoBanuss B coorBerctBun ¢ GCP.
CratucTuyecku omnpejessieMble KOHTPOJbHBIE BBIOOPKHM MOTYT CIYXHTb MPHEMJIEMBIM METOAO0M IS
0TOOpa MPOBEPSEMBIX JTAHHBIX.

5.18.4 O6s3aHHOCTH MOHUTOPA

MOHHUTOP, B COOTBETCTBUM C TpeOOBAaHMSIMU CIOHCOpA, JOJDKEH OOECHeuYuTh Hajiexaliee
NPOBEACHUE U JOKyMEHTalbHOe oopmiieHHe ucciaenoBanusa. C 3Toil 1enbl0 MOHUTOpP, KOT/Ia YMECTHO U
HEOOXOMMO € Y4YeTOM KOHKPETHOTO MCCIIEJOBaHUS M HCCIIEAOBATENLCKOTO IIEHTPA, BBIOJIHSIET
HIDKETIepEeUYHCIICHHbIE IeHCTBUS:

a) BeicTynaer B kKauecTBE OCHOBHOTO CBSI3YIOIIETO 3BEHA MEKIY CIIOHCOPOM M HCCIIEIOBATEIIEM.

0) [IpoBepsier B Hauajie U Ha MPOTSHKEHUU BCET'O MCCICIOBAHMS aJeKBATHOCTh KBATHU(HKALUHN H
pecypcoB uccnenonarens (cm. 4.1, 4.2, 5.6), a Takke JOCTATOYHOCTH Ui OE30MACHOTO M HAJICHKAIICTO
MIPOBEACHUS MCCIIEIOBAHNS MMEIOIUXCS JIIOJCKMX U MaTepUalIbHBIX PECypCOB, BKIIOYas J1abopaToOpHH,
00opyIOBaHUE U TIEPCOHAT.

B) B oTHOmEHNY HccneryeMbIX MPOTyKTOB MOHUTOP MPOBEPSIET CleayomIee:

1) cpoku u ycIIOBHsI XpaHESHHsI IPUEMIIEMbI U KOJTMYECTBO JOCTATOYHO J0 KOHIIA UCCIICIOBAHHS;

2) ucciexyemMbple TPOIYKTHI MOMYYaloT TOJIBKO T€ CYyOBEKTHI, KOTOPHIM OH Ha3HAaueH, W B /103X,
YCTAQHOBJICHHBIX IPOTOKOJIOM;

3) cyObekTaM MpeaOCTaBICHbI HEOOXOMUMBIC HHCTPYKIMH TIO MPaBHIBHOMY IPHUMEHEHUIO
UCCIIeyeMbIX MTPOAYKTOB, 0OpaIlleHHIO C HUMHU, UX XPaHEHUIO U BO3BpaTy;

4) mosyyeHue, NPUMEHEHHE M BO3BpAT UCCIEIYEMbBIX IMPOIYKTOB B HCCIIEIOBATEILCKOM IIEHTPE
JOJDKHBIM 00pa30M KOHTPOIUPYIOT U OPOPMIIAIOT TIOKYMEHTAIBHO;

5) yHuutoxeHue (IMOO MHOE PACIOpPSHKEHHE) HEHCIIONb30BAHHBIX HMCCIIEAYEMbIX MPOAYKTOB B
UCCIIEIOBATEIbCKOM IIEHTPE OCYIIECTBISIOT B COOTBETCTBUU C HOPMATUBHBIMU TPEeOOBAaHUSMH M IO
COI'JIACOBAHUIO CO CIIOHCOPOM.

r) [IpoBepsieT coOmIOIeHHE HCCIIEIOBATENIEM YTBEPHKACHHOTO MPOTOKONIA M BCEX YTBEPKICHHBIX
MOIIPABOK K HEMY, €CIIM TAaKOBbIE UMEIOTCS.

n) Ilposepsier, 4TOOBI THCBMEHHOE HMH(GOPMUPOBAHHOE COIVIACHE KaXIOro cyObekTra ObLIo
MOJIYYEHO /10 Hayajla y4acTHsl B UCCIICOBAaHUH.

e) OOecrieunBaeT HaJIMYME y UCCIIEIOBATENs TEKYIICH pelakiMyu OpOIIIOPbI HCCIeIOBATENs, BCEX
JpyTUX JOKYMEHTOB M MaTepuanoB, HEOOXOAMMBIX MJisi TNPOBEACHHUS HCCIEI0BaHMUA HAJISKAIIUM
00pa3oM 1 B COOTBETCTBUU C HOPMATHBHBIMU TPEOOBAaHUSIMH.

k) OOecrieunBaer TO, 4YTOOBI MCCIIEAOBATENb U €r0 COTPYIHHUKH, 3aHITHIC B MCCICIOBAHUH, OBLIH



JOCTaTOYHO WH(OPMHUPOBAHBI 00 UCCIICIOBAHHH.

3) [IpoBepsier, 4TO WcCCiIeAOBATENb M €r0 COTPYAHUKH, 3aHITHIC B HMCCICAOBAHUU, BBIMIOJIHSIOT
CBSI3aHHBIE C HCCIIEAOBAaHUEM OOS3aHHOCTH B COOTBETCTBHM C TIPOTOKOJIOM M BCEMH JPYTHMHU
MUCHbMEHHBIMU COTJIALICHUSMH MEXIYy CIOHCOPOM U HCCIIeAOBaTeNeM/OpraHu3alieid U He MepenaroT
BBITNOJIHEHHE CBOMX (DYHKIMH HEYNOTHOMOYCHHBIM JIHIIAM.

u) IlpoBepsier coOumroJeHNE HCCIIEAOBATENeM KPUTEPHEB OTOOpa MpPU BKIIOYEHHU CYOBEKTOB
UCCIICIOBaHM.

k) Coob1aer o ckopocT Habopa CyOBEKTOB B UCCIICIOBAHHE.

1) IIpoBepsieT MpaBUIBLHOCTD, MOJTHOTY ¥ CBOCBPEMEHHOCTh PETMCTPAIMU JaHHBIX B TIEPBHYHBIX U
APYTUX OTHOCSIIUXCS K UCCIIEIOBAHUIO JOKYMEHTAX, a TAKXKE MOPSI0K UX BEICHMUS.

M) I[lpoBepsier, 4TO WuCCIeNOBaTEIb NPEJOCTABISET BCE TpeOyeMble OTYEThI, YBEIOMIICHUS,
3alpochl U MOJO0OHBIE TOKYMEHTHI M YTO OHHU SIBJISIOTCS NPABHJIBHBIMH, IOJIHBIMH, CBOCBPEMEHHBIMH,
pa3bopUYMBBIMH, TaTHPOBAHBI U UACHTH(PHUIUPYIOT UCCIEJOBAHUE.

H) [IpoBepsier mpaBWiIbHOCTH W MONHOTY JAaHHBIX B WPK, mepBUUYHBIX HOKYMEHTaX M JPYTHX
OTHOCSIIIMXCS K MCCIEIOBAHUIO 3alMCAX IYyTEM COIOCTaBJICHUS HMX MEXIy coboil. B ocobennoctn,
MOHHUTOP JIOJDKEH MPOBEPUTH CIIEIYIOLIEE:

1) npaBUIIBHOCTH BHECEHHUS TPEOyEeMBIX IPOTOKOJIOM JNaHHbIX B IPK 1 MX cOOTBETCTBHE TaHHBIM B
MEPBUYHOM JIOKYMEHTALIUHY;

2) nroOble M3MEHEHUS O3Bl W/MIM TEeparuy 4eTKO JOKYMEHTAIBHO O(OPMIISIOTCS JUIS KasKIOTO
cyObeKkTa Hccie/I0BaHus;

3) HeXenaTeNnbHbIC SBICHHS, COIYTCTBYIOIIEE JICUCHWE W HMHTEPKYpPPEHTHBIC 3a00JeBaHUs
peructpupytotrcst B UPK B cooTBeTCTBUU € TPOTOKOJIOM;

4) mpomyieHHbIe CyOBEKTOM BU3UTHI, HEMPOBEICHHBIE aHAIN3bI M HEBBITIOJTHEHHBIE 00CIIETOBAHUS
sicHo oTpaxkeHbl B UPK kak TakoBbie;

5) Bce cilyyaW WCKIIIOUSHHS M BBIOBIBAHUS CYOBEKTOB W3 MCCIICIOBAHUS 3apErHCTPUPOBAHBI H
o0bsicHens! B IPK.

0) Coobmaer wucciaenoBatenro o JoObix gomymeHHbIX B MPK  ommOkax, mpomyckax wu
HEepa30O0pPUMBBIX 3anucsaX. MOHUTOP JTOJKEH MPOCIEANUTH 32 TeM, YTOOBI COOTBETCTBYIOIINE HUCTIPABIICHUS,
n00aBJIEHUs] WM BBIYCPKUBAHMS OBUIM CJETaHbl, JaTUPOBAaHbI, OOBSCHEHBI (€CIM HEOOXO0AUMO) U
MOJMKMCAaHbl CAMUM HCCIIe0BaTeNIeM JIMOO YIOJHOMOYEHHBIM Ha MOJANUCcaHue 3a Hero u3meHenuit B IPK
YJICHOM HCCJIEJOBATENbCKOTO KOJUIEKTHBA. JlaHHBIE TIOJHOMOYMS JOJDKHBI  OBITh  3aKpEIUICHBI
JIOKYMEHTAJIBHO.

n) [IpoBepsier coOmoJeHUE CPOKOB COOOILICHUS O HEKENATEIbHBIX SBICHHSX, ONPEICICHHBIX
GCP, nporokonom, SCO/HIK, cnoHCOPOM 1 HOPMATUBHBIMU TPEOOBAHUSIMH.

p) IIpoBepsier BemeHHe uccienOBaTeIeM OCHOBHBIX JOKYMEHTOB (CM. paszen 8 HacTosIIero
CTaH/apTa).

c) Coobmaer wuccrnenoBareno o0 oTkioHeHHsx or mnporokona, COIl, GCP u HopmaTuBHBIX
TpeOOBaHUH, a TakXke MpPeANPUHUMAET HEOOXOIUMbIE NEHCTBUS C LIENbI0 MPEIOTBPATUTH MOBTOPEHUE
N0JOOHBIX OTKJIOHEHUH.

5.18.5 Ilpouenypsl MOHUTOPUHTA

Monutop nomxen cobmonarh nuceMeHHble COIl cnoHcopa, a Takke Hpolexyphl, CHENUAIbHO
OIpe/IeJIEHHbIE CIIOHCOPOM JUIsl MOHUTOPUHIa KOHKPETHOTO MCCIIEIOBAHUS.

5.18.6 OTueT MoHUTOpA

a) Ilocne kaxIoro BU3WMTa B MCCIENOBATENBCKUHA IIGHTP WM CBS3aHHOTO C HCCIICJIOBAaHUEM
KOHTaKTa MOHUTOP JOJDKEH MPEAICTaBUTh CIIOHCOPY MUChbMEHHBIN OTYET.

0) OtyeThl NOKHBI BKJIOYATh B ce0s JaTy, HaMMEHOBaHME IICHTPA, MMS MOHHUTOpA, HMS
HCCIIeI0BATEN MM MHOTO JIMIA, C KOTOPBIM COCTOSJICS KOHTAKT.

B) OT4YeTHI TOJDKHBI COEPKATh KPAaTKOE OMUCaHUE 0OBEKTOB MPOBEPKH, COOOIIEHHE MOHUTOPA O
CYIIECTBEHHBIX JIaHHBIX/(DaKkTaX, OTKJIOHEHUSX W HeJIOCTaTKaX, BBIBOJABI, OINMCAHUE JIEHCTBUH,
NPENPUHATHIX JHOO0 MIAHUPYEMBIX M/WIM PEKOMEHAYEeMbIX Ul obecrieueHHs coOroieHus] TpeOoBaHMMA



npotokona, GCP u ynmonHOMOYEeHHBIX OpPraHoB.

r) IlpoBepka CIOHCOPOM OT4YeTa W MOCJIEAYIOIIME JCHCTBHS 1O HEMY JOJDKHBI OBITh
JTOKYMEHTAJIbHO 0(OPMIICHBI YIIOJIHOMOYEHHBIM IPEACTaBUTENEM CIIOHCOPA.

5.19 Ayaur

[Tpu mpoBeneHUU ayauTa B Mpenesiax Mep, HampaBJICHHBIX Ha OOeclieYeHUe KauyecTBa, CIIOHCOPHI
JOJDKHBI YUUTHIBATh:

5.19.1 ens

L{enbt0 CIOHCOPCKOTO ayAuTa, MPOBOAUMOIO OTACIHHO M HE3aBUCHUMO OT PYTHHHBIX (YHKIUI 110
MOHUTOPUHTY W KOHTPOJIO KadyecTBa, SBISETCS OIICHKAa COOTBETCTBUS MPOBOJUMOIO HCCIEIOBaAHHS
npotokoiy, COIl, GCP u HopMaTHBHBIM TPeOOBAHUSM.

5.19.2 BeiOop 1 kBanuduKaIms ay IMTOPOB

a) [lns mpoBeneHMsi aynuTa CIOHCOP JOJDKEH HA3HAYUTH JIML, HE3aBHCHUMBIX OT KIMHHYECKUX
HCCIIEIOBAHU .

0) CnoHcop 00s3aH YJIOCTOBEPUTBCS B TOM, UYTO AayJUTOPhl O0O0JAaJal0OT JAOCTATOYHOU
KBaJU(pUKAIMEH, T.e. IMOATOTOBKOW M ONBITOM, I HPOBEACHHUS ayIuTa HaUISKALIMM 00pa3oM.
Kpanudukanus ayauropa g0mKHa ObITh HOATBEP)KICHA JOKYMEHTAIBHO.

5.19.3 Ipouenyps! ayaura

a) CrioHcOp AOJDKEH yOeAuThCs, YTO ayAUT KIMHUYECKHX UCCIIEOBAaHUI/IPOrpaMM POBOAUTCS B
COOTBETCTBUHU C MUCHBMEHHBIMH MPOIEIypaMH CIIOHCOpPA, OMPENCISIONIMMU OOBEKT ayAuTa, METOJbI
MIPOBEACHUS ayJHTa, YaCTOTY ayJHUTOB, a TaKKe (OpMy U CO/IepKaHUe OTUETOB 00 ayJuTe.

0) Pa3paboTaHHBIil CIOHCOPOM IUIaH ayJuTa W MPOIEIYPHl ayAuTa MCCIEIOBAHUS JOJDKHBI OBITH
OIpeiesIeHbl 3HAUMMOCTBIO JAHHOTO HCCIEeNOBaHMA JIS MOAa4YM 3asBOK B YIOJHOMOYEHHBIE OpraHbl,
KOJINYECTBOM CYOBEKTOB, YYACTBYIOIIMX B HCCIECIOBAHUU, THIIOM M CIOXXHOCTBIO HCCIIEI0BaHMS,
CTEINEHbIO PUCKa Ul CyOBEKTOB HCCIEIOBAHUS, A TAKKe JOJDKHBI ObITh MPHUHATHI BO BHUMaHHUE JIIOObIE
BBISIBJICHHBIE TIPOOJIEMBI.

B) 3aMe4aHus 1 BBIBOJIBI ay/IUTA JJOJDKHBI OBITH OOPMIIEHBI JJOKYMEHTAIBHO.

r) [ns coxpaHeHHs HE3aBUCHMOCTH M IIEHHOCTH (DYHKIMUM ayAuTa YIOJTHOMOYEHHBIC OpTraHbl HE
JOJDKHBl B PYTHHHOM TIOpPSZIKE 3alpallivBaTh OTYETHl 00 ayauTe. YTMOJIHOMOYEHHBIE OpraHbl MOTYT
oOpamiarecsi 3a JOMYCKOM K OT4eTaM o0 ayJauTe, €cld MMEIOTCS CBUJETENbCTBA CEPhE3HOTO
HecootBeTcTBUSI GCP, nnu B cityyae cy1eOHbIX pa30upaTesbCTB.

1) Ecmu 310 TpeOyercsi COOTBETCTBYIOIIMM MECTHBIM 3aKOHOJAATEIbCTBOM HJIHM I10JI3aKOHHBIMHU
aKTaMH, CIIOHCOP JOJDKEH MPEICTaBUTh CBUJETEIbCTBO O MPOBEICHHOM ayIUTe.

5.20 Hecobmtoaenue NnpuMEeHUMBIX TpeOOBaHUN

5.20.1 Hecobmonenne mnporokosna, COIl, GCP wu/uam COOTBETCTBYIOIIMX HOPMAaTHBHBIX
TpeOOBaHUN  MCCIIEOBATEIEM/OpraHU3allMeil WM  COTPYAHUKOM  CIIOHCOpa JOJDKHO BECTH K
0e30TyIaraTenbHbIM JEMCTBUSM CIIOHCOPA, HANpaBJIEHHBIM Ha 0OecrieueHre uX COOII0ICHHUS.

5.20.2 TIpu oOHapyeHHM B XOJ€ MOHHTOPUHIA WIM ayJUTa CEPbE3HBIX W/WIM MOBTOPSIOIIUXCS
CIlyyaeB HECOOJIOZCHUS MPUMEHUMBIX TpEOOBaHMH CO CTOPOHBI HMCCIEN0BATENsl/OpraHU3ali CIIOHCOP
JOJDKEH — TPEeKpaTHTh YydacTUe HCCIeloBaTess/opraHu3aluy B ucclefoBaHud. Ecnum  ydacTtue
UCCIIEI0BATENs/OpraHu3allul IPEeKpalieHO B PEe3yJIbTaTe CEpPhEe3HBbIX /MM MOBTOPSIOUIMXCS CIydaeB
HECOOJIOZICHUSI NPUMEHUMBIX TPeOOBaHUM, CIIOHCOpP JODKEH Oe30TiaraTelibHO YBEIOMHUTH 00 3TOM
YIOJIHOMOYEHHBIE OPTaHBl.

5.21 JlocpouHOe IpeKpalieHne Wik IPUOCTaHOBKA UCCIIEI0BaHUS

Ecnmu  ucciaenoBaHue JOCPOYHO —HPEKpalleHO WM IPUOCTAHOBIEHO, CIOHCOpP JOJDKEH
HE3aMEJIUTENbHO COOOIIUTh  MCCIIEOBATENIAM/OpPraHU3allUusiAM M YIOJIHOMOYEHHBIM OpraHam o
IpPEeKpalleHu WIM HNPUOCTAHOBKE, a TaKXkKe yKa3aTb HPUYHMHBI IPEKpAIlEHUS WM MPUOCTAHOBKH.
3CO/HBK TaKxke JIOJKEH OBbITH HEMEUICHHO UH(POPMHUPOBAH CIIOHCOPOM U
uccienoBaTeaeM/opranusanueii (B COOTBETCTBMM C HOPMATUBHBIMH TPEOOBaHHMSMH), B TOM YHCIIE M O
NPUYMHAX MPEKPALICHUs WIN TPUOCTAaHOBKH UCCIIEIOBAHMSI.

5.22 OTtyer 0 KIMHUYECKOM UCCIIEI0BaHUH/UCTIBITAHUN



HezaBucumo oT TOro, ObUIO JM HCCIIEAOBAHUE 3aBEPLICHO IO MPOTOKOIY MM IPEKpPaIIeHO
JIOCPOYHO, CIIOHCOP JOJDKEH 00ECIeUUTh COCTaBICHHE W MPECTABICHUE B YIIOJTHOMOYEHHBIC OpraHbl (B
COOTBETCTBUH C HOPMATHBHBIMU TPEOOBAHHUSIMU) OTYETOB O KIIMHUYECKOM UccienoBaHiu. CIIOHCOP TaKKe
JOJDKEH 00eCreYUTh COOTBETCTBUE OTYETOB O KIMHUYECKOM HCCIEIOBAHUHU, BXOASAIIMX B COCTaB 3asBKH
Ha perucrpauuio, crangaapram pykooactBa ICH "Crpykrypa u comepxaHue OTYETOB O KIMHUYECKOM
uccnenoBanuu” ([Ipumedanue - PykoBoactBo ICH "Crpykrypa u conepkaHue OTYETOB O KIMHUYECKOM
UCCJICJOBAaHUH" YKA3bIBAET, YTO B OTACIBHBIX CIIy4asX MOTYT OBbITh IIPHEMJIEMbI COKPAIICHHBIC OTYETHI. )

5.23 MHOTOIICHTPOBBIE UCCIICTOBAHUS

[Tpy1 MHOTOIIEHTPOBBIX UCCIIEIOBAHUAX CIIOHCOP AOJDKEH 00€CIeUnTh CIeayIolee:

5.23.1 Bce uccrnenoBatenu MPOBOAAT HCCIEIOBAaHHWE B CTPOrOM COOTBETCTBUU C IPOTOKOJIOM,
COTJIACOBAHHBIM €O  CIIOHCOPOM M, eciu Tpedyercd, ¢  YIOJHOMOUYEHHBIMH OpraHaMu U
yTBepkIeHHbIM/0100peHHBIM DCO/HOK.

5.23.2 UPK pazpaboransl TakuMm o00pa3oM, uTOObI coOpaTh Bce TpeOyemble JaHHBbIE U3 BCEX
LIEHTPOB, YYAaCTBYIOIIUX B MHOTOLICHTPOBOM HCCIEIOBaHUU. TeM HCCieoBaTeNsiM, KOTOpbIe cOOMPAIOT
JONOJTHUTENbHBIC JaHHBIC, JOJDKHBI OBITH TAaKXkKe MpenocTaBieHsl qonoiaHurenbHbie MPK, paspaboTannsie
17151 cOOpa JIOTIOJIHUTEIIBHBIX TAaHHBIX.

5.23.3 O0sA3aHHOCTH HCCIIEA0BATENEH-KOOPANHATOPOB U APYTUX HCCIE0BATENEH TOKYMEHTAIbHO
3aKperieHbl 10 Havyalla UCcCiIeIOBaHuUS.

5.23.4 BceMm uccrieioBaTeNsiM MPeI0CTaBICHb HHCTPYKIMU MO COOJIIOJICHUIO TPOTOKOJIA, €IUHBIX
CTaHJAPTOB OLIEHKH KIIMHUYECKHUX M TaOOpaTOPHBIX JAHHBIX, a TaKxke Mo 3anoaHeruo MPK.

5.23.5 CBs3p Mex Iy HCCIeIOBATENIMH HE 3aTPYAHCHA.

6 IIpoTOKOJI KIMHUYECKOT0 HCCIeTOBAHNUS U MONPABKH K MPOTOKOJIY

ITo oOmemy npaBuily, coep:KaHue MPOTOKOJIAa MCCIENOBAHUS JOJDKHO UMETh YKa3aHHYIO HUXKe
cTpykTypy. OnHako uH(popMaIHs, UMEOIas OTHOLIEHHE TOJIBKO K OJJHOMY HCCIIE0BATEIbCKOMY LIEHTPY,
MOXET OBITh NpEACTaBICHAa Ha OTAENbHBIX CTPaHMILAX IPOTOKOJA WIM COJIEPXKATbCsi B OTICIBHOM
COTJIAIIEHWH, a 4YacThb MPHUBEIECHHOHM HMXKe HHPOPMALUU MOXKET TaKXKe COJEepKaThCsi B APYTHX
JOKYMEHTaX, CChUIKH Ha KOTOPbIE UMEIOTCS B TPOTOKOJIE, HAIPUMEp B OPOILIOPE UCCIIE0BATENs.

6.1 Obmas napopmarus

6.1.1 Ha3Banue npoTokoJia, WACHTU(UKAMOHHBIH HOMEp MpOTOKoNa M fara. Jlrobas mompaBka
TaKXe JO0JDKHA UMETh HOMEp MOIPAaBKH U JaTy.

6.1.2 HaumeHOoBaHME/MMSI M aJJpeC CIIOHCOPA H MOHUTOpA (€CJIM OHH Pa3IHYaroTCs).

6.1.3 IMs ¥ JOKHOCTB JIML, YIOJTHOMOYEHHBIX OT UMEHH CIIOHCOpA MOANHUCHIBATH MPOTOKOM U
MIOTIPABKH K MPOTOKOITY.

6.1.4 Wms, nomkHOCTB, aapec U HoMmep TenedoHa Ha3HAYEHHOTO CIIOHCOPOM MEAMIIMHCKOTO
HKCIepTa M0 JAaHHOMY HCCIIEJIOBAHUIO.

6.1.5 VMs 1 OIHKHOCTH MCCIIeOBaTENIeH, OTBEUYAIOIMX 3a MPOBEJCHUE HCCIICAOBAHUS, a TaKXKe
azipeca 1 Homepa TeaeOHOB KIMHUYECKUX [IEHTPOB.

6.1.6 MM, 10JKHOCTB, aipec U HOMEp TenedoHa KBAIM(UIIMPOBAHHOTO Bpaya, OTBEYAIOLIETO 3
NPUHITHE BCEX PEIICHUIH MEITUIIMHCKOTO XapakTepa (€ciau JaHHOE JIMIIO He SIBIISICTCS HCCIICI0BATEIIEM).

6.1.7 HaumeHoBaHMA M ajpeca KJIMHUYECKUX JIAOOpAaTOpUil M APYTrUX MEAMLUHCKUX H/HUIH
TEXHUYECKUX CIYXO M/WIIN OpraHu3alvii, BOBJICUEHHBIX B UCCIIEOBaHHE.

6.2 O0oCcHOBaHHE UCCIIEIOBAHUSI

6.2.1 Ha3BaHue u omucaHue UCCIEIYEMbIX TPOIYKTOB.

6.2.2 CBopHOE H3JIOKEHHE MOTEHLUUAIBHO HMMEIOIIMX KIMHUYECKYI0 3HAYUMOCTh pPE3yJIbTaTOB
JOKITMHUYECKMX HCCIEeIOBaHUM, a TakKe pe3yJbTaTOB KIMHUYECKUX HCCIEIOBAaHUM, 3HAYUMBIX JUIS
JTAHHOT' O MCCJIEIOBAHUS.

6.2.3 Kparkoe omnucaHue H3BECTHBIX M MOTEHLUMAIbHBIX PHCKOB M MOJB3bl A CYyOBEKTOB



WCCIIC/IOBaHMSI, €CJIU TAKOBbIE UMEIOTCH.

6.2.4 Onucanne U 000CHOBaHUE crioco0a BBEACHMS, JTO3UPOBKH, PEKUMa JO3UPOBAHUS U Kypca
JICYCHHUS.

6.2.5 YkazaHue Ha TO, YTO HCCJeIOBaHHE OyAeT MPOBOAMTHCS B COOTBETCTBHH C IPOTOKOJIOM,
GCP 1 HOpMaTHBHBIMHU TPEOOBAHUSMH.

6.2.6 Onucanue ucciuenyeMoi nomyJsiyu.

6.2.7 CcbulkM Ha JIMTEpaTypHble MCTOYHUKM W JIaHHBIC, CYLIECTBECHHBIC JUISI HCCIEIOBAHUS U
MPEJICTaBIISIIONIE cO00i 000CHOBaHME JAHHOTO MUCCIIEIOBAHUS.

6.3 Llenu 1 3a1aun KCCIIEIOBAHUS

JleTajibHOE OnMcaHue LEeIe U 3a1a4 UCCIeA0BaHus.

6.4 Jlu3aiiH uccienoBaHus

Hayunass 060CHOBaHHOCTb MCCJIEIOBAHUS U JOCTOBEPHOCTD MOJIyUYECHHBIX B UCCIIEOBAHUU TaHHBIX
CYIIECTBEHHO 3aBUCAT OT AM3aiiHa uccienoBanus. Onucanue nu3aiiHa UCCIIEI0BAaHUS J0JDKHO BKIIOYATh B
ceost:

6.4.1 VYkazaHue OCHOBHBIX M JIOTIOJHHUTENIBHBIX (IIPU HAIWYHMH) HMCCICAYEMBIX IapaMeTpOB,
KOTOpbIe OyIyT OLIEHUBATHCA B XOJ€ UCCIIETOBAHMUSI.

6.4.2 Onucanue TUNa/IM3aliHA TPOBOJUMOrO HCCieAoBaHus (HampuMep, JABOMHOE CIIEToe,
1a1e00-KOHTPOIUPYEMOE, MapajlielibHOE) U IrpagUUecKyr0 CXeMy Ju3aifHa UCCIEJOBaHMS, MPOLEAYp U
ATAIOB MCCIIEIOBAHUS.

6.4.3 Omnucanue Mep, HalpaBlIEHHbIX HAa MUHUMH3ALMIO/MCKIIOYEHUE CYObEKTUBHOCTH, B TOM
qucie:

a) paHJIOMHU3ALIUH;

0) ciernoro MeTo1a/MacKUpOBKH.

6.4.4 OmnucaHue MCIOIB3yEMOTr0 B HCCIEIOBAaHUU JICUEHUS, JO3MPOBKH U CXEMbl NPUMEHEHHUS
UCCIIelyeMbIX MPOAYKTOB. Takke BKIOYaeT B ce0sl ONucaHHE JIEKapCTBEHHOM (DOPMBI, YIIAKOBKU H
MapKUPOBKH UCCIIEYEMBIX MTPOIYKTOB.

6.4.5 Osxugaemass NPOJODKUTENBHOCTh Yy4YacTHUs CyOBEKTOB B HCCIEIOBaHHMM, OINKCAHHE
MOCJIEIOBATEIBHOCTH M TIPOJOJDKUTEIBHOCTH BCEX MEPUOJIOB HCCIICAOBAHMS, BKJIIOYas IEPHOJ
MOCJIEIYIONIEro HaOMI0ICHNS, €CJIU TAKOBOH MpelyCMOTpPEH.

6.4.6 Onucanue "mpaBUJ OCTAHOBKU' WMJIM "KPUTEPUEB MCKIIOYEHUS' JUISL OTIENBHBIX CYOBEKTOB,
4acTei nccie0BaHus WU UCCIIEI0BAHUS B LIEJIOM.

6.4.7 Ilpouenypsl yueTa UCCIeayeMbIX IPOAYKTOB, BKIIIOUAs, IPU HATWYMH, TUIANe00 U MpenapaTsl
CpaBHEHMUS.

6.4.8 XpaHeHue paHAOMHU3ALMOHHBIX KOJOB H MPOLETYPhl UX PACKPBITHS.

6.4.9 IlepeueHp Bcex MAaHHBIX, perHCTpUpyeMbIXx HemocpenctBeHHo B HWPK (T.e. 06e3
NpEeBAPUTEIILHON 3alMCH B MUCBMEHHOM WIIM JJIEKTPOHHOM BHJE) M PAacCMaTPUBACMBIX B KadyeCTBE
NEPBUYHBIX JAHHBIX.

6.5 OT60p U HCKIIIOYEHHUE CYOBEKTOB

6.5.1 Kputepuu BKiIIOUEHHs CyOBEKTOB.

6.5.2 Kpurtepun HeBKIItOUEHUS CyOBEKTOB.

6.5.3 Kputepuu uckiroyeHusi CyObeKTOB (T.e. OCHOBAaHUWS TPEKpPAIlCHHS PUMEHEHUS
UCCIIEYyEeMOTro MPOAYKTa/UCCIIETyEeMOTO JICYEHHS), a TAKKE IMPOLETYPbI, ONPEACIISIOIINE:

a) Korza u kak cyObeKTOB HCKIIFOUATh U3 HCCIICAOBAHMUS/TIEYCHUS UCCIIETyEMBIM MPOIYKTOM.

0) Kakue naHHbIe U B KaKre CPOKHU JOJDKHBI OBITH COOpPaHBI IO UCKIIIOYEHHBIM MAIMEHTaM.

B) 3aMEHEHBI JI1 U KAKUM 00pa3oM BBHIOBIBIIUE CYOBEKTHI.

r) [locnenyromee HaOmroneHHe 3a CyObEKTaMM, HCKIIOYEHHBIMH M3 JICUCHUS HUCCIEIYeMbIM
MPOTYKTOM/UCCIIEAYEMbIM JIEYCHUEM.

6.6 Jleuenne cyObeKTOB

6.6.1 OcymecTBisgeMoe JieueHHe, BKIOYas Ha3BaHUS BCEX MPOJYKTOB, MX JO3UPOBKH, YACTOTY
npuema, IyTH/crocoObl BBEJEHHs, a TakkKe MPOJODKUTENBHOCT JIEYeHUs, BKJIIOYas MEepHOJIbI



MOCJIEYIOIIET0 HAOMIOICHUS JUIsl KX IO IPYyTIIbI JICUSHHS UCCIIEyEeMbIMU IPOTyKTaMHU.

6.6.2 JlekapcTBa/criocOObI JIeYCHUs], IPUMEHEHUE KOTOPBIX pa3pelieHo (BKIOYas HEOTIIONKHYFO
TEPaNHIO) WM HE Pa3pelieHo 10 W/UIU BO BPeMsI UCCIICIOBAHHS.

6.6.3 MeToap! KOHTPOJIS 32 COOTIOICHUEM MPOLIEyp CYObEKTaMu.

6.7 Ouenka 3¢ dexTuBHOCTH

6.7.1 Ilepeuens nmapameTpoB 3(pPeKTuBHOCTH.

6.7.2 MeTo bl M CPOKH OLIEHKH, PETHCTPALMH U aHATTN3a TapaMeTpoB dPPEKTUBHOCTH.

6.8 Ouenka 6e3omacHoCcTH

6.8.1 Ilepeuenp nmapamMeTpoB 0€30MACHOCTH.

6.8.2 MeTobl ¥ CPOKH OLIEHKH, PETHCTPALIMH U aHATIN3a ITapaMeTpoB OE€30IIaCHOCTH.

6.8.3 TpebGoBanust kK oTueTam, MPOLEAYPHI MO PETHCTPAlMU U COOOIIEHHUSIM O HEXeIaTeIbHbBIX
SBJICHUSIX M UHTEPKYPPEHTHBIX 3a00JIeBaHUSIX.

6.8.4 Metoq u MNPOJOIKHUTENHLHOCTh HAONIONEHUS 332 CyOBEKTaMH TIOCIE BO3HMKHOBEHHS
HE)KeJIaTeNIbHbIX SIBJICHUM.

6.9 Craructuka

6.9.1 Onucanue CTaTUCTUYECKHX METOJOB, KOTOPBIC MPEAINOIAraeTcsl HCIOJIb30BaTh, BKIIIOYAs
CPOKH Ka)KIO0T0 IUIAHUPYEMOTO MPOMEXYTOYHOTO aHAJIM3A.

6.9.2 [lnanupyemoe KOJUYECTBO CyOBEKTOB. B cilyyae MHOTOLIEHTPOBBIX MCCIEIOBAHUMN JOIKHO
OBITH OIpENeNIeHO IUIAHUPYEeMOe KOJMYECTBO CYOBEKTOB B KakJoM IieHTpe. OOocHOBaHME pazMmepa
BBIOOPKHM, BKIIIOYAsl PACCYXKACHUS WIM BBIYMCICHUS JUIsI OOOCHOBAHHUS CTAaTHCTUYECKOM MOIIHOCTH
MCCIIEIOBaHMS U KIIMHUYECKOM MPaBOMEPHOCTH UCCIIEIOBAHMUS.

6.9.3 IIpumenseMblii ypOBEHb 3HAUUMOCTH.

6.9.4 Kpurepuu npekpaiieHus uccie10BaHus.

6.9.5 IIpoueaypsl yuera OTCYTCTBYIOLIMX, HE TOJJICKALINX aHAJIM3Y U COMHUTEIbHBIX JaHHBIX.

6.9.6 Ilpouemypsl cooOmeHuss O JOOBIX OTKJIOHEHHSX OT MEPBOHAYAIBHOI'O CTATUCTHYECKOTO
wiaHa (BCce OTKIIOHEHHS OT IEPBOHAYAIBHOIO CTATUCTUYECKOTO IUIaHA JOJDKHBI OBITh OIMUCAaHBI U
00OCHOBaHBI B IPOTOKOJIE W/MITU (PUHATBHOM OTYETEe 00 UCCICIOBAHHN).

6.9.7 OtOop cyOBekTOB aisi aHanu3a (HampuMep, BCE PaHIOMHU3UPOBAHHBIE CYyOBEKTHI, BCE
CyOBEKTBI, ITOJyYUBIINE XOTS ObI OZHY J03y HCCIEeyeMOro npernapara, Bce CyObeKThbl, COOTBETCTBYIOIINE
KpPHUTEpUSIM 0TOOpa, CyOBEKTHI, JaHHBIE KOTOPBIX MPUTOAHBI ISl OLICHKH).

6.10 [IpsMoii qocTyN K MEPBUYHBIM JAaHHBIM/ TOKYMEHTAIIUU

CrnioHCOp A0JKEH MPeAyCMOTPETh B IMIPOTOKOJIE WIIM HHOM MTMCBbMEHHOM COTIJIallieHMH 00s3aHHOCTD
ucclieioBaTeseil/opranu3aii  He  MpemnsaTCTBOBAaTh  MPSIMOMY  JIOCTYyNly K TNE€PBUYHBIM
JTAHHBIM/IOKYMEHTALIUU ISl IPOBE/ICHUS CBSI3aHHBIX C UCCIIEOBAHMEM MOHUTOPUHIA, ayIuTa, STHUECKON
HKCHEPTH3BI, @ TAKKE MHCHEKIIUH CO CTOPOHBI YIIOJIHOMOYEHHBIX OPraHOB.

6.11 KonTtposb kauecTBa U oOecrieueHue KauecTna

6.12 Drtuka

Onucanue STUYECKUX aCIEKTOB UCCIIEI0BAHMSI.

6.13 Pabota ¢ 1aHHBIMU U BeICHUE 3amUcen

6.14 dunaHCUpOBAaHUE U CTPAXOBAaHUE

@duHaHCUPOBAHUE U CTPAXOBAaHUE, €CIIM OHU HE OMMCAHBI B OTAEIHLHOM JI0TOBOPE.

6.15 [My6nukanuu

[TonuTHka B OTHOILIEHUH ITyOIMKALMH, €CIM OHA HE OMMCaHa B OT/AEIBHOM JIOTOBOPE.

6.16 Ipunoxenus

(Opumeuyanne - [lockombKy TPOTOKON  HMCCIENOBAaHMS W OTY4ET O  KIMHUYECKOM
UCCJIC/IOBAaHUM/UCIIBITAHUM TECHO CBSI3aHbl, JJIS JAONOJIHUTENbHON HH(popManuu cMm. pykoBoactso ICH
"CTpyKTypa U COiep’KaHHe OTYETa O KIMHUYECKOM HCCIICAOBaHUH ")

7 Bpouopa ucciaegoBaress



7.1 Beenenue

bpomrtopa uccnenoBarenst (bM) mnpencraBiser co00H CBOAHOC H3IOKEHHE KIMHUYCCKHX |
JOKJIMHUYECKUX JAHHBIX [0 MCCIEAYEMOMY INPOAYKTY, KOTOpPbIE UMEIOT 3HAUYEHUE JJIsl €r0 M3Y4YEHHUS C
ydJacTHEM 4eJOBeKa B KauecTBe cyObekTa uccienoBanus. Hasnauenumem B sBnsiercs mpenocTaBieHHE
UCCIIeZIOBATEeNsIM W JIpyT'MM JIMIaM, BOBJICYCHHBIM B IIPOBEJCHUE HCCIENOBaHUs, HH(POpPMaLUH,
MIOMOTAIOIeH MOHUMAHUIO U COOJIIOJCHHUI0O MHOTHMX CYIIECTBEHHBIX MOJOKEHUH MPOTOKOJA, TAKUX Kak
71032, 4YaCTOTa/NePUOTMIHOCTD 103, CIIOCOOBI BBEJICHUS, a TAKXKE MPOLIETYyPhl MOHUTOPHUHTA O€30MaCHOCTH.
BU rtakxke oOecrneynBaeT IOHMMAaHUE, CIIOCOOCTBYIOIEE KIMHUYECKOMY BEACHHUIO CyOBEKTOB
HCCIICIOBaHMsI B TEUCHHE Kypca KIIMHUYECKOTO uccinenoBanus. Mubopmanust 1omkHa ObITh IpeCcTaBlIeHa
B KpaTKOW, NpPOCTOH, OOBEKTHUBHOM, B3BEIIEHHOW U JIMIIEHHOW pPEKJIAMHOIO OTTEHKa (opMme,
MO3BOJISIONIEH KIMHUIMUCTY WM MOTEHIMAJIbHOMY HCCIEIOBATENI0 MOHATh €€ U Cc(HOPMHUPOBATH CBOIO
COOCTBEHHYI0O OOBEKTHBHYIO OIICHKY II€JIECOOOPAa3HOCTH Ipe/IaraéMoro HCCIeIOBaHUS HUCXOI U3
COOTHOILIEHUS PUCKa U Moub3bl. 1o 3Tol mpuumHe B penakTupoBaHuu BM oObIYHO JOKEH MPUHUMATh
ydacTHe MEIUIMHCKUNA 3KcIepT, HO cojepxkanue BU nomxHO OBITH 0J00OpPEHO CIEHMAIUCTaMH TeX
obJiacTeid, r1ie ObLTH MMOJIyYeHbI ONKUChIBAEMbIE TaHHBIC.

Hacrosimuii ctangapt ompenenseT MUHUMAaJIbHbIM 00beM HHGOpMaIMu, KOTOpas JOJKHA ObITh
BKIOYeHa B bBU, u 1aer pekomMeHmanmuu 1O CTPYKType U3JIOKEHUs JaHHOW HH(OpMaIuH.
[Ipenmnonaraercs, 4To XapakTep U 00beM JOCTYNHOH MH(popManMu OyAyT U3MEHSAThCS B 3aBUCUMOCTH OT
CTaguM pa3pabOTKU HCCIEAyeMOoro Mnpoaykra. Eciam ucciaenyeMblii MPOAYKT HAXOAUTCS Ha PHIHKE U
OOJIBIIMHCTBY MPAKTUKYIOIIMX Bpaueill XOpOIIO MU3BECTHHI ero (papmakojoruyeckue corncTsa, b moxer
ObITH MeHee MoJpoOHOoM. I'1e 3To JomycKaeTcs yNoJIHOMOUYEHHBIMH opraHamu, BMecto bBU moryt ObITh
MCIIOJIb30BAHbl MaTepUabl, COAEpKaIlle OCHOBHYI0 MH()OPMALHUIO O MPOJYKTE, JUCTOK-BKIAJBII WIN
uHpopMalMsg Ha DSTUKETKE NpPU YCIOBUH, UYTO aJbTEPHATUBHBIA BapHUaHT COAEPKUT AaKTYyaJbHYIO,
BCECTOPOHHIOID M TNOAPOOHYI0 HHGpOpMAIMI0O 000 BCEX XapaKTEpUCTHKAX HCCIEIyeMOTro MpPOIYyKTa,
KOTOpbIE MOTYT OBbITh BaXKHBI Il UccienoBaress. Eciu 3apernctpupoBaHHbIN NPOIYKT UCCIEIyeTCs Ha
npeMeT HOBOrO NpuUMeHeHHs (T.e. 10 HOBOMY NoOKa3zaHHio), bW momkHa OBITH COCTaBjieHA C y4eToM
HOBOro npumeHenusi. bU cienyer mepecMarpuBaTh He peXxe OJHOrO pas3a B Iofl M, IPU HEOOXOIMMOCTH,
JIOTIOJHATh B COOTBETCTBHMM C NHMCBMEHHBIMHM MpOLEAypaMH CIIOHCOpa. B 3aBHcMMOCTM OT craguu
pa3paboTKU MPOAYKTa U MO Mepe MOCTYIUIEHUS! HOBOW 3HauMMOM nHpopmaiu BY MOXHO TOMONHATE U
Oosee uacto. OgHaKO B COOTBETCTBMM C Hajjiekaiied kiumHudeckod mnpaktukod (GCP) HoBas
uHpOpMaLKs MOKET ObITh HACTOJBKO Ba)KHA, YTO €€ HEOoOXOAWMO COOOIIUTh HCCIEAOBATENsIM H,
B03M0kHO, DCO/HOK n/unu yrnonrHoMo4eHHBIM OpraHaMm JI0 €€ BKJIIOYEHHS B HOBYIO peaakiuio bU.

Kak mpaBuiio, crioHCOp OTBEYAET 3a MPEJOCTABICHUE UCCIIEN0BATENSAM aKTyalbHOU penakunu bU,
a MCCIEAOBaTeIM OTBEYAIOT 3a NPEJOCTABIEHUE aKTyalpbHOW pemakuuun bBU cooTBeTcTByrOIIEMY
OCO/HOK. Ecnu crnoHCOpOM HCCIIEAOBaHHS SBISETCS HCCIIEAOBaTeNb, OH JOJDKEH YJOCTOBEPHUTbHCH,
JIOCTYIHA JI1 OpoIIopa KoMMepyeckoro npousBoautens. Ecnu uccnemayemblil poayKT npeaocTaBiaseTcs
CaMMM CIIOHCOPOM-HCCIIEIOBaTeIeM, OH JOJDKEH JOBECTH HEOOXOAMMYI0 HH(pOpPMALMIO 10 CBEACHUS
3aHSATOrO B UCCIIEOBAHUM NepcoHana. Ecinu oTcyTeTByeT npakTudeckas He0OX0AMMOCTh cocTaBienus: bU
CTaHJapTHOro (opmara, B KadecTBE aJbTEPHATHBBI CIOHCOP-UCCIEA0OBATENb JOJKEH IPEICTaBUTh
MUHUMAaJIbHBIA 00bEM aKTyaJbHOW MH(pOpPMALMHU, ONMUCAHHOM B HACTOSIIEM CTaHJapTe, B PacCIIUPEHHOM
paszesne 000CHOBaHMS UCCIICAOBAHMUS.

7.2 O611ue noyIoKeHust

bW nomxHa BKIItOYaTh B ceOs:

7.2.1 TuTynbHBIN TUCT

JlomkHBl OBITH yKa3aHbl HaMMEHOBAaHHE CIIOHCOPA, WACHTU(HUKATOPHI Ka)XIOro HCCIETyeMOro
npoaykra (T.e. HOMEp HCCIEAOBaHUS, XUMHYECKOE WM OJ0OPEHHOE JHKEHEPUYECKOe Ha3BaHUE, a TAKKe
TOProBbIE HAa3BaHMS, TJI€ pa3pelIeHO 3aKOHOIATEIbCTBOM H T10 JKEJIaHHUIO CIIOHCOpa) U aara peaakuuu bU.
Pexomennayercs ykassiBaTb HOMep Bepcuu bM, a taxke HOMep M nary mnpeaplayiiei penaxkuuu bH.
[Tpumep npuBeieH B mpuioxkeHuu 1.



7.2.2 Yxa3zanue Ha KOH(HUIECHIINATLHOCTh

ITo >xenaHuIO CIIOHCOP MOKET BKIIOUUTH B BU yBenomiieHue rccienoBareneil/moayyaresnei o ToMm,
YTO OHU JOJDKHBI paccMaTpuBaTh bU  kak KOHOGUAEGHIMANBHBIA JOKYMEHT, NpeJHa3HAYECHHBIH
HUCKJTIOYUTENILHO I O3HAKOMIIEHHS U UCIIOJIBL30BAHUS UCCIIEN0BATENLCKUM KoiutekTusoM U DCO/HDK.

7.3 ConeprkaHue OpOIIIOPHI UCCIIEIOBATEINS

bW nomxHa uMETh CIEOyIOIIHUE pa3Aeiibl, KaXAbl M3 KOTOPBIX, IAE€ IOAXOIMUT, CIEIyET
COIIPOBOXAATH CIIMUCKOM CCBUIOK Ha JINTEPATypPHbIE UICTOUHUKHU:

7.3.1 OrnaBnenue

[Tpumep ornaBneHus IPUBEICH B MPUIOKECHHUH 2.

7.3.2 Pe3tome

JIOJDKHO OBITH MPENCTAaBICHO KpaTKoe pe3tomMe (JKenaTelnbHO, HE MPEBBIMIAIOINISE JABYX CTPaHHMII)
JIOCTYIHOH HHpOpManmuu O (U3NYECKUX, XUMHUYECKHX, (apMaleBTHYECKUX, (apMaKOJIOTHUYECKUX,
TOKCHKOJOTMUYECKUX,  (apMaKOKHMHETUYECKUX, METa0OJMYECKUX W  KIMHUYECKUX  CBOMCTBax,
COOTBETCTBYIOIIEH TEKyIIeH CTalK KIMHUYECKON pa3paboTKH UCCIIEyeMOro MpoayKTa.

7.3.3 Beenenue

B kpaTkoM BBOJHOM pa3zeine JIOJDKHBI OBITh yKa3aHbl XUMHYECKOEC Ha3BaHUE (a TaKKe
JDKEHEPUYECKOe M TOProBOEC HAa3BaHUs, €CIM OJOOPEHBI) HCCIIEAYeMOro TPOJYKTa, BCE AKTHUBHBIC
MHTPEIMEHTHI, (hapMaKoJIOrHuecKasi Irpymnmna, K KOTOPOH OTHOCHUTCS MCCIEeyeMbli MPOJIYKT, U MECTO, Ha
KOTOpOE OH B HEW MpeTeHAyeT (HampuMmep, MPeHMyIIecTBa), 0OOCHOBAaHME ISl M3YYEHHS HCCIIETyEeMOro
NPOAYKTa, a TaKXKe ero OXXuaaeMble NpOQHIAKTHUECKUE, TEpaneBTHUECKHE WIM JAUArHOCTUYECKUE
nokazanus. Kpome Toro, B BBOJHOM pazjiesie JTOMKEH ObITh COPMYIMPOBAH OOLIMHA MOIXOM K OLIEHKE
HCCJIEyEMOT0 TPOAYKTA.

7.3.4 ®duznyeckue, XMMUYECKUe U (papmalieBTHUECKUE CBOICTBA U JIeKapcTBEHHas (popma

JlomxHbl OBITH TPEJCTABICHBl ONMUCAHHE KOMIIOHEHTOB HCCIIEIyeMOro NpoAayKTa (BKIOUYas
XMMUYECKHE W/MIM CTPYKTYpPHbIe (OpMYJbI), a TakKKe KpaTkas CIpaBka O €ro CyIIEeCTBEHHBIX
(bu3NYEeCKUX, XUMUYECKHX U (papMalleBTUYECKUX CBOMCTBAX.

Jlis obGecriedeHus aiekBaTHBIX Mep OE€30MaCHOCTH B XOJI€ MCCIIEOBAaHUS JIOJDKEH ObITh yKa3aH H,
eciu Tpedyercsi, 000CHOBAH COCTaB JIGKAPCTBEHHOU (hOpMBI, BKIIIOUasi JOMOJHUTENbHbIE BellecTBa. Takxke
JOJDKHBI OBITH MPEAOCTABICHBI MHCTPYKIMH 10 XPAaHEHHIO U UCTIOJIb30BAHUIO JIEKAPCTBEHHBIX (HOPM.

Crnenyer ynoMsHyTb J1H000€ CTPYKTYpHOE CXOJICTBO C IPYT'MMHU U3BECTHBIMM BEIIECTBAMH.

7.3.5 JIOKIMHAYECKUE UCCIICIOBAHUS

Bsenenue

JlokHBI OBITH TIPEACTABICHBI B KPAaTKOW (opMe pe3ysibTaThl BCEX CYHIECTBEHHBIX TOKIMHUYECKUX
UCCIIeIOBaHU  (hapMaKOJIOTHYECKUX CBOMCTB, TOKCHMYHOCTH, (apMaKOKMHETUKH M MeTaboin3Ma
UCCIIEyeMOTr 0 MPoayKTa. JlOIKHBI OBITh OMMCAHBI UCTIOJIB30BAHHBIE METO/BI, IIPEJICTABICHBI IOTy4YEHHBIE
pe3yJabTaThl, a TAKKE UX OOCYXJEHHE B CBA3M C HCCIEIyEMbIMH TEpaneBTHMYECKMMHU M BO3MOXKHBIMU
HeOIaronpusATHBIME 3(pdeKkTaMu y yesoBeka. B 3aBHCHMMOCTH OT HaJWYMs/IOCTYNHOCTH HH(pOpMaUU
YKa3bIBaIOT CJIEAYIOLIEE:

Hcnosip30BaHHbIE B UCCIIENOBAHUAX BUbI )KUBOTHBIX.

KonnuecTBo U 1o )KMBOTHBIX B KayKJOU TpyTIIIE.

Enunuier uamepenus 1036l (HanpuMep, MHJUTUTPaMM/KIitorpaMm (MI/Kr)).

KpaTtHocTh BBeEeHUS.

I1yTs BBEIEHUS.

JuTenbHOCTh Kypca BBEICHUS.

WNudopmanus, oTHOCAIIAsICA K CACTEMHOMY paclpeielIeHHIO.

[TpooIKUTENBHOCTH OCEIYIOIIEr0 HaOI0IeHHS TT0C/Ie OKOHUAHUS BBEICHHSI ITperapara.

Pe3ynbTarhl, BKIHOYasi paCKpbITUE CAEAYIOLUX aCIEKTOB!

- XapakTepa M 4acTOThl (JapMaKOJIOTHUECKUX WM TOKCHYECKUX 3((HEKTOB;

- BBIPQXKEHHOCTHU WJIM CTENCHU TSHKECTH (PapMaKoIOrMUECKUX WM TOKCUYECKUX 3((HEKTOB;

- 710303aBUCUMOCTH 3((HEeKTOB;



- BpEMEHH JI0 HACTYIIJICHUS 3P PEKTOB;

- oOparumoctu 3P PeKTos,;

- IPOAOJKUTENHEHOCTH 3 (HEKTOB.

Jlns  Gombliell HArSIIHOCTH JaHHBIE CIEAyeT, IO BO3MOXXHOCTH, IPEIACTABISATH B BHIC
tabmun/crniuckoB. [locneayromme paszenbl  JTOMDKHBI  COAEPIKaTh OOCYXIeHHE Hauloiee Ba)KHBIX
Pe3yJIbTaTOB MCCIIEIOBAHNHM, BKIIIOUYAs 10303aBUCUMOCTh Ha0Ir01aeMbIX 3((EKTOB, X SKCTPAOISALUIO HA
YeJIOBEKa, a TaK)Ke JI00bIe MHBIE aCHEKThI, TPeOYIOIUe UCCIeI0BaHUs y uesnoBeka. Tam, riae Heo0Xoaumo,
JOJDKHO OBITH NPOBEACHO cpaBHEHUE 3()D()EKTUBHBIX M HETOKCHYECKUX J103 Mperapara Ha >KUBOTHBIX
OJJHOTO W TOro ke BHJa (T.e. HEOOXOIUMO INPEIOCTaBUTh OOCYXICHHE TEPaNeBTHYECKOTO WHIIEKCA).
Crnenyer ykas3aTh, KaK 3TH JIJaHHBIE COOTHOCATCSI C JO3MPOBKaMHM, NpEJIaraéMbIMU JJIsl IPUMEHEHUS Y
yenoBeka. Bo Bcex ciyyasix, r7ie BO3MOXKHO, IMPH NPOBEICHUM CPAaBHEHUH PEKOMEHIYETCs yKa3blBaTh
KOHIICHTPALlMK MpernapaTa B KpOBU/TKAaHH, a HE JO3UPOBKH, BIPAKEHHBIC B MIY/KT.

a) JloximHnyeckas papMaKoIorus

JlaHHBINM pa3gen JODKEH BKIIIOYaTh B ce0s KpaTKoe onucaHue (GapMakoJOTHUECKUX CBOMCTB
UCCIIEyeMOT0 MPOAYKTAa M, €CIM 3TO BO3MOXXHO, €ro OCHOBHBIX META0OJUTOB IO pe3yJibTaTaM
UCCIICIOBAaHUM Ha XUBOTHBIX. KpaTkoe ommcaHue JOKHO BKIIHOYATh B ce0sl MCCIENIOBAHUS MO OLICHKE
BO3MOXKHOHM TEpParieBTUUECKONW AaKTHBHOCTH (Hampumep, 3(PQEeKTUBHOCTb MpHU OSKCIEPUMEHTAILHON
NaTOJIOTHH, JIMTaHI-PELENTOPHOE B3aUMOJICHCTBHE M CIIEHU(PHYHOCTh JEUCTBHSI), @ TAKKE UCCIICTOBAHUS
MO OICHKe Oe30MacHOCTH (HarpuMmep, CHeluallbHbIe UCCICIOBAHMS ISl U3yYCHUS WHBIX, HE WMEIOLINX
TEpareBTUYECKON HANPaBICHHOCTH, ()apMaKOJIOTHUECKUX I(PPEKTOB).

0) dapMaKOKHHETHKA U METa0OIN3M TPOIYKTa Y JKHBOTHBIX

JlaHHBIH pazfen Mo/DKeH BKIIIoYATh B ce0s KpaTKoe onucaHue (papMakOKWHETHKH, MeTa0oIr3Ma 1
pacripesieieHus] UCCIelyeMOro MpoJyKTa B TKAaHSAX JKMBOTHBIX BCEX BUJIOB, Ha KOTOPBIX MPOBOIMIUCH
uccnenoBanus. JIokHBI OBITH OCBELIEHBI BCAachblBaHWE, MECTHas M CHCTEMHass OHOJOCTYITHOCTh
HCCIIElyeMOro MPOJYKTa M €ro MeTaboJIMTOB, a TaKXXe MX CBs3b C JaHHBIMH (DapMaKOJIOIMYECKHX H
TOKCHKOJIOI'MYECKUX UCCIIEIOBAaHUN Ha )KUBOTHBIX.

B) Tokcukomorus

JlaHHBI pasz;gen JOMDKEH BKIOYAaTh B ce0sl KpaTKOE ONMCAHHWE TOKCHYECKHX A(PPEeKTOB
HCCIIETyeMOr0 NMPOJYKTA, BBISBICHHBIX B MCCIEJOBAHUAX Ha XUBOTHBIX pPa3HbIX BHIOB. Crenyer, Mo
BO3MOKHOCTH, MIPUICPKHUBATHCS HIPKEIIPUBEACHHON CTPYKTYpbI OTJIaBIEHUS JaHHOTO pa3jena:

- TOKCMYHOCTH NP OHOKPATHOM BBEJICHUU.

- TOKCMYHOCTH IPH MHOTOKPAaTHOM BBECHUHU.

- KanneporeHHOCTb.

- CrnenuaneHbple wHccCiefoBaHUs (HampUMep, MECTHO-pa3paxaroniee ¥ aulepru3upylolee
JICHCTBHUE).

- PenpoiykTHBHAs! TOKCUYHOCTb.

- [€eHOTOKCHUYHOCTH (MYTareHHOCTB).

7.3.6 JleiicTBue y uenoBeka

Bsenenue

B sToM pasnene noxpobHo o0Cyk1arT n3BeCTHbIE 3(h(HEKThI UCCIEAYEMOro MPOAYKTa y YelIOBeKa,
BKJIIOYas MH(OpMAIMIO, OTHOCAIIYIOCS K (apMaKOKUHETHKE, MeTabonu3My, ¢apMakoInHAMUKE,
no303aBUCUMOCTH 3¢ ¢ekToB,  Oe3omacHocTH, 3(G(GEKTUBHOCTH, a Takke JPyrdM  BUIaM
bapmakosoruueckoii akTUBHOCTH. [10 BO3MOXKHOCTH, JOJKHO OBITH JJaHO KpaTKoe ONUCAHHE KaXKIOTo
3aBEPILIEHHOI0 KJIMHUYECKOTO uccienoBaHus. Taioke AokHa OBITh IpeACTaBiIeHa HHpOpMauus o
pe3yibTaTax JIF0OOro MCHOIb30BAHUS UCCIEAYEMOro MPOJIYyKTa BHE PaMOK KIMHMYECKUX HCCIIEIOBAHMIMA,
HaIpuMep CBEACHUS, MOJIyYEHHbIE BO BPEMs IOCTPETUCTPALIMOHHOTO IPUMEHEHHS TPOAYKTA.

a) ®apMaKOKMHETHKA U METa0OJIM3M y YeIOBeKa

JlaHHBIN pa3fen J0JDKEeH colepXkaTh KpaTKyro MH(GOpMAlKIO, OTHOCSIIYIOCA K (papMaKOKHHETHKe
UCCIIEyeMOTro MPOAYKTa, ¥ BKIIOYATh B ce0s cieayromiee (B 3aBUCUMOCTH OT HaJIMYUsI JaHHBIX):

- dapMakOKMHETHKY (B TOM YHcie MeTabOJM3M, BCachIBaHWE, CBSI3bIBAHHE C OCIIKAMU ILIa3MBbI,



pacnpezienieHie U BbIBE/ICHHE).

- bBuomoctymHOCTh HMccremyemoro mponykra (aOCONIOTHYIO, TI/i€ 3TO BO3MOXHO, W/WIU
OTHOCHTEJIbHYI0) C UCIIOJIb30BAHUEM OIPEICTICHHON JICKApCTBEHHO!N (POPMBI B KaueCTBE CPaBHEHHS.

- CyOnonynsiuuu HaceneHus (HarpuMmep, pasinuus 110 1Moy, BO3pacTy WK HapyIIeHUsIM (QyHKIUH
OpraHoB).

- B3aumogetictBus (Hanpumep, JeKapCTBEHHbBIC B3aMMO/ICHCTBUS U BIUSHUE TIPUEMA TTHIIHN).

- Jlpyrue naHHble 1O (apMaKOKHMHETHKE (HAmpuMep, pe3yibTaThl HPOBEICHHBIX B paMKax
KJIMHUYECKUX MCIBITAHUH ()apMaKOKMHETHYECKUX UCCIICIOBAHHUI HA Pa3IMUHBIX TPYIIIAX).

0) besonacHocth 1 3phexkTHBHOCTD

Kpatko nomkna ObITh mpeAcTaBieHa UWHGOpMAlMs, OTHOCAIIAsACA K  O€30MacHOCTH,
¢dapmakonuHamuke, 3(dexkTHBHOCTH U J10303aBUCHMOCTH 3((deKTOB HccieqyeMoro mpoaykra (M ero
MeTabOJIMTOB, €CIH €CTh JIaHHBIC), MOJyYeHHAs B XOJE MPOBEICHHBIX KIMHHYECKUX HCCIICI0BaHUI (C
y4acTHUEM 3JI0POBBIX JJOOPOBOJIBIICB W/HIIU MAIIMEHTOB). JloJkHA OBITh MpeCcTaBlIeHa HHTEPIIPETAIHS 3TUX
naHHbIX. Eciu 4acTh KIMHMYECKUX MCCICIOBAHUN YK€ 3aBeplieHa, uid Oojiee SICHOIO BOCHPHUSATHS
JAHHBIX PEKOMEHJIYeTCs TMpPEJICTaBUTh [0 3aKOHYCHHBIM MCCJIECIOBAHUSAM CBOJHBIE OTYETHl IO
3(hPEeKTUBHOCTH U 0€30MaCHOCTU MCCIETYEMOro MpPOAYKTa MO OTIACIBHBIM MOKA3aHUSAM Y pa3iIndHbIX
nonyysauui. Takxke peKOMEHAyeTcs UCIOJIb30BaTh CBOAHBIC TaOIMIIbI HEXeNaTeIbHbIX PEaKLUi M0 BCeM
KJIMHUYECKUM MCCIICAOBAaHMSAM (BKJIFOYAsi UCCIICIOBAHMS ISl JIFOOBIX M3YYaBIIMXCS MMOKa3aHUM). JOmKHBI
OBITH OCBEIIECHBI 3HAYMMBIE PA3INYMs B XapaKTepe/dacTOTe HEXeIaTeNbHbIX PEaKIUi KaK sl pa3IHuHbIX
MOKa3aHUM, TaK U JJIS Pa3IHUYHBIX MOMYJISIUHN.

B BU nomkHBl OBITH OMMCaHbl BO3MOXKHBIE PUCKH U HEXEJAaTElIbHbIE PEaKIUd, KOTOPhIe MOXKHO
OXH/aTh, OCHOBBIBAACh HAa HAKOIUIEHHOM OIbITE NPUMEHEHUS KaK HCCIEAYeMOro MpOJyKTa, TaK M
CXOJIHBIX C HUM HPOAYKTOB. JIOJKHBI OBITh TaKXKe OMUCAHBI MEPHI MPEIOCTOPOKHOCTU WIIH CIIEUAIIbHBIE
METOJIbl  HaOJIOJEHUs, KOTOpble HEOOXOIUMO NPHUMEHSTh IpPH HCHOJIB30BAHUU TNPOAYKTa C
UCCIIeI0BATEIbCKUMHU LIEJISIMU.

B) [locTperucTpaliioHHBIN ONBIT TPUMEHEHUS

B B nomxHbl OBITh YKa3aHbI CTPaHbl, B KOTOPBIX UCCIIEAYEMbIH MPOAYKT YKE UMEETCs B IPOaxKe
win ObUT 3apeructpuposat. Jltobas 3HaunMas uHpopManys, NOITy4eHHAs B X0€ MOCTPErUCTPALMOHHOTO
NpUMEHEHHs TIPOJYKTa, JOJDKHA OBITh MpEJACTaBiIeHa B 0000MmEHHOM BHJE (Hampumep, JIeKapCTBEHHBIC
(bOopMBI, TO3MPOBKH, IyTH BBEJCHUS M HEXeJaTelbHble peakiuu). Takxke B B momkHBI OBITH yKa3aHbI
CTpaHbl, B KOTOPBIX 3asBUTEIO OBIJIO OTKAa3aHO B 0JJOOPEHUH/PErUCTPALIMU TPOIYKTA I KOMMEPYECKOTr O
MCTIOJIb30BAHUS MIIH )K€ pa3pellieHne Ha MPOJaXKy/CBUETENbCTBO O PErHCTPALUHU ObIJIO aHHYJIUPOBAHO.

7.3.7 O0cyxieHne JaHHbIX U MHCTPYKIUH JUIsS MCCIIeI0BATEs

B stom paszmene m0mKHO OBITH NMPEACTABICHO OOCYXJICHHE MOKIMHUYECKUX U KIMHHUYECKUX
JAHHBIX M 00oOIIeHa MH(OpMaIus, MOJlyueHHas W3 Pa3HbIX HCTOYHHKOB I0 PA3IMYHBIM CBOWCTBaM
UCCIIElyeMOro NMpoayKTa. Takum o0pa3oM, UCCIe0BaTeNI0 MPEeJOCTaBIAI0TCS Hanbonee HHGOpMaTUBHAS
UHTEpHpeTalys HMEIOLUIMXCS JaHHBIX, a TaKXKe BBIBOJbI O 3HAYMMOCTH JTOH HHPOpPMALUU s
MOCEYIONMX KIMHUYECKHX UCCIIeIOBaHUM.

JlomKHBl OBITH OCBEIIEHBI OIyOJMKOBAHHBIE PAOOTHI MO CXOAHBIM IMPOAYKTaM, €CIH TaKOBBIE
UMEIOTCS. DTO TMO3BOJIUT HCCIENOBATENIO ObITh TOTOBBIM K HEXEJIATEIbHBIM PEaKLUsIM WM JIPYTUM
npobiaemMaM, KOTOpble MOTYT BO3HUKHYTh B X0J1€ KIIMHUUECKUX UCCIICAOBAHHA.

OcHOBHasl 11e7b JAHHOT'O pasjelia 3aKIlyvaeTcss B TOM, YTOObI IOMOYb UCCIIEOBATENIO MOIYYUTh
YeTKOE MPE/ACTaBJICHUE O BO3MOXHBIX PUCKaX M HEXKENIAaTelIbHBIX PEaKIMsIX, a TaKkKe O CHEeIHaJIbHbIX
TECTax, MeTo/Aax HaONIOJEHUs M MepaxX IPelOCTOPOKHOCTH, KOTOPble MOTYT MOHAaJ00UThCS B XOE
KJIMHUYECKOT'O UCCIIEI0OBaHUsL. DTO MPEACTABICHHUE JOJKHO OBITH OCHOBAHO Ha JOCTYIHOM MH(pOpMAaLUHU O
¢u3nueckux, XUMHUYECKUX, (apmaneBTHUECKUX, (PAPMAKOJIOTMUECKUX, TOKCHKOJIOTMYECKHX U
KJIMHUYECKUX CBOMCTBAX MCCIIEAYeMOro npoaykra. KimHuueckoMy McClieoBaTeNo Takke JOKHBI ObITh
[PEJOCTaBIIEHbl HHCTPYKIUH 110 AUATHOCTUKE U JICUCHUIO BO3MOXHBIX ME€PEJI03UPOBOK U HEXKEIATENbHbIX
peakiuid, KOTOpble OCHOBaHBI Ha MPEIbIAYLIeM KIMHUYECKOM ONbITE U (hapMaKOJIOTHYECKHX CBOMCTBaX
UCCIIEyeMOr 0 MPOIyKTa.



7.4 ITpunoxenue 1

TurynbHslii uCT (IpHIMED)

Haszsanue crnioncopa

IIponyxr:

Howmep uccnenoanus:

Ha3Banue(s): XuMmHueckoe, JKCHEpPHUYECKOe (€CliM TMOAXOJHWT), TOProBoe Ha3BaHue (eciu
pa3perIeHo 3aKOHOIATSILCTBOM H I10 JKEJIAHUIO CIIOHCOPA)

Bbpourropa uccnegosarens

Howmep penakuun:

Jara Bepcuu:

3aMeHsIeT MPEABLAYIIYI0 PEAAKIIHI0 HOMEP:

[ara:

7.5 Tlpunoxenue 2

OrnaBneHue OPOLTIOPHI UCCIIEOBATENS

(mpumep)

Yka3zaHue Ha KOH(PUICHIIUATIBHOCTD (HEOOSI3aTEIBHO)

[Momnucu (HeoOsI3aTeIHLHO)

1 OrnaBnenue

2 Pestome

3 Brenenue

4 dusnueckue, XUMHUYECKUE, hapMalleBTUUECKUE CBOMCTBA U JIeKapCTBEHHas (hopma

5 JIoKJIIMHUYECKUE UCCIETOBAHUS

5.1 JloxnuHuueckast papMaKoIOrHs

5.2 dapmMaKkOKWHETHKA U METa0OIU3M MPOIYKTA Y )KUBOTHBIX

5.3 Tokcuxomnorus

6 DddexTsl y uenoBeka

6.1 dapmakoKMHETHKA U META0O0NIM3M Y YeTIOBEeKa

6.2 bezonacHoCTh U 3 PEeKTHBHOCTH

6.3 [locTperucTpaOHHBIN OIMBIT MPUMEHEHHS

7 OOcy>kaeHne TaHHBIX U MHCTPYKIMU TSl UCCIIeI0BaTeNs

Ccbuiku Ha:

1 [My6nukanuu

2 OT4eTsl

JlaHHbBIE CCHUIKU JOJDKHBI OBITH MPUBEACHBI B KOHIIE KaXKJOW TJIaBbI.

[Mpunoxxenus (Mpu HATUYWH)

8 OcHOBHBIE AOKYMEHTDBI 1JIl MPOBCACHUA KIUHHYIECCKOro HCCJICeA0BAHUS

8.1 Brenenue

OCHOBHBIMU JTOKYMEHTaMH SIBJSIFOTCSI T€ JTOKYMEHTBI, KOTOpbI€ BMECTE WJIM MO OTAEIbHOCTU
MO3BOJISIIOT OLEHHUTH IPOBEACHUE HCCIENOBAHUA W KAadeCTBO IMOJYYEHHBIX JAHHBIX. DTHU JOKYMEHTHI
CIIy’)KaT JIOKa3aTelbCTBOM COOJIIOJICHHSI HCCIENOBaTelIeM, CIIOHCOPOM H MOHHMTOPOM CTaHIAapTOB
HaJuIeKanied kimHndeckoil npaktuku (GCP) nu HopMaTuBHBIX TpeOOBaHUIA.

OCHOBHBIE JIOKyMEHTBI TaKXK€ CIyXkaT OOJIbIIOMY YHCIIy MHBIX BaXHBIX Lejeil. CBOeBpeMEHHOE
IIOMEIICHUE OCHOBHBIX JIOKYMEHTOB B (hailibl HCCleoBaTeNss/OpraHu3allid M CIOHCOpa MOXKET
CYIIECTBEHHO CHOCOOCTBOBATH YCIEIIHOMY BBIIIOJHEHUIO B paMKaX KIMHMYECKOIO UCCIIEIOBAaHUS CBOMX
GbyHKUMH HcceoBaTeNieM, CIIOHCOPOM M MOHUTOpOM. Kpome Toro, 3Tu JOKYMEHTBI OOBIYHO SIBIISIOTCS
00BEKTOM HE3aBUCHMOIO ayJUTa CO CTOPOHBI CIIOHCOPA M MHCHEKIUH CO CTOPOHBI YHOJIHOMOYEHHBIX
OpPraHoB Kak 4acTU Mpoliecca MOATBEPHKACHUS 3aKOHHOCTHU MPOBEJICHHs UCCIEIOBAHUS U JIOCTOBEPHOCTH



COOpaHHBIX JaHHBIX.

Hwxe npuBeneH MUHUMAJIbHBIN epeueHb OCHOBHBIX JOKYMEHTOB. JIOKYyMEHTBI CIPYyNIUPOBAHbI B
TpU pasfena B 3aBUCHMOCTH OT CTaJuU KIMHHUYECKOTO MCCIIEJOBAaHUS, HAa KOTOPOH OHM OOBIYHO
CO3JIAIOTCS:

1) mepex HavaIOM KJIMHUYECKOH (pas3bl HCCIEIOBAHMS;

2) BO BpeMsl KIIMHUUECKOMW (ha3bl UCCIICIOBAHUS,

3) mocie 3aBepUICHUS WK PEKICBPEMEHHOTO MTPEKPAIICHHS UCCIICTOBAHUS.

Jlano oOBsicHEeHHE LeNed KaXKAOro JOKYMEHTa, yKa3aHo, Iie JOKYMEHT JOJDKEH XPaHHUTHCA: B
¢aiinax uccaenoBarens/opraHu3ayy Moo croHcopa, b0 B o6onx Mectax. Jlomyckaercst o0beIuHEeHNE
HEKOTOPBIX JOKYMEHTOB IIPH YCIOBUH, YTO OTEIbHBIC 3JIEMEHTHI JIETKO UIACHTUDHUIIUPYIOTCS.

@aiinpl MccIeJ0BaHus TOJHKHBI OBITh CO3JaHbl B HaYalle MCCIIEOBAHUS KaK B MECTE€ HaXOXKICHHUS
UCCIIeIoBaTeNs/Opranu3aiuy, Tak 1 B oduce crnoHcopa. VcciaenqoBaHue MOXKHO CUMTATh 3aBEpPIICHHBIM
TOJIKO TOCJE TOTO, KaK MOHHUTOpP HpPOBEpUT (aillibl M MCCIeqoBaTEN/OpraHu3aluy, U CIOHCOpa |
MOATBEPIUT HAINYHME BCEX HEOOXOIUMBIX JOKYMEHTOB B COOTBETCTBYIOLIHX (aiiax.

[lepeuncrienHble B HACTOAIIEM CTaHJApTE JOKYMEHTHI KaK 110 OT/IEIbHOCTH, TaK U B COBOKYITHOCTH
MOTYT OBITh MOJABEPTHYTHI ayJAUTYy CIIOHCOpPA M MHCIIEKLUUHU YIOJIHOMOYEHHBIX OPraHOB MU JIOJKHBI OBITH
NpeIbABIICHBI IIPU TPOBEICHUH TAaKOBBIX.

8.2 Ilepen HayamoM KIMHUYECKOHN (ha3bl UCCIICAOBAHUS

Ha craauu niaHupoBaHus UCCIENOBaHUS 70 ero (opMajbHOrO Hayana JAO0JDKHBI ObITh CO3JIaHBI U
MIOMEICHBI B (Dailsl ciieayroniue JOKYMEHTHI:

HaumeHnoBanue nokymenra Llens Haxoautcs B daitnax
HCCIIeIoBaTeN CIIOHCOPA
s/
OpraHu3aluu
8.2.1 bpourtopa uccnenoBatens | JIokyMeHTaIbHO 3aKpenuTh (pakt X X
nepeaayn HCCIIEI0BATEIIO0
HEOOXOIMMOW M aKTyaJbHOH
Hay4YHOH uHpopMaIuu 00
HCCIIEYEMOM TPOJIYKTE
8.2.2 IloxnucanHblii MPOTOKON U | JIOKyMEHTaIbHO 3aKpenuTh (hakt X X
MONIPABKU K HEMY (€CITM TAaKOBBIC | YTBEPXKICHUSI ~ CIIOHCOPOM U
UMEIOTCS), oOpaserr | uccienoBareneM
WHJUBUAYaIbHON npoTokosna/nonpaBok u MPK
perucrpaironHoil kaptel (MPK)
8.2.3 Nudopmanus,
IIpelocTaBisieMast CyOBeKTy
UCCIIeIOBaHUS
- ®opma wuHpopMupoBaHHOrO | JlokyMeHTaIbHO O(OPMUTH (akKT X X
corylacust (BkirOUAs BCE | MONy4YeHUs  HUH(POPMHUPOBAHHOTO
HEO0XOIUMBbIE PA3bACHUTEIbHBIC | COTIIACHs
MaTepuaIbl)
- Jlobas napyras mnucbMeHHast | JJoOKyMeHTaIbHO MOJITBEPIUTD, X X
uHpopMaIus 4TO cyObeKkTam Oyner
IPEJOCTaBIeHa COOTBETCTBYIOIAS
(c TOYKM 3peHus COJAEpKaHUSA U
JAOCTYIIHOCTH  JUISS TIOHUMAaHUSI)
MUCbMEHHAas uHopmanus,
MOMoOTaronas UM JaTh corjiacue
Ha OCHOBE IIOJIHOU




- Pexmamuble 00BABICHHS A
MIPUBJICYCHUS CyOBEKTOB B

MH(POPMHUPOBAHHOCTU
JIOKyMEHTaJIbHO MIOJITBEPIUTS,
YTO MEphl 1O  MPUBICYECHUIO

HCCIIEIOBAaHHE (ecu | cyOBEKTOB aJIcKBaTHBI u
UCTIOJTB3YHOTCS) OTCYTCTBYET HIIEMEHT
MPUHY K ICHHUS
8.24 ®unaHcoBble acnekThl | JJOKyMeHTaIbHO 3aKpENnTh X
UCCIIeIOBaHUS ¢uHaHCOBOE  cOrjamieHue 10
HCCIICIOBAaHUIO MEX]Ty CIIOHCOPOM
U MccreIoBaTeneM/opranu3anuei
8.2.5 CrpaxoBoe 00s3aTenbCcTBO | JJOKyMEeHTaIBHO MOATBEPUTS, X
(ecu Tpedyercst) 4T0 B Cllyyae  [PUYHHEHUS
yiep0a, CBSI3AaHHOTO C
ucclieloBaHueM, cyObeKTaM OyneT
JOCTYITHA KOMIIEHCALUs
8.2.6 Iloxnmucannoe cornamenue | JJokyMeHTaIbHO 3aKpENnTh
BOBJICYCHHBIX CTOpOH, | COTJIALICHUS
HaTnpuMep:
- MEKTY X
uccrieioBaTeneM/opranusaruen
U CIIOHCOPOM
- MEXIY X (ecaun
uccrieoBaTeneM/opranus3auen Tpedyercs)
u KOHTPAKTHOU
HCCIIEI0BATEIIbCKOM
Opra”u3aluen
- MEXKJIYy  CIIOHCOPOM U X
KOHTPAKTHOU
HCCIIEI0BATEIIbCKOM
Opra”u3aluen
- MEK Y X
uccrieioBaTeneM/opranus3auen
Y YIOJTHOMOYECHHBIMU OpraHAMH
(ecim Tpebyercs)
8.2.7 JlatupoBaHHOE u | JJokymeHTanbHO MOATBEPAUTD, X

JTOKYMEHTAIbHO  O(opMIIeHHOE
yTBEpIKJIeHHE/0100peHne
DKCHEpPTHBIM COBETOM
OpraHH3aluH
(3CO)/He3aBucumbiM
strueckuM komurerom (HDIK)
CJICAYIOMINUX TOKYMEHTOB:

- IPOTOKOJIA U JIFOOBIX MOTPABOK
- UPK (ecnu TpebyeTcs)

- (opMbl HMH(POPMUPOBAHHOTO
corJyiacust

- m000i npyroil mMchEMEHHOM
uH(pOpMAaIHH, MPEJOCTABISIEMON
cyOBeKTaM

- peKJIaMHBIX OOBSIBICHHN JUIs

YTO JAaHHOE MCCIIEIOBaHUE OBLIO
pPaccMOTpeHo u
YTBEPKI€HO/0100pEeHO
OCO/HOK. VYka3blBaloT HOMEp
BEPCHUH U JIaTy TOKYMEHTa




OpUBJICYCHUSI  CyOBEKTOB B
WCCIICJIOBAHHE (ecnm
UCIIOJNTB3YFOTCS)

- uHpOpMalUU O KOMIICHCAINU
cyObekTaM (TpH HAJIMYUH)

- TOOBIX WHBIX
YTBEP K ICHHBIX/0100PEHHBIX
JOKYMEHTOB

8.28 Cocra  DxcneptHoro | /IokyMeHTaIbHO 3aKpenuTh X X (roe
coBeTa cootBeTcTBUEe coctaBa DCO/HIOK TpeOyercs)
opranu3zauun/HezaBrucumoro tpeboBanusim GCP
TUYECKOI0 KOMHUTETA
8.2.9  Paspemenue/onobpenue | JJokyMeHTaIbHO MIOJITBEPIUTS, X (rme X (rme
MIPOTOKOJIA/yBEIOMJICHHE 0 | UTO pu HaM4uK |  Tpedyercs) Tpedyercs)
MPOTOKOJIE OT YIOJHOMOYEHHBIX | COOTBETCTBYIOLIUX HOPMATUBHBIX
opraHoB (rzue TpedyeTcs) TpeGoBaHUI paspemenue/
onoOpeHne/yBeoMIeHHE
YIIOJIHOMOYEHHBIX OpraHoB
MOJIyYeHO bi (0] Havasa
UCCIIeIOBaHUS
8.2.10 Curriculum vitae w/wnu | JlokyMeHTaIbHO MOATBEPAUTH X X
apyrue JOKYMEHTHI, | KBaTU(PHUKAIMIO U IPHUTOJHOCTH
MOJITBEPIK IAIOIIHE JUIE  TIPOBEICHUS HCCIEIOBAaHUS
KBaJM(HUKALMIO UCCIIENOBATENeH | 1/UIu OCYILIECTBIICHUS
U COHMCCIIeIoBaTeNe MEIULMHCKOr0 HaOIIoAeHUS 3a
cyObeKTaMu
8.2.11 Hopmanbhblii JuanazoH | JIokyMeHTaIbHO 3aKpENnTh X X
3Ha4YCHUN JUIsL | HOPMAJIBHBIN JMAana3oH 3Ha4CHUM
MPEIYCMOTPEHHBIX IMPOTOKOJIOM | JIJIsl TaOOpaTOPHBIX TECTOB
MEIUITMHCKUX/Ta00PaTOPHBIX/TE
XHUYECKHX MpOLEAyp W/Win
TECTOB
8.2.12 JloKkyMeHTanbHO MOATBEPAUTD X (roe X
MenuuuHckue/mabopaTopHeie/ NPUTOJHOCTh 00OpyIOBaHUs st | TpeOyercs)
TEXHUYECKHE POLEYPBI/TECTI: | IPOBEIEHUS TPeOyeMbIX TECTOB U
- cepTudUKAIUs obecrnieueHus HaJICKHOCTH
- WIW aKKpeaAUTaLus pe3yIbTaToB
-  WIM BHYTPCHHHH  W/WIK
BHEILHUI KOHTPOJIb KAYECTBA
- WId  JpyrH€  METOJBI
noATBepkaeHus (rae Tpedyercs)
8.2.13 OOpa3upl 3TUKETOK Ha | JIoOKyMeHTaJIbHO MOATBEPANUTH X
yIaKoOBKax UCCIIETyeMbIX | COOIOIGHUE  COOTBETCTBYIOIIUX
MIPOAYKTOB TpeOoBaHU K  MapKHUpPOBKE
UCCIIElyeMOTr0  Tpemapara U
NPUTOJHOCTh MHCTPYKUMH  JUIs
CyOBEKTOB
8.2.14 WHucTpykuus 1o | JlokyMeHTanbHO 3aKpENnTh X X
OOpaIIeHuI0 C HCCIeIyeMbIMH | UHCTPYKIMH sl oOecredeHus
NPOAYKTAMH M PAacXOJIHBIMHU | HAJUICKAIIETO XpaHeHus,




MaTepHaJIaMu (ecom HE | YIAKOBKH,  paclpenieieHus |
BKJIIOYEHO B MPOTOKOJ WU | YTHIIM3ALUU HCCIIeTyEeMbIX
OpOIIIOPY HCCIIEA0BATEs) MIPOAYKTOB u PacXOIHbBIX
MaTepHaJioB
8.2.15 VYuer IIOCTAaBOK | JIOKyMEHTaIbHO 3aKpenuTh JaThl X X
UCCIIEYeMbIX ~ TMPOAYKTOB M | M CIIOCOO IOCTaBKU, HOMEpa CepHil
PacXoJHBIX MaTepUAIOB UCCIIEYyeMbIX  TMPOAYKTOB U
PacXoIHBIX MaTepHaJIOB.
[To3Bonsier  OTCAEOUTH  CEPHUIO
MIPOJIYKTA, KOHTPOJHMPOBATH
YCIIOBHS TOCTABKU M BECTH YUET
8.2.16 Ceprudukarsl aHamu3oB | JJoOKyMeHTaJIbHO MOATBEPANUTH X
MOCTABJICHHBIX  MCCIEAYEMBIX | TOJIMHHOCTB, YHUCTOTY u
MIPOAYKTOB KOJINYECTBEHHOE coJep:KaHue
aKTHBHOT'O BeUIECTBa (I03MPOBKY)
HCCIIEYEMbIX MTPOAYKTOB
8.2.17 Tlpouenypsl packpbiTHs | JJOKyMEHTaIbHO 3aKpENnTh X X (B
KoJa JU1sL UCCJIEOBAaHUH, | IPOLIENYPY JKCTPEHHOM COOTBETCTBYIO
MIPOBOJIUMBIX CJIETIBIM METOJOM | MJICHTU(UKALUU MACKHPOBAHHOTO IIUX CIyYasiX,
UCCIIEyeMOro  MpoayKTa  0e3 TPEThs
HapyIIEHUs  MAaCKUPOBKH  JUIs CTOpOHA)
OCTQJIbHBIX CYObEKTOB
8.2.18 PangoMusanonHsslii | JJokyMeHTaIbHO 3aKpENUTh METOJ X X (B
CIIHCOK paHIOMU3ALUU CyOBEKTOB COOTBETCTBYIO
UCCIIeIOBaHUS IIUX CIyYasiX,
TpeThs
CTOpOHA)
8.2.19 Otuer wmonutopa o0 | JIoKyMeHTaJIbHO MOATBEPANUTH X
NpeIBapUTEIILHOM BU3HTE IPUEMIIEMOCTh
HCCIIEIOBATEIbCKOTO LEHTpa s
JIaHHOTO HccieAoBaHus (MOXKeT
ObITh 00BeuHEeHO ¢ 8.2.20)
8.220 Otuer wMonuTopa o0 | JlIoKyMeHTaIbHO MOATBEPANUTH X X
CTapTOBOM BH3HTE baxT O3HAKOMJICHUS
ucciesoBaTeast M 3aHATOrO B
UCCIICIOBAaHUM  TEpCOHana ¢
nporeaypamMu UCCIIEIOBaHUS
(MoxeT ObITh OOBEAMHEHO C
8.2.19)

8.3 Bo BpeMs KITMHUYECKOH (a3bl UCCIeIOBAHUS
B nmoxarepxkaeHne Toro, 4to BCst HEOOX0uMast HoBast HH(QOpMAIHsl JOKyMEHTAJIbHO 0(OpMIISETCS
10 Mepe €€ MOCTYIUICHHS, B JIOTIOJIHEHHUE K BBIIICTIEPEUHCICHHBIM JTOKYMEHTaM, UMEIOIIMUMCs B (paiiie, 1o
X0y MCCIeI0BaHUs HE00X0IMMO J00ABIATh CIEAYIOIINE TOKYMEHTHI:

HaumenoBanue nokymeHnra Llens Haxonurcs B daitnax
HCCIIeIOBaTEN CIIOHCOpA
s/
OpraHu3aIun
8.3.1  OO6HoBneHHble  Bepcud | JIOKyMEHTaJIbHO 3aKpENUTh X X




OpOILIOPBI HCCIEIOBATENS

¢bakr CBOEBPEMEHHOI'O
coo0IIeHUs UCCIIEI0BATEIIO
HeoOXoauMol MHGpOpMAIMU 110
Mepe ee TOCTYIUICHHUS

8.3.2 JIroboe u3meHeHue:

- mpoTokosa/monpaBok u MPK

- (opmbl  MHDOPMUPOBAHHOTO
coriacus

- 000l Npyroil MUCHEMEHHOM
uH(pOpMAaIMY, TPEIOCTABISIEMOM
cyObeKTaMm

- PpeKIaMHBIX OOBSBICHHHA JUIs
IIPUBJICYECHUS CyOBEKTOB B
UCCIICJIOBAHHE (ecnu
UCIIOJIb3YIOTCS)

JIOKyMEHTaIbHO 3aKpEIUTh
U3MEHEHUs JAHHBIX
JOKYMEHTOB, IIPOU3BEICHHBIE BO
BpeMsl UCCIIEI0OBaHUs

8.3.3 JlaTupoBaHHOE u
JIOKYMEHTAJIbHO odopmiIeHHOE
yTBEpKJIeHHE/0100peHne
DKCHEPTHBIM COBETOM
OpraHH3aLuH
(9CO)/He3aBUCHMBIM  3THYECKHM
komurerom (HOK) cremyromux
JTOKYMEHTOB:

- IONPABOK K MTPOTOKOIY

- HOBBIX PEAAKLIMIMA:

- (opmbl  MH(DOPMUPOBAHHOTO
corjacus

- MpeAOCTaBISIEMBIX CyOBEKTaM
MaTepuaioB

- PpeKIaMHBIX OOBSBICHHN JUIs
NPUBJICYCHUSI CyOBEKTOB B
UCCIICJIOBAHHE (ecnu
UCIIONB3YETCsl)

- JAPYTUX
YTBEP>KICHHBIX/0100pEHHBIX
JTOKYMEHTOB

- PEe3yJIbTaToB IEPHOIUYECKOTO
pPacCMOTpPEHHsT JOKYMEHTALUH 10
uccienoBanuio (rue Tpedyercs)

JIOKyMEHTaIbHO  TMOATBEPIUTH
dakr paccMOTpeHHs u
YTBEPKACHHS/0100pEHHUS
OCO/HOK  mnompaBok  w/uinu
HOBBIX pEIAaKLUU. YKa3bIBAIOTCS
pemaKiys U faTa T0KyMeHTa

8.3.4 I'me Tpedyercs, pa3pemeHue/
o100peHre/yBeJOMIICHUE
YHOOJHOMOYCHHBIX OPraHoOB 1A

- IIONPABOK K IMPOTOKOJIY U APYTUX
JIOKYMEHTOB

JIOKyMEHTaIbHO 3aKpENNUTh
COOTBETCTBUE HOpPMAaTUBHBIM
TpeOOBaHUSIM

X (roe
Tpebyercs)

8.3.5 Hayunyio  Ouorpaduio
(curriculum vitae) HOBBIX
HCCeAoBaTeICH /U
COoMCCIIefoBaTeIeH

Cwm. 8.2.10

8.3.6 V3meHeHHs HOPMAaJIbHOTO
Jyana3oHa 3HAaYCHUI s

JIOKyMEHTaIbHO 3aKpENNUTh
HOPMAJIbHBIN JTHana3oH




NPEAYCMOTPEHHBIX  IPOTOKOJIOM
MEIUIMHCKUX/Ta00paTOPHBIX/
TEXHUYECKHUX MPOIETypP/TeCTOB

3HAUCHUH TCCTOB, HU3MCHCHHBbIX

B XolIe wHcciaenaoBaHus (cm.
8.2.11)

8.3.7 Usmenenust B MmeauiuHckux/ | JJOKyMEHTaIbHO — MOATBEPIUT, X (rme X
1a060PaTOPHBIX/TEXHUIECKHIX 4TO TECThI NPOIOJIKAIOT | TpeOyercs)
npoueaypax/ Tecrax: OTBEYATh TpeOOBaHUSAM B
- cepTuuKanus TEUYEeHHUE Tepruoa MCCIEOBAHUS
- WU aKKpeAUTaIus (cm. 8.2.12)
- WIM  BHYTPEHHMH  W/HIHU
BHEIIIHUI KOHTPOJIb KaYECTBA
- WIn apyrue METOIbI
noATBepkaeHus (rae Tpedyercs)
8.3.8 JlokyMeHTaus no | Cm. 8.2.15 X X
MOCTaBKaM HCCIIeTyEeMbIX
MIPOAYKTOB u PacXOoHbBIX
MaTepHaJoB
8.3.9 Ceprudukarer  anammsza | Cm. 8.2.16 X
HOBBIX  CEepHH  HCCIETyEeMBIX
MIPOAYKTOB
8.3.10 Otuersl MOHUTOPOB 0 | JIOKyMEHTaJIbHO 3aKpENUTh X
BU3HTAX BU3UTHIl ~MOHHMTOPOB M  HX
pe3yIbTaThI
8.3.11 Cy1iecTBeHHbIE st | JlokyMeHTanbHO 3aKpENUTh X X
UCCIJIEIOBAHMS mo0ble  coryiameHuss  Jinbo
neperoBopel/mepenucka (IOMUMO | CyIIECTBEHHbBIE NIEPErOBOPHI,
BU3HTOB): Kacarolnecs BOIIPOCOB
- IepenucKa MIPOBEACHUSI MCCIECOBAHUS, €r0
- 3aIlUCH BCTpeY aJIMUHUCTPATUBHBIX  ACIEKTOB,
- 3arncu TeneOHHBIX | HApYLICHUN IIPOTOKOJIA,
NIEPEroBOpPOB OTYETHOCTHU IO HEXeJaTeIbHBIM
SBJICHUSIM
8.3.12 TIloamucanueie  ¢Gopmbl | JJOKyMEHTaTbHO TOATBEPIUTS, X
MH(GOPMHUPOBAHHOTO COTIIACHUS YTO COIJIacHe KaXJoro cyObeKTa
MOJy4YeHO B COOTBETCTBUU C
GCP u mpoTtokoiioM 10 Hayaia
yyacTus B HCCIEIOBaHMU.
Kpome TOro, moOKyMEHTaJIBbHO
3aKpenuTh  paspeuieHue  Ha
npsimoii goctyi (cM. 8.2.3)
8.3.13 IlepBuuHas nokymMeHTalus | JJOKyMEHTaTbHO  MOATBEPIHUTH X
¢dakT cymecTBoBaHUS CyOBEKTa
U JIOCTOBEPHOCTb COOpaHHBIX
JAHHBIX. BKIIOYNTH HCXOIHBIE
JOKYMEHTBI, OTHOCSIIHUECS K
UCCIICZIOBAHUIO,  JICYCHUIO U
aHaMHe3y CyObeKTa
8.3.14 3anonHeHHsle, | JJokyMeHTanbHO oopMuThH X X
JaTUpPOBaHHBIE W TOJIHMCAHHBIC | IOATBEPXKICHUE (xormust) (opuruHain)
WH/IUBHy aJIbHBIE UCCleIoBaTeIeM 170071
perucrpaionsbie kaptel (MPK) YIOJHOMOYEHHBIMU




COTPpYAHUKAMU HUCCICOOBATCIIA
3apCruCTPpUPOBAHHBIX TAHHBIX

8.3.15 JlokyMeHTHpoBaHue | JIOKyMEHTAIbHO 3aKpENuTh BCE X X
ucnpasnenuit B UPK W3MEHEHHSI/ TOTIOTHEHUS 1581171 (xorus) (opurunain)
ucnpa,iieHus, caenanusie B IPK
MoCcJie 3alyCH NEePBOHAYAIBHBIX
JTaHHBIX
8.3.16 VYBenmomieHue croHcopa | YBeIoMIIEHUE CIIOHCOPA X X
UCCIIEIOBATEeNIeM O  CEPhEe3HBIX | HCCIEOBATENIEM O CEPbE3HbIX
HEXKEJATeNbHbIX  SBJICHUSAX W | HEXKENIATENbHBIX  SBICHUSAX U
COOTBETCTBYIOILINE OTYECTHI COOTBETCTBYIOINE OTYETHI
cornacHo 4.11
8.3.17 VYBegomieHHe CIOHCOPOM | YBEIOMIICHHE CIIOHCOPOM H/HIIN X (roe X
u/unu  uccaenosareneM  (4YTO | MCcieaOBaTEIEM (uto | TpebOyeTcs)
NPUMEHUMO)  YIOJHOMOYEHHBIX | IPUMEHUMO) YIOJIHOMOYEHHBIX
opranoB  u  DOCO/HDK o |opranoB u DOCO/H3K o
HETpeBUICHHbBIX CEpBhE3HBIX | HETIPEIBUJCHHBIX  CEPBhE3HBIX
HEXKEJATeNbHbIX PpEaKIHUsIX W O | HeXKENATENbHBIX  peakuusXx B
Ipyroiu uH(popMaun mo | coorBerctBuu ¢ 5.17 u 4.11.1 u
6e30macHOCTH 0 JApyrod UWHPOpPMALUU IO
0€30I1aCHOCTH B COOTBETCTBUU C
5.16.2u4.11.2
8.3.18 Coobmenne crnoncopom | CooOuieHne CIIOHCOPOM X X
UCCIIeIOBATeN0 MHPOPMALUU IO | HCCAeNoBaTenio  WH(pOpMaIUH
6e30macHOCTH o 6e3omacHoOCTH B
COOTBETCTBHUH ¢ 5.16.2
8.3.19  TIlpomexytounble  wiau | [[poMexyTouHBIE WM TOHOBBIC X X (rme
rO/IOBbIC OTYETHI, | OTYETHI, IpeoCTaBIsieMble Tpedyercs)
npenoctasinsempile  DCO/HOK u | OCO/HOK B cooTBeTcTBUH C
YIOJIHOMOYEHHBIM OpraHaM 410 wu  YIOJTHOMOYEHHBIM
opraHaM B COOTBETCTBUH C
5.17.3
8.3.20 Kypnan CKpUHUHTA | JIOKyMEHTAIBHO 3aKpENnTh X X (rme
CyOBEKTOB UCHTU(DHUKALIHIO CyOBEKTOB, Tpedyercs)
MPOIIEIINX nepen
UCCIICIOBAHHEM CKPHUHUHT
8.3.21 Crucok | JIOKyMEHTallbHO  TOATBEP.IUTH, X
UACHTU(DUKAITTOHHBIX KOJIOB | YTO
CyOBEKTOB UCCIeI0BaTeNb/OpraHnu3anus
XpaHAT KOH(UICHIIMATbHBIN
CIHCOK HMMEH BCEX CYOBEKTOB,
KOTOPBIM TMpPHU BKJIIOYEHUH B
UCCIIeZIoBaHNE OBLIN MPHCBOCHBI
UACHTU(HUKAIIIOHHBIC KOJIBL.
ITo3Bouszer
UCCIIeI0BATEN0/OpraHu3aluu
UACHTU(PHUIMPOBATH 106010
CyOBeKTa
8.3.22 Kypuan perucrpauuu | JJokyMeHTaIbHO 3aKpENnTh X
BKJIIOYEHUSI CYObEKTOB XPOHOJIOTUYECKYIO




MOCJICIOBATEIEHOCTD
BKIIIOYCHUSI  CYOBEKTOB IO
UICHTH(OUKAIIMOHHBIM KOJIaM
8.3.23 Yuer  uccaexyemoro | JlokyMeHTaIbHO 3aKpenuTh X X
NPOJIYKTa B HCCIIEOBATEILCKOM | HCIIOJIB30BAHUE  HCCIIETYEMOTO
LEHTpE OpOJIyKTa B COOTBETCTBHH C
POTOKOJIOM

8.3.24 Jluct oOpa3uoB noanuceir | JlokymMeHTaIbHO 3aKpenuTh X X
00pa3ibl noJiucen "
VMHHIIAAJIOB BCEX JIHLL,
YIOJTHOMOYECHHBIX BHOCHUTD
JTaHHBIC W/MIM WCHpPABICHHUS B
HPK

8.3.25 VYuer xpansuxcs | JlokyMeHTanbHO 3aKpENnTh X X
o0pasIos OMOJIOTMUYECKUX | MECTOHAXOXK/ICHUE u
KHJIKOCTEH/TKaHeH (ecu | uaeHTHDUKAIMIO  XPAHSIIHXCS
UMEIOTCSI) 00pa3LoB B clryyae
HEOOXOUMOCTH  TPOBEACHUS
MOBTOPHBIX aHAIN30B

8.4 Tlocne 3aBepIleHUs MM MIPEKPALICHUS UCCIIETOBAHUS
[Tocne 3aBepuieHUs] WM TpPEKpaIEHUsT UCCIEIOBaHMUS BCE JIOKYMEHTHI, MepedrciaeHHble B 8.2 u
8.3, IOJDKHBI coZiepKaThCs B (aiiie nccieJ0BaHus BMECTE C HU)KEYKa3aHHBIMHU JOKYMEHTAMHU:

HaumenoBanue nokymeHnTa Llens Haxonurcs B daitnax

uccienosares/ CIIOHCOpa
OpraHu3aluu
8.4.1 VYuer uccienyeMoro | JIoOkyMeHTanbHO — 3aKpENuTh X X
NPOAYKTa B HCCIEIOBATEIBCKOM | HCIIOJIB30BAaHUE HCCIIEAYEMOTO
LEHTpe IPOAYKTa B COOTBETCTBUU C
IIPOTOKOJIOM. J[OKYMEHTAJILHO
3aKpEeNHTh pe3yJbTaThl
OKOHYAaTEJIbHOTO nojcueTa
KOJINYECTBA UCCIIEyEMOI0
IPOAYKTA, MOJIyYEHHOTO
UCCIIEIOBATEIbCKUM IIEHTPOM,
BBLIAHHOI'O cyOBeKTaMm,
BO3BPAILEHHOTO CyOBEKTaMU U
BO3BPALIEHHOI'O CHOHCOPY

8.4.2 JloKkyMeHTaus 1o | JIokyMeHTanpbHO  3aKpENMThH X (ecnm X
YHHYTOKECHUIO uccieayeMoro | ¢hakr VHUYTOXKCHHS | YHHUYTOXKEH B
MPOIYKTa HEUCIOJIb30BaHHBIX KIIMHUYECKOM
UCCIIEeTyeMbIX MIPOJYKTOB LIEHTPE)
CIIOHCOPOM 58105 B
HCCJICIOBATEILCKOM IICHTPE
8.4.3 HTtorossrit crmmcok | Caenathb BO3MOXKHOH X
UICHTU(DUKAITMOHHBIX KOJIOB | UICHTH(HUKAIUIO BCEX
CyOBEKTOB BKJIIOUCHHBIX B MCCIICAOBAHUE
CyOBEKTOB B clryyae

HEe0OXOAMMOCTH ux




MOCIIEYIOMIETO HAOIOICHUSI.
CHucoK MOJKEH XpaHWUThCS C

COOMI0ZICHUEM TpeOoBaHUMI
KOH(PHUICHIIMATHHOCTH B
TEUYEeHUE COTJIACOBAHHOT'O
Cpoka

8.4.4 Ceprudukar aymuta (ecnu | JJOKyMEHTambHO  3aKpENUThH

UMEeTCsl) (baxT npoBeIcHHs ayIuTa

845 Otuer MoHuTOpa O | JIOKyMEHTanmbHO  3aKpEMHTh

3aBCPUIAOIICM BU3UTC

OKOHYAHHUE BCEX MEPONPUATUN
HCCIICIOBAHMSI, HEOOXOIUMBIX
JUIS 3aBEPILIAIOIIEr0 BU3UTA, U
HaJU4ue KONUH OCHOBHBIX
JOKYMEHTOB B
COOTBETCTBYIOIIHUX (aiinax

8.4.6 JloKkyMeHTaus 1o
pacrpenesieHuI0  CyObeKTOB  I10
rpyIIaM 1 pacKphITHIO KOJOB

Bo3sBpamaercs crioHcopy s
JOKYMEHTAJIbHOIO
3aKpEIUICHUS! UMEBIIMX MECTO
CJIy4aeB BCKPBITHS KOJIOB

8.4.7 Wrorossiii oruer | JIOKyMEHTalIbHO  3aKpENUTh X
UCCIIeI0BaTe, 3aBepILEHUE UCCIICTOBAHMS

MIPEIOCTABIIIEMBIT 9CO/HDBK

(ecu TpeOyercs) u

YIIOJTHOMOYEHHBIM opraHam (rzae

IPUMEHHUMO)

8.4.8 Ortyer o0 KIMHUYECKOM | JIOKyMEHTaNbHO  3aKpEMHTh X (ecnm
UCCIIeIOBaHUU pe3yJbTaThl HCCIICAOBAHUS M | TMPHUMEHHMO)

UX UHTEPIPETALHIO




