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Beenenune

Hannexamas knuanueckass mnpaktuka (Good Clinical Practice; GCP) mpencraBnser co0oi
MEXKIYyHapOAHBbIM J3TUYECKUN M HAy4YHbIM CTAaHAAPT IUIAHUPOBAHUA U IIPOBEICHUS HUCCIECNOBAHUM C
y4acTHEM 4YeJlOBeKa B KayecTBE CyObEKTa, a TaKkKe JOKYMEHTaJIbHOrO O(OpMICHUS W NpEeACTaBICHUS
pE3yJIbTaTOB TAKUX UCCIIEOBAHU.

CoOmronieHre  yKa3aHHOTO CTaHAapTa CIY)XKUT s OOIlecTBa rapaHTHEd TOro, 4To IpaBa,
6e30macHOCTh M OJjaromnosyune CyOBEKTOB HCCIICAOBAHMS 3aIlMIICHBI, COIJACYIOTCS C MPUHIUIIAMH,
3aJI0)KCHHBIMH X EJIbCUHKCKOM Jneknapanueii BecemupHoi menuruHckoi accommanuu (BMA), u uro
JJaHHbIE KJIMHUYECKOI'O UCCIIEJOBAHUSI JOCTOBEPHBI.

Llenpto HACTOSIIEr0 HALMOHAIBHOTO CTaHaapra (nasee - HACTOALIMKA CTaHIApT) SBISIETCS
yCTaHOBJIEHHE €AMHBbIX co cTpaHamu Espomnelickoro Coroza, CoenunHeHHeiMu IllTaTamu Amepuxku u
SlnoHumeil mpaBWJI, YTO JOJDKHO CIIOCOOCTBOBaTh B3aMMHOMY IPHU3HAHUIO JAHHBIX KIMHUYECKUX
UCCJIEJOBAaHUM YIIOJIHOMOYEHHBIMU OpraHaMy Ha3BaHHBIX CTPaH.

Hacrosmuii crangapt unentuyen ICH GCP - PykoBoacTBy mo Hamiexamied KIMHUYECKOM
npaktuke (Guideline for Good Clinical Practice) MexaynapoaHoli KOH(EpEeHIIMH 1O TapMOHHU3AIUU
TEXHUYECKUX TpeOOBaHMM K perucrpauuu (apMaleBTUYECKUX MPOAYKTOB, IpeIHa3HAUYEHHBIX JUIS
npumeHeHus 4enoBekoMm (International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use; ICH), koTopoe, B cBor0 ouepeib, pa3paboTaHO ¢ YIeTOM
NEUCTBYIONMUX TpeOOBaHMN Hajexalield kinHudeckor npaktuku EBpormetickoro Corosza, CoeTMHEHHBIX
IratoB Amepuku u Snonuu, a Takke ABbcrpanun, Kanagsl u  BcemupHON opranusanun
3apaBooxpanenus (BO3).

O0J1acTh NpUMeHeHUA

Hacrosmmii CTaHdapT HeO6XOIII/IMO CO6J'IIOI[8.TB Ipu NpOBCACHUN KIIMHUYCCKUX HCCIIeIOBaHUI,
AAHHBIC KOTOPBIX 3aIVNIAHUPOBAHO MIPEACTABUTL B YIIOJITHOMOYCHHBIC OPIraHbI.

HpI/IHI_II/IHBI, YCTAHOBJICHHBIC HACTOAIIUM CTAaHAApPTOM, MNPUMCHHMBI TAaKXKXEC HW K HWHBIM
KIIMHUYCCKHUM HCCIICAOBAHUAM, KOTOPLIC MOI'YT OKa3aTb BJIMSAHHUC Ha 0€30IMacHOCTh U 6nar0nonyq1/1e
YCJIOBCKA, BBICTYIIAIOUICTO B KAYCCTBEC C}/6’LCKT8..

1 TepMuHBI M Oonpeie/IeHUA

B Hacrosmiem craHgapTe NPUMEHSIOTCA CIEAYIOIIUE TEPMHMHBI C  COOTBETCTBYIOIIMMHU
OIIpEACTICHUSAMMU:

1.1 ayamr (audit): KommuekcHas W He3aBHCHUMAas INPOBEPKAa OTHOCALIMXCS K HCCIICIOBAHHIO
JIESITEIBHOCTH M JOKYMEHTAlM, MPOBOANUMAs JUIsl IOATBEPKACHUS COOTBETCTBUS ATOW JEATEIBHOCTH, a
TaKXke npoueayp cOopa, aHain3a M MPEACTaBICHHUS JaHHBIX MPOTOKOIY, CTAaHAAPTHBIM ONEPalMOHHBIM



npoIieIypam CIioHcopa, Hajiexariei kinanueckon npaktuke (GCP) u HopMaTUBHBIM TPEOOBAHUSIM.

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

1.3 opommopa wuccaenoBatedsi (investigator's brochure): CsogHoe u3nokeHue pe3ysibTaTOB
KJIMHUYECKOTO ¥ JOKJIMHUYCCKOTO M3YUYCHHUS MCCIICYEMOro MPOIyKTa, 3HAYUMBIX IS €r0 UCCIICIOBAHUS
Ha yesioBeKe (CM. pa3zien 7 HaCTOSIIIEro CTaHIapTa).

1.4 moromop (contract): JlaTupoBaHHOE W MOJNMCAHHOE COTJIAIICHHE MEXIY JABYMs WK OoJiee
CTOpPOHAMH, KOTOPOE YCTaHABJIMBACT OTOBOPEHHOCTH, KAacCalOIIMECs paclpenesieHus oobema padoT u
0053aHHOCTEH MpPU MPOBEICHUHM KIMHUYECKOTO HCCIICAOBaHUS, a TaKkKe, €CIU YMECTHO, (hPMHAHCOBBIX
BOMPocoB. OCHOBOM TIOTOBOPa MOKET CIIYXKHUTh POTOKOJ HCCIICIOBAHUS.

1.5 nmoxymentanabHnbiii ciaen (audit trail): JlokymeHTanus, mo3Bojsomas BOCCTAaHOBUTH XOJ
COOBITHIA.

1.6 moxymentammsi (documentation): Bce 3amucu B mo0oii ¢opme (Bkimrouas 3ammMcd Ha
OyMa)KHBIX, 3JICKTPOHHBIX, MAarHUTHBIX HJIM ONTHYECKUX HOCHTEJSX, CKAHOIPAMMbl, PEHTTCHOBCKHE
CHUMKH, OJCKTPOKApAMOTPAMMbI W T.II.), KOTOPbHIC OIHUCHIBAIOT JHOO PErHCTPUPYIOT METOIbI,
OPTraHU3aIUI0 W/WIK PE3yJIbTaThl KIMHUYECKOTO HMCCIICIOBAHUS, a TAKXKE BIMSIONINEC HA HCCICIOBAHHE
(baKTOpbI ¥ IPUHSATHIC MEPHI.

1.7 3akiawuenne (nmpumeHuteabHo K He3aBucumomy 3tmueckomy kommurtety) (opinion (in
relation to Independent Ethics Committee)): 3akmouenue w/wnm pexoMeHaanuu HesaBucumoro
ATHYECKOTO KOMHTETA.

1.8 3akonnblii mpencraButeab (legally acceptable representative): ®usuueckoe wiH
IOPUINYECKOE JIUI0, WIM WHOW CyOBEKT IpaBa, UMEIOIIMN B CHIIy 3aKOHA IPaBO JaBaTh COTJIACHE Ha
y4acTHe B KIIMHUYECKOM HMCCIICIOBAHUU OT UMEHH MOTCHIMAIBHOTO CyOBhEKTa UCCIIETOBAHMS.

1.9 unenTndukanmuoHHblii Koa cyowbekra (Subject identification code): YHukanbHbI KO,
NPUCBAaWBAaEMbIil  KCCJIEIOBATEeM  KaXKAOMY  CyOBEKTy  HCCICIOBaHUsA il OOCCIeUYCHHUs
KOH(HUACHIIMATHLHOCTH €r0 JIMYHBIX JAHHBIX W HUCIOJIb3YEMbIi BMECTO MMEHH CyObEKTa B OTUYETax IO
HEXKEJIaTeIbHBIM SIBIICHHUSIM W/WJIHA APYTHX JaHHBIX, OTHOCSIIUXCS K UCCIICIOBAHHMIO.

1.10 unauBuayadbHasi peructpannonnas kapra; UPK (Case Report Form; CRF): lokyment
Ha OyMa)XHOM, SJIGKTPOHHOM WJIM OINTHYECKOM HOCHUTENIC, MpeIHa3HAUCHHBINA JJIsi BHECCHHS BCCH
NPEyCMOTPEHHOM MPOTOKOJIOM U MOJUISXKAIIEH Tiepeiade CIIOHCOPY UHPOPMAIIUHU M0 KAXKIOMY CYOBEKTY
UCCIICIOBAHMSI.

1.11 wucnekmus (inspection): JleficTBHE yIOJIHOMOYEHHBIX OpPraHOB, 3aKJIIOYalOIIeecs B
oUIIMaNBHOW MPOBEPKE JTOKYMEHTAIlMH, OOOpYIOBaHMS, WHBIX MAaTEPHAJIOB, UMECIOIIUX, [0 MHEHUIO
YIIOJIHOMOYCHHBIX OPraHoOB, OTHOIICHHWE K KJIMHUYECKOMY HCCICIOBAaHHIO W HAXOJIAIIUXCS B
UCCIICIOBATEIIbCKOM IIGHTPE, B TIOMEIICHUSX CIOHCOpAa W/WJIM KOHTPAKTHOM WCCIIEIOBATEIbCKON
OpraHu3alluM, a TaKXe HWHBIX OpraHU3aIMsIX, HUMCIOIIUX, 1O MHEHHUIO YIOJHOMOYCHHBIX OpPraHoOB,
OTHOIIICHHUE K UCCIICIOBAHHUIO.

1.12 wundopmupoBannoe coriaacue (informed consent): Ilpoueaypa a0OGPOBOIBHOTO
MOJTBEPXKICHHUS CYOBEKTOM CBOETO COTJIacHs HA y4acTUE B KOHKPETHOM HCCIICIOBAaHHUH TTOCIIE TIOTYICHUS
uHpopMmarmu 000 BCEX 3HAYUMBIX JUIsI TPHHATHS MM  PEIICHUS acleKTaX HCCIICHOBaHUS.
WupopMupoBaHHOE coOTjlacue JOKYMEHTHUPYETCS IOCPEACTBOM TOANUCAHUS M JATHPOBaHUS (HOPMBI
UH(POPMHUPOBAHHOTO COTJIACHSI.

1.13 wuccaemoBarenn (investigator): @dusmueckoe JMIO, HECyllee OTBETCTBEHHOCTh 32
NPOBEJICHUE KIMHUYECKOTO HCCIICJOBAaHUSI B HCCIICOBAaTEIbCKOM IIGHTpe. B ciydae mnpoBencHus
UCCIICIOBaHMsI B UCCIICIOBATEIICKOM IICHTPE TPYIIION JIMI[ HcciienoBaresieM (TIIaBHBIM HUCCIIEIOBATEIICM )
SIBJISIETCS] PYKOBOAMTEINB rpynibl. CM. Takke TepMuH "couccienoBarens” (1.54).

1.14 uccaenoBarenn-koopaunaTop (coordinating investigator): MccienoBatens, oTBeYarOIIUi
32 KOOPJMHAIIMIO JIEATSILHOCTH HCCIICAOBATENei BCEX HMCCICIOBATEIbCKUX IIEHTPOB, YYACTBYIOIIMX B
MHOTOIICHTPOBOM KJIMHUYECKOM HCCIICJIOBAHUH.

1.15 wuccaenoBarenv/opranmzanusi  (investigator/institution):  TepmuH, O3HAYarOIIMIA:



"uccnenoBaTeNb U/UIN OpraHu3alys B 3aBUCKIMOCTH OT HOPMAaTUBHBIX TpeOOBaHMA".

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

1.17 wuccaenyembrii mpoaykt (investigational product): JlekapctBennas (opma aKTHBHOTO
BEIIeCTBA WK IUiane0o, u3yyaeMasi WM MCIOJIb3yeMasi Uil KOHTPOJIS B KIMHUYECKOM HCCIICIOBAaHUH, B
TOM 4YHCJIE 3apETMCTPUPOBAHHBIN JICKAPCTBEHHBINH MPOIYKT B Cllydae, €CIM CHOCO0 €ro MpUMEHCHHUS
OTJIMYACTCS OT YTBEP)KICHHOIO, a TAKXe IMPH €ro HCIOJIb30BAaHUHM [0 HOBOMY IOKa3aHUIO WU JIJIs
MOJIyUYCHHMSI JOTIOJHUTEIbHOM HH(OPMAIIHH IO YTBEPIKICHHOMY TTOKa3aHHUIO.

1.18 kiumHHYeckoe HMcnbITaHue/mccaenoBanue (clinical trial/study): JlioGoe wuccienoBanue,
NPOBOJIMMOE C Y4YacTHEM UYEJIOBEKAa B KAueCTBE CYObEKTa IS BBISBICHUS WIM TOATBEPIKICHUS
KIMHUYECKUX W/uinu (apmakonoruyeckux 3(QexkToB wuccienyemMblx MPOAYKTOB W/WIM BBISABICHUS
HEXKEJIATEIbHBIX PEaKIUil Ha UCCIIEAyeMble MMPOAYKThI, /WU U3YUYCHUS UX BCACBIBAHUS, PACIIPEICIICHHUS,
MeTa0oIM3Ma U BBIBEICHUS C €O OLIEHUTh UX 0e30MacHOCTh U/WiH 3((EKTUBHOCTD.

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

1.19 xoHTpaKTHAs McCaeT0BaTeIbCcKast opranm3amnus (contract research organization; CRO):
dusnueckoe JHIO0 WK opraHu3anus (KoMMepueckas, HayqHO-HCCIICI0BATE/IbCKAs WIN WHasl), KOTopas B
paMKax J0roBOopa CO CIIOHCOPOM BBINIOJHSET OAHY MM Oojiee W3 €ro oOsM3aHHOCTEW W (QYHKIU,
CBSI3aHHBIX C TIPOBEICHUEM KIIMHUYCCKOT'O UCCIICIOBAHMS.

1.20 xoutposr kavecrBa (quality control; QC): Metoabpl ¥ Mepbl, SBISIONIUECS YaCThIO
CHCTEMBI O0CCIICUYCHUS] KAauyecTBa M KCIIOJb3YEMbIC JJISi MPOBEPKH COOTBETCTBUS BBIMIOJIHAEMBIX TPU
MPOBEJICHUH MCCIICIOBAHUS MPOLICAYP MPEIbIBISIEMbIM TPEOOBAHHUSIM K UX KAUECTBY.

1.21 koopmuHammonHblii komuter (Coordinating committee): Komurer, KOTOPBIii MOXET OBITH
OpPraHU30BaH  CIIOHCOPOM  JIIi  KOOPAWHAIIMKM  TMPOBEACHUS  MHOTOIEHTPOBOTO  KJIMHUYECKOTO
UCCIICIOBAHMSI.

1.22 xondpuaennuanbHocts (confidentiality): Coxpanenue B TaiiHe OT HEYIOJIHOMOYCHHBIX JIHIT
uHpOpMAIIMK, TPUHAIISKAIICH CIOHCOpPY, WM HH()OpPMAIUY, TO3BOJISAIONICH HISHTU()UIIUPOBATH
CyOBbeKTa MCCIICIOBAHUS.

1.23 MHOromeHTpPOBOe KJIHMHUYeckoe wucciaenosanue (Mmulticentre trial): Kioununueckoe
UCCIIeIOBaHKE, POBOJMMOE 0 €MHOMY MPOTOKOIY OoJjiee YeM B OJTHOM HCCJIE0BATENbCKOM IIEHTpE H,
3HAYMT, 0OJIee YEM OJHUM HCCIICIOBATEIICM.

1.24 wmonutopunr (monitoring): JlesaTenbHOCTh, 3aKJIIOYAMOIIASACS B KOHTPOJEC 3a XOJOM
KJIMHUYECKOTO HCCIICJOBAaHUsS, OOCCIICYCHUH €ro TMPOBEICHHs, CcOOpa MaHHBIX W TPEACTABICHUS
pe3yJabTaTOB B COOTBETCTBHM C IPOTOKOJOM, CTaHJAPTHBIMH OINCPAIIMOHHBIMH IPOIEAYPaMH,
HaIekaied kiinandeckoit npaktukor (GCP) u HOpMaTUBHBIMU TPEOOBAHHUSIMHU.

1.25 mnamnexamasi kamHudeckas mpaktuka (Good Clinical Practice; GCP): Cranmapr
IUTAHUPOBAHUS, OpraHW3alliy, MPOBEACHUS, MOHUTOPHHIA, ayAWTa, JOKYMEHTHPOBAHUS KIMHHYECKHX
UCCIICZIOBAHUM, a TakkKe aHajiW3a M MPEACTABJICHUS WX PE3yJIbTaToOB, CIYXKAIlUA TapaHTHEH
JIOCTOBEPHOCTH M TOYHOCTH TMOJYYCHHBIX JaHHBIX W TPEACTABICHHBIX pE3yJbTaTOB, a TaKXKe
o0ecreurBarOIIUi 3aIIUTY MPaB, 30POBbs U KOH(DUACHIIMAILHOCTH CYObEKTOB UCCIICOBAHUS.

1.26 wexenarenbHass peakmusi; HP (adverse drug reaction; ADR): OtHOCUTEIBHO
NPEIPErUCTPALMOHHOTO KJIIMHUYECKOTO TMPUMEHEHHS HOBOIO JICKAPCTBEHHOTO TPOJIYKTa WM €ro
NPUMEHEHHSI 110 HOBBIM TOKa3aHUSAM, OCOOCHHO €CIIM TePaleBTHUECKUE J103bI TOYHO HE YCTAHOBIICHBI, -
BCE HETaTHBHBIC PEAKIIMHU, CBSI3aHHBIC C MPUMEHEHHEM JIFO0O0M 03Bl JIEKAPCTBEHHOTO MpoaykTa. TepMuH
"CB3aHHBIC C MPUMEHEHHEM JICKAPCTBEHHOTO MPOAYKTa" O3HAYaeT, YTO CYIIECTBYET XOTS Obl
MUHUMaJIbHAasi BO3MOXHOCTh HAJMYWs T[PUYUHHO-CICICTBCHHON CBS3M MEXKAY JICKAPCTBCHHBIM
MPOJIYKTOM U HEXKEJIATSIbHBIM SIBJICHUEM, T.C. B3AUMOCBSI3b HE UCKIIIOUYCHA.

Jlyis 3aperucTpupoOBaHHbBIX JIEKAPCTBEHHBIX MPOJIYKTOB ITOT TEPMHH O3HAYAET BCE HETATHBHBIC
peaKiuy, CBS3aHHBIC C MPUMEHEHHEM JICKAPCTBEHHOT'O MPOAYKTa B OOBIYHBIX J103aX, UCIIOJIB3YEMbIX IS
npoHIAKTUKY, JUATHOCTHKH WIIU JICYCHUs 3a00JCBaHMU, a TaKKe Ui M3MCHEHUS (U3MOJOTHYCCKUX
¢ynkuuii (cm. PykoBoactBo ICH "OreHka MaHHBIX MO KJIMHHUYECKOW O€30MAaCHOCTH. TEPMUHOJOTHUS U



CTaHJapPThI IKCIIPECC-OTUCTHOCTH ).

1.27 nexenarenbnoe sisjenne; HS (adverse event; AE): Jlro6oe BBISBICHHOC y MAIIMEHTA WIIH
CyOBbeKTa KITMHUYECKOTO MCCIIEI0BAHUS MTOCIIEe MPUMEHEHHS JICKApCTBEHHOTO MPOAYKTa HEOIaronpusTHOE
C MEIUIIMHCKOW TOYKH 3pEHUsI COOBITHE, KOTOPOE MOKET U HEe MMETh NMPUYHHHO-CIICJACTBEHHOHN CBS3H C
ero mpuMeHeHueM. Takum oOpazom, HexenatenabHoe sBiaeHue (HSI) mMoxer npenctaBisite co00i 1000
HEOJIaronpHUsATHBIN cUMNTOM (BKJIFOUYAsi OTKJIIOHCHHE Ja0OpATOPHOTO MOKA3aTelsi OT HOPMBI), JKaI00y HIIH
3a0onieBaHne, BpeMs BO3HUKHOBEHHUS KOTOPOTO HE WCKIIOYAeT NPUYUHHO-CICICTBEHHOW CBS3U C
NPUMEHCHHEM JICKApPCTBEHHOTO (KCCIIeIyeMOoro) MpoayKTa BHE 3aBUCUMOCTH OT HAJIUYHS UM OTCYTCTBHS
takoi cBsi3u (cM. pykoBoacTBo ICH "OneHka TaHHBIX MO KJIMHUYECKOW 0€30MaCHOCTH: TCPMHHOJIOTHS U
CTaHJapThI IKCIIPECC-OTUCTHOCTH ).

1.28 He3aBucumplii komuter 1o MoHuTtopunry agamabix; HKMJ (Independent
Data-Monitoring Committee; IDMC (Data and Safety Monitoring Board, Monitoring Committee,
Data Monitoring Committee)): He3aBucumpblii KOMHUTET, KOTOPBIH MOXET OBITH 00pa30BaH IO
WHUIMATUBE CIIOHCOpA AJISl MEPUOAUYECKOTO PACCMOTPEHUS X0/1a KIMHUYECKOTO MCCIICIOBAHMS, TaHHBIX
1o 0€30MacHOCTH W/WJIM OCHOBHBIX MapamMeTpoB 3(QGHEKTUBHOCTH, a TAKXKE AJISl BEIPAOOTKH PEKOMEHIAUN
CIIOHCOpPY O MEeIeco00pa3HOCTH MPOJODKCHHSI, MPEKPAIEHUsI HWCCICIOBAHMS WM BHECEHHUS B HETO
W3MEHEHU.

1.29 He3aBucumbiii dtnuecknii komurer; HIK (Independent Ethics Committee; IEC):
HeszaBucumblii opran (3KCIEPTHBIM COBET WM KOMHTET, JCHCTBYIONIMHA Ha YpPOBHE OpTraHU3allWH,
PETHOHATILHOM, HAIMOHAILHOM WJIM MEXIyHApPOIHOM YPOBHE), COCTOSIIHMIA U3 MEAUIIMHCKUX PAOOTHUKOB,
a TaKoKe JIUI, He UMEIONINX OTHOIICHHS K MEIUIIUHE, KOTOPHII 00eCeunBaeT 3alluTy IpaB, 0€30MacHOCTH
u Onaromonyursi CyOBEKTOB HCCIEAOBAaHUS W BBICTYMAeT JUig OOIIecTBa TrapaHTOM TaKOW 3alllUTHI, B
YaCTHOCTH IYTEM PACCMOTPEHHUS, YTBEPXKIACHUS/OMOOpEHUSI MPOTOKONA WCCIEAOBAaHUS, KaHAUIATYP
UCCleIoBaTeNel, WCCIeA0BaTeIbCKUX IIEHTPOB, a TakKe MaTepuajoB U METOJOB, KOTOpbIE
MpearnoiaraeTcs HMCIMOJb30BaTh MAJsl TMONYYeHHs] U JTIOKYMEHTUPOBaHHUS WH(GOPMHUPOBAHHOTO COTJIACHUS
CYOBEKTOB HCCIIEIOBAHUSI.

[IpaBoBo#i cTaryc, cocTaB, (GYHKIUH, AESITENbHOCTh HE3aBUCUMBIX ITHUYECKUX KOMHUTETOB, a TaKXKe
OTHOCSIIHMECS K HUM HOPMAaTHBHBIC TPEOOBaHUS MOTYT pa3lndaThbCs B Pa3HBIX CTpaHaX, TeM HE MeHee,
HOK nomxubl pyHKIHOHUpPOBATH B cooTBeTCTBHH ¢ GCP.

1.30 He3amHTepecoBaHHBIH cBHAeTE b (Impartial witness): ®usnueckoe TUI0, HEMPUIACTHOE K
MPOBEJICHUIO KIMHUYECKOTO HCCIEeIOBaHUS, HAa KOTOpPOE HE MOTYT OKa3aTh JaBICHUE YYaCTHHUKU
KIIMHUYECKOTO HCCIIEIOBAaHUS M KOTOpOE B CIy4ae, eClIM CyOBeKT HCCIICOBAaHMS WU €ro 3aKOHHBIN
MPEJICTAaBUTENb HE YMEET WIM HE MOXKET YNUTaTh, IPUCYTCTBYET BO BpeMsl NOTyUYeHUsI HHHOPMUPOBAHHOTO
COIJIacus, a Tak)Ke 3aUUTHIBAET TEKCT MHPOPMUPOBAHHOTO COrJacHs U JIIoOble ApyTrue MpeaocTaBisieMble
CYyOBEKTY UCCIIeIOBaHHS MHChbMEHHBIE MAaTEPUAIIBI.

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

1.32 nenmpenBuaeHHasi HexkejaTtedbHass peakmus (unexpected adverse drug reaction):
HexenatenbHas peakiusi, CyIIHOCTh WM TSHKECTh KOTOPOI HE corjiacyeTcsl ¢ U3BECTHOM mHpopMaluei o
npoaykte (Hampumep, ¢ OpOIIOpPOM UCClemoBaTeas i HE3aperuCTPUPOBAHHOIO HCCIIEAYEMOTO
MPOAYKTAa WIH C JIUCTKOM-BKIIQIBIIIEM/CBOTHON XapaKTEPUCTUKON JIGKAPCTBEHHOTO MPOJYKTa B CiIydae
3aperucTpupoBaHHoro mpoxaykra) (cm. pykosoiactBo 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 KIMHUYECKUX HUCCIIEOBAHUN UCCIIEyeMbIX MPOTYyKTOB.

1.34 obecneuenne kauecrBa (quality assurance; QA): COBOKYNHOCTb CHCTEMAaTHYECKUX U
TUTAHOMEPHBIX JEHCTBHM, KOTOPhIE UMEIOT 1IEeTbI0 00ECIEUYUTh COOTBETCTBUE MPOBEICHUS HCCIEA0BaHUS,
cOopa, perucTpand W TPEACTaBJICHUS JaHHBIX Hajiekamied kiuHudeckoi mnpaktuke (GCP) u
HOPMATHUBHBIM TPEOOBAHUSIM.

1.35 oprammsamusi (memumuuckasi) (institution (medical)): JlwoGas opranuzamus BHe



3aBUCHMOCTH OT €€ OpPTraHH3alMOHHO-TIPABOBOW (OPMBI JIMOO MEIUIIMHCKOE, JINOO CTOMATOIOTHYECKOE
NoJpa3/ieNieHue, Te MPOBOIAT KIMHUYECKOE HCCIIEIOBaHUE.

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

1.37 ocnoBuble 1okymeHThI (essential documents): JlokyMeHTBI, KOTOPbIE B COBOKYITHOCTH HIIH
10 OTJEIBHOCTH ITO3BOJISIOT OIIGHUTh X0 KJIMHUYECKOTO UCCIICOBAHHS U Ka4eCTBO IOJTyUYCHHBIX TAaHHBIX
(cM. pasaen 8 HaCTOSINEro CTaHAapTa).

1.38 oTuer MoHuTopa (monitoring report): [TucbMEHHBI OTYET MOHHMTOpPA CIIOHCOPY MOCHC
Ka)XJJOr0 BH3HTa B HCCIIEIOBATEIILCKUA NEHTP M/WIM KOHTAKTa C HMCCIIEIOBATEIIIMH B COOTBETCTBHU CO
cTaHIapTHBIMH onepaioHHbpMu poueaypamu (COIT) cnoncopa.

1.39 oruer o6 aymure (audit report): ITucbMeHHOE 3aKIIOUYEHHE ayaAUTOpa CIOHCOpA O
pe3yJbTarax ayJmra.

1.40 oTuer 0 KIMHHYeCKOM HcnbITanuu/ucciaenoBanuu (clinical trial/study report): Oruer B
NUCBMEHHOH (opMme, NpeACTaBISAOMUI cOOOW ONMUCaHWE KIMHHUYECKOTO HCIBITAHUS/MCCIICI0BaHUS
KaKoro-JIn0o TEepareBTUYECKOro, MPOPHIAKTUYSCKOTO WM JHAarHOCTHYECKOTO CPEIACTBA C YYacTHEM
YyeJloBeKa B KadyeCcTBE CyOBbeKTa, OOBCAMHSIONIMK KIMHMYECKOE M CTaTUCTHYECKOE OIHMCaHHMS,
npe/CTaBlIeHUE JTaHHBIX UM uX aHanmu3 (cMm. pykoBoxactBo ICH "Crpykrypa W conepkaHHe OTYETOB O
KJIMHUYECKOM HCCIIeIOBaHUU").

1.41 nepBuuHas nokymenranus (source documents): McxonHsie JOKyMEHTHI, JaHHBIE M 3aITUCH
(Hanpumep, HcTOpUM OOJE3HH, aMOyJIaTOpHBIE KapThl, JaOOpPAaTOPHBIC 3alMCH, 3aMETKH, THEBHUKH
CYOBEKTOB HCCIICIOBaHUS, BOIPOCHHUKH, JXYPHAJIbI BBIJAYM MEIUKAMEHTOB, 3allUCH aBTOMATHYECKHX
YCTPOMCTB, BepU(PUIMPOBAHHBIE W 3aBEPEHHBIC KOMWU WM BBIMTUCKH, MUKPOQHIIH, (OTOHETraTHBHI,
MHUKpOIUICHKA WJIM MarHUTHBIE HOCUTEJIH, PEHTTCHOBCKUE CHUMKH, JIOOBIC 3aIllUCH, OTHOCSIIMECS K
NalnyeHTy, B TOM 4YHCIE XpaHsIIMecs B anTeke, JIabopaTopusix M OTICICHHSX HHCTPYMEHTAIBHON
JMAarHOCTUKH, UCTIOJIB3YEMBIX B KITMHUYECKOM HCCIICAOBAHUN).

1.42 nepBuuHble naHHble (Source data): Bcs uHdopmarus, comepikamiascs B OPUTHHATIBHBIX
MEIUIIMHCKUX 3aIHCAX U X 3aBEPEHHBIX KOIHUSX, ONMCHIBAIONIAs PE3YJIbTaThl KIMHUUECKUX HAOIIOICHHH,
o0cnenoBaHuid M JPYrod AEATeNbHOCTH, TO3BOJISIONIAsi BOCCO3aTh X0/ KIMHUYECKOTO HCCIIEIOBAHUS H
OLEHHUTH €ro. [lepBUYHBIC AaHHBIC COJEPKATCS B NMEPBHYHOM MOKyMEHTAlMH (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 NHUCEMEHHOM BHE
OIMCAaHUE U3MEHEHU I WM OUIHATEHOE Pa3bsICHEHNE POTOKOJIA.

1.45 nmpenapar cpaBuennsi (comparator (product)): Mccneayemblid uiM 3aperucTprUpOBaHHbIH
JICKapCTBEHHBIH MPOAYKT (T.€. aKTUBHBIH KOHTPOJB) JIMOO I1anedo, UCTIONb3yeMblii(0e) Kak KOHTPOJIb B
KJIMHUYECKOM HCCIICIOBaHHU.

1.46 mpoMeXyTOYHBIH OTYEeT 0 KJIMHHYECKOM HcmbITaHuu/HccaenoBannu (interim clinical
trial/study report): Ot4er 0 MPOMEKYTOYHBIX pe3yIbTaTax M UX OLEHKE, OCHOBAHHBIH Ha POBEJCHHOM B
X0J1¢ KIMHUYECKOTO UCCIIeIOBAaHUS aHATN3E JTAHHBIX.

1.47 mpotoxoa (protocol): JlokymMeHT, KOTOpBIii ONMCBHIBACT LENHW, IH3aiH, METOIOJIOTHIO,
CTaTHCTUYECKHE aCICKThl W OPraHU3alMI0 HccienoBaHus. [IoMMMO 3TOro MPOTOKOJI OOBIYHO COICPIKUT
NOJyYeHHbIE paHee JaHHble W OOOCHOBAaHHME MCCICIOBAHUS, OJHAKO 3Ta WH(POPMAIHS MOXKET OBITh
Ope/iCTaBIeHa W B JPYT'HX JOKYMEHTaxX, Ha KOTOpBIE CCBhUIAETCS IPOTOKOJ HCCIICAOBAHMS.
[IpuMeHNTENHPHO K HACTOSIIEMY CTaHAApTy TEPMUH 'TIPOTOKON MOJpa3yMeBaeT KakK caM IMPOTOKOJ
UCCIIeJOBaHMS, TaK U MIOIPABKH K HEMY .

1.48 mpsamoii moctym (direct access): PaspemieHne Ha WU3y4YeHWe, aHaU3, NPOBEPKY H
KONMPOBaHHUE JIIOOBIX 3alMCEH M OTYETOB, HEOOXOAMMBIX Ul OLUCHKH KIMHUYECKOTO HCCIICAOBAHMS.
Jluna, MMeEroIIre IpaBo MPSIMOTo JOCTyNa (HampuMep, MPeACTaBUTENN HAIIMOHAIBHBIX MM HHOCTPAaHHBIX
YIIOJTHOMOYEHHBIX OPTaHOB, MOHUTOPHI U ayAUTOPHI CIIOHCOPA), TOJDKHBI IPUHUMATh BCE pa3yMHBIE MEPHI



Ui COOMIONICHWST HOPMATHBHBIX TpeOOBaHUN MO 3amuTe KOH(DUICHIMATBHOCTH WH(MOpPMAIUH,
MO3BOJISAIONIECH UICHTH(PHUINPOBATH CYOBEKTOB, U HH(GOPMAIIMH, PUHAJICKAILEH CTIOHCODY .

1.49 panpomm3anus (randomization): Ilponecc pacnpeneneHus cyObEKTOB HCCIICIOBAHUS MO
rpynnaM JICUCHHS WM KOHTPOJIS CIIy4alHbIM 00pa3oM, TIO3BOJISIFOIIMN CBECTH K MHUHUMYMY
CYOBEKTHBHOCTb.

150 ceprudmkxar aymura (audit certificate): JlokyMeHT, COCTaBJICHHBI ayIUTOPOM B
MOJTBEPXKICHUE (paKTa MPOBEICHUS ayIUTa.

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

- IPUBEJIO K CMEPTH;

- Ipe/ICTaBIsIeT COOOM yrpo3y ISl )KU3HH;

- TpeOyeT roCIUTAIN3alUN HITH €€ TIPOJICHUS;

- IPUBEJIO K CTOMKOM MJIM 3HAYUTEIbHON HETPYAO0CIIOCOOHOCTH MIIM MHBAIUIHOCTH WIIH

- IPEJCTABISIET COOON BPOKACHHYIO aHOMAIIMIO WIH AC(PEKT POXKICHHS

(cm. pykoBoactBo ICH "Ornenka maHHBIX TO KIMHUYECKOW OE30MAaCHOCTH: TEPMHUHOJOTHS H
CTaHJapPThI IKCIIPECC-OTUCTHOCTH ).

1.52 cnenoii meroa/mackuposka (blinding/masking): Metoa, npu npuMEHEHUH KOTOPOTO OTHOM
WIA HECKOJIbKMM YYacTBYIOIIMM B KIMHMYECKOM MCCIICIOBAHUU CTOPOHAM HEU3BECTHO, KAKOE JICUCHHE
Ha3HAYCHO CyOBEKTy HccieloBaHus. [IpocToil crienoii MeToa mpeaycMaTpUBaeT HEOCBEAOMIICHHOCTh O
HA3HAYEHHOM KM BHUJC JICUCHHS CYOBEKTOB HCCIICJOBaHHS, B TO BpPEMs KaK JIBOMHOW CJICTION METO.
NOoJpa3yMeBacT HEOCBEIOMIIEHHOCTh CYyOBEKTOB HCCIIEIOBAHUS, HCCIENOBaTeNe, MOHUTOPOB H, B
HEKOTOPBIX CITydasiX, JIUI, BHITOJTHSIOIINX CTATUCTHUECKYIO 00pabOTKY JTaHHBIX.

1.53 coOawaenne TpedoBaHWIT (NMPUMEHUTEJBLHO K KIMHHYECKHM HMCCIETOBAHUSIM)
(compliance (in relation to trials)): CrnenoBanue BceM CBS3aHHBIM C KIMHUYECKUM HCCIICIOBAHUEM
TpeboBaHMAM, HaAIexanlel kanHuaeckoi npakruke (GCP) 1 HopMaTUBHBIM TPEOOBAHHSIM.

1.54 comccaemoBarennb (Subinvestigator): JlroOoii uiaeH HCCIEIOBATEIbCKOIO KOJUICKTHBA,
Ha3HAYCHHBIH WCCIEIOBaTeIeM M OCYHISCTBIIIOMIMN TMOJ €ro KOHTPOJIEeM 3HAYMMBIE IPOLETYPhI
KJIMHUYECKOTO HCCJICIOBAHUS B HMCCIICAOBATEILCKOM LIEHTpe (HAmpumep, UHTEPH, OPAMHATOP, HAYYHBIH
cotpyanuk). Cm. Takxke TepMuH "uccienoBarens (1.13).

1.55 cmoncop (Sponsor): ®dusnyeckoe WIM FOPHIMYECKOE JIMIO, SBISIONIEECS HHUIMATOPOM
KJIMHUYECKOTO MCCIIC0BAHUS ¥ HECYIIlee OTBETCTBEHHOCTh 3@ €r0 OPraHM3aIfio W/Wii (prHAHCUPOBaHMUE.

1.56 cmoncop-uccienoBareab (Sponsor-investigator): JIuio, KOTOpOE CaMOCTOSTEIbHO WU
COBMECTHO C JPYyrUMH JIMIAMH WHUIUUPYET W MPOBOJUT KJIMHUYECKOE KCCICIOBAHUE W TOJ
HEMOCPEICTBEHHBIM PYKOBOJICTBOM KOTOPOTO HCCIEAYEMbId MPOAYKT JIMOO HAa3HAYaIoT, JIMOO BBIAAIOT
CYOBEKTY HCCIIEOBaHuUs, MO0 MocieaHui npuHUMaeT ero. CIIOHCOPOM-HCCIIEIOBATEIEM MOXKET OBITh
TOJBKO (pusnmueckoe nuno. OOSA3aHHOCTH CIIOHCOpa-MUCCIEI0BaTeNsl BKIIOUAIOT B ceOsi 00S3aHHOCTH Kak
CIIOHCOpA, TaK U MCCIIEOBATEIS.

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

1.58 cyobekT/cyobexT HccaenoBanus (Subject/trial subject): ®usuueckoe nuio, yyactByroiee
B KJIMHMYECKOM HCCIICOBAaHUU B COCTaBE IPYIIIbI, MOJYYaroLIel HCCIIeTyeMbIl MTPOAYKT, JIMOO B COCTaBE
KOHTPOJILHOMU TPYIIIIBI.

1.59 ymonnomouennsnie opramsl (regulatory authorities): Opranbl, oOmanaromue MnpaBoM
OCYILECTBJIATh perynupyonpe (yHkiuu. [IpuMeHHTENBHO K HACTOSAIIEMY CTaHAApTy TEPMHUH
"YIIOJITHOMOYCHHBIC OpraHbl’ BKIOYaeT B ceOsf HWHCTAHIMH, YIOJHOMOYCHHBIC pacCMaTpUBaTh
NPEJOCTaBICHHBIE UM KIIMHUYECKUE JaHHBIE, a TaKke MPoBOIUTHh MHcHekiuu (cMm. 1.11). Dtu opransl
TaK)Xe WHOT/Ia HA3bIBAIOT KOMIIETEHTHBIMHA OpTaHAMH.



1.60 yrBep:xkneHHe (MPUMEHHTEJbHO K JKCIEPTHOMY coBeTy opranm3amum) (approval (in
relation to Institutional Review Boards)): Ilpunsroe DxcneptHbiM coBeToM opranusanuu (DCO)
3aKJIFOYCHUE, TOATBEpKAaroiiee (akT MPOBEICHUS OSKCIEPTU3bl KIMHUYECKOTO HCCICIOBaHUS U
SIBJISIFOIIICECS] Pa3pEIICHUEM Ha €ro NPOBEICHUE B IaHHOH OpPraHW3alliid B COOTBETCTBHH C MHCTPYKIHSAMHU
3CO, HOPMATUBHBIMH JOKYMEHTAMH MEIUIIMHCKOW OpraHM3allid, a TakKe Ha/UIekalled KIMHHYECKOM
npaktukoi (GCP) u HopMaTHBHBIMU TPEOOBAHUSMH.

1.61 ysizBumble cyOobekTbl ucciaenoBanusi (vulnerable subjects): Jluma, Ha ube jkenaHue
y4acTBOBaTh B KIMHUYECKOM HCCICAOBAHMM MOXKET OKa3aTh YPE3MEPHOE BIMSHHE OXKHIAHUE
(oOocHOBaHHOE WM HEOOOCHOBAaHHOE) TEX WM HWHBIX IPEUMYIIECTB, CBSA3aHHBIX C Y4YacTHEM B
WCCJIC/IOBAaHUH, WJIM CAHKIIUHU BBIIICCTOSIIMX B MEPAPXUU JIMI[ B ClIydae OTKa3a OT y4acTusi. B kadectBe
npUMepa YWICHOB HEPAPXHUECKUX CTPYKTYp MOTYT OBbITh Ha3BaHbl yYallUecs BBICHIMX W CPEIHHX
MEIUIMHCKUX, (DapMalleBTUUECKHX W CTOMATOJIOTHYECKHX Y4YEOHBIX 3aBEICHMH, MIIAIIIMN MEpCOHAI
KJIMHUK U JJabopaTopwid, ciryxkamue GpapMalieBTHUECKHX KOMITAaHUH, BOCHHOCTY Kalllie U 3aKiodeHHbie. K
YSI3BUMBIM CYOBEKTaM HCCIICIOBAHUS TAaK)KE OTHOCSTCS OOJIbHBIC, CTpaJarollie HEeU3JICUYMMbIMU
3a00JIeBaHMSAMH, JIMIA, HAXOIdIIUecs B JOMax [0 YyXOJy, HUIIME M Oe3pabOTHbIC, MAlUEHTH,
HaXOJIIIMECs B HEOTIO)KHOM COCTOSIHUH, IPEICTaBUTEIN HALMOHAIBHBIX MEHBIIMHCTB, O€3I0MHEIE,
KOUCBHHMKH, O€KEHIIbI, HECOBEPIICHHOJICTHUE U JIMIA, HAXOSILIUECs MOJ ONIEKOH WM MONECYHUTEIILCTBOM,
a TaKKe JIMIA, HECIOCOOHBIE 1aTh COrIacue.

1.62 DkcmeprHblii coBer opranmm3amun; JICO (Institutional Review Board; IRB):
HesaBucumblil opras, coCTOSIIMI U3 JHI, pabOTAOIMX B 00JACTH MEAUIMHEIL, B TOM YHCIIC HAyYHOH, a
TaKke HE OTHOCALIMXCS K MEIHMIUHE CIEeHUATbHOCTEH, KOTOPBIA oOecreYnBaeT 3auluTy Ipas,
0e30MmacHOCTH U OJaronoiyuusi CyObEKTOB MCCIEIOBAHUS M MPEIOCTABISET OOLICCTBEHHYIO T'apaHTHIO
TaKOHW 3alIUTHI, B TOM YHUCIIE IIyTEM PaCCMOTPEHUs, YTBEPKICHUS/0A00pEHUS POTOKOJIA UCCIICIOBAHUS U
NONpPaBOK K HEMy, a TaKKe MaTepHaJoB W METOJOB, KOTOpBIC MPEIIOJIaraeTcs HCIONb30BaTh IS
NOJTYYEHHSI U IOKYMEHTHUPOBAHHS MHPOPMUPOBAHHOTO COTIIACHsI CyOBEKTOB UCCIIEIOBAHUS.

2 MpuammMnbl HaAJIexKameld KinHndeckoi npaktuku (GCP)

2.1 KnuHMYeCcKHEe WCCIEAOBaHUSl JOJDKHBI TPOBOAWTHCS B COOTBETCTBUU C ATHUYECKUMU
MPUHIUIIAMH, 3aJI0’)KEHHBIMU XeIbCHHKCKOM neknapanueit BMA u orpaxennsiMu B GCP 1 HOpMaTHBHBIX
TpeOOBaHUSAX,

2.2 Jlo Havama WccnenoBaHus JOKHA OBITh MPOBEIEHA OLIEHKA COOTHOIICHUS MPOTHO3HPYEMOTO
pUCKa U HEYAOOCTB C OXKMIAEMOW MONB30M ISl CyOBeKTa uccienoBanus U oOmiectBa. lccrnenoBanue
MOJKET OBITh HAYaTO U MPOJOHKEHO TOJIHKO B TOM CIIydae, €Clid OKUJaeMasi MoJb3a ONPaBbIBAET PUCK.

2.3 IlpaBa, Ge3omacHOCTh W Ojaromoiayyue CyOBEKTa HCCIEIOBaHHS HMEIOT TEPBOCTEIICHHOE
3HAaYEHHE U JOJHKHBI IIPEBATMPOBATH HAJl MHTEPECAMU HAYKH U OOIIECTBA.

2.4 Nudopmanus (IOKIMHUYECKAs W KIMHHYECKas) 00 MCCIEIyeMOM TMPOIYKTE JIOJIKHA OBITh
JIOCTATOYHOM ISl 00OCHOBAHUS MPEAOIaraeMoro KIIMHUYECKOTO UCCIICIOBAHMUS.

2.5 KnuHudeckue wWCCleNOBaHHS AODKHBI OTBEYATh HAyYHBIM TPEOOBAHUAM U OBITh YETKO H
MOIPOOHO OMHCAaHBI B IPOTOKOIIE.

2.6 KiumHuyeckoe wucCcleAOBaHUWE OJDKHO TPOBOAMTHECA B COOTBETCTBUM C IPOTOKOJIOM,
YTBEPXKICHHBIM/OJOOpPEHHBIM DKCHEepTHBIM coBeToM opranuzanuu (DCO)/He3aBUCUMBIM  ATHUECKUM
komuterom (HOK).

2.7 OTBETCTBEHHOCTh 32 OKa3bIBAEMYI0 CyOBEKTYy MEIUIIMHCKYIO NOMOIIb U MPHUHITHE PEHICHHIA
MEAMIIMHCKOTO XapaKTepa HeceT Bpay.

2.8 Bce mpuBnekaeMble K MPOBEICHHUIO MCCIEAOBAHUS JHUIA JOJDKHBI UMETh COOTBETCTBYIOIIHE
o0pa3oBaHue, MOATOTOBKY U OIBIT JIJIsl BBIIOJIHEHUS BO3JI0KEHHBIX HA HUX 3a/1a4.

2.9 Jlo6poBosibHOE HH(DOPMHUPOBAHHOE COTJIACHE JOJDKHO OBITh MOIYYEHO Y KaXKA0ro cyobekra 10
€ro BKJIFOYCHHS B HCCIIEIOBAHNUE.



2.10 Bcro nonyyeHHYI0 B KIMHMYECKOM  HCCICIOBAaHMM HH(POPMALHUIO  HEOOXOIUMO
pEeTUCTPUPOBATh, MEpeAaBaTh W XPAaHUTh TaKUM 00pa3oM, 4YTOObI OBLTM OOECTEeUeHBI TOYHOCTh U
NPaBUILHOCTH €€ MPEACTaBICHUS, HHTEPIIPETAIUH U BEpUDUKAIIH,

211 KoH(uaeHIMANIBHOCTh  3alHCel, MO3BOJSIONUX  HUIACHTHPHUIMPOBATH  CYOBEKTOB
UCCIIeIOBaHMs, JOJDKHA ObITh obOecrieueHa ¢ COONIOJICHMEM TIpaBa Ha YaCTHYIO JKU3Hb M 3allUTY
KOH(HICHIIMAJILHOCTH B COOTBETCTBUU C HOPMAaTUBHBIMH TPEOOBAHUSAMH.

2.12 TIpow3BOJICTBO M XpaHEHHE HCCIEAYeMbIX MPOAYKTOB, a TaKkKe OOpalleHHe ¢ HUMH
HEOOXOIMMO OCYIIECTBJIATh B COOTBETCTBUU C MpaBHJIAMHU HaJUIeXKalleil MPOU3BOJCTBEHHONW MPAKTUKU
(good manufacturing practice; GMP). MccaemyeMblie pOAYKThI JOJIKHBI IPUMEHSATHCS B COOTBETCTBHH C
YTBEP>KICHHBIM IIPOTOKOJIOM.

2.13 Jlna oOecnedeHusi KadecTBa KaKIOTO AaCHEKTa HCCIIECIOBAHHS JIOJDKHBI OBITh BHEIPEHBI
COOTBETCTBYIOIIME CUCTEMbI U OTIEPALIMOHHBIE ITPOLETYPHI.

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

3.1 Obs3anHOCTH

3.1.1 DkcnepTHBIN coBeT opraHu3anun/He3aBUCUMBIN ATHYECKUN KOMHUTET MPU3BAH 3allUINATh
mpaBa, 0€30MacHOCTh M OIaronoiaydyue BCeX CYOBEKTOB HCCIeAOBaHUA. VccrnemoBaHUSIM C y4acTHEM
YSI3BUMBIX CYOBEKTOB JIOJKHO OBITh YAEICHO 0C000€ BHUMAHUE.

3.1.2 5CO/H3K nomxeH Moay4uTh CIEAYIONINE TOKYMEHTHI:

- POTOKOJI UCCIIEIOBAHMSI/ TIOTIPaBKH;

- MHUCBMEHHYIO (opMy HMHPOPMUPOBAHHOTO COTJIACHS U €€ TMOCIEAyIoIINe pPeaaKIlvy,
npeJiaraeMble UCCIeI0BaTeNIeM ISl CIIONIb30BAHUS B UCCIICIOBAHNH,

- OMHCaHUE ACWCTBUIA, HANpPABICHHBIX HA MPUBICUECHUE CYOBEKTOB K yUaCTHIO B HCCIEIOBAaHUU
(HampuMep, peKJIaMHbIe OObSIBICHUS);

- MMCbMEHHBIE MaTepHalibl, KOTOPhIE OYIyT MPEIOCTABICHBI CYObEKTaM;

- OpoIropy UccIea0BaTes;

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

- nH(opMaIHIO O BITNIATaX U KOMIICHCAMSIX CyObeKTaM HCCIEI0BaAHUS;

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

- mo0ble Apyrue JOKYMEHThI, KoTopbie MOTYT moTpeboBatbest DCO/HDOK nans BhIMOTHEHHS €ro
00s13aHHOCTEH.

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

- YTBEPKIEHUS/0100peHUS,

- TpeOOBaHUS O BHECEHUU U3MEHEHUH, HEOOXOIUMBIX JJIs TOJyYEHHUs! YTBEPKACHUS/0I00peHus;

- OTPULIATENBHOTO 3aKIIIOUEHUS/HE0T00pEeHMS,

- OTMEHBI/TIPUOCTAHOBIICHUS JAHHBIX paHee YTBEPKICHUS/0100peHHUS.

3.1.3 DCO/H3K momxeH OLEHUTh COOTBETCTBHE KBATH(DHKAIUU HCCIEIOBATENS MpeaIaraeMomy
UCCICOBAaHUIO Ha OCHOBaHMM €ro HayuHod Oworpadum (curriculum vitae) w/mnm  npyroi
COOTBETCTBYIOIIEH JoKyMeHTaluH, 3anpoueHHoi JCO/HIK.

3.1.4 O3CO/HOK nomxkeH paccMaTpuBaTh KaxkJI0€ TEKyIlee HMCCIEJOBAHUE C MEPUOAUYHOCTHIO,
a/ICKBaTHOW PHUCKY JUIsI CyObEKTOB UCCIICIOBAHMSI, HO HE PEKE OJIHOTO pasa B TOJI.

3.1.5 DCO/HOK moxer moTpeboBaTh, YTOOBI CyOBEKTaM HCCIIEOBAHMS MMOMUMO HH(OPMAIIHH,
ykazanHoil B 4.8.10, ObulM MpeaOCTaBIICHBI JIOTOTHHUTEIbHBIE CBEICHUS OO0 WUCCICIOBAHHH, €CJH, IO
mHenuto DCO/HOK, sta uHPOpMaIus MO3BOJUT CYIIECTBEHHO IOBBICHTH CTETEHb 3alllUTHI IIPaB,
0e301acHOCTH W/WiK 6Jarononydus CyObeKToB.



3.1.6 Ecniu cornacue Ha y4actue CyObEeKTa B MCCIEAOBAHHH, HE CBSI3aHHOM C JICYCHUEM, JA€T €ro
3akOHHBIN mpeacraButenb (cm. 4.8.12 u 4.8.14), DCO/HOK momkeH yOemuTbes, 4TO MPEIOCTABICHHBIN
NPOTOKOJI W/WIM JIpyras JOKYMEHTaIUsi COOTBETCTBYIOT JSTHUYECKUM HOPMaM U HOPMAaTHUBHBIM
TpeOOBaHUAM JIJIsl TAKUX UCCIICIOBAHUM.

3.1.7 Ecnu mpoToOKON MHpeaycMaTpuBaeT HEBO3MOXHOCTh IOJYYEHHUS COTJIAaCHSl Ha ydacTue B
UCCIICIOBAaHUH Y CyObEeKTa WM ero 3akoHHOro mpencraButens (cm. 4.8.15) no MOMeHTa BKIIOYCHUS
cyobekrta B uccnenoBanue, DCO/HOK nomkeH yOeauTbcs, YTO MPENOCTABICHHBIA MPOTOKON H/HIU
Apyrasi JOKYMEHTalUsl COOTBETCTBYIOT ATUYECKMM HOPMaM W HOPMATHUBHBIM TPEOOBAaHHSM JJIsI TaKHX
Uccle0BaHui (Harpumep, Py HEOTIOKHBIX COCTOSHHSIX).

3.1.8 ODCO/H3K paccmaTpuBaeT pasMep M HOPSIOK BBIIUIAT CYOBEKTY MCCIEJOBaHUS, YTOOBI
yOeauTbcss B OTCYTCTBHM HEOOOCHOBAHHOW 3aMHTEPECOBAHHOCTH WJIM NPUHYKACHUS CYOBEKTOB
uccnenoBanus. Pasmep BbIIaT cyObeKTaM JOJDKEH ObITh 3apaHee ONpeeNieH M He JOJDKEH LEITHMKOM
3aBHUCETh OT TOTO, 3aBEPILMII CyObEKT UCCIIETI0BAHUE TIOTHOCTHIO MIIH HET.

3.1.9 3CO/H3K nomkeHn ybenutbcst B TOM, 4TO MH(OpMaIHs, Kacaromasics BBILIAT CyObeKTaM
UCCIICIOBaHMs, BKJIOYash METONbl, CyMMBbl M TrpaduK BBIIIIAT, OTPaK€HA B NHCbMEHHOH (opme
MHGOPMHUPOBAHHOIO COTJIacHsi M JIIO00M JApyrod NUCBbMEHHOW HMHGOpMAIMU, MPEJOCTaBIIEMON
cyobekTam. JIommkHO OBITH yKa3aHO, KakUM 00pa3oM OyzAeT orpe/esieH pa3Mep BbIMIAT.

3.2 CocraB, (hyHKIIMH U TIOPSIOK pabOTHI

3.2.1 DCO/H3K nomkeH HWMETh B CBOEM COCTaBe JAOCTATOYHOE YHCIO IHUI[, CYMMapHO
o0iagaonmx HEOoOXOAUMBIM OINBITOM M KBaJU(pHUKAIMEH A8 OLCHKM HAyYHBIX, MEIUIMHCKUX U
ATUYECKHX acleKTOB MpeagaraeMoro uccienoanus. Pekomenayercs, urodsl B DCO/HOK Bxoanmm:

a) He MCHEe ITATH YJICHOB,;

0) KaK MUHUMYM OJIMH 4JICH, YbH HHTEPECHI JIGKAT BHE CEephl HAYKH:

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

["osocoBaTh/BeIpakaTh MHEHHE IO HCCIIEAOBAHHIO MMEIOT MpaBo Tojbko Te wieHsl DCO/HOK,
KOTOpbIE HE 3aBUCAT OT MCCIENOBATeNsl M CHoHcopa naHHoro uccinenosanus. JCO/HOK nomxken Bectu
CIHMCOK CBOMX YICHOB C YKa3aHWEM MX KBaJIH(PUKAILIUH.

3.2.2 DCO/HOK pomkeH OCYIIECTBIATh JAEATENILHOCTh B COOTBETCTBHMHM C TNHCHbMEHHBIMH
npolelypaMu, JOKYMEHTHPOBATh CBOIO padoTy, BECTH NMPOTOKOJIbI 3acelaHmid, a Takxke coomonars GCP u
HOpPMAaTHBHbIE TPEOOBAHUSI.

3.2.3 OCO/HOK mnpuHMMaeT pemieHuss Ha OOBSIBICHHBIX 3aCEJaHUAX NPU HAIMYUK KBOpYyMa,
YCTQHOBJIEHHOT'O €r0 MUCHbMEHHBIMU MPOIIETyPaMH.

3.2.4 TlpaBo 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 HMPEAOCTABIATh HHPOPMALIMIO IO JIIOOBIM aclieKTaM HcCCiel0BaHus,
HO HE MOXKET y4acTBOBAaTh B IPEHUAX HWIIM B rosiocoBaHUU/BbIpaboTke MHeHHss 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 MPOLEAYPHI,
OIpEIeIISAIOLIHE:

3.3.1 Ero coctaB (pamMunuy 1 KBaIM(HUKALUIO WICHOB) U YYPEAUBILUI €r0 OpraH.

3.3.2 Ilopsmok Ha3HAYEHUS 3aCEAaHUM, OMOBELICHUS €ro YJICHOB O MPEACTOALIMX 3aCEAaHUsX, a
TaKXKe OpraHU3aLUIo 3aCeIaHuil.

3.3.3 Ilops0K MEPBUYHOIO U MOCIEAYIOIIEr0 PACCMOTPEHUS TOKYMEHTAIIUU 10 UCCIIeI0BAHUIO.

3.3.4 TleproANYHOCTH MOCIIEAYIOIIEr0 PACCMOTPEHUS TOKYMEHTALUU 110 UCCIIeI0BAHUIO.

3.3.5 [Ilopsamok, cOIIaCHO HOPMATUBHBIM TpPEOOBAHMUSAM, YCKOPEHHOI'O PAaCCMOTPEHUS H
YTBEPXKICHUsI/0J00pEHUS HE3HAUYUTENbHBIX U3MEHEHUH IS UCCIIEI0BaHUH, paHee
YTBEP>KICHHBIX/0100PEHHBIX UM XKe€.

3.3.6 HenonmyctuMocTh BKIIOUEHHUSI CyOBEKTOB B HccienoBanue 10 toro, kak DCO/HOK Beigact
MUCbMEHHOE YTBEPIKIeHHE/0100peHre Ha IPOBEACHUE UCCIIEJOBAHUS.



3.3.7 HenomycTUMOCTh OTKJIOHEHHH OT MPOTOKOJA WM €ro M3MEHEHUi 0e3 mpeaBapUTebHOrO
yTBEpKIeHUs/0m00peHust cooTBeTcTByrommx monpaBok JCO/HOK, kpome T1ex chyyaeB, Koraa
HEOOXOIMMO YCTPaHUTh HEMOCPEICTBEHHYIO yrpo3y CyObEKTaM MCCIIEJOBAaHUS WM KOTJa M3MEHEHUs
KacaroTCsl TOJBKO aJMUHHCTPATHBHBIX HJIM TEXHUYECKUX AaCIEKTOB HCCICAOBaHMs (Hampumep, 3aMeHa
MOHUTODA, U3MEHEeHUe HoMepa TenedoHna) (cum. 4.5.2).

3.3.8 O0s3aHHOCTH HCCIe0BaTeNs He3aMeUTUTeNbHO coobmmars DCO/HOK:

a) 00 OTKJIOHEHHUSX OT MPOTOKOJA WIIM U3MEHEHUSX MPOTOKOJIA, TIPOU3BEACHHBIX JIIsl YCTPaHCHUSI
HETOCPEICTBEHHOM yrpo3bl cyObekTaM uccienaoBanus (cm. 3.3.7, 4.5.2, 4.5.4);

0) 00 M3MCHEHHAX, YBEIMYUBAIOLINX PUCK IS CyOBEKTOB /WM CYHICCTBEHHO BIMSIONIMX Ha
npoBezenue uccienopanus (cMm. 4.10.2);

B) 000 BCEX HEXKEIaTeIbHBIX PEaKLHsIX, KOTOPbIC SBJISIOTCS OJHOBPEMEHHO CEphE3HBIMU W
HENpeIBHICHHBIMH,

T) O HOBBIX JIAHHBIX, KOTOPbIE MOT'YT CBUJICTEIILCTBOBATH O BO3PACTAHUHU PUCKA ISl CYOBEKTOB HIIH
HEeOJIaroNnpHusATHO MOBIUATH HAa XO UCCIICAOBAHHUS.

3.3.9 O6ssanmnoctsr JOCO/HDK  He3aMemIWTENLHO B OUCBMEHHOM  BHIE  COOOIIATH
HCCIIeI0BATEII0/OpTraHu3al iy

a) O CBOMX PEIICHHSX/3aKITIOYCHUSX, KACAIOIIUXCS HCCIICA0BAHUS,

0) O IpUYMHAX MPUHATHS PEIICHHUI/3aKII0UCHNH;

B) O MMOPSIKE 00’KAIIOBAHUS €r0 PEIICHUI/3aKITFOUYCHUH .

3.4 JloxymeHTamus

OCO/HOK pmomkeH XpaHHTh BCE JAOKYMEHTHI (HAlpHMep, CBOM IMPOLETYPHI, CIIUCKU YICHOB C
yKa3zaHMEeM pojJa JAeATeNIbHOCTH W MecTa palboTbl, MpEACTaBIECHHbIE HAa PAcCMOTPEHHE JIOKYMEHTHI,
NPOTOKOJIBI 3aCelaHUi M MEPencKy) B TEYeHHE MUHUMYM TpeX JIET TOCIIe 3aBEPUICHUS UCCIICIOBAaHHS U
NPEJOCTABIIATh MX IO 3aIpoCy YHOJHOMOYEHHBIX OopraHoB. MccnemoBaTeny, CIOHCOpP, YIOJIHOMOYEHHBIE
opransl MoryT 3anparmuBats y DCO/HOK ero npouenypsl 1 CIIUCKH YICHOB.

4 UccaenoBareib

4.1 Kpaynmukarus u 00s3aTesIbCTBA UCCIIEI0BATENS

4.1.1 VccnenoBaTenb AODKEH UMETh OOpa3oBaHHe, MPO(ECCHOHANBHYIO MOATOTOBKY U OIIBIT,
MO3BOJIAIONINE €My MPHUHATH Ha ce0s OTBETCTBEHHOCTh 3a HAAJEXKAIlee IMPOBEICHUE KIMHUYECKOTO
uccinenoBanus. Kanudukaius uccienoBaTens JOMKHA COOTBETCTBOBATh HOPMATUBHBIM TPEOOBaHUSAM U
ObITh TOATBEp)KACHA ero Hay4yHoi Oworpadumeit (curriculum vitae) w/mnm npyrumu JOKyMEHTaMH,
KOTOpBIE MOTYT OBITh 3ampoiieHsl cioHcopoM, DCO/HIOK n/unu yrnoiHOMOUEHHBIMUA OpTaHAMH.

4.1.2 WccnemoBaTenb AOJDKEH JAETalbHO 3HATh, KaK MPUMEHSITh HCCIEAYEMBIH MPOAYKT B
COOTBETCTBHUU C MPOTOKOJIOM, TeKYIIEH pelakiuei OpoLIopsl ucciaenoBaTens, HHPOpMAaIHe 0 MPOIyKTe
U IPYTUMU UCTOYHUKAMH, MPEJOCTABISIEMBIMUA CIIOHCOPOM.

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

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

4.1.5 HccnenoBaTenb JTOJDKEH BECTH CIHMCOK O0JaJalomuX HEOOXOAMMOHN KBanu(pUKalMen ull,
KOTOPBIE 10 €r0 MOPYYCHHUIO OCYIIECTBIISIIOT OMPEIEIICHHYIO AeITeIbHOCTh B paMKax UCCIIeI0BAHUS.

4.2 CoOTBETCTBYIOIINE PECYPCHI

4.2.1 ViccnenoBarenb JOJDKEH OBITH CIIOCOOCH MPOJICMOHCTPUPOBATh (HApUMEp, Ha OCHOBAaHUH
PETPOCHICKTUBHBIX JaHHBIX) BO3MOXKHOCTh HA0Opa B TEYEHHE OrFOBOPCHHOTO IMepuojia TpeOyeMoro
KOJIMYECTBA MOIXOSIINX CyOBEKTOB HCCIEI0BAHUSI.

4.2.2 WccnenoBarenb MOMKEH HMETh JTOCTATOUYHOE KOJMUYECTBO BPEMEHH, YTOOBI HAJUICKAIIUM
00pa3oM MPOBECTH U 3aBEPIINTH UCCIIECIOBAHIE B TEYCHHE OTOBOPEHHOTO MEPUO/IA.

4.2.3 HccnenoBarenb JOMHKEH pacroiiarath JAOCTATOYHBIM KOJMYECTBOM KBAIU(DUIIMPOBAHHBIX



COTPYJHHKOB M MaTepUabHBIX pecypcoB (NOMEIIeHUs, 000pYAOBaHUE) B MEPUOJ UCCICIOBAHHS, IS
TOT'0 YTOOBI POBECTH 3TO UCCIICAOBAHUE HAIISKAIIUM U 0€30IacHBIM 00pa3oM.

4.2.4 UccrnenoBaTenb OTBEYaeT 3a TO, YTOOBI BCE 3aHATHIE B KIMHUYECKOM HCCIICAOBAHUH
COTPYAHUKU OBUIM XOPOIIO 3HAKOMBI C MPOTOKOJIOM MU HCCIEIYyEeMbIM MPOAYKTOM, a TAaKXKe CO CBOUMHU
(bYHKUMAMU U 00S13aHHOCTSIMU.

4.3 Oxa3zaHue MeIUIITHCKON TTOMOIIN CYOBEKTaM HUCCIICAOBAHUS

4.3.1 SIBnsromuiicst ucciuenoBaTeIeM WM COUCCIIE0BAaTeIeM Bpau HECET OTBETCTBEHHOCTh 32 BCE
NPUHUMAEMBIE B paMKaX MCCIIeI0OBaHUS PEIICHUs METUIIMHCKOTO XapaKTepa.

432 Bo BpeMs M 1O  3aBEpUICHMHM  ydyacTHs  CyObeKTa B  HUCCIICJAOBAaHHUH
MCCIIeIOBATENh/OpraHu3alisl JTOJDKHBI OOECHEeUnUTh OKa3aHWe CYOBEKTY HEOOXOAMMON METUIIMHCKOM
MIOMOIIIM B CITy4yae JIIOOBIX CBSI3aHHBIX C MCCIEOBAHUEM HEKEIATENbHBIX SBJICHUN, BKIIOYAs KIMHUYECKU
3HAUMMble  M3MEHEHHUs  J1abopaTOpHBIX  mokaszareneld.  VccrnemoBaTenb/opranuzanust — 00si3aHBI
UHPOPMHUPOBATh CyOBEKTa O CTaBIIMX HM3BECTHBIMU MCCIIEOBATENI0 MHTEPKYPPEHTHBIX 3a00JE€BAHUSX,
TpeOYIOIMX MEAULIUHCKOW TOMOIIH.

4.3.3 HccnenoBaTennto peKOMEHAYETCSl COOOIIUTh JieUalleMy Bpady, €ClIU TaKOBOW HUMeeTcs, 00
y4acTUu CyObEKTa B MCCIIEJOBAHUU IPH YCIOBHHM, YTO CyOBEKT HE BO3pa)KaeT MPOTHB WH(POPMHUPOBAHUS
Jievalero Bpayva.

4.3.4 Xota cyObekT He 00s3aH coOO0IIaTh O MPUYMHAX, MOOYIUBIIUX €r0 JOCPOYHO MPEKPATUTH
y4yacTHe B HUCCIICOBAHUH, HCCIIEOBATENb JOJDKEH MONBITaThCS YCTAHOBUTH 3TH MPUYMHBI, TIPOSBIISS MPH
3TOM TOJIHOE YBa)KEHHUE K ITpaBaM CyObeKTa.

4.4 Konraktsl ¢ 9CO/HOK

4.4.1 Tlepen TeM Kak HayaTh HCCIICOBAaHHUE, MCCIIEIOBATENb/OpraHU3alusl JOKHBI MOIYYUTh
NUCBMEHHOE U JlaTMpoBaHHOe yTBepxkaeHue/onodbpenne ICO/HDK mportokona wucciaenoBaHus,
MUCHbMEHHOUN (pOopMBbI MH(OPMUPOBAHHOTO COTJIacHs U €€ MOCIEAYIONINX PeIaKIHid, Mep, HalpaBICHHBIX
Ha TpHUBIICYEHHE CyObEKTOB K y4acTHIO B UCCIIEIOBAaHUU (HaIpuMep, PEKIaMHBIX OOBSBIICHHI), M JIFOOBIX
JAPYTUX MUCHMEHHBIX MaTE€PHUAIOB, KOTOPBIE MIPETOJIAraeTcs MPel0CTaBUTh CyObEKTaM.

4.4.2 Bmecte C JIpyrMMU JOKYMEHTaMH HCCIIE0BaTEb/OpraHu3aus JOHKHbBI IPEJOCTaBUTh
OCO/HOK mnocneaHoo penakiuio Opouropsl  uccrnepoBatens. Ecnu  Opourtopy  ucciemoBaTens
JIOTIONHAIOT B XOJE€ HCCIeNOBaHUA, HCcienoBaresb/opranusamys o6s3anbl npenocraBute JCO/HOK
HOBYIO PEIaKIMIO OpOIIIOpBl UCCIEI0BATES.

4.4.3 B TeueHue McCCleOBAHUS HCCIIEI0BATENb/OpraHu3aus JoJKHbI npeaocTasisate JCO/HOK
BCE MOJICKAIINE PACCMOTPEHUIO JOKYMEHTHI.

4.5 CobmroeHne nmpoToKoa

45.1 HccnenoBaTenb/opraHu3anusl JOJDKHBI MPOBOAMTH MHCCIEIOBAHHE B COOTBETCTBUHM C
IIPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM H, IIPU HEOOXOJUMOCTH, C YIOJHOMOYEHHBIMHU OpraHaMH, U
YTBEP K ICHHBIM/0ZJ00pEHHBIM 3CO/H3K. B IIOATBEPIKICHUE JIOTOBOPEHHOCTHU
UCCIIeI0BATeNb/OpraHu3alusl U CHOHCOP MOANUCHIBAIOT MPOTOKOJI MIIM OTAETIBHBII 10rOBOD.

4.5.2 ccnenoBatellb HE JOJKEH OTKIOHATHCS OT MPOTOKOJIA WM BHOCUTh B HETO M3MEHEHHs 0e3
corylacusi CIoHcopa u 0e3 MpeABapUTEIbHOIO PACCMOTPEHUS U JIOKYMEHTAJIbHO O(OPMIIEHHOTO
yTBepKJIeHHs1/0n00peHus nonpaBku k npotokony DCO/HOK, kpome Tex ciyuaeB, Korjpa HeoOXOIMMO
YCTPAaHUTh HETIOCPEICTBEHHYIO YIPO3y CyObEKTaM HCCIEeI0OBAHUS WIIM KOTa U3MEHEHHS KacatoTCsl TOJIbKO
aJIMHHUCTPATUBHBIX WJIM TEXHUYECKHX acCIEeKTOB HCCIEeIOBaHUS (HampuMmep, 3aMeHa MOHHTOpA,
U3MEHEHHE HoMepa TeneoHa).

4.5.3 MHccnenoBatesnb WIM HA3HAYEHHOE MM JIMIO JIOJDKHO OOBSACHATH M JAOKYMEHTAJIBHO
o(opMIIATH TH0OBIE OTKIOHEHHUS OT YTBEPKICHHOTO IPOTOKOJIA.

4.5.4 VccnenoBaTenb MOXET OTKJIOHSTHCA OT MPOTOKOJA WM BHOCUTH B HETO M3MEHEHMS IS
YCTpaHEHHUS  HEMOCPEJICTBEHHOM  yrpo3bl  cyObeKkTam  HccieqoBaHusi 0e3  IpeaBapUTEIbHOTro
yrBepxkaeHus/ogooperns DCO/HOK. B kpatuaiiiiue Cpoku onucaHHe OTKIOHEHUMH WJIM W3MEHEHUH ¢
yKa3zaHUEeM HX MPUYUH U, MPU HEOOXOAMMOCTH, IpejjiaraeMble MOMPAaBKU K MPOTOKOJY JOJKHBI OBITH
HalpaBJICHBI:



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

0) CIIOHCOPY /ISl COTJIAaCOBAHUSI C HUM;

B) YIOJIHOMOUYCHHBIM OpraHaM, eCJii He00XO0IUMO.

4.6 VccnemyeMble IPOAYKTHI

4.6.1 OTBETCTBEHHOCTh 3a YyYeT HCCIEAYEMBbIX MPOAYKTOB B HCCIEIOBATEIbCKOM IIEHTpE
BO3JI0KEHA Ha UCCIIEA0BATENS1/OpraHn3aIuIo.

4.6.2 Eciu 3710 paspenieHo/TpedyeTcs, HCCIIen0BaTeNh/OpraHu3auss MOTYT/OJKHBI TepeaaTh
HEKOTOpBIE MJIM BCE OOS3aHHOCTH MCCIIEIOBATEINSA/OpraHU3allMy 10 yUYeTy MCCIIENYEeMBIX MPOAYKTOB B
UCCIICIOBATEIbCKOM ~ IIGHTpPE  aNTeYHOMY pPAaOOTHUKY HWJIM HMHOMY JIMILy, [OJKOHTPOJIHHOMY
HCCIIeI0BATEII0/OpraHu3aIiH.

4.6.3 HccnenoBarenb/opraHu3alnus HW/WIM anTeyHbId paOOTHUK WIM HMHOE YIOJIHOMOYEHHOE
ucclieoBaTeIeM/OpraHni3aell Mo JODKHBI BECTH YYeT HMOCTaBOK MPOAYKTOB B HMCCIIEOBATEILCKUN
HEHTP, UX (PaKTHYECKOrO KOJIMYECTBA B LIEHTPE, UCIOIB30BAHUS KaXIbIM CYOBEKTOM, a TaKKe BO3BpaTa
CIIOHCOPY JINOO HMHOTO PACHOPSHKCHUS HEUCIOJIb30BAHHBIMU TMPOJYKTAaMH. 3alKUCH IO YYETY JOJIKHBI
BKJIFOYaTh B ceOs JaThl, KOJUYECTBO, HOMEpA MapTHii/Cepuii, CPOKM TOAHOCTH (rIe MPUMEHHUMO) U
YHUKAaJIbHBIE KOJIBI UCCIIEYEMBbIX MPOAYKTOB U CyOBEKTOB HccienoBanHus. McciaenoBarenpb J0KEH BECTU
3allUCH, TOATBEPXKIAIOIIME, YTO CYOBEKTbl TONydaldd HCCIelyeMble TMPOIYKTHl B  J103aX,
NPEIYCMOTPEHHBIX MPOTOKOJIOM, B KOJHMUYECTBAX, COTIACYIOIUXCS ¢ OOIIMM KOJMYECTBOM HCCIIEIyEeMbIX
MIPOIYKTOB, MOJYYEHHBIM OT CIIOHCOpA.

4.6.4 Vccnemyemble IPOIYKTHI CICTYET XPaHUTh B COOTBETCTBHH C HHCTPYKIHUSIMH CIIOHCOpa (CM.
5.13.2 1 5.14.3) ¥ HOpMAaTUBHBIMU TPEOOBAHUSIMH.

4.6.5 VccnenoBatenb TOMKEH 00ECHEUUTh, YTOOBI UCCIIEAyEeMbIe MPOAYKTHI ObUIM MCIOIB30BaHBI
TOJIKO B COOTBETCTBHHU C YTBEPKJACHHBIM IPOTOKOJIOM.

4.6.6 HccrenoBarenb WIM YIOJTHOMOUYEHHOE HCCIEOBATENIEM/OpraHu3aluel JHMIo JOJDKHO
OOBSICHUTH KaXJOMYy CyOBEKTy NpaBWJia MPUMEHEHUs HCCIIEAYEMBIX NMPOIYKTOB M Yepe3 IpuemiieMble
UHTEpBaJbl BpeMeHU (B 3aBUCHMOCTH OT HCCIICAOBAHMS) MPOBEPATH COONIOACHHE STHX HWHCTPYKIUH
KaX/IbIM CyOBEKTOM.

4.7 PannoMu3anus 1 pacKpbITHE KoJa

HccnenoBatenb  JODKEH  COONMIOAATH  MPEIYCMOTPEHHYIO B HCCIEAOBAaHMM  METOJIUKY
pPaHIOMHU3ALMK, €CJIM TaKOBas HMMEETCs, M OOECIeYUTh PACKPBITHE KOAA TOJNBKO B COOTBETCTBUU C
npotokosioM. Ecnu  uccrnemoBaHue  NMPOBOAMTCS  CIENBIM — METOAOM, HCCIENOBaTelNb  JIOJIKEH
HE3aME/UIUTENbHO JOKYMEHTAIBHO O(GOpPMHUTH U OOBSICHUTH CIIOHCOPY JII00O€ MpexIeBPEeMEHHOE
pacKphITHE KO/a UCCIEeIYEMbIX MPOAYKTOB (Hampumep, CIy4ailHOe PacKphITHE KOJa, PacKpbITHE KoJaa B
CBSI3H C CEPbE3HBIM HEXKEIIATEIbHBIM SIBIICHHEM).

4.8 MuopMupoBaHHOE coriacue CyObeKTOB MCCIEOBAHUS

48.1 Ilpu mNOXy4eHUHM U JOKYMEHTAIbHOM OGOpPMIIEHUH HH(POPMHPOBAHHOIO COTJIACHS
uccieioBaTeb JODKEH coOmoaTh HOpMaTUBHBbIE TpeOoBanus, npuaepxuBatbesi GCP u sTmueckux
NPUHIUIIOB, 3aJI0KEHHBIX B XeJIbCUHKCKON nekiaapanuu BMA. Jlo Hauana uccieqoBaHus UCCIIEA0BATENb
JOJDKEH  TOJNy4YUTh  NUChbMEHHOoe  yTBepkaeHue/onoOpenne DOCO/HOK  nuceMeHHON — QopMel
MHPOPMHPOBAHHOIO COIJacus M JIIOOBIX JAPYIMX IHCHbMEHHBIX MAaTepHalioB, MPEIOCTaBISIEMbIX
CyOBeKTaM.

4.8.2 IlucbmenHass Qopma HHPOPMHUPOBAHHOI'O COIJIACHS M JIOObIE Jpyrue NHUChbMEHHbIE
MaTepHalbl, MpelocTaBiIseMble CyObeKTaM, CIeqyeT JONOIHATH/UCIPABIATh M0 Mepe MOSABICHUS HOBOM
BOXHON HH(OpPMALMU, KOTOpas MOXET OKa3aThCsl CYLIECTBEHHOW Juisi cornacusi cyObekra. JlroOas
JIOTIOJTHEHHAS/UCIIPABICHHAss IMUCbMEHHAas (opMa HHGOPMHUPOBAHHOIO COIJIACHsl M JIIOObIE Jpyrue
JIONIOJTHEHHbIS/UCIIPABIICHHbIE MMHCbMEHHbIE MaTepuallbl, MPEeJOCTaBiIsgeMble CyOBEKTaM, IOJKHBI ObITH
yTBepxkaeHb/0n00pens DCO/HIK no ux ucnonb3oBanus B uccienoBaHuu. CyObeKT WU €ro 3aKOHHBII
NPEJCTaBUTEINb JIOJKEH ObITh CBOEBPEMEHHO O3HAKOMJICH ¢ HOBOM MH(popMaruei, cnocoOHOH MOBIHUATH
Ha )KeJaHue CyObeKTa MpoAoIDKaTh yyacTue B uccieqoBaHuu. dakt nepegauun 3Toil MHGoOpMaIum 10KeH
OBbITh JOKYMEHTAJILHO 0()OPMIIEH.



4.8.3 Hu wuccnenosarenb, HU APYrHe 3aHATHIE B HCCICAOBAHUH JIMIA HE JIOJDKHBI MPHUHYXIATh
CyObeKTa MM HCIHOJb30BATh HMHBIE HEKOPPEKTHBIE METOJbI BO3JEHCTBHUA C IENIbIO CKIOHHTH €ro K
YYacTHIO JTMOO MPOJOKEHUIO YIACTHUS B UCCIICIOBAHUH.

484 Hu ycrHas, HU TNHUCbMEHHAas WHPOpPMALUS, KaCAIOMIAsCs MCCIEIOBAaHUS, BKIOYAs
NUCHMEHHYIO (OpMYy MH(POPMUPOBAHHOI'O COIJIACHS, HE JOJDKHA COAEPKaTh (POPMYIMPOBOK, HPSIMO HIIH
KOCBEHHO CKJIOHSIOIIMX CYyOBEKTa MM €ro 3aKOHHOTO NPEICTaBHTENS OTKA3aThCs OT 3aKOHHBIX IPaB, a
Takxke (HOPMYIUPOBOK, IPSIMO MM KOCBEHHO OCBOOOMKAAOLINX HCCIEI0BATENs, OPraHU3AIUI0, CIIOHCOpa
WIN UX IPEJCTaBUTENICH OT OTBETCTBEHHOCTH 32 XaJlaTHOCTb.

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
NPEeJCTaBUTENsI 000 BCEX 3HAUMMBIX aCMEKTaX HMCCIEAOBAaHMS, B TOM YHCJIE O3HAKOMHUTH C MHUCbMEHHOU
uH(popManuei 00 UCCIeJOBaHUN U 0JI00peHIEM/TION0KUTENbHBIM 3akmrouenneM DCO/HIK.

4.8.6 YcrHas M nuchbMeHHas uH(popMalMs 00 HMCCICIOBAHMH, BKIOYas MHUCBMEHHYIO (popmy
MH(POPMHUPOBAHHOTO COTJIACHS, JJOJDKHA COJEP’KaTh KaK MOXHO MEHBIIE CHEUUATbHBIX TEPMUHOB U OBITh
NOHATHA CYOBEKTy WJIM, B COOTBETCTBYIOIIMX CIIydasiX, €ro 3aKOHHOMY HpEICTABUTEIIO U
HE3aUHTEPECOBAaHHOMY CBUJIETEIIIO.

4.8.7 Ilepen momyuyeHMeM HH(MOPMHUPOBAHHOTO COTJIAcHs HCCIENOBATENb WJIM HAa3HAYEHHOE UM
JMIO JOJDKHO MPEJOCTaBUTh CYOBEKTY WIIM €ro 3aKOHHOMY IPEICTABUTENIO JIOCTATOYHOE KOJIMYECTBO
BPEMEHHU U BO3MOXKHOCTb JJISl OJyUYeHHst O6oee o ipoObHoil nHpopmManuu 06 UCCIeI0BaHUM U TPUHATHS
pemieHust 00 y4acTHH B HEM HJIM OTKa3e OT Takoro y4acTusi. CyObeKT WM €ro 3aKOHHBIN Mpe/ICTaBUTENb
JOJDKEH TOJIyYUTh MCUEPIIBIBAIOIINE OTBETHI HA BCE BOMPOCHI 00 MCCIIEOBAaHHH.

4.8.8 Jlo Hauana ydacTHsi B MCCJEIOBAHUU CYOBEKT MM €ro 3aKOHHBIA MpPEICTaBUTEINb, a TaKXKe
JIMIIO0, TPOBOJMBIIEE Pa3bsICHUTENbHYIO Oecedy, JODKHBI MOANUCATh U COOCTBEHHOPYYHO AAaTUPOBATH
MUCbMEHHYI0 (pOopMy HH(DOPMUPOBAHHOTO COTIACHS.

4.8.9 Ecnu cyObeKT WM ero 3aKOHHBIM Mpe/CTaBUTENb HE CIOCOOEH YuTaTh, TO B TEUEHUE BCEH
pa3bICHUTENLHOW Oecelbl JOKEH MPUCYTCTBOBATh HE3aMHTEPECOBAHHBIM cBUAeTenb. [locime Toro kak
CyObEKTy WIM €ro 3aKOHHOMY IIPEACTaBUTENI0 MPOYUTAIM U PA3bACHWINM INHUCBMEHHYIO (QopMy
MH(POPMHUPOBAHHOTO COTJIACHUs U JIpyTHe MpeJocTaBisieMble CyOBbEKTY MUCbMEHHBIE MaTepUallbl U MOCIe
TOT0 KaK CyOBEKT WJIM €ro 3aKOHHBIM NpeAcTaBUTENb Jajl YCTHOE COrjlacMe Ha ydyacTue CyObeKTa B
UCCIICIOBAaHUM M, €CJIM CHOCOOEH, IMOAMUCATl M COOCTBEHHOPYYHO JAaTUPOBAN IMUCBMEHHYIO (GOopMy
MH(POPMHUPOBAHHOTO COIJIACUs, CBUJAETENb JOJDKEH €€ IMOAMUCaThb M COOCTBEHHOPYYHO JaTHPOBATh.
[TonnuceiBas ¢opMy cormnacusi, CBHAETENb HMOATBEP)KAACT, YTO MHGOpMalus, coiepxaiasics B Gopme
COIJIacHsl ¥ BCeX JAPYTUX MUCbMEHHBIX MaTepuanax, Oblla TOYHO pa3bsiCHEHA U MOHATA CyObEKTOM WU €ro
3aKOHHBIM TIPEICTAaBUTENEM W YTO COIJIACHE HA yYacTHE B HCCIEIOBAaHMM JaHO CyOBEKTOM WM €ro
3aKOHHBIM NPEACTAaBUTEIEM JI0OPOBOJIBHO.

4.8.10 Kak B xoJlie pa3bsiCHUTEIbHON Oecenbl, TaKk U B MUCbMEHHOU (hopMe HHPOPMHUPOBAHHOTO
corjlacusi, a TaKKe JIOObIX OPYTruX MHCbMEHHBIX MaTepuanax, MpPeJoCTaBIsEeMbIX CyObeKTaM, JOJIKHO
OBITh Pa3bSICHEHO CIIEAYIOIICE:

a) MccnenoBanne HOCHT 3KCIIEPUMEHTAIBHBIA XapakTep.

0) Llenp nccaemoBaHus.

B) BapuanTel neueHus B mpouecce MCCIeOBaHUS M BEPOSTHOCTH CIy4alHOTO pacrlpenesicHus B
OJIHY U3 TPYIIII JICYECHHUSI.

r) [Ipouenypsl MccineaoBaHus, BKIIIOYAsk BCE MHBa3UBHBIC TIPOLIETYPHI.

1) O0s13aHHOCTH CYOBEKTA.

e) Te acriekThl Hcclie10BaHusl, KOTOPBIE HOCST SKCIIEPUMEHTAIBHBIN XapakTep.

k) OkugaeMblii PUCK WK HEYHOOCTBa U CyObEKTa, a TAKXKE, B COOTBETCTBYIOIIMX CIydasix, JUis
SMOpPHOHA, IJI0Aa WK TPYJHOTO peOeHKa.

3) OskupmaeMble BBITOJA W/WIM TOJIb3a. ECIM MONB3bl C MEIMUIMHCKON TOYKM 3pEHHs He
IpEoNaraeTcs, To CyObeKT J10JIKEeH ObITh TOCTaBIEH 00 3TOM B U3BECTHOCTD.

u) VHple, TOMUMO MpPEeIyCMOTPEHHBIX B HCCICIOBAaHHMM, NPOLEAYPHl HIM METOABI JICUCHUS,



KOTOpPBIE MOTYT OBITh JOCTYIHBI CyOBEKTY, a TAK)KE UX 3HAUMMbIE MOTEHIIMAIbHBIC BHIT0JIa M/HITU 10JIb34,
a TaK)Ke PUCK.

k) KommeHcanust w/mnm JliedueHue, JOCTYIHBIE CYOBEKTY B Clydae NPUYHHEHHS BpEla €ro
3JI0POBBIO B Pe3yJIbTATE YUACTHUS B UCCIICIOBAHUH.

n) Ilnanupyemble BBIILIATBI CYOBEKTY 3a €ro ydacTHE B HCCICIOBAaHHH, €CIH TaKOBBIC
IPEyCMOTPEHBI.

M) [Inanupyembie pacxojpl CyObeKTa, €CIM TaKOBBIC OXKHUIAIOTCS, CBSI3aHHBIC C €r0 y4acTHEM B
UCCIICIOBAHHH.

H) Yyactue CyObeKTa B HCCICAOBAaHUU SBISETCS JHOOPOBOJBHBIM, U OH MOXXET OTKa3aTbCS OT
y4acTHs WIM BBIUTH U3 HUCCIICAOBAHUS B 000 MOMEHT 0€3 Kakux-1100 CaHKIMHA i ceOs MU MoTepH
MIOJIOKEHHBIX BBITO/.

0) Monwutopsl, aymutopel, DCO/HOK u ymomHoMOYeHHbIE OpraHbl B TOH Mepe, B KaKOH 3TO
JIOIyCKAeTCsl 3aKOHOIATENILCTBOM, OYAyT UMETh MPSIMOM IOCTYI K OPUTHHAIBHBIM MEIUIIMHCKUM 3aIHCIM
cyObeKTa /JIsl MPOBEPKU NPOLEIyp M/MIU JAaHHBIX KIMHUYECKOTO MCCIEIOBAHUS, HE HAapylIas MPU 3TOM
KOH(HICHIIMATBLHOCTH JTaHHBIX CYOBEKTa, U YTO CYOBEKT MIIM €r0 3aKOHHBIN MPEeCTaBUTEIb, TIOIHUCHIBAS
MUCbMEHHYI0 (popMy UH()OPMUPOBAHHOTO COIJAcus, AAET pa3pelieHue Ha TaKOW JOCTYII.

n) 3anucH, uaeHTUUIUpPYIOIUe cyObekTa, OyAyT COXpaHEHBI B TallHE U MOTYT OBITh PACKPBITHI
TOJIBKO B TOH Mepe, B KakKOW 3TO JOITyCKAaeTCs 3aKOHOAATeNbCTBOM. [Ipu myOnmkaunuu pesyibTaToB
UCCIIeIOBaHMsI KOH(UICHIINAILHOCTh IaHHBIX CyObeKTa Oy/1eT COXpaHeHa.

p) CyObekT WM ero 3aKOHHBIH MpEACTaBHTENb OyIeT CBOCBPEMEHHO O3HAKOMIJIEH C HOBOM
uHpopManmen, criocoOHOM MOBIUATH Ha )KeJaHHE CyObeKTa MPOJ0KATh Y4acTUE B UCCIIEJOBAHUH.

c) Jluma, K KOTOPHIM MOXHO OOpaTuThcs Uil MOJyYSHHS JOTIONHUTENbHOW WH(opMamu 00
UCCIIC/IOBAaHUM M TpaBax CyOBEKTOB HCCIIEAOBAHMS, a TaKKe B CilIydyae NMPUUYMHEHHS BpeAa 370POBBIO
CyObeKTa B pe3yJIbTaTe €ro y4acTUs B UCCIIEOBAaHUH.

T) Bo3MOKHBIE 00CTOSITENECTBA W/WIIA IPUYHHBI, IO KOTOPBIM Y4acTHE CyObeKTa B UCCICOBAaHUH
MOeT OBITh MPEKPAIEHO.

y) Ilpennonaraemast JUIMTEIBHOCT YYaCTHsI CYOBEKTa B HCCIICIOBAHUU,

¢) IlpubOnu3uTenpHOE KOMUYECTBO CYOBEKTOB, KOTOpOE TPEIIONaraeTcs BKIIOYHTH B
UCCIIeIOBaHHE.

4.8.11 Tlepen BKJIIOUEHHEM B HUCCIIEOBAHUE CYOBEKT MJIM €r0 3aKOHHBIN MpeACTaBUTENb JTOJIKEH
MOJIYYUTh MOAMUCAHHBIA U TaTUPOBAHHBINA SK3EMIUIAP MUCbMEHHON (GOpPMbI HH(HOPMUPOBAHHOTO COTTIACHS
U BCE JpYrHe IMpeaocTaBisieMble CyObeKTaM MUCbMEHHBIE MaTepuaibl. Bo Bpemsi yuyactus cyObekTa B
UCCIIEIOBAaHUM CYyOBEKT MJIM €ro 3aKOHHBIM MpeACTaBUTENb JOJDKEH IONy4aTh IOANKUCAHHBIE H
JATUPOBAaHHBIE SK3EMIUIIPhl BCEX MOCIEAYIONMX penakiuil (GopmMbl HHPOPMUPOBAHHOTO COTJIACHA H
KOIMHU BCEX IMONPABOK K JPYTrUM MUCbMEHHBIM MaTepuaiaM, Ipe0CTaBIsIEMbIM CYObEKTaM.

4.8.12 Ecnu B KIMHHYECKOM HCCIICIOBAaHUU (CBSI3aHHOM JHMOO HE CBS3aHHOM C JICYCHHEM)
YUYacCTBYIOT CyOBEKTBI, KOTOPbIE MOTYT OBITh BKJIFOUEHBI B UCCIIEIOBAHNE TOJBKO HA OCHOBAaHUU COIJIACHUs
UX 3aKOHHBIX IMpeJCTaBUTENeH (HampuMep, HECOBEPUICHHOJETHHE, IAlMEeHThl C BBIPAXKCHHBIM
cnaboymueM), TO CyOBEKT NOJDKEH OBITh MPOMH(OPMHPOBAH 00 HCCIEIOBAHUH B COOTBETCTBUHU C €TI0
CIIOCOOHOCTBIO MOHATHh 3Ty WHGOPMAIMIO, U, €CIU CYOBEKT B COCTOSIHUM, OH JOJDKEH IOJANUCATh U
COOCTBEHHOPYYHO JAAaTUPOBATh MUCHbMEHHYIO (pOopMy HH(POPMUPOBAHHOIO COTJIACHS.

4.8.13 Kpome cnyvaeB, onucansbix B 4.8.14, B uccienoBaHue, He CBsI3aHHOE C JiedyeHUEM (T.e.
UCCIIE/IOBaHKUE, B KOTOPOM HE MPENIoaraeTcsi HeoCpeICTBEHHOM ¢ MEAUIIMHCKON TOUKU 3pEHUSI TTOJIb3bI
Ui CyOBEKTa), MOTYT OBITh BKIIIOYEHBI TOJBKO CYOBEKTHI, KOTOpbIE JHYHO JAIOT CBOE COIJIaCHe W
COOCTBEHHOPYYHO MOJMMCHIBAIOT U AATUPYIOT MUCbMEHHYIO (OpMY HH()OPMUPOBAHHOI'O COTJIACHS.

4.8.14 B uccnenoBaHus, HE CBA3aHHBIE C JICUEHHEM, CYOBEKTHI MOTYT OBITh BKIIIOUEHBI C COIJIACHS
UX 3aKOHHBIX MIPEJICTABUTENEH MPU COOIOACHUH CIIEAYIOINX YCIOBHIMA:

a) Llenmn nccrnenoBaHus HE MOTYT OBITh JIOCTHTHYTHI IOCPEICTBOM HCCIIEAOBAHUS C Y4acTHEM
CyOBEKTOB, KOTOpPbIE MOT'YT J1aTh CBOE COIJIacue JINYHO.

0) OxuaeMblii pUCK JUIsl CyOBEKTOB HE3HAUNTEIICH.



B) OTpunarensHOe BO3CHCTBHIE HA 3J0POBbE CYOBEKTa CBEICHO K MUHUMYMY H HE3HAYHUTEIIHHO.

r) MccnenoBanue He 3alpeIIeHO 3aKOHOAATEITLCTBOM.

n) Jnga  BIOYEHUS  TakMX ~ CyOBEKTOB  JIOJDKHO  OBITh  3alpOIICHO  CHEHABHOE
yrBepxkaeHue/oqooperne DCO/HIK, yunTeiBaromiee STOT aclekT.

[TonoOHbIe MccnenoBaHus (32 UCKIIOYEHUEM OOOCHOBAaHHBIX CIIy4YacB) JOJDKHBI MPOBOJIUTHCS C
yJacTHEM MAIMEeHTOB, MMEIOUIMX 3a00JeBaHUe, JUI JICYEHUS] KOTOPOTo NpeAHa3HAYeH MCCIeTyeMbIi
npoaykT. CyObeKTbl B TaKuUX HCCIEIOBAHUAX JOJDKHBI HAXOAWUTHCS TOJA OCO00 TIIATEIbHBIM
HaOJII0IEHNEeM, W HMX YYacTHE JOJDKHO OBbITh HPEKpallleHO, €CIM €CTh OCHOBaHMs Iojararb, 4TO OHHU
UCTIBITHIBAIOT YPE3MEPHBINA AUCKOMQOPT.

4.8.15 Ilpu HEOTJIOKHBIX COCTOSHHSX, KOTJAAa 1O BKIIOYEHHS B HCCJIEIOBAHHUE HEBO3MOXKHO
MOJYYUTh COTJIaCHE CaMOro CyOBEKTa, OHO JIOJDKHO OBITh 3aIlPOIIEHO Y €ro 3aKOHHOI'O IMPeJCTaBHUTEI,
€Clli TaKOBOW MPHUCYTCTByeT. Ecnm mpeaBapuTeslbHOE COIJIaCHEe CaMoro CyObeKTa HEBO3MOXKHO U
OTCYTCTBYET €r0 3aKOHHBIN MPEICTaBUTENb, TO JUISl BKIIOUEHHUSI CYOBEKTa B MCCIIEJOBAHUE JOJKHBI OBITh
PEIIPUHATHI IPEeIyCMOTPEHHBIE IPOTOKOJIOM u/unu JIpyTUMH JIOKyMEHTaMHU u
yTBepkaeHHbIe/0og00penasie  DCO/HOK Mepsl, HampaBiieHHbIE Ha 3alluTy MpaB, O€30MacHOCTH H
Onmaromonyunsi CyObeKTa, a TaKke OOECIeYMBAIONMe COOTBETCTBHE HOPMATUBHBIM TPEOOBAHMSM.
CyOBeKT M ero 3aKOHHbIH MPeJICTABUTENb JJOJDKEH ObITh B KpaTyailie CPOKU MOCTABIIEH B U3BECTHOCTh
00 WCcleloBaHMU, M Yy HEro JOJDKHO OBITh 3alpoIIeHO CcOorjlacieé Ha MPOJODKEHHE YYacTUs B
UCCJICIOBAaHHH, a TAKXKE JIPyroe corjacue, Kak 3To mojoxeno (cum. 4.8.10).

4.9 3anucu ¥ OTYeTHI

4.9.1 MHccnenoBarenb JODKEH oOecneuynBaTh MPAaBUIBHOCTh, MOJHOTY, pa30OpuMBOCTh U
CBOEBPEMEHHOCTb IPEIOCTABICHUsI CIIOHCOPY JAaHHBIX, cojepxamiuxcs B MIPK u Bo Bcex TpeOyeMbix
oTYeTax.

4.9.2 Jlanubie B PK 10MKHBI COOTBETCTBOBATh MEPBUYHONM JTOKYMEHTAIMH, M3 KOTOPOW OHH
NIEpEeHECEHbl; UMEIOLIHECs PACX0XKICHHS TOJDKHBI OBITh OOBSCHEHBI.

4.9.3 JlroOble m3MeHnenus: wiu uctpasienuss B MPK momxHBl OBITH MOANUCAHBI, JAaTUPOBAHBI,
00bsicCHEeHBI (IIpH HEOOXOAMMOCTH) M HE JIOJDKHBI CKPHIBATh NEPBOHAYAIBHYIO 3aIHCH (T.€. JOJKEH OBITH
COXpaHEH ''HOKYMEHTaIbHBIA Ciex’); 9TO OTHOCHTCS KaK K MNHCbMEHHBIM, TaK ¥ K O3JEKTPOHHBIM
U3MEHEHUSIM WK ucripaBieHusM (cM. 5.18.4, 0)). CrioHCcOop JODKEeH MPea0CTaBUTh UCCIISIOBATENSIM W/ U
UX YHOJHOMOYEHHBIM MPEICTABUTEISIM HHCTPYKIMIO O TMOpAaKe O(OpMIEHHS TakuUX HCIpaBICHUI.
CnoHCOp JOJKEH HUMETh IHMChbMEHHbIE MPOLEAYpPbl, NpeAyCMaTPUBAIOIIUE, YTO W3MEHEHHUS WU
ucnpasienuss B VPK, BHocumble €ro yrnoJlHOMOYEHHBIMH MpPEACTABUTENSAMH, JOKYMEHTAJIBHO
oopMIIsIIOTCS, SABISIOTCS HEOOXOTUMBIMHU M OJOOpSAIOTCS HcciaenoBareneM. lccnenoBarenb TOMKEH
XPaHUTh 3aMUCH 00 ITUX U3MEHEHUSIX U UCIIPABIICHUSAX.

4.9.4 VccnenoBarenb/opraHu3alys JODKHBI BECTH JOKYMEHTAILMIO IO HCCIEIOBAHUIO COTJIACHO
paszeny 8 HacTOsIEro cTaHAapTa U HOPMATUBHBIM TpeOoBaHUAM. VccrienoBaTenb/oprann3anus 1OMKHBI
OpPUHUMATh MEphl, MPEJOTBpAlAONINE CIy4YaHOe WIM MPEXAEBPEMEHHOE YHHUTOXXEHHE 3THUX
JIOKYMEHTOB.

4.9.5 OcHOBHBIE JOKYMEHTHI JOJDKHBI XPAaHUTbCA HE MEHEe JBYX JIET IIOCIE YTBEp)KICHMSA
nocjaeHel 3asBKM Ha perucrpanuio mnpemnapara B Poccun wim crpane - yyactauue ICH u o tex mop,
[OKa HU OJIHA M3 3asBOK HE OyJeT HaXOAUTHhCS HAa PACCMOTPEHHUH M HE OyAeT IUIAHUPOBATHCS HOBBIX
3afBOK, WJIM HE MEHee JABYX JIeT Mocje O(QHUIMAIbHOIO MPEKpalleHusl KIMHUYECKOH pa3paboTKu
HCCIIEIyeMOr0 IPOIyKTa. DTU JOKYMEHTHI JOJDKHBI XpaHUThCs Oosiee ATUTEIbHBIA CPOK B Cllydyae, eciu
3TO MPEAYCMOTPEHO HOPMATUBHBIMHM TPEOOBAHUSAMH HJIM JIOTOBOPOM CO CIIOHCOPOM. OTBETCTBEHHOCThIO
CIIOHCOpa sIBIIsIeTCST MH(OPMUPOBAHHE MCCIEOBATENsA/OpraHu3alud 00 HCTEYEHUH CpOKa XpaHEHHs
nokymeHrtanuu (cMm. 5.5.12).

4.9.6 duHaHCOBBIE aCHEKTHl HCCIEIOBAHUSA JOJDKHBI OBITh OTPAXXEHbI B JIOTOBOPE MEXIY
CIIOHCOPOM U MCCJIEI0BAaTEIeM/OpraHu3aluei.

49.7 Ilo 3ampocy MonHMTOpa, aymutopa, OCO/HOK wunmm ynoirHOMOYEeHHOro opraHa
UCClIeI0BaTeNb/OpraHu3alusl T0JDKHBI 00€CTIeUnTh NPSIMOM JOCTYN KO BCEM 3alUCsAM, OTHOCSAIIMMCS K



UCCIIEI0OBAHHUIO.

4,10 OtueTsl 0 XOJ€ UCCIIEOBAHNS

4.10.1 Uccnenosarens pomker npeacraisath JCO/HOK kpaTkue mucCbMEHHBIE OTYETHI O XO[e
MCCIIEIOBaHMSI €KET0IHO MM Yarle, eciu 3Toro Tpedyer DCO/HOK.

4.10.2 UccnenoBarenb AOJDKEH HE3aMEUIUTENILHO MTPEJOCTABIATh IMCbMEHHbBIE OTYETHI CIIOHCODPY,
O3CO/HOK (cm. 3.3.8) W, B COOTBETCTBYIOUIMX CIIydYasX, OpPraHU3allMd O JIOOBIX H3MEHEHHSX,
CYIIECTBEHHO BJIMSAIONIMX Ha MPOBEJCHUE HCCIICIOBAHUS U/WIN YBEIMUUBAIOIIUX PUCK Ul CyOBEKTOB.

4.11 OT4eTHOCTH 1O 6E30MACHOCTH

4111 OG6Go Bcex cepbe3HbIX HexenarenbHbIX sBiacHHIX (CHS) HEoOXoauMO HEMEIICHHO
cooOmare croHcopy, 3a uckimoueHueM tex CHSl, koTopble B NMpPOTOKOJE WM B JPYroM JOKYMEHTE
(Hanpumep, B OpOIIIOpPE HCCIENOBATENs) ONPEACICHbl KaK He TPeOYIoIIMe HEMEIUIGHHOTO COOOIICHUS.
[Tocne mnepBUYHOTO HEMEMJICHHOTO COOOIEHHs HEoO0XOAMMO B KpaT4yalllhe CPOKU IPEICTABUTH
NOJIpOOHBIM MUChMEHHBIH OT4eT. [lepBUUHBI M MOCTENYIOIUE OTYETHl JOJDKHBI HMISHTU()UIUPOBATH
CyOBEKTOB HCCIICZIOBAaHHS IO TPUCBOCHHBIM MM YHHKAJIBHBIM KOJaM, a HE IO MMEHaM CyOBEKTOB,
NEPCOHATBHBIM HACHTU(UKAIIMOHHBIM HOMEpaM W/WiM ajapecaM. lcciemoBaTenb JODKEH TaKkKe
coOmoaTh ~ HOpMAaTHBHbIE  TpPeOOBAaHHWS,  PErIAMEHTUPYIOIIME  MPEAOCTABICHHE  OTYETOB O
HETPE/IBUJICHHBIX CEPbE3HBIX HEXENATeNbHBIX PEakIMsIX YyIoJTHOMOueHHbIM opranam u DCO/HOK.

4.11.2 O00 Bcex HeXKeNaTeNbHBIX SBICHUAX W/UIM OTKIOHEHMSX J1a0OpaTOPHBIX IMOKa3aresnel OT
HOPMBI, ONPEIETICHHBIX IMPOTOKOJIOM KaK KpPUTHUECKHE Uil OLEHKH Oe30MacHOCTH, HEo0X0IUMO
co00IIaTh CIIOHCOPY B COOTBETCTBHM C TPEOOBAHUSAMM K OTUETAM U B CPOKH, ONPEICTICHHbIE CIIOHCOPOM B
MIPOTOKOJIE.

4.11.3 TIpu cooOmmeHusIXx 0 CMEPTH HCCIeA0BaTeNb 00s13aH 1o 3ampocy croncopa u DCO/HOK
NPEJOCTaBUTh JIIOOYIO OMOJHHUTENBHYO MH(OpMAIUio (HalpuMep, MPOTOKOI BCKPBITHS U TIOCMEPTHBIN
ATHKPH3).

4.12 TpexneBpeMEeHHOE PeKpalleHle WIX TPUOCTaHOBKA UCCIIEJOBAHUS

Ecnmu mno kakoi-nubo MpUYMHE HUCCIENIOBaHME MPEXKIEBPEMEHHO NPEKpalleHO WM
MIPUOCTAHOBJIEHO, HCCIIE0BATENh/OpraHn3alusl JOJDKHBI He3aMeIUTEIbHO MHPOPMHUPOBATH CyOBEKTOB
UCCIIEIOBaHMsl, O0ECIeYUTh UM COOTBETCTBYIOIEE JIeUeHHWE M HaOIIoeHHe M, €CId MpPeayCMOTPEHO
HOPMAaTHUBHBIMH TPEOOBaHUSAMH, HHPOPMHUPOBATH YIIOJIHOMOUYEHHBIE opransl. Kpome Toro:

4.12.1 Ecnu uccrenoBaTellb MPeXAeBPEMEHHO MPEKpalaeT Wik NPUOCTaHABIMBAET UCCIICOBAaHHUE
0e3 mpeaBapUTENBHOIO COIJacus CIOHCOpPA, OH JOJDKEH COOOMUTh 00 3TOM OpraHu3aluu, TIe
NPUMEHUMO, M HCCIIe0BaTeIb/OpraHu3alysl JODKHBI He3aMEIIUTENbHO NPOUH(POPMHUPOBATH 00 3TOM
cnoncopa u DCO/HOK u mpenocraButh crioncopy u DCO/HOK moapobHoe muchbMeHHOE OOBsSCHEHHE
MPUYMHBI TPUOCTAHOBKU WM MPEKPAIEHUS UCCIICIOBaHMU.

4122 Ecmu cHnoHCOp TpEKpamlaeT WIM NPUOCTAHABIMBAeT uccienoBanue (cm. 5.21),
UCCIIeIoBaTeNb JOJDKEH He3aMeUIUTENIbHO COOOUMTh 00 3TOM OpraHu3alyM, IIe HPUMEHHMO, H
UCCIIeI0BaTeNb/OpraHu3alusl 10JDKHbI He3aMeUTNTeabHO npouHdopmupoBath 06 3toM OCO/HOK n
npenoctaButh JCO/HOK noapobHoe mnHCbMEHHOE OOBACHEHHE MPUYMHBI MPUOCTAHOBKH WU
IpeKpaleHust UCCIEeTOBAHUS.

4.12.3 Ecniu 3CO/HOK okoHUATeNbHO WM BPEMEHHO OT3bIBACT YTBEp)KIeHHUE/0m00peHne Ha
nposezenue uccienaoBanus (cm. 3.1.2 u 3.3.9), uccnenoBaresb J0DKEH COOOIIMTH 00 3TOM OpPraHU3allHH,
rJie NpUMEHNMO, U HCCiel0BaTeb/OpraHi3alys J10KHbI He3aMeUIUTEIbHO POUH(OPMUPOBATH 00 3TOM
CIIOHCOpA U MPEAOCTABUThH CIIOHCOPY MOAPOOHOE MUChMEHHOE 00BsSCHEHHUE MPUYMHBI IPUOCTAHOBKU WIIN
IpeKpaleHust UCCIEeTOBAHUS.

4.13 UITOroBbIii OTYET UCCIIEA0BATENSA

Ecnu TpebyeTcs, 1Mo 3aBepLICHUH HCCIIEAOBAaHMS MCCIENOBATENb JOJDKEH COOOLIUTH 00 3TOM
OpraHu3aliK; ucciieoBaTesb/opranu3anus 1okHbl npenocraButh JCO/HOK kpatkuii otyer 06 uTorax
UCCIICIOBaHMS, a TaKKe Bce TpeOyeMble OTUEThI YIIOJIHOMOYEHHBIM OpraHaMm.

5 Cnoncop



5.1 OGecrnieyeHne KauecTBa U KOHTPOJIb KauecTBa

5.1.1 CrnoHcop oTBe4aeT 3a BHEAPEHHE U TMOJUIEpPKAaHHE CUCTEM OOecneueHHs M KOHTPOJIs
kadyectBa ¢ nmucbMeHHbBIMU COII, KOTOpbIe UMEIOT CBOEH 1eNbI0 00eCTIeUUTh MPOBEICHHE UCCIIEI0BAHNUS,
cOOp, PErUCTpaIMIO U MPEICTABICHHE JAaHHBIX B COOTBETCTBUU € MpoTokonoM, GCP u HOpMaTUBHBIMU
TpeOOBaAHUSMHU.

5.1.2 CnoHcop oTBedaeT 3a obecreueHne cornacus BCeX BOBICUCHHBIX CTOPOH Ha MPEI0CTaBICHHE
npsimoro goctyna (cm. 1.21) BO Bce yYacTBYIOIIME B HCCIICJOBAHUU LICHTPHI, KO BCEM IEPBUYHBIM
JAHHBIM/IOKYMEHTaM M OTYETaM B LIEISIX MX MOHUTOPMHIA M ayJUTa CIIOHCOPOM, a TAKXKE HWHCHEKIHU
HAIIMOHAJIHBIMU M UHOCTPAHHBIMHU YTIOJIHOMOYEHHBIMHU OpraHaMu.

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

5.1.4 JloroBopbl MeXIy CIOHCOPOM M HCCIEIOBaTelIeM/Oprann3auueil unu 0ol Apyroi
yUYacTBYIOUICH B HCCIICOBAaHUHM CTOPOHON JOJDKHBI OBITH COCTaBJIEHBI B MUCbMEHHOW (OpMe Kak 4acTh
MPOTOKOJIA MJIM B KAUECTBE CAMOCTOSITEIbHBIX JOKYMEHTOB.

5.2 KoHTpakTHas ucciie0BaTeNIbCKask OpraHu3alus

5.2.1 CrioHCOp MOXKET MOJHOCTHIO WIIM YaCTUYHO MepeaaTh 00sI3aHHOCTU U (DYHKIIMHU, CBSI3aHHBIC C
NIPOBEACHUEM HCCIIeI0OBaHUS, KOHTPAKTHON MCCIIEIOBATENbCKOM OpPraHM3alluy, OAHAKO OTBETCTBEHHOCTH
32 Ka4eCTBO M IIOJHOTY IMOJYYEHHBIX B XOJ€ HCCIEIOBaHMSA JAHHBIX BCEr/a JICKUT Ha CIIOHCOpE.
KoHTpakTHas uccliegoBaTeNbCKasi OpraHu3alys [JOJDKHA OCYLIECTBISATH MEpbl O OOECHEYeHHI0 U
KOHTPOJIIO KauecTBa.

5.2.2 llepenaua KOHTPAKTHOM HCCIIEOBATENbCKOW OpraHM3alMud JIIOOBIX CBS3aHHBIX C
uccieioBaHueM 00s13aHHOCTeH U (DYHKIMIA JOJKHA OBITH TOKYMEHTAIBHO O(OpPMIICHA.

5.2.3 Bce cBsizaHHBIE C UCCIIEIOBAaHHEM OOSI3aHHOCTU W (DYHKIMM, HE MEpeJaHHble KOHTPAKTHOM
HCCIIEI0BATEIbCKON OPraHN3alluH, OCTAIOTCSI B KOMIIETEHIIUHU CIIOHCOPA.

5.2.4 Bce, 4TO B HACTOALIEM CTaHIApTe KacaeTcsi CIIOHCOpA, TAaKKe MPUMEHMMO K KOHTPAKTHOM
UCCIIEI0BATEIbCKONW OpraHu3alii B TOM Mepe, B KOTOPOH KOHTPAKTHAs UCCIIEAO0BATENbCKask OpraHu3alus
NPUHUMAET Ha ce0s 00s13aHHOCTH M (PYHKIIMH CIIOHCOpPA T10 MPOBEICHUIO UCCIIEI0BAHUS.

5.3 MenunuHckas KBadpukarms

CroHCOp MOJDKEH HA3HAUYMUTh OONaJaroluii COOTBETCTBYIOIIEH MEAMLIMHCKOW KBalu(UKaIMen
NepCOHa, KOTOPBIH 0JIKEeH OBbITh BCETAa JOCTYICH JUIS PELICHHS CBSA3aHHBIX C UCCIIEJOBAHUEM BOIIPOCOB
MEIMLMHCKOro xapakrtepa. [Ipy HeoOXOoAMMOCTH Al 3TOW IeId MOTYT OBITh NPHUBJICYEHHI BHEIIHHE
KOHCYJIbTAHTBHI.

5.4 Jlu3aiiH ucclea0BaHus

5.4.1 CnoHcop IOJDKEH NpHUBICKATh KBATM(HUIMPOBAHHBIX JUI (Hampumep, OHOCTATHCTHUKOB,
KJIMHUYECKUX (hapMaKoJIOroB, Bpayeii) Ha BCeX dTamax MUCCIeOBaHMS - 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
OoT4eTa O KJIMHUYECKOM HCCIEIOBaHMMU'" W JIpyrHe CcOOTBETCTBYIomMe pykoBoactBa ICH mo nuzaiiny,
IPOTOKOJIY M OpraHU3alluy UCCIIEIOBAHUS.

5.5 MeHeKMEHT HcciaeI0BaHus, paboTa ¢ JaHHBIMU M BEJICHUE JOKYMEHTaIUH

5.5.1 Cnoncop 00s3aH TpUBIIEKATh OONAJAIONIMX COOTBETCTBYIOIICH KBaMM(HUKAIMEH WLl AJs
o0Ilero pyKOBOJCTBA MHCCIEIOBAaHUEM, pPabOThl C JaHHBIMU, BepU(PUKALNUU [TaHHBIX, [POBEIACHUS
CTaTUCTUYECKOI'0 aHAJIN3a U MOJATOTOBKH OTYETOB 00 MCCIIEJOBAHUU.

5.5.2 CnooHcop MOXET MNpUHATH pelieHHe 00 00pa30BaHMKM HE3aBUCHUMOIO KOMHUTETa IIO
moHutopunry paHueix (HKMJI) ans paccMoTpeHHss Xona KIMHHYECKOTO HCCIEAOBAHUS, BKIIOYAsS
paccMOTpeHHME JaHHBIX MO OE30MacHOCTH W OCHOBHBIX MapaMeTpoB 3(dexkTuBHOCTH, a Takxke Ui
BBIPAOOTKH PEKOMEHAINI CIIOHCOPY O LeJIecO00Pa3HOCTH MPOIOJDKEHUS, TPEKpaIleHUs] UCCIIeI0BaHMS
WM BHeceHMs B Hero uaMeHeHui. HKMJI nomkeH MMeTh NMUCbMEHHBIE OINEpallMOHHBIE MPOLEIyphl U
BECTH NMMCbMEHHBIE 3aIIUCH BCEX CBOMX 3ace/laHUH.



5.5.3 Tlpu ucnonab30BaHUU SIEKTPOHHBIX CHCTEM Ui pabOThl C JaHHBIMHU HCCIEIOBAHUS W/WIH
AJIEKTPOHHBIX CUCTEM YAAJIEHHOTO JIOCTYIA K ITaHHBIM CIIOHCOP JOJDKEH:

a) ObOecneunTh W JOKYMEHTAJIbHO O(OPMHTH COOTBETCTBHE CHCTEM JJIEKTPOHHOW 00pabOTKH
JAHHBIX YCTAHOBJICHHBIM CIIOHCOPOM TPeOOBAHUSAM K MOJHOTE, TOUHOCTH M HAJIS)KHOCTH JIaHHBIX, a TAKKE
CTa0MIBHOCTB TOCTIKEHHS TPeOyeMoro pe3ybTara (T.e. BaIHIALHIO).

0) Umets COII 110 HCIIOIb30BAHUIO STUX CHCTEM.

B) OOGecnieunth paboOTy CHCTEM TaKuM 00pa3oM, 4TOOBI MOXKHO OBUIO M3MEHSTh JaHHBIC U TIPH
3TOM BHOCHUMBIEC M3MEHEHHUs ObLIM Obl 33JJOKyMEHTHPOBAHBI, a paHee BBEACHHBIC JaHHbIC HE ObUTU OBl
yIaJeHsl (T.e. HMEJICsl IOKYMEHTAIBHBIH CIIe).

r) MeTh cuctemMy 3aIuThl, IPEI0TBPAIIAIONIYI0 HECAHKIIMOHUPOBAHHBIN JIOCTYII K JTAHHBIM.

1) VIMeTh CITUCOK JIHII, HaJICJICHHBIX TPABOM BHOCHTH W3MeHeHHMs B janHbIe (cM. 4.1.5 u 4.9.3).

e) OOecrieunBaTh aJICKBaTHOE PE3CPBHOE KOMTMPOBAHUE JAHHBIX.

k) CoXpaHsITh MacKHUpPOBKY B HCCIICOBAHHSX, MPOBOJUMBIX CJIEIBIM METOAOM (T.e. COXpaHATh
MaCKHPOBKY IPH BBOJIC U 00paOOTKE TaHHBIX).

5.5.4 Eciu B mpornecce 00paboTKH JaHHBIE TPAaHCPOPMUPYIOTCS, BCET/AA JOJDKHA CYIIECTBOBATH
BO3MOKHOCTh CPAaBHEHHUSI UCXO/IHBIX JIaHHBIX ¢ 00pabOTaHHBIMHU.

5.5.5 CrioHCOp [OJKEH HUCIONB30BAaTh YHHKAJIbHBIA WACHTHU(UKAIIMOHHBIA KOJ cyObekra (cM.
1.58), no3BosstronMii UASHTU(UIMPOBATH BCE JaHHBIC 10 KaXKIOMY CyOBEKTY.

5.5.6 CrioHCOp WM ApYTHE BiaJeNblibl JaHHBIX JOJDKHBI XpPAaHUTh BCE OTHOCAIIMECS K CIIOHCOPY
OCHOBHBIE JIOKYMEHTBI TI0 HCCIICOBAHUIO (CM. pa3zien 8 HaCTOSIIEro CTaHIapTa).

5.5.7 CroHcOop /OKEH 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 000pEHHUEM.

5.5.8 Ecin crioHCcOp mpekpaniaeT KIMHHYECKYI0 pa3paboTKy HCCIIEAyeMOro MpOoAyKTa (1o OgHOMY
WIM BCEM I[IOKa3aHUsAM, IWyTSM BBEJACHHS, JIEKApCTBEHHBIM (opmMaM), OH JOJDKEH XpaHHTh BCE
OTHOCSIINECS K CIOHCOPY OCHOBHBIE IOKYMEHTHI 110 UCCIIEIOBAHUIO B TEUSHHE IO KpaiiHell Mepe JIByX JIeT
C MOMEHTa OQUIMAIBHOTO MpPEeKpaIleH!us] pa3pabOTKU WM B COOTBETCTBUM C HOPMATHUBHBIMU
TpeOOBaHUSMHU.

5.5.9 Ecnu cioHcop mpekpalaeT KIMHUYECKYI0 pa3padoTKy MCCIeayeMOro MpoayKTa, OH J0JDKEH
cooOmuTh 00 3TOM BCEM YYacTBYIOIIMM B HCCIEIOBAaHMM HCCIEI0OBATEsIM/OpraHu3alsM U
YTIOJIHOMOYEHHBIM OpTraHaM.

5.5.10 Jlrobas mepenaya mpaB COOCTBEHHOCTH Ha JIaHHBIC TOJDKHA OBITH JIOBEACHA JO CBEACHUS
YIOJIHOMOYEHHBIX OPraHOB B COOTBETCTBUM ¢ HOPMAaTUBHBIMU TPEOOBaHUSAMU.

5.5.11 OTHOCsmUeECs K CIIOHCOPY OCHOBHBIE JJOKYMEHTBI JOJDKHBI XPAaHUTHCS HE MEHEE JIByX JIeT
1ocjie YTBEpXKICHUS MOCJeTHeH 3asBKM Ha perucTpaiuio npenapata B Poccuu uimm crpaHe - yyacTHUIIE
JCH u 5o Tex mop, moka HM OJHA W3 3aABOK HE OyJeT HaXOAMTHCA HA PACCMOTPEHHUU U HE OyAeT
IUTAHUPOBATHCS HOBBIX 3as1BOK, WJIM HE MEHEE JIBYX JIET Iocje OPHUIMAIBHOTO MPEKPALICHUS KITMHHYECKON
¢a3pl pa3pabOTKH HCCIEAYEMOTO MPOAYKTa. DTH JOKYMEHTHI JOJDKHBI XpaHUTbCA OoJiee JUIMTEeNbHBIN
CPOK B ciIy4ae, €ClId 3TO MPeyCMOTPEHO HOPMAaTUBHBIMU TPEOOBAHUSIMU HJIM HEOOXOMMO CIIOHCODY.

5.5.12 CrioHcOp AOKEH B MUCbMEHHOU (hopMe MH(POPMHUPOBATh UCCIIE0BaTeNei/OpraHi3aly o
HEOOXOIMMOCTH XPaHEHUs CBA3AHHBIX C UCCIEIOBAHUEM 3aIMCEH, a TAK)Ke MUCbMEHHO U3BECTUTH UX, KaK
TOJIbKO HEOOXOAMMOCTh B JAaJbHEHIIIEM XpaHEHUN OTHAJIET.

5.6 Br16op uccrnenoBatens

5.6.1 CnoHcop HeceT OTBETCTBEHHOCTb 3a BBIOOp HccienoBareneil/opranuzanuid. Kaxablii
UcciIeoBaTeNb JO0JDKEH HMETh KBaludukamuioo, onbIT u pecypesl (cMm. 4.1, 4.2), mocratounble s
IPOBEACHUS MCCIENOBAHUA, Ui KOTOPOro OH BbIOpaH. Eciu B MHOTOIEHTPOBBIX HCCIIEIOBAHUSAX
HE00XOJIMMO OpraHU30BaTh KOOPAMHAIIMOHHBI KOMHTET W/WIM BBIOpaTh KOOPIMHATOPOB M3 YHUCIIA
ucclieoBaTesel, To 3TO ABIIETCS 00s13aHHOCTBIO CIIOHCOPA.

5.6.2 Jlo moanucaHus JOroBOpa ¢ MccienoBareieM/opraHu3alreil Ha MpoBeeHUe HCCiel0BaHus
CIIOHCOpP JIOJKEH MPEeAOCTaBUTh HMCCIE0BATENI0/OpraHu3aluy MPOTOKOI U OpOLIIOpY MCCIeoBaTelNs B



TEKyIIeW pelakiuu M JaTh HCCIIEIOBATENIO/OpraHU3alluid JOCTATOYHOE BpeMs I O3HAKOMIICHHS C
MIPOTOKOJIOM M IIPEJOCTaBICHHON HHPOpMALIHEH.

5.6.3 CrioHCOp 0JDKEH MOTYYUTh COTTIACKE MCCIIEA0BATENST/ OPTaH U3

a) MPOBOJNTH uccienoBanue B coorBercTBUM ¢ GCP u HopmatuBHBIMU TpeOoBaHusMu (cum. 4.1.3),
a TaKk)Ke C MPOTOKOJIOM, COTJIaCOBAaHHBIM CO CIIOHCOPOM U yTBepikaeHHbIM/0n00perHbiM DCO/HOK (cm.
45.1);

0) coO0aaTh MPOIIETYPhl PETHUCTPAIIMN/TIPEICTABICHUS aHHBIX;

B) Ha MPOBEICHUE MOHUTOPUHTA, ayauTa u uHcnekuui (cum. 4.1.4);

I) XpaHUTh OCHOBHBIC JOKYMEHTHI, CBS3aHHBIC C HUCCIIEIOBAHUEM, J0 TEX MOp, MOKA CIIOHCOP HE
COOOILUT UCCIIEIOBATEI0/OPraHU3alliy, YTO 3TH TIOKYMEHTHI OoJibine He TpeOytotes (M. 4.9.4 u 5.5.12).

CroHCOp M WCCIIeAOBaTENh/OpraHU3aIysl JOJDKHBI MOAMKUCATh MPOTOKON WJIM WHOM JTOKYMEHT,
MOJTBEPXKAAIOIINNA 3TO COTacue.

5.7 Pacuipenenenue o0s3aHHOCTEH

Jlo Hawanma wuCCIeNOBaHUs CIIOHCOP JOJDKEH YCTAaHOBHTH M PACIPEACTUTh BCE CBS3aHHBIC C
UCClIeZIoOBaHNEM O00S3aHHOCTU U (DYHKITUH.

5.8 Komnercanuu cyObeKTaM U HCCIEI0BATENSM

5.8.1 Ecnum npeaycMOTpPEHO HOPMATHUBHBIMH TpeOOBaHMSAMHM, CIIOHCOpP JOJDKEH OOECIeYUTh
CTpaxoBaHUE WIH rapaHTUPOBATh IOPUIMYECKYIO u (uHAHCOBYIO HOJJIEPIKKY
MCCIIeIOBATENIs/OpraHu3allii B cliydyae MPEAbSBICHUS UM IMPETCH3UH, CBSA3aHHBIX C UCCIIEOBAHUEM, 32
UCKJIIOUEHHEM TeX TMPETeH3UH, KOTOpble BO3ZHUKIM B PE3yJbTaTe€ YMbBICIA MIHM HEOCTOPOXKHOCTH CO
CTOPOHBI MCCIIEAOBATENSI MM YJICHOB UCCIIEIOBATENFCKOTO KOJIIEKTHBA.

5.8.2 IlpaBuna u mpoIeayphl CIIOHCOpa OJKHBI MpeayCMaTpHBaTh BO3MEIIEHUE PAcXOJ0B Ha
JiedeHre CyOBeKTOB B cliyyae MPUYMHEHHS Bpea UX 3J0POBBIO B Pe3yJbTAaTe UX YUaCTHS B HCCIEAOBAHUU
B COOTBETCTBUU C HOPMATHBHBIMU TPEOOBAHUSIMH.

5.8.3 Eciu cyOBbeKThl MccaeloBaHUs MOMy4YaloT KOMIEHCALUIO, TIOPSJIOK U CIIOCOO KOMIIEHCAIH
JIOJIKHBI COOTBETCTBOBATH HOPMATUBHBIM TPEOOBAHUSM.

5.9 ®unancupoBaHue

OUHAHCOBBIE ACMEKThl HCCIEAOBAHUS JIOJDKHBI OBITh JOKYMEHTAIbHO O(GOPMIIEHBI B BHJE
JIOTOBOPA MEXy CIIOHCOPOM M MCCIIeI0BAaTENIeM/OpraHu3alueH.

5.10 YBenomieHue yroJIHOMOYEHHBIX OPraHOB/T0Jaua 3asBKU B YIIOJTHOMOUYEHHBIE OpTaHbl

Jlo Hayana KJIMHUYECKOTO MCCIEIOBaHUs CIIOHCOP (MM CIIOHCOpP COBMECTHO C HCCIIEIOBaTEINeM,
€CIIU 3TO MPEIyCMOTPEHO HOPMATUBHBIMU TPEOOBAaHUSMH) OJDKEH MOJATh B COOTBETCTBYIOIIUE OPTaHbI
Bce TpeOyeMmble 3asBKH MJii MX PACCMOTPEHUs, MPUHATUS W/WUIW TONYYCHHS pa3pelieHus HayaTh
uccienoBanue (B 3aBUCMMOCTH OT HOPMATHUBHBIX TpeOoBaHuii). Bce yBemoMIeHUS/3asIBKU TOJKHBI OBbITh
JATUPOBAHBI U COJIEPIKATh JOCTATOYHYIO HH(POPMAIIHIO IS UACHTU(DUKAIIMY TPOTOKOIA.

5.11 IMoareepxenue paccmorpenuss ICO/HIOK

5.11.1 CnioHCOp IOMKEH MOJIYYUTh OT UCCIEI0BATENIsT/OpraHu3alluu:

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

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

B) JOKYMEHTaIbHO odopMiIeHHoe yTBepxaeHue/oqoopenne DCO/HDOK wu, mo TtpeboBaHMIO
CIIOHCOPA, KOIHIO TEKYIIeW BEpPCHU MPOTOKOJIA, MUCbMEHHON (OpMbl MHPOPMHUPOBAHHOTO COTJIACUS U
THOOBIX APYTUX MPEIOCTaBIsAEMbIX CYObEeKTaM MUCbMEHHBIX MAaTEPHUAJIOB, a TAKXKE ONMUCAaHUE JEHCTBUI 11O
MIPUBJICYCHUIO CYOBEKTOB K YYaCTHIO B UCCIEIOBAHUU, JOKYMEHTOB, OTHOCSAIINXCS K MPEILyCMOTPEHHBIM
JUIsE CyOBEKTOB BBIIJIATAM M KOMIIGHCAIIUSM, M JIIOOBIX HHBIX JOKYMEHTOB, KOTOpPbIE MOIJIHA OBITh
3arpeboBanbl DCO/HOK.

5.11.2 Eciu D3CO/HOK o00ycnoBnuBaeT BbIady CBOETrO YTBEPKICHUS/0M00pEHHs] BHECEHHEM
W3MEHEHUI B Kakue-TMOO acleKThl HWCCIENOBaHUs, HalpUMep B TMPOTOKOJ], NHCBMEHHYIO (opmy
MH(GOPMUPOBAHHOTO COTJIACHS WM JIOOBIE MHBIE MPEIOCTaBIsAeMbIe CYObEKTaM MUChbMEHHBIE MaTepUAIIbI
W/WIK JpyTue NpOoLEypbl, CIIOHCOP MODKEH MHOJIYYMTh OT MHCCIIEOBATEls/OpraHu3aluy KOMHUU BCeX



M3MEHEHHBIX JOKYMEHTOB U JIaTy MOJy4YeHHOro yTBepxaeHus/onoopenus 2CO/HOK.

5.11.3 CroHCcOp AOKEH TMOJNYyYUTh OT MCCIEOBATEINs/OpraHu3aluy JTOKYMEHTALUI0 W JIaThl
MOOBIX TIOBTOPHBIX yTBepkaeHuit/onoopernit DCO/HDOK, a Takxke pemieHuii 00 OT3bIBE WK
MPUOCTAHOBKE paHee BBIIAHHOTO YTBEPKACHUS/0J00OpeHHs.

5.12 Nudopmanus 06 ucciesyeMbIX MPOAyKTax

5.12.1 Ilpu nnaHUpPOBAHUU KCCIEIOBAHUI CIOHCOP JOJDKEH pacroyiararbh JOCTATOUYHBIM 00bEMOM
MOJYYCHHBIX B JOKIMHUYECKHX W/WIM KIMHUYECKUX HCCICNOBAaHUAX JaHHBIX IO OE30MacHOCTH H
3(G(PEKTUBHOCTH, OIpPABIBIBAIONINX I[PUMEHEHHE HCCIEIyeMOro TMPOAYKTa C  HCIOJb30BAaHHEM
COOTBETCTBYIOIIMX ITyTEH BBEIEHUS U 7103 MIPU COOTBETCTBYIOIIEH IIMTEIBHOCTH U B COOTBETCTBYIOIIEH
MOIYJIALIUY.

5.12.2 CnoHcop A0KeH OOHOBIATH OpOIIIOPY HCCIEAOBATENs IO Mepe MOJIY4YeHHUS HOBOU
cyliecTBeHHON nH(pOopMaIuu (CM. pas3zies 7 HaCTOSIIErO CTaHIapTa).

5.13 IIpou3BOACTBO, yAaKOBKA, MAPKHPOBKA U KOJUPOBAHUE UCCIIEAYEMbIX TPOIYKTOB

5.13.1 CrooHcop MAOKEeH oOecrne4YuTh, 4YTOOBI HCCIEAyeMble MPOAYKTHl (BKIIOYas, B
COOTBETCTBYIOLIMX CIIydYasX, aKTHUBHbIC Iperaparbl CpaBHEHHsS M IUIAe00) MMENIH XapaKTepUCTUKH,
COOTBETCTBYIOIIME CTaJWU pa3pabOTKU IaHHBIX MPOJAYKTOB, OBLIM IMPOU3BEAECHBI B COOTBETCTBHH C
npuMeHUMbIME TpeOoBaHusIMU GMP 1, B COOTBETCTBYIOIIMX CIyYasX, 3aKOJUPOBAHBI U MapKHUPOBAHBI
TakuM 00pa3oM, YTOObl OOECIeYUTh 3aIIUTy MAacKHUpoBKH. Kpome TOro, MapkupoBKa JOJDKHA
COOTBETCTBOBATH HOPMATUBHBIM TPEOOBAHHSIM.

5.13.2 CnoHcop AOJKEH OIpEeNeNUTh Ul HCCIEAYEMBIX HPOIYKTOB TEMIIEPaTypy XpaHEHHs,
yCIOBHS XpaHeHHs (HampuMmep, B 3allMIIEHHOM OT CBETa MECTE), CPOK XpAHEHHS, PACTBOPHTEIN W
IpOIIeTyphl IS pa3Be/IeHUs] U BOCCTAaHOBIICHHUS], a TAKXKE, €CIIM TAaKOBBIE MPEAYCMOTPEHBI, yCTPOICTBA IS
BBeJICHUA MpoAyKkTa. CHOHCOp 10JKeH HHPOPMHUPOBATH 00 3TUX TpeOOBAHUAX BCE BOBJIICUCHHBIE CTOPOHBI
(HanmpuMep, MOHUTOPOB, MCCIIEAOBATENEH, TPOBU30POB, JIMII, OTBETCTBEHHBIX 33 XpaHEHUE).

5.13.3 Hccnenyemble NPOAYKTHI JOJDKHBI OBITh YIAaKOBaHBl TakK, YTOOBI MPEJOTBPATUTH HX
3arpsi3HEHNE U 00ECTICUUTh UX COXPAHHOCTH (IIPUTOHOCTH) MTPU TPAHCIIOPTUPOBKE U XPaHEHUH.

5.13.4 Jlns wmccnenoBaHM, B KOTOPBIX HCIIOJB3YETCs CIEMONM METOJl, CUCTeMa KOIUPOBAHHUS
UCCIIElyeMOT0 MPOAYKTa JOJDKHA BKIIIOYATh B ce0sl MEXaHM3M, MO3BOJISIOIIUM, B SKCTPEHHBIX CIIydasx,
OBICTPO MAEHTH(PULIMPOBATH MPOAYKT, HO, B TO K€ BPEMs, HE JIONMYCKAIOIIUN BO3MOXKHOCTH HE3aMETHO
PacKpBITh KOJI.

5.13.5 Ecnu nexapcTBeHHas (opMma HCCIEAYEeMOro MHpOAyKTa WIM Mpenapara CpaBHEHUS Ha
KJIMHUYECKOM JTarne Mu3y4deHus Oblla CYHIECTBEHHO M3MEHEHa, TO JI0 HCIIOJIb30BaHUs HOBOM
JIeKapCTBEHHOH (OpMBI B KIMHUYECKUX HCCIEIOBAHUSAX JOJDKHBI OBITH MOJYYEHBI PE3yJIbTaThl JIOOBIX
JOTIOJTHUTEITBHBIX HMCCIICIOBAHUN JTAHHOW JICKApCTBEHHOW (DOpMBI MpoayKTa (Hampumep, CTaOMIBHOCTH,
pPacTBOPUMOCTH, OMOJOCTYITHOCTH), HEOOXOUMBIE Il OLIEHKH TOTO, CIIOCOOHBI JIM JIaHHbIC M3MEHECHUS
CYIIECTBEHHO MOBJIUATH HAa (papMaKOKMHETUUECKUH MPO(UIIL MPOIYKTA.

5.14 TlocTaBka HcciaelyeMbIX MPOIYKTOB U MpaBuiia 0OpalieHusi ¢ HUMH

5.14.1 CrioHcop OTBEYaET 3a MOCTABKY MCCIEI0BATEII0/OpraHU3aH UCCIIEAYEMOT0 POIyKTa.

5.14.2 CrioHCcOp HE JOJDKEH MOCTaBIATh UCCIEAYEMbIH MPOIYKT MCCIIEI0BaTEI0/0praHu3aum 10
TEX TOp, TMOKa HE TOJyYyUT BCIO TpeOyeMmylo IOKyMEHTauuio (Hanpumep, yTBEpXKICHHE/0J00peHne
DCO/H3K u yrnoJIHOMOYECHHBIX OPraHOB).

5.14.3 IlucbMeHHBIE NPOLEAYpPHl CIOHCOpPA JOJDKHBI BKIOYAaTh B Ce0sS MHCTPYKUUM JUIs
HCCIIeI0BaTeNs/OpraHu3aliuy 10 MpaBUIaM XPaHEHUS HCCIENyeMOro MpoJyKTa M OOpalieHus ¢ HUM, a
TaKXe I0 BEJCHHMIO COOTBETCTBYIOLIEH AoKyMeHTauu. [Iponenypsl MODKHBI ONMUCHIBaTH Oe30macHoOe
NOJYy4YeHHE UCCIEeNyeMOro IMpoAyKTa, oOpallleHue C HHM, €ro XpaHeHHEe U BblJauy, HU3bATHE
HEHCIOJIb30BAaHHOTO HCCIIEAYEMOro IMPOAYKTa y CYOBEKTOB W BO3BpaT €ro CHoHcopy (iambo wuHOe
pacropsiKeHHe HeHCII0JIb30BaHHbBIM MTPOYKTOM, €CJIM 3TO CAHKIIMOHUPOBAHO CIIOHCOPOM M COOTBETCTBYET
HOPMAaTHBHBIM TPEOOBAHUSIM).

5.14.4 CrioHCOp OJIKEH:

a) 00ecreynTh CBOEBPEMEHHYIO MTOCTABKY HCCIIEAYEMBIX MPOAYKTOB HCCIIEA0BATEIISM,;



0) JIOKYMEHTHpPOBATH IIOCTaBKH, IOJYYEHHWE, BbIJady, BO3BpaT U YHHYTOXKCHHE (IHOO WHOE
pacropsiKeHHE) UCCIICYEMBIX MPOIYKTOB (CM. pas/en 8 HACTOSIIEro CTaHaapTa);

B) UMETh CHCTEMY BO3BpaTa HMCCIICAYEMOTrO MPOAYKTa U JOKYMEHTUPOBAHHUS TOZOOHOTO U3BSTHUS
(HammpuMep, OT3bIBa OPaKOBAHHOT'O MPOIYKTA, BO3BpaTa MPOJYKTA MOCIE OKOHYAHUS MCCIICAOBAHUS MU
[0 UCTCUCHUH CPOKA T'OJTHOCTH);

r) UIMETh CUCTEMY YHHYTOXXeHHs (JIMOO MHOTrO pacHopsHKEHHUs) HEMCIOIb30BAHHBIX HCCIIETYEMBIX
NPOJYKTOB U JIOKYMEHTHPOBAHUS IMOJOOHOTO YHUUTOXKEHHUS (JTM00 MHOTO PACHOPSIKCHUS).

5.14.5 CnioHCOp JOMKEH:

a) IIpuHATH Mepbl MO OOECIEYCHUIO CTAOMIBHOCTU HCCIICAYEMBIX IMPOAYKTOB HAa MPOTHIKCHUH
BCETO MEepHO/ia UCIOIb30BAHUS.

0) MmeTh nOCTaTOYHOE KOJIMYECTBO HMCIOJIB3YEMOTO B MCCICIOBAHHAX MCCICIYEMOro IPOIYKTa,
4TOOBI MOATBEPUTD, B CIy4ae HEOOXOAMMOCTH, €r0 COOTBETCTBHE CIEM(UKAIUAM, a TAKXKE BECTU YUeT
aHAJIM30B M XapaKTEPUCTUK 0Opa3loB MPOAyKTa U3 MapTuu. B 3aBUCMMOCTH OT cTaOMIBHOCTH 0Opa3ibl
JOJDKHBI OBITH COXpaHEHB! JMOO 10 OKOHYAHMs aHAIW3a JAHHBIX 110 HCCIEJI0BaHMIO, JUOO B TEUCHUE
CpOKa, OIPEeIEHHOI'O COOTBETCTBYIOIIMMH HOPMATUBHBIMU TPEeOOBAHUSAMH, HCXOIS U3 TOrO, KaKOH
HepuoJ1 SABJISIETCS 00JIee JUTUTEIIbHBIM.

5.15 Jloctyn Kk 3anucsim

5.15.1 CnoHcop JOKEH NPeayCMOTPETh B MPOTOKOJIE WJIM HHOM HHCHbMEHHOM COTJIAIICHUH
0053aHHOCTh ~ MCCIIEZIOBATENs/OpraHu3alud  00ecneuuTh  MNpsIMOM  JIOCTylm K HEPBUYHBIM
JTaHHBIM/TOKYMEHTAllMU ISl 1IeJIed MOHUTOpHHTra, ayauTa, skcneptusbl JCO/HIK, a takxke nHCHeKnuu
CO CTOPOHBI YITOTHOMOUYEHHBIX OPTaHOB.

5.15.2 CrioHCOp AOIKEH YOeIuThCs B TOM, YTO KaXbli CyOBEKT Jajl MHChbMEHHOE COorjlacue Ha
OpsMOM JOCTYH K €ro OpUIHHAJIBHBIM MEAWLMHCKUM 3alHcsIM JUIsl [eJiell MOHUTOpHHTIA, 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 MAOIKEH HE3aMEIJIMTENbHO YBEJAOMHUTbh BCEX 3aHATBIX B HCCIIEAOBAaHUH
ucclieioBaTeNei/oprani3aiy, a TakKe YIOJHOMOUYEHHBIE OpPraHbl O IOJyYEHHBIX JaHHBIX, KOTOpHIE
MOTYT HEOJarompusITHO OTpPa3UThCS Ha 0E€30MacCHOCTH CyOBEKTOB, TMOBJIMATH Ha IPOBEICHUE
uccieoBaHus TM00 U3MEHUTh yTBepxaeHne/onooperne ICO/HOK Ha npomomkeHne ucciae1oBaHusl.

5.17 Coo01ieHus 0 HeXeIaTeNbHBIX PEAKIIHIX

5.17.1 CnoHcop OMKEH B BO3MOXKHO 0ojiee KOPOTKHI CPOK cOOOIIaTh BCEM YYAaCTBYIOIIUM B
uccieioBaHuM  uccienoparessiM/oprannzanusaM, OCO/HOK, rme 310  Tpebyercs, a  Takxke
YIOJIHOMOYEHHBIM OpraHaM 000 BCEX HEeXeNaTelIbHbIX PEAKIUAX, KOTOpbIE OJHOBPEMEHHO SBISIOTCS
CepbEe3HBIMU M HENPEIBUICHHBIMU.

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

5.17.3 CrioHCOp JOKEH MPEACTaBIATh Ha PACCMOTPEHUE YIOJHOMOUYEHHBIM OpraHaM BCE HOBBIE
JAaHHbIE W MEPUOJUYECKHE OTYeThl IO OE30MaCHOCTH HCCIEeLyeMOro MpOAyKTa B COOTBETCTBHU C
HOPMaTHUBHBIMH TPEOOBAHUSIMHU.

5.18 MounuTOpUHT

5.18.1 Llenn

L1es1b}0 MOHUTOPUHTA HCCIIEIOBAHUS SABISIETCS POBEPKA TOT'0, YTO:

a) [IpaBa u 61aronoiy4ne cyObEKTOB 3aIIHIICHBI.

0) IlpencraBieHHbIE NaHHBIC SBJSIOTCS TOYHBIMH, MOJHBIMH W TOATBEP)KAAIOTCS TEPBHYHOM
JIOKYMEHTALUEH.

B) MccnenmoBanume mpPOBOAMTCS B COOTBETCTBUM C  YTBEP)KACHHOW TeKylleW BepcHei
npoTokosna/nonpaBok, GCP u HopMaTUBHBIMU TpeOOBAHUAMU.

5.18.2 Bb100p MOHUTOPOB U UX KBaJIU(UKAIUSL



a) MOHUTOPBI TOJIKHBI HA3HAYATHCS CIIOHCOPOM.

0) MOHHTOpBI JODKHBI MMETh COOTBETCTBYIOIIYIO MOATOTOBKY, a TakXe 00JaaaTh HayYHBIMH
W/UMY  KIMHUYECKHMMH 3HAHUSMHU, HEOOXOMUMBIMH JJIi TPOBEACHUS HAIISKANEr0 MOHUTOPHUHTA
uccnenoBanus. Kpanndukaiys MOHUTOPOB JODKHA OBITh TOJITBEPKICHA JTOKYMEHTAILHO.

B) MOHUTOPBI TOJIXKHBI JCTAIBHO 3HATh UCCIIEAYyEMbIC TIPOIYKThI, TPOTOKOJ, MMCBMEHHYIO (hopMy
WH(GOPMHUPOBAHHOTO COTJIAcHs M BCE APYTHUe MpeocTaBisieMble CyOhEeKTaM NMUChbMEHHBIE MaTEepUAHI,
COII criorcopa, GCP u HopmaTuBHBIE TPeOOBAHUS.

5.18.3 O6wem u conepkaHre MOHUTOPHUHTA

CroHCOp [MOMKEH O00€CIedYnTh HaJIeKAIMUA MOHUTOPUHT uccienoBaHuil. CHIOHCOp OJDKEH
OTIPEICTUTh HEOOXOUMBbIE 00bEM U COACPKAHNE MOHUTOPHHTA MCXOMS U3 LIeJieH, 3a1a4, METO0JIOTHH,
CIIO)KHOCTH, MaCKUPOBKH, 00bEMa M OIIEHWBAEMBIX MMapamMeTpoB uccienoBanus. [lo obmemy mpaBuiy, C
[[ETbI0 MOHUTOPHUHTA TPEOyeTCsl MOCEIIaTh UCCIEA0BATEIbCKUE IIEHTPHI 10, BO BPeMs U TIOCTIE OKOHYAHUS
uccinenoBanus. OIHAKO B HMCKIIOYUTENBHBIX CIIy4asX CIOHCOP MOKET PElINTh, YTO MOHUTOPUHT 0e3
BU3UTOB B UCCIIEJOBATEIHCKUE IEHTPHI B COYETAHUU C TAKHUMH MPOIIeTypaMu, KaK TPECHHUHT U MPOBEJICHUE
COBEIIAHUN HCcieoBaTeNneld, MPEeJI0CTaBICHUEe MM IOJPOOHOTO MHUCBMEHHOTO PYKOBOJICTBA MOXKET
rapaHTUPOBaHHO OOECHEeUnTh HaJUIeXkKallee TMpoBeleHUue uccienoBanus B coorBerctBuu ¢ GCP.
CraTucTHuecKku OIpeaessieMble KOHTPOJbHBIE BBIOOPKH MOTYT CIYXHTh MPUEMJIEMBIM METOAOM IS
0TOOpa MPOBEPSIEMBIX JTAHHBIX.

5.18.4 O6s3aHHOCTH MOHUTOPA

MOHHUTOP, B COOTBETCTBUM C TpeOOBAaHMSIMU CIOHCOPA, JOJDKEH OOECHeuYuTh HajJiexaliee
NPOBECHUE U JOKyMEHTalbHOEe oopmiieHHe ucciaenoBanusa. C 3Toil 1elnbl0 MOHUTOpP, KOT/Ia YMECTHO U
HEOOXOMMO € Y4YeTOM KOHKPETHOTO MCCIIEJOBAaHUS M HCCIIEOBATENLCKOTO IIEHTPA, BBIOJIHSIET
HUKETIepeUHCIICHHBIC JeHCTBHS:

a) BeicTynaer B kKauecTBE OCHOBHOTO CBSI3YIOIIETO 3B€HA MEKIY CIIOHCOPOM M MCCIIEIOBATEIIEM.

0) IIpoBepsier B Hayajie W Ha MPOTSHKEHUH BCETO MCCIICAOBAHUS aJICKBATHOCTh KBAJTU(UKAIIMH H
pecypco uccnenonarens (cm. 4.1, 4.2, 5.6), a Takke JOCTATOYHOCTH Ui OE30MACHOTO M HAJICHKAIIETO
MIPOBEJICHUS] MCCIIEJIOBAHUS MMEIOIIUXCS JIOACKUX W MaTepualbHBIX PECypCOB, BKIIOUas J1abopaTopuw,
000pyI0OBaHUE U TIEPCOHAT.

B) B oTHOmEHNY nccneryeMbIX MpoyKTOB MOHUTOP MPOBEPSIET CleayomIee:

1) cpoku U yCIOBHUS XpaHEHUS IPUEMIIEMbI M KOJIMYECTBO TOCTATOYHO JI0 KOHIA HCCIICIOBAHUS;

2) uccieayeMble MPOAYKTHI MOJIYYal0T TOJBKO T€ CyOBEKTHI, KOTOPHIM OH Ha3HAYCH, M B JI033X,
YCTaHOBJICHHBIX MPOTOKOJIOM;

3) cyObekTaM TIPEAOCTaBICHBI HEOOXOAMMBIC HWHCTPYKLIHH IO TPABWJILHOMY HPUMEHCHHUIO
UCCJIeTlyeMbIX MPOYKTOB, OOPAIICHUIO C HUMU, UX XpPaHEHUIO U BO3BPATY;

4) monydeHue, MPUMEHEHHE W BO3BpAT HCCICAYEMbBIX MPOAYKTOB B UCCICIOBATEIBCKOM IICHTPE
JOJKHBIM 00pa30M KOHTPOIUPYIOT U 0(OPMIISIOT JOKYMEHTAIBHO;

5) ynuuroxxeHue (JIMOO MHOE PACIOPSHKCHHUE) HEMCIIOJIBb30BAHHBIX HCCIICAYEMbIX MPOAYKTOB B
HCCIIEIOBATEILCKOM IIEHTPE OCYIIECTBISIOT B COOTBETCTBMU C HOPMATHUBHBIMH TPEOOBAaHUSMHU U IO
COI'JIACOBAHUIO CO CIIOHCOPOM.

r) [IpoBepsieT coOmOICHHE HCCIIEIOBATENIEM YTBEPHKACHHOTO MPOTOKOIA M BCEX YTBEPKICHHBIX
MOTPABOK K HEMY, €CJIH TAKOBBIE UMEIOTCSI.

n) Ilposepsier, uTOOBI THCbMEHHOE HH()OPMUPOBAHHOE COIJIACHE KAXKIOrO CYObeKTa OBLIO
MOJTyYEHO JI0 Hauaia y4acTusl B UCCIICJOBAHHH.

e) OOecrieunBaeT HaJIMYME y UCCIEIOBATENsI TEKYIIECH pelaKiMyu OpOIIIOPbI UCCIeIOBATENs, BCEX
JIpPYruX JOKYMEHTOB M MAaTE€pUaIOB, HEOOXOAMMBIX MJsi TPOBEACHHUS HCCIECIOBAHUS HaAJCKAIUM
00pa3oM U B COOTBETCTBUU C HOPMATUBHBIMU TPEOOBAHUSIMH.

k) ObecrieunBaeT TO, YTOOBI UCCIICAOBATENb U €r0 COTPYTHUKH, 3aHATHIC B MCCJICOBAHUH, OBLIH
JIOCTaTOYHO MH(POPMHUPOBAHBI 00 UCCIIECIOBAHUH.

3) IIpoBepsieT, YTO HCCIENOBATENlb M €r0 COTPYAHUKH, 3aHATHIC B HCCIICAOBAHHH, BBITIOIHSIOT
CBS3aHHBIE C HCCIEAOBaHUEM OOS3aHHOCTH B COOTBETCTBHM C TMPOTOKOJIOM M BCEMH JPYTHMHU



NUCHbMEHHBIMU COTJIAICHUSMH MEXIYy CIOHCOPOM U HCCIIeAOBaTeNeM/OpraHu3alield U He MepenaroT
BBITNIOJIHEHHE CBOMX (DYHKIHUH HEYNOTHOMOYCHHBIM JIHIIaM.

u) IlpoBepsier coOutoJieHNE MCCIIEAOBATEIeM KPUTEPHEB OTOOpa MpPU BKIIOYEHHU CYOBEKTOB
UCCIICIOBaHM.

k) Coob1aer o ckopocT Habopa CyOBEKTOB B UCCIICIOBAHHE.

1) [IpoBepsieT MpaBUIBLHOCTD, MOJTHOTY M CBOCBPEMEHHOCTh PErMCTPAIMU JaHHBIX B TICPBHYHBIX U
APYTUX OTHOCSIIUXCS K UCCIIEIOBAHUIO JOKYMEHTAX, a TAKXKE MOPSI0K UX BEICHMUS.

M) IlpoBepsier, 4TO WuCcieNOBaTEIb MNPEJOCTABISET BCE TpeOyeMble OTYETHI, YBEIOMIICHUS,
3alpochkl U MOJOOHBIE JTOKYMEHTBI M YTO OHHU SIBJISIOTCS MPAaBHJIBHBIMHU, TOJHBIMH, CBOCBPEMEHHBIMH,
pa30opUYMBBIMH, TaTHPOBAHBI U UACHTH(PHUIUPYIOT UCCIEJOBAHUE.

H) [IpoBepsier mpaBWIbHOCTH W TONHOTY AaHHBIX B MPK, mepBUUYHBIX JDOKYMEHTaX M JPYTHX
OTHOCSIIMXCS K MCCIEOBAHMIO 3alMCAX IyTEM COIOCTaBJICHUS HMX MEXIy coboil. B ocobennoctw,
MOHHUTOP JIOJDKEH MIPOBEPUTH CIIEIYIOLIEE:

1) npaBUIBHOCTH BHECEHUS TPEOyEeMBIX IPOTOKOJIOM JaHHbIX B IPK 1 HX cOOTBETCTBHE TaHHBIM B
NEPBUYHON TOKYMEHTAIIUH,;

2) nroOble M3MEHEHUS O3Bl W/HIM TEeparuy 4eTKO JOKYMEHTAILHO O(OPMIISIOTCS Ul KasKIOTO
CyOBEeKTa HCCIIETOBAHUS;

3) HeXenarelbHbIC SBICHHS, COIYTCTBYIOIIEE JICUCHHE M HMHTEPKYpPPEHTHBIC 3a00JeBaHUs
peructpupytorcst B UPK B cooTBeTCTBUU € TPOTOKOJIOM;

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

5) Bce cilyyaW WCKIIIOUSHHS M BBIOBIBAHUS CYOBEKTOB W3 HCCIICIOBAHUS 3apETHCTPUPOBAHBI H
o0bsicuens! B IPK.

0) Coobmaer wuccienoBateqro o JroObix nomymeHHbIX B MPK  ommOkax, mpomyckax wu
HEepaz0OopPUMBBIX 3aMUCsAX. MOHUTOD JTOJKEH MPOCIEANUTH 32 TeM, YTOOBI COOTBETCTBYIOIINE HUCTIPABIICHUS,
N00aBJIEHUs] WM BbIYCPKMBAHMS OBUIM CJIETaHbl, JaTUPOBAaHbI, OOBSCHEHBI (€CITM HEOOXO0AUMO) U
MOJMKMCAaHbl CAMUM HCCIEeI0BaTeNeM JIMOO YIOJHOMOYEHHBIM Ha MoJANUcaHue 3a Hero u3meHenuit B IPK
YJICHOM HCCJIEJOBATENbCKOIO KOJUIEKTHBA. JlaHHBIE TIOJIHOMOYMS JOJDKHBI OBITh  3aKpEIUICHBI
JOKyMEHTAJIBHO.

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

p) [IpoBepsier BemeHWe uccienOBaTeIeM OCHOBHBIX JOKYMEHTOB (CM. paszen 8 HacTosIIero
CTaHapTa).

c) Coobmaer wuccrnenoBaremo o0 oTkioHeHHsx oT mnporokoina, COIl, GCP u HopmaTuBHBIX
TpeOOBaHUHM, a TakXke MpPeANPUHUMAET HEOOXOIUMbIE NEHCTBUS C IIENbI0 MPEJOTBPATUTH MOBTOPEHUE
NOJJOOHBIX OTKJIIOHEHUH.

5.18.5 Ilpouenypsl MOHUTOPHUHTA

Monutop nomxen cobmonats nuckMeHHble COIl cnoHcopa, a Takke Hpolexyphl, CHENUaIbHO
OIpeIesIEHHbIE CIIOHCOPOM JUIsl MOHUTOPUHIAa KOHKPETHOTO MCCIIEIOBAHUS.

5.18.6 OTueTr MoHHUTOpA

a) Ilocne kaxIOro BU3WTa B HCCIENOBATENBLCKUHA IIGHTP WJIM CBS3aHHOTO C HCCIICJIOBAaHUEM
KOHTaKTa MOHUTOP JOJDKEH MPEICTaBUTh CIIOHCOPY MUChbMEHHBIN OTYET.

0) Otyerhl NOKHBI BKJIOYATh B ceOs JaTy, HauMMEHOBaHME IICHTPA, MMS MOHHUTOpA, HMS
UCCIIeI0BATEN MM MHOTO JIMIA, C KOTOPBIM COCTOSIICS KOHTAKT.

B) OT4YeTHI TOJDKHBI COAEPKATh KPAaTKOE OMUCaHUE 0OBEKTOB MPOBEPKH, COOOIIEHHE MOHUTOPA O
CYIIECTBEHHBIX JIaHHBIX/(DaKTaX, OTKJIOHEHUSX U HeIOCTaTKaX, BBIBOJABI, OMNMCAHUE JEHCTBUH,
NPEINPUHATHIX OO0 MIAHUPYEMBIX M/WIM PEKOMEHAYEMbIX Ul obecrieueHHs coOroieHus] TpeOoBaHHMA
npotokona, GCP u ynonHOMOYEeHHBIX OpPraHoB.

r) IIpoBepka CcHIOHCOPOM oOT4eTa W MOCJHEAYIOIIME JCHCTBHS 1O HEMY JOJDKHBI OBITH
JIOKYMEHTaJIbHO 0()OPMIICHBI YIIOJTHOMOYEHHBIM MTPEICTAaBUTENIEM CIIOHCOPA.



5.19 Ayaur

[Ipu mpoBeneHUU ayauTa B Mpenesiax Mep, HAalmpaBJICHHBIX Ha OOeclieYeHUe KauecTBa, CIIOHCOPHI
JOJDKHBI YUUTHIBATh:

5.19.1 [lens

L{enbt0 CIOHCOPCKOTO ayauTa, MPOBOAUMOIO OTACIHHO M HE3aBUCHUMO OT PYTHHHBIX (YHKIUI 11O
MOHUTOPUHTY M KOHTPOJIO KadyecTBa, SBISETCS OIICHKA COOTBETCTBUS HPOBOJUMOIO HCCIEIOBaHHS
npotokoiy, COII, GCP 1 HopMaTHBHBIM TPeOOBAHUSM.

5.19.2 BeiOop 1 kBanuduKaIms ay IMTOPOB

a) [lns mpoBeneHHsi aynuTa CIOHCOP JOJDKEH HAa3HAYUTH JIML, HE3aBHCHUMBIX OT KIMHHYECKUX
HCCIIEIOBAHU .

0) CnoHcop 00s3aH YJIOCTOBEPUTBCS B TOM, UYTO ayJUTOPhl O0O0JAagal0OT JAOCTATOYHOU
KBaJU(pUKAIMEH, T.e. IMOATOTOBKOW M ONBITOM, I HPOBEACHUS ayIuTa HaUISKALIMM 00pa3oM.
Kpanudukanus ayauropa g0KHa ObITh HOATBEP)KICHA JOKYMEHTAIBHO.

5.19.3 Ipouenyps! ayaura

a) CrioHcOp JOJDKEH yOeAuThCs, YTO ayAUT KIMHUYECKHX UCCIIEOBAaHUI/IPOrpaMM IPOBOAUTCS B
COOTBETCTBUHU C IMUCHBMEHHBIMH MPOIEIypaMH CIIOHCOpPA, OMPEICISIONIMMU OOBEKT ayAauTa, METOJbI
IIPOBEACHUS ayJHTa, YaCTOTY ayJHUTOB, a TaKKe (OpMY U CO/IepIKaHUE OTUYETOB 00 ayJuTe.

0) Pa3paboTaHHbIil CIOHCOPOM IUIaH ayJuTa W MPOLEIYPhl ayAuTa MCCIEIOBAHUS JOJDKHBI OBITh
OIpeiesIeHbl 3HAYMMOCTBIO JaHHOTO HCCIEeNOBaHMA JJIS MOAa4YM 3asBOK B YIOJHOMOYEHHBIE OpraHbl,
KOJINYECTBOM CYOBEKTOB, YYACTBYIOIIMX B HCCIECIOBAHUU, THIIOM M CIOXKHOCTBIO HCCIIEI0BaHMS,
CTEIEHbIO PUCKA Ul CyOBEKTOB HCCIENOBAHUS, a TaKKe JOJDKHBI ObITh MPUHATHI BO BHUMaHHUE JIIOObIE
BBISIBJICHHBIE TIPOOJIEMBI.

B) 3aMe4aHus 1 BBIBOJIBI ay/IUTA JJOJDKHBI OBITH OOPMIICHBI JIOKYMEHTAIBHO.

r) [ns coxpaHeHHs HE3aBUCHMOCTH M IIEHHOCTH (DYHKIMU ayAuTa YIOJIHOMOYEHHBIC OpTraHbl HeE
JOJDKHBl B PYTHHHOM TOpPSZIKE 3alpallvBaTh OTYETHl 00 ayauTe. YTMOJIHOMOYEHHBIE OpraHbl MOTYT
oOpamiarecsi 3a JOMYyCKOM K OTYeTaM OO0 ayJauTe, €cld MMEIOTCS CBUJETENbCTBA CEPHE3HOTO
HecootBeTcTBUsI GCP, mnu B cityyae cy1eOHbIX pa30upaTebCTB.

1) Ecmu 310 TpeOyercsi COOTBETCTBYIOIIMM MECTHBIM 3aKOHOJAATEIbCTBOM HJIM IT0JI3aKOHHBIMHU
aKTaMH, CIIOHCOP JOJDKEH MPEICTaBUTh CBUIETENbCTBO O MPOBEICHHOM ayIUTe.

5.20 Hecobmtonenue npuMEeHUMBIX TpeOOBaHUN

5.20.1 Hecobmonenne mnporokona, COIl, GCP w/uau COOTBETCTBYIOIIMX HOPMAaTHBHBIX
TpeOOBaHUN  MCCIIEeOBAaTEIEM/OpraHu3allMeil WM  COTPYAHUKOM  CIIOHCOpa JOJDKHO BECTH K
0e30TyaraTenbHbIM JEMCTBUSM CIIOHCOPA, HAlIpaBJIEHHBIM Ha 0OecrieueHre uX COOII0ICHHUS.

5.20.2 TIpu oOHapyeHMH B XOJ€ MOHHTOPUHIA WIM ayIUTa CEPbE3HBIX W/WIM MOBTOPSIOIIUXCS
CIly4yaeB HECOOJIOZCHUSI MPUMEHUMBIX TPEOOBaHMH CO CTOPOHBI HMCCIENOBATENs/OpraHU3alMi CIIOHCOP
JOJDKEH — TPEeKpaTHTh y4acTUe HCCIeNoBaTess/opraHu3aluy B ucclefoBaHud. Ecnm  ydactue
UCCIIEI0BATENs/OpraHu3allul IPEKPalieHO0 B PE3yJIbTaTe CEpPhEe3HBbIX /MM MOBTOPSIOUIMXCS CIydaeB
HECOOJIOZICHUSI NMPUMEHUMBIX TPeOOBaHUM, CIIOHCOP JOJDKEH Oe30TiaraTelibHO YBEIOMHUTH 00 3TOM
YIOJIHOMOYEHHBIE OPTaHBl.

5.21 JlocpouHOe IpeKpalieHne Wik IPUOCTaHOBKA UCCIIEI0BaHUS

Ecnmu  ucciaenoBaHue JOCPOYHO MPEKpalleHO WM PUOCTAHOBIEHO, CIIOHCOpP JOJDKEH
HE3aMEJIUTEIbHO COOOIIUTh  MCCIIEOBATENIIM/OpPraHU3allusiAM UM YIOJIHOMOYEHHBIM OpraHam o
IpPEeKpalleHu WIM NPUOCTAHOBKE, a TaKkKe yKa3aTh HPUYMHBI IPEKpAIlEHUS WM MPUOCTAHOBKH.
3CO/HBK TaKxke JIOJKEH OBbITH HEMEUICHHO UH(POPMHUPOBAH CIIOHCOPOM U
uccienoBaTenaeM/opranusanueii (B COOTBETCTBHM C HOPMATUBHBIMH TPEOOBaHHMSMH), B TOM YHCIIE U O
IPUYMHAX MPEKPALICHUs WK IPUOCTAHOBKH UCCIIEIOBAHMSI.

5.22 Otyer 0 KIMHUYECKOM HCCIIEI0BAaHUN/UCTIBITAHUN

He3aBucumo oT TOro, ObUIO JM HCCIIEAOBAHUE 3aBEPLICHO IO MPOTOKOIY WM IPEKpPaIIeHO
JIOCPOYHO, CIIOHCOP JIOJDKEH OOECIIeYHTh COCTABICHHE W TPEICTABICHUE B YIOJIHOMOYCHHBIC OpraHbl (B
COOTBETCTBUH C HOPMaTHBHBIMHU TPEOOBAaHHUSIMHU) OTYETOB O KIIMHUYECKOM HccienoBaHiH. CIIOHCOp TakkKe



JOJDKEH 00€CIeYUTh COOTBETCTBUE OTYETOB O KIMHUYECKOM HCCIIEIOBAHUHU, 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
UCCJICIOBAaHUH" YKA3bIBAET, YTO B OTACIBHBIX CIIy4asiX MOTYT OBbITh IIPHEMJIEMbI COKPAIICHHBIC OTYETHI. )

5.23 MHOTOIICHTPOBBIE UCCIICTOBAHUS

[Tpy MHOTOIIEHTPOBBIX UCCIIEIOBAHUAX CIIOHCOP AOJDKEH 00€CIeUnTh Cleayolee:

5.23.1 Bce uccrnenoBatenu MPOBOAST HCCIEIOBAaHHWE B CTPOrOM COOTBETCTBHU C IPOTOKOJIOM,
COTJIACOBAHHBIM €O  CIIOHCOPOM M, eciu Tpedyercd, C YINOJTHOMOUYEHHBIMH OpraHaMu U
yTBepxkIeHHbIM/0100peHHBIM DCO/HIOK.

5.23.2 UPK pa3paboransl TakuM 00pa3oM, uTOObI coOpaTh Bce TpeOyemble JaHHBIE U3 BCEX
LIEHTPOB, YYAaCTBYIOIIUX B MHOTOLICHTPOBOM HCCIEIOBaHHUU. TeM HCCieoBaTeNsiM, KOTOpble cOOMpParoT
JONOJTHUTENbHBIC JaHHBIC, JOJDKHBI OBITH TAaKXkKe MpenocTaBieHsl qonoianurenbHbie MPK, paspaboTannsie
1151 cOOpa JIOTIOJIHUTENIBHBIX TAaHHBIX.

5.23.3 O0sA3aHHOCTH UCCIIEA0BATENCH-KOOPANHATOPOB U APYTUX HCCIEI0BATENEH TOKYMEHTAIbHO
3aKperieHbl 10 Havyalla UCCIeJOBaHuUS.

5.23.4 Bcem uccienoBaTelsiM MPEIOCTABICHB HHCTPYKIIMU MO COOIIOJICHUIO MPOTOKOJA, SIUHBIX
CTaHJAPTOB OLICHKH KIIMHUYECKHUX M TaOOpaTOPHBIX JAHHBIX, a Takxke 1o 3anoaHeruo MPK.

5.23.5 CBs3p MeX Iy HCCIIEIOBATENSIMH HE 3aTPYAHCHA.

6 HpOTOKOJ'[ KINMHAUYIECCKOIro HCCJICI0BAHUA U MMONMPABKHA K MPOTOKOJIY

ITo oOmemy npaBuily, cofep)KaHHE MPOTOKOJIAa MCCIEIOBAHUS JOJDKHO UMETh YKa3aHHYIO HUXKe
cTpykTypy. OnHako uH(popMaIys, UMEoIas OTHOLIEHHE TOJIBKO K OJJHOMY HCCIIE0BAaTEILCKOMY LEHTPY,
MOXET OBITh NpEACTaBICHAa Ha OTAENbHBIX CTPaHMILAX IPOTOKOJA WIM COJIEPXKAaTbCcs B OTICIBHOM
COTJIAIIEHWH, a 4YacThb MPHUBEIECHHONM HKXKe HHPOPMALUU MOXKET TaKXKe COJEepXKaThCsi B APYTHX
JOKYMEHTaX, CChUIKH Ha KOTOPbIE UMEIOTCS B TPOTOKOJIE, HAIPUMEP B OPOILIOPE UCCIIE0BATENs.

6.1 Obmas napopmarus

6.1.1 Ha3Banue mpoTokoJia, WACHTU(UKAMOHHBIH HOMEp MpOTOKona U fara. Jlrobas mompaBka
TaKXe O0JDKHA UMETh HOMED MOIPAaBKH U JaTy.

6.1.2 HaumeHOBaHME/MMSI M aJJpeC CIIOHCOPa H MOHUTOpA (€CJIM OHH Pa3IHYaroTCs).

6.1.3 MIMs ¥ JOKHOCTB JIML, YIOJTHOMOYEHHBIX OT MMEHH CIIOHCOpA MOANUCHIBATH MPOTOKOM H
MIOTIPABKH K MPOTOKOITY.

6.1.4 Wms, nomkHOCTB, aapec U HoMep Tene(oHa Ha3HAYEHHOTO CIIOHCOPOM MEAMIIMHCKOTO
HKCIepTa M0 JAaHHOMY HCCIIEJIOBAHUIO.

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

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

6.1.7 HaumeHoBaHMA M ajpeca KJIMHUYECKUX JIAOOpAaTOpUil M APYTrUX MEAULUHCKUX H/UIH
TEXHUYECKUX CIYXO M/WIIN OpraHu3alvii, BOBJICUEHHBIX B UCCIIEOBaHHUE.

6.2 O00oCcHOBaHHE UCCIIEIOBAHUSI

6.2.1 Ha3BaHue u omucaHue UCCIEAYEeMbIX TPOIYKTOB.

6.2.2 CBopHOE H3JIOKEHHE MOTEHUUAIbHO HMMEIONIMX KIMHMUYECKYI0 3HAYUMOCTh pPE3yJIbTaTOB
JOKITMHUYECKUX HCCIEeIOBaHUM, a TaKXKe pe3yJbTaTOB KIMHUYECKUX HCCIEIOBAaHUM, 3HAYUMBIX JUIS
JTAHHOT' O MCCJIEIOBAHUS.

6.2.3 Kparkoe omnucaHue H3BECTHBIX M MOTEHLUMAIbHBIX PHCKOB M MOJB3bl A CYyOBEKTOB
UCCIIC/IOBaHMs, €CJIU TAKOBbIE HUMEIOTCH.

6.2.4 Onucanue U 000CHOBaHUE crioco0a BBEACHMS, JO3UPOBKHU, PEKUMa JO3UPOBAHUS U Kypca
JICYCHHUS.



6.2.5 YkazaHue Ha TO, YTO HCCJeIOBaHHE OyAeT MPOBOAMTHCS B COOTBETCTBHH C IMPOTOKOJIOM,
GCP 1 HOpMaTHBHBIMH TPEOOBAHUSAMH.

6.2.6 Onucanue ucciuenyeMoil momyJsyu.

6.2.7 CcbulkM Ha JIMTEpaTypHble MCTOYHUKU W JIaHHBIC, CYLIECTBEHHBIC JUISI HCCIEIOBAHUS U
MPEJICTaBIISIIOIIHE cO00i 000CHOBaHKE JAHHOTO MCCIIEIOBAHUS.

6.3 Llenu 1 3aaun KCCIIEIOBAHUS

JleTaibHOE OnMCcaHue LI U 3a1a4 UCCIEA0BaHus.

6.4 Jlu3aiiH uccienoBaHus

Hayunass 060CHOBaHHOCTb MCCJIEIOBAHUS U JOCTOBEPHOCTD MOJyUYECHHBIX B UCCIIEOBAHUH 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€ UCCIIETOBAHMUS.

6.4.2 Onucanue TuNa/IM3aliHA TPOBOJUMOrO HCCieAoBaHus (HampuMep, JJBOMHOE CIICTOE,
1a1e00-KOHTPOIUPYEMOE, MapaliebHOe) U TpauUecKyro cxeMy au3aiiHa MCCIeAOBaHUs, NPOLEAYp U
ATAIOB MCCIEIOBAHUS.

6.4.3 Omnucanue Mep, HampaBlIEHHBIX HAa MHUHUMH3ALHUIO/MCKIIOYEHUE CYObEKTUBHOCTH, B TOM
qucie:

a) paHJIOMM3ALIUH;

0) ciernoro MeTo1a/MacKUpOBKH.

6.4.4 OmnucaHue HCIONB3YEMOTr0 B HCCIEIOBAaHMU JIEUCHUS, JJO3UPOBKH M CXEMbl MPUMEHEHHS
UCCIIelyeMbIX MPOAYKTOB. Takke BKIOYAaeT B cedsl ONUCaHHWE JIEKapCTBEHHOH (OpPMBI, YIAKOBKU H
MapKUPOBKH UCCIIEyEMBIX MPOIYKTOB.

6.4.5 Osxugaemass NPOJOIDKUTENBHOCTh Yy4YacTHUs CyOBEKTOB B HCCIEIOBaHMM, OINKCAHHE
MOCJIEIOBATEIBHOCTH M NPOJOJDKUTEIBHOCTH BCEX MEPUOJIOB HCCIICAOBAHMS, BKJIIOYas IEPHOJ
MOCJIEYIOLIETro HaOMIOICHNS, €CJIN TAKOBOM MPelyCMOTpPEH.

6.4.6 Onucanue "mpaBUJ OCTAHOBKU' MM "KPUTEPUEB MCKIIIOYEHUS' JUISL OTIENBHBIX CYOBEKTOB,
qacTel nccie0BaHus WM UCCIIEIOBAHUS B 1IEJIOM.

6.4.7 Ilpouenypsl yueTa UcCleayeMbIX MPOAYKTOB, BKIIIOUAs, IPU HAIWYHH, TUIAIe00 U MpenapaTsl
CpaBHEHMUS.

6.4.8 XpaHeHue paHAOMHU3AIMOHHBIX KOJOB H MPOLEAYPBl UX PACKPBITHS.

6.4.9 IlepeueHp Bcex MJaHHBIX, pETHCTpUpyeMbIX HemocpenctBeHHo B HWPK (T.e. 06e3
NpEe/IBAPUTEIILHON 3alMCH B MUCBMEHHOM WIIM JJIEKTPOHHOM BHJE) M PAacCMaTPUBACMBIX B KayeCTBE
NEPBUYHBIX JAHHBIX.

6.5 OT60p U HCKIIIOYEHHE CYOBEKTOB

6.5.1 Kputepuu BKiIOU€HHs CyOBEKTOB.

6.5.2 Kputepun HeBKIIIOUEHHUS CyOBEKTOB.

6.5.3 Kputepuu uckiroyeHuss CyObeKTOB (T.e. OCHOBAaHUWS TPEKpAIlCHHS IPUMEHEHUS
UCCIIEYyEeMOTro MPOAYKTa/UCCIIETyEeMOT0 JICYEHHS), a TAKKE MPOLETYPbI, OTPEACIISIOIINE:

a) Korya u kak cyObeKTOB MCKIIFOUATh U3 HCCIICAOBAHMUS/TIEYCHHS UCCIIETyEMBIM IPOIYKTOM.

0) Kakue naHHbIe U B Kakue CPOKH JOJDKHBI OBITH COOpaHBI IO UCKIIIOYEHHBIM MAIMEHTaM.

B) 3aMEHEHBI JI1 U KAKUM 00pa30oM BBHIOBIBILIUE CYOBEKTHI.

r) Ilocnenyromee HaOmroneHHe 3a CyObEKTaMHM, HCKIIOYEHHBIMH M3 JICUCHUS HCCIEIYeMbIM
IPOTYKTOM/UCCIIEAYEMbIM JIEYCHUEM.

6.6 Jleuenne cyObeKTOB

6.6.1 OcymecTBisgeMoe JieueHHe, BKIIOYas Ha3BaHUS BCEX MPOJYKTOB, MX JO3UPOBKH, HACTOTY
npuema, IyTH/crocoObl BBEJIEHHs, a TaKKe MPOJODKUTENBHOCT JIEYEHUs, BKJIOYas MEpUOJIbI
MOCJIEYIOIEro HAOMIOICHNS [Tl KQXKJIOW IPYyTIIbI JIEUYSHHS UCCIIEyEeMbIMU IPOTyKTaMU.

6.6.2 JlekapcTBa/criocoObI JIe4eHUs], PUMEHEHNUE KOTOPBIX pa3perieHo (BKIOYas HEOTIOKHYIO
TEPaIMIO) WM HE Pa3pereHo 10 U/IIN BO BpeMs UCCIICIOBAHHMS.



6.6.3 MeToap! KOHTPOJIS 32 COOMIOICHHEM MPOLIEyp CYObEKTaMu.

6.7 Ouenka 3¢ dexTuBHOCTH

6.7.1 Ilepeuenn nmapameTpoB 3(pPeKTUBHOCTH.

6.7.2 MeTopl M CPOKH OLIEHKH, PETHCTPALMH U aHATTN3a TapaMeTpoB dPPEKTUBHOCTH.

6.8 Onenka Oe3zonacHOCTH

6.8.1 [lepeueHsr mapaMeTpoB OE30MACHOCTH.

6.8.2 MeTobl ¥ CPOKH OLIEHKH, PETHCTPALIMH U aHATTN3a ITapaMeTpoB OE30IIaCHOCTH.

6.8.3 TpebGoBanust k oTueTam, MPOLEAYPHl MO PETHCTPAlMU U COOOIIEHHUSIM O HEXeIaTeIbHbIX
SBJICHUSIX M UHTEPKYPPEHTHBIX 3a00JIeBaHUSIX.

6.8.4 Merog W TNPONODKUTENBHOCTh HAOMIONEHUS 3a CyObEKTaMHU I10CJI€ BO3HUKHOBEHHS
HE)KeJIaTeNIbHbIX SIBJICHUM.

6.9 Craructuka

6.9.1 Omnucanue CTaTUCTHMUYECKUX METO/OB, KOTOpBIE MHPEAINOJIAraeTcsi MCIOJIb30BaTh, BKIIOYAs
CPOKH Ka)KIO0T0 INIAHUPYEMOTO MPOMEKYTOYHOT'O aHAJIM3A.

6.9.2 [InanupyemMoe KOJUYECTBO CyOBEKTOB. B cilyyae MHOTOLIEHTPOBBIX MCCIEIOBAHUMN JOIKHO
OBITH OIpENEeNeHO IUIAHUPYEMOE KOJMYECTBO CYOBEKTOB B KakaoM IieHTpe. OOocHOBaHME pazMmepa
BBIOOPKHM, BKIIIOYAsl PACCYXACHUS WM BBIYMCICHUS JUIsI OOOCHOBAHHUS CTAaTHCTUYECKOM MOIIHOCTH
MCCIICIOBaHMS U KIIMHUYECKOM MPAaBOMEPHOCTH UCCIIEIOBaHMUS.

6.9.3 IIpumeHseMblif ypOBEHb 3HAUUMOCTH.

6.9.4 Kpurepuu npekpaiieHus Uccie10BaHus.

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

6.9.6 Ilpouemypsl cooOmieHus: O JIOOBIX OTKJIOHEHHSX OT MEPBOHAYAIBHOI'O CTATUCTHYECKOTO
wiaHa (BCce OTKIIOHEHHS OT IEPBOHAYAIBHOIO CTATUCTUYECKOTO IUIAaHA JOJDKHBI OBITh OIMUCaHBI U
00OCHOBaHBI B IPOTOKOJIE W/WITH (PUHATBHOM OTYETEe 00 UCCIICIOBAHHN).

6.9.7 OtOop cyOBekTOB aisi aHanu3a (HampuMep, BCE PaHIOMU3UPOBAHHBIE CYOBEKTHI, BCE
CyOBEKTBI, ITOJyYUBIINE XOTS ObI OZHY J03Yy MCCIEeyeMOro npernapara, Bce CyObeKThbl, COOTBETCTBYIOIINE
KpPHUTEpUSIM 0TOOpa, CYOBEKTHI, JaHHBIE KOTOPBIX MPUTOAHBI IS OLICHKH).

6.10 IIpsmoii JOCTYI K MEPBUYHBIM JaHHBIM/TOKYMEHTALUU

CrnioHCOp 0JKEH MPeAyCMOTPETh B IMIPOTOKOJIE WIIM HHOM MMUCbMEHHOM COTIJIallieHHMH 003aHHOCTh
uccieioBaTeseil/opranu3aii  He  MpensaTCTBOBAaTh  MPSIMOMY  JIOCTYNly K TNE€PBHUYHBIM
JAHHBIM/TOKYMEHTALIUU ISl IPOBE/ICHUS CBSI3aHHBIX C UCCIIEOBAHMEM MOHUTOPUHTA, ayIuTa, STUHUECKON
HKCTIEPTH3BI, @ TAKKE MHCIEKIIUH CO CTOPOHBI YIIOJIHOMOYEHHBIX OPraHoB.

6.11 KonTtposb kayecTBa U oOecrieueHue KauecTna

6.12 Drtuka

Onucanue STUYECKUX aCHEKTOB UCCIIETIOBAHMSI.

6.13 Pabota ¢ 1aHHBIMU U BeICHUE 3amucen

6.14 duHaHCHpPOBAaHUE U CTPAXOBAaHUE

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

6.15 [My6nukanuu

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

6.16 Ilpunoxenus

(Opumeuyanne - [lockombKy TPOTOKON  HMCCICNOBAaHMS W OTYET O  KIMHUYECKOM
UCCIIC/IOBAaHUM/UCIIBITAHUM TECHO CBSI3aHbl, JJIS JAONOJIHUTENbHOM HH(popManuu cMm. pykoBojactso ICH
"CTpyKTypa U COepKaHHe OTYETa O KIMHUYECKOM HCCIICIOBaHUH ")

7 Bpouropa ucciaegoBaress

7.1 Beenenue
bpomrtopa uccnenoBarenst (bM) mnpencraBiser co00H CBOAHOE H3IOKEHHE KIMHUYCCKHX U



JOKJIIMHUYECKUX JAHHBIX [0 HCCIEAYEMOMY INPOAYKTY, KOTOpPbIE UMEIOT 3HAUYEHUE NJISl €r0 U3Y4YEHHUS C
ydacTHEM 4YeJIOBEeKa B KauecTBe cyObekTa uccienoBanus. Hasnadenuem BU sBnsieTcs mpenocTaBieHHE
UCCIIEZIoOBATeNsIM W JIPyT'MM JIMIIaM, BOBJICYCHHBIM B IIPOBEJCHUE HCCIENOBaHUs, HH(POpPMAIUH,
MOMOTAIOLIeH MOHUMAHHUIO U COOJIIOJICHHUI0O MHOTHX CYIIECTBEHHBIX MOJOKEHUH MPOTOKOJA, TAaKUX Kak
71033, 4YaCTOTa/NePUOTUMIHOCTD 103, CIIOCOOBI BBEJICHUS, a TAKXKE MPOLIETyPhl MOHUTOPUHTA O€30MaCHOCTH.
BU rtakke oOecrneynBaeT MOHMMAaHUE, CIIOCOOCTBYIOIEE KIMHUYECKOMY BEACHHUIO CyOBEKTOB
HCCIICIOBaHMSI B TEUCHHE Kypca KIIMHUYECKOTo uccienoBanus. Mubopmanust 1omkHa ObITh IpeCcTaBIeHA
B KpaTKOW, NpPOCTOH, OOBEKTHUBHOM, B3BEIIEHHOW U JIMIICHHOW pPEKJIAMHOIO OTTEHKa (opMme,
MO3BOJISIONIEH KIMHUIMCTY WM MOTEHIMAIbHOMY HCCIEIOBATENI0 MOHATh €€ U C(HOPMHUPOBATH CBOIO
COOCTBEHHYI0O OOBEKTHBHYIO OIICHKY II€JI€COOOPAa3HOCTH IpeUlaraéMoro HCCIeIOBaHUS HUCXOIS U3
COOTHOILIEHUSI PUCKA U MoJb3bl. [lo 3TON mpuumHe B pegakTupoBaHuu BM oObIYHO JODKEH MPUHUMATh
ydacTHe MEIUIMHCKHHA 3KcrepT, HO conepxkanue bU momkHO OBITH 0J0OpEHO CIEenUaTucTaMu TexX
obuiacTeid, rie ObLTH MOJIyYeHbI ONUCHIBAEMBIE IaHHBIC.

Hacrosimuii ctangapT ompenenseT MUHUMAaJIbHbIM 00beM HHGOpMAaIMu, KOTOpas JOJKHA ObITh
BKIOYeHa B bBU, u 1aer pekoMeHmanmuu 1O CTPYKType U3JIOKEHUs JNaHHOHW HH(OpMAaIHH.
[Ipennonaraercs, 4To XapakTep U 00beM JOCTYHNHOH MH(popManMu OyAyT U3MEHATHCS B 3aBUCUMOCTH OT
CTaguM pa3pabOTKU HCCIEAyeMOro Mpoaykra. Eciam ucciaenyeMblii MPOAYKT HAXOAUTCS Ha PHIHKE U
OOJIBIIMHCTBY MPAKTUKYIOIIMX Bpaueil XOpOIIO M3BECTHHI ero (papmakosjoruyeckue cBorncTsa, b moxer
ObITH MeHee MoJpoOHOoM. e 3T0 JomycKaeTcs yNoJTHOMOUYEHHBIMH opraHamu, BMecto bW moryTt ObITh
UCIOJIb30BAHBl MaTepUabl, COAEPIKaIlNe OCHOBHYIO MH(OPMALUIO O MPOJYKTE, JUCTOK-BKIIAJIBII WIN
uHpopMalMsg Ha DSTUKETKE NpPU YCIOBUH, YTO aJbTEPHATUBHBIA BapHUaHT COAEPKUT AaKTYyalIbHYIO,
BCECTOPOHHIOI M MOAPOOHYI0 HHGpOpMAIMI0O 000 BCEX XapaKTEPUCTHKAX HCCIEIyeMOro MpPOaYyKTa,
KOTOpbIE MOTYT OBbITh BaXKHBI Il UccienoBaress. Eciu 3apernctpupoBaHHBIN NPOIYKT UCCIEAYyeTCs Ha
npeaMeT HOBOrO NpuUMeHeHHs (T.€. 10 HOBOMY NOKa3zaHH0), bW momkHa OBITH COCTaBIeHA C Y4eToM
HOBOro npumeHnenusi. bU cienyer mepecMarpuBath He pexe OAHOrO pas3a B I'ojl M, IpU HEOOXOIMMOCTH,
JIOTIOJHATh B COOTBETCTBHMM C NHMCbMEHHBIMHM MpOLEAypaMH CIIOHCOpa. B 3aBHcMMOCTM OT craguu
pa3paboTKU MPOAYKTa U MO Mepe MOCTYIUIEHUS! HOBOW 3Ha4MMOM nHpopmaiu bBY MOXHO TOMONHATH U
Oosee uacto. OgHaKO B COOTBETCTBMM C Hajekaiield kiunHudeckod mnpaktukod (GCP) HoBas
uHpOpMalKs MOKET ObITh HACTOJBKO Ba)KHA, YTO €€ HEOoO0XOAWMO COOOIIUTh HCCIEAOBATENSAM H,
B03M0OkHO, DCO/HOK n/unu ynoirHoMo4eHHBIM OpraHaMm JI0 €€ BKJIIOYEHHS B HOBYIO peaakiuio bU.

Kak mpaBuiio, crioHCOp OTBEYAET 3a IPEJOCTABIECHUE UCCIIEI0BATENSAM aKTyalbHOU penakunu bU,
a MCCIENOBaTeIM OTBEYAKOT 3a NPEJOCTABIEHUE aKTyalpHOW pemakuuun bBU cooTBeTcTByrOIIEMY
OCO/HOK. Ecnu crnoHCOpOM HCCIIEIOBaHMS SBJSIETCS HCCIIEAOBaTeNb, OH JOJDKEH YJOCTOBEPHUTHCH,
JIOCTYIHA JI1 OpoIIopa KoMMepUYeckoro npousBoautens. Ecnu uccnemnyemslil poayKT npeaocTaBiseTcs
CaMHMM CIIOHCOPOM-HCCIIEIOBaTeIeM, OH JOJDKEH JOBECTH HEOOXOAMMYI0 HH(pOpPMALMIO 10 CBEACHUS
3aHSATOrO B UCCIIEOBAHUM NepcoHana. Eciu oTcyTeTByeT nmpakTudeckass He0OX0AMMOCTb cocTaBieHus: bU
CTaHJapTHOro (opmara, B KadecTBE aJbTEPHATHBBI CIOHCOP-UCCIEAOBATENb JOJKEH IPEICTaBUTh
MUHHMAaJIbHBIA 00bEM aKTyaJbHOW MH(pOpPMALKHU, ONMUCAHHOM B HACTOSIIEM CTaHJApTe, B PaCIIMPEHHOM
paszesne 000CHOBaHMS UCCIICAOBAHMS.

7.2 O61ue noyIoKeHus

bW nomxkHa BKIItOYaTh B ceOs:

7.2.1 TuTynbHBIN TUCT

JlomkHBl OBITH yKa3aHbl HaMMEHOBAaHHE CIIOHCOPA, WACHTU(HUKATOPHI Ka)XIOro HCCIETyeMOro
npoaykra (T.e. HOMEp MCCIEAOBaHUs, XUMHYECKOE WM OJ0OPEHHOE JHKCHEPUYECKOE HAa3BaHUE, a TAKKE
TOPTOBBIC HAa3BaHUS, TJI€ pPa3pelICHO 3aKOHOIATEIbCTBOM H 110 JKEJIaHHUIO CIIOHCOpa) U aara peaakuuu BU.
Pexomennyercs ykassiBaTb HOMep Bepcuu bU, a taxke HOMep M nary npeasiayiie penaxkuuud bU.
[Tpumep npuBeseH B nmpuioxeHuu 1.

7.2.2 YKka3zaHue Ha KOH(QHIECHIIMAIbHOCTh

ITo >kenaHuIO CIIOHCOP MOKET BKIIOUUTH B BU yBegomiienue uccnenopareneit/nmoiayyareneid o ToM,
YTO OHU JOJDKHBI paccMaTpuBaTh bW  Kkak KOHGUAEGHIMAIbHBIA JOKYMEHT, NpeJHa3HAYECHHBIH



HUCKJTIOYUTENILHO I O3HAKOMIIEHHS U UCIIOJIBL30BAHUS UCCIIEN0BATENLCKUM KoiutekTuBoM U DCO/HDK.

7.3 ConeprkaHue OpOIIIOPHI UCCIIEIOBATEIS

b1 nomkHa MMETH CHEAYIOIUME pPA3fenbl, KaKIAblii M3 KOTOPBIX, TIA€ IMOAXOIUT, CIEHAyeT
COIIPOBOKIATH CIIMCKOM CCBUIOK Ha JIUTEPATypHbIE HCTOUHUKU:

7.3.1 OrnaBnenue

[Tpumep ornaBieHus IPUBEIEH B MPUIOKECHHUH 2.

7.3.2 Pe3iome

JIoJDKHO OBITH MPENCTAaBICHO KpaTKoe pe3tomMe (JKenaTenbHO, HE MPEBBIMIAIONISE JABYX CTPaHHII)
JIOCTYHOH uHpOpMamUu O (UBNYECKUX, XUMHUYECKHX, (apMaleBTHUECKUX, (apMaKOJIOTHUYECKUX,
TOKCHKOJIOTMYECKUX,  (apMaKOKMHETUYECKUX, META0OJMYECKUX W  KIMHUYECKUX  CBOMCTBax,
COOTBETCTBYIOIIECH TEKyIIeH CTalK KIMHUYECKON pa3paboTKH UCCIIEyeMOro MPOAyKTa.

7.3.3 Beenenue

B kpaTkoM BBOJHOM pa3zeine JIOJDKHBI OBITh yKa3aHbl XUMHYECKOE Ha3BaHUE (a TakKe
JDKEHEPUYECKOe M TOProBOEC HAa3BaHWUS, €CIM OJOOPEHBI) HCCIEAYeMOro MPOJYKTa, BCE AKTHBHBIC
MHTPEIMEHTH], (hapMaKoJOrHuecKasi Ipymnmna, K KOTOPOH OTHOCHUTCS MCCIEeIyeMbli MPOIYKT, U MECTO, Ha
KOTOpOE OH B HEW MpeTeHAyeT (HarmpuMmep, NPeHMyLIecTBa), 0OOCHOBAaHME ISl M3YYEHHS MCCIIETYyEeMOro
NPOAYKTa, a TaKXKe ero OXXuaaeMble NPOQHIAKTHUECKUE, TEPAaNeBTHUECKHE WIM JAUAarHOCTUYECKUE
nokasanus. KpoMme Toro, B BBOJHOM pazjelie JOKEH ObITh COPMYIHUPOBAH OOIMIMA MOIXOJ K OICHKE
UCCIIEyeMOr 0 MPOIyKTa.

7.3.4 ®dusnyeckue, XMMUUECKUE U (papMalieBTHUECKUE CBOICTBA U JieKapcTBEHHas (popma

JomxHbl OBITH TPEICTABICHBl ONMUCAHHE KOMIIOHEHTOB HCCIEIyeMOro NpoAayKTa (BKIOUas
XMMUYECKHE W/MIM CTPYKTYpPHbIE (OpMYJbI), a TakKe KpaTkas CIpaBka O €ro CyIIeCTBEHHBIX
bU3NYECKUX, XUMUYECKHX U (papMalleBTUUECKUX CBOMCTBAX.

Jlis obGecriedeHus afiekBaTHBIX Mep OE€30MaCHOCTH B XOJI€ MCCIIEOBAaHUS JIOJDKEH ObITh yKas3aH H,
eciu Tpedyercsi, 000CHOBAH COCTaB JIEKAPCTBEHHOU (hOpMBI, BKIIIOUasi JOMOJHUTENbHbIE BellecTBa. Takxke
JOJDKHBI OBITH MPEA0CTABICHBI MHCTPYKIMH [0 XPAaHEHHIO U MCIIOJIb30BaHHIO JIEKAPCTBEHHBIX (HOPM.

Crnenyer ynoMsiHyTb JH000€ CTPYKTYpHOE CXOJICTBO C IPYT'MMHU U3BECTHBIMH BEIIECTBAMH.

7.3.5 JIOKIMHAYECKUE UCCIICIOBAHUS

Bsenenue

JloykHBI OBITH TIPEACTABICHBI B KPAaTKOM (opMe pe3ysibTaThl BCEX CYHIECTBEHHBIX TOKIMHUYECKUX
UCCleIoBaHU  (hapMaKOJIOTUYECKUX CBOMCTB, TOKCHMYHOCTH, (apMaKOKMHETUKH M MeTaboin3Ma
UCCIIEyeMOT0 MPOoAyKTa. JIOIKHBI OBITH ONMCAHBI UCTIOJIB30BAHHBIE METO/IBI, IIPEJICTABICHBI IOJTy4YEHHBIE
pe3yJbTaThl, a TaKKE MX OOCYXJEHHE B CBA3M C HCCIEIYyEMbIMH TEepaneBTHMYECKMMHU M BO3MOXKHBIMU
HeOIaronpuATHBIME 3(pdeKkTaMu y yesoBeka. B 3aBHCHMMOCTH OT HaJMYMs/IOCTYIHOCTH HH(pOpManUu
yKa3bIBAIOT CJIEAYIOIICE:

Hcnonbp30BaHHbIE B UCCIIEIOBAHUAX BHU/IbI dKHUBOTHBIX.

KosndecTBo 1 10J1 )KUBOTHBIX B Ka)KJOU TpyIIIIE.

Enununer uamepenus 1036l (HanpuMep, MHJUTUTPaMM/KIitorpaMm (Mr/Kr)).

KpatHocTs BBeZICHUSI.

[IyTs BBEIECHMUS.

JmuTensHOCTh Kypca BBEICHHUS.

WNudopmanus, oTHOCAIIAsICA K CACTEMHOMY paclipeielIeHHIO.

[TpooKUTENBHOCTD MOCIIEIYIOIIEr0 HaOI0IeHHS TOC/Ie OKOHUAHUS BBEICHHSI ITperapara.

Pe3ynbTatThl, BKIIIOYask paCKPhITHE CIEAYIOIIUX aCIEKTOB!

- XapakTepa 1 4acTOThl (JapMaKOJOTHUECKUX WM TOKCHYECKUX 3((HEKTOB;

- BBIPQXKEHHOCTHU WJIM CTENCHU TSHKECTH (PapMaKOIOrMUECKUX WM TOKCHYECKUX 3((HEKTOB;

- 710303aBUCUMOCTH 3((HEeKTOB;

- BpEMEHH JI0 HACTYIICHUS 3PPEKTOB,;

- oOpatumoctu 3P PeKToBs;

- IPOAOIKUTENBHOCTH 3 (HEKTOB.



Jlnst  Gombliell HArSIIHOCTH JaHHBIE CIEAyeT, IO BO3MOXXHOCTH, IPEIACTABISATH B BHIC
tabmun/criuckoB. [locneayromme paszenbl  JTOMDKHBI  COAEP)KaTh OOCYXIeHHE Hauloiee Ba)KHBIX
pe3yJIbTaTOB MCCIIEIOBAHNM, BKIIIOUYAs 10303aBUCUMOCTh Ha0Ir01aeMbIX 3((EKTOB, X SKCTPAOJIALUIO HA
YeJIOBEKa, a TaKKe JI00bIe MHBIE aCHEKThI, TPeOYIOIUe UCCIeI0BaHUs y uesnoBeka. Tam, riae Heo0Xoaumo,
JOJDKHO OBITH NPOBEACHO CpaBHEHUE 3()()EKTUBHBIX M HETOKCHMYECKUX JI03 Mperapara Ha >KUBOTHBIX
OJJHOTO W TOro ke BHJa (T.e. HEOOXOIUMO INPEIOCTaBUTH OOCYXKICHHE TEPareBTHYECKOTO HHIIEKCA).
Crnenyer ykas3aTh, KaK 3TH JIJaHHBIE COOTHOCSATCSI C JO3MPOBKaMHM, NpEJIaraéMbIMU JJISl IPUMEHEHUS Y
yenoBeka. Bo Bcex ciyyasix, r7ie BO3MOXKHO, NMPH NPOBEICHUM CPAaBHEHUH PEKOMEHYETCs yKa3blBaTh
KOHIICHTPALlMU MpernapaTa B KpOBU/TKAaHH, a HE JO3UPOBKH, BBIPAKEHHBIC B MIY/KT.

a) JloximHnyeckas papMaKoIorus

JlaHHBINM pa3fen JOoDKEH BKIOYaTh B ce0s KpaTKoe onucaHue (apMakoJOTHUECKUX CBOMCTB
UCCIIEyeMOTo MPOAYKTAa M, €CIM 3TO BO3MOXXHO, €ro OCHOBHBIX METa0OJUTOB IO pe3yJibTaTaM
UCCIICIOBAaHUM Ha XUBOTHBIX. KpaTkoe ommcaHue JOKHO BKIIHOYATh B ce0sl MCCIENIOBAHUS MO OLICHKE
BO3MO)KHOHM TEpPareBTUUECKONW AaKTHBHOCTH (Hampumep, 3(P(EeKTUBHOCTh MpPU SKCIEPHUMEHTAILHON
NaTOJIOTHH, JIMTaH-PELENTOPHOE B3aUMOJICHCTBHE M CIICHU(PHYHOCTh JEUCTBHSL), @ TAKKE UCCIICIOBAHUS
1O OICHKe Oe30MacHOCTH (HalpuMmep, CHelUalbHbIE UCCICIOBAHMS JJIsl U3YyYCHUS WHBIX, HE MMEIOLIMX
TEpareBTUYECKON HAIPaBICHHOCTH, ()apMaKOJIOTHUECKUX F(PPEKTOB).

0) dapMaKOKMHETHKA U METa0OJIN3M TPOIYKTa Y JKHBOTHBIX

JlaHHBIH pazgen Mo/DKeH BKIIIOYATh B ceOs KpaTKoe onucaHue (papMakOKWHETHKH, MeTaboIr3Ma U
pacripesieieHus] UCCIelyeMOro MpOoJyKTa B TKAaHSAX JKUBOTHBIX BCEX BUJIOB, HAa KOTOPBIX MPOBOIMIUCH
uccnenoBanus. JIokHBI OBITH OCBEIIEHBI BCAachblBaHWE, MECTHas W CHCTEMHass OHOJOCTYITHOCTh
HCCIIEyeMOro MPOJYKTa M €ro MeTaboJIMTOB, a TaKXe MX CBs3b C JAaHHBIMH (DapMaKOJIOTMYECKHX H
TOKCHKOJIOTMYECKUX UCCIIEIOBAHUN Ha )KUBOTHBIX.

B) Tokcukomorus

JlanHbI pasz;gen JOMKEH BKIOYAaTh B ce0sl KPaTKOE OMMCAHHWE TOKCHYECKHX A(P(EeKTOB
HCCIIEIyeMOI0 TNPOJYKTA, BBISBIEHHBIX B MCCIEJOBAHUAX Ha XUBOTHBIX pPa3HbIX BHIOB. Cienyer, mmo
BO3MO>KHOCTH, MIPUICPKHUBATHCS HIKEIIPUBEACHHON CTPYKTYpbI OTJIaBIEHUS JTAaHHOTO pa3jena:

- TOKCMYHOCTH NPH OHOKPATHOM BBEJICHUU.

- TOKCMYHOCTB IPH MHOTOKPAaTHOM BBEICHUH.

- KanneporeHHOCTb.

- CrnenuaneHbple wHccCiefoBaHUs (HampuMep, MECTHO-pa3paxaroniee M auIepru3Hupylolee
JCHCTBHUE).

- PenpoiyKTHBHAs! TOKCUYHOCTb.

- [€eHOTOKCUYHOCTH (MYTareHHOCTB).

7.3.6 JleiicTBue y uenoBeka

Bsenenue

B sToM paszene noxpobHo o0Cykat0T n3BecTHbIE 3(h(HEKThI UCCIEAYEMOro MPOAYKTa y YelIOBeKa,
BKJIIOYasgs MH(OpMAIMIO, OTHOCAIIYIOCS K (apMaKOKMHETHKE, MeTabonu3My, ¢apMakoIuHaAMUKE,
n0303aBUCUMOCTH 3¢ ¢ekToB,  Oe3omacHocTH, 3(GQGEKTUBHOCTH, a Takke JPYyrdM  BHIaM
(bapmakosoruueckoii akTUBHOCTH. [10 BO3MOXKHOCTH, JOJKHO OBITH JJaHO KpaTKoe ONUCaHHE KaXKIO0To
3aBEPILIEHHOI0 KJIMHUYECKOTO HuccienoBaHus. Taike AokHa OBITh IpeACTaBiIeHa HHpOpMauus o
pe3yibTaTax JI0OOro MCHOIb30BAHUS UCCIEAYEMOro MPOIYKTa BHE PaMOK KIMHMYECKUX HCCIIEIOBAHMIA,
HampuMep CBEACHUS, MOJIyYE€HHbIE BO BPEMsl IOCTPETUCTPALIMOHHOTO IPUMEHEHHS TPOAYKTA.

a) @apMaKkOKMHETHKA U METa0O0JIM3M y YeIOBeKa

JlaHHBIN pa3fen J0JDKEeH colepkaTh KpaTKyto MH(pOpMAlKIO, OTHOCSIIYIOCA K (papMaKOKUHETHKe
UCCIIEyeMOro MPOAYKTa, ¥ BKIIOYATh B ce0s cieayromiee (B 3aBUCUMOCTH OT HaJIMYUsI JaHHBIX):

- dapMakOKMHETHKY (B TOM YHcie MeTaboJM3M, BCachblBaHME, CBSI3bIBAHHE C OCIIKAMHU ILIa3MBbl,
pacnpeieieHie U BBIBE/ICHHE).

- bBuomoctymHOCTh mccnmemyemMoro mpoaykra (aOCOMIOTHYIO, TZ€ 3TO BO3MOXKHO, W/HIH
OTHOCHUTENBHYIO) C UCTIOJIb30BAHUEM OIIPEICIICHHON JIEKapCTBEHHOH (POPMBI B KaueCTBE CPAaBHEHHS.



- CyOnonynsuuu HacelneHus (HarpuMmep, pasJinyus 110 10Ty, BO3pacTy WIK HapyIIeHUSIM ()yHKIUH
OpraHoB).

- B3aumogetictBus (Hanpumep, JeKapCTBEHHbBIC B3aMMO/ICHCTBUS M BIMSHUE TIPUEMA TTHIIHN).

- Jlpyrue naHHble 1O (apMaKOKHMHETHKE (HAmpuMep, pe3yibTaThl HPOBEICHHBIX B paMKax
KJIMHUYECKMX MCIBITAHUH ()apMaKOKHHETHYECKUX UCCIICOBAHHUI HA Pa3INUHBIX TPYIIIAX).

0) BesonacHocTh 1 3phexkTHBHOCTD

Kpatko nomkna ObITh mpeacTaBieHa UWHGOpMAlMs, OTHOCAIIAsACS K  O€30MacHOCTH,
dapmakonuHamuke, 3(pdexkTHBHOCTH U J10303aBUCHMOCTH 3((eKTOB HccieqyeMoro mpoaykra (M ero
MeTabOJIMTOB, €CIH ©CTh JIaHHBIC), MOJTy4YeHHAs B XOJC MPOBEICHHBIX KIMHHYECKUX HCCIIEI0BaHUM (C
y4acTUEM 3JI0POBBIX JJOOPOBOJIBIICB W/HIIU MAIIMEHTOB). JloJkHA OBITH MTpECTaBlIeHa HHTEPIIPETAIHS 3TUX
naHHbIX. Eciu 4acTe KIMHMYECKUX MCCICIOBAHUN YK€ 3aBeplieHa, uii OoJjiee SICHOIO BOCHPHUSATHS
JAHHBIX PEKOMEHJAYeTCs TMpPEJICTaBUTh [0 3aKOHYCHHBIM MCCIEJOBAHUSAM CBOJHBIE OTYETHl IO
3hPEeKTUBHOCTH U 0€30MaCHOCTU MCCIETYEMOro MPOAYKTa MO OTIACIBHBIM MOKA3aHUSAM Y pa3iIndHbIX
nonyssauui. Takxke peKOMEHAyeTcs UCIOJIb30BaTh CBOAHBIC TaOIMIIbI HEXeNaTeIbHbIX PEaKLIUi M0 BCeM
KJIMHUYECKUM MCCIICAOBAaHMSAM (BKJIFOYAsi UCCIICIOBAHMS ISl JIFOOBIX M3YYaBIIMXCS MMOKa3aHUM). JOmKHBI
OBITH OCBEIIECHBI 3HAYMMBIE PA3IINUMs B XapaKTepe/dacTOTe HEXKEIATeIbHbIX PEaKIMi KaK sl pa3IMuHbIX
MOKa3aHUM, TaK U I PAa3IUYHbIX MOIYJISLIUH.

B BU nomxHBl OBITH OMMCaHbl BOBMOXKHBIE PUCKH M HEXEJATEIbHbIE PEaKIUH, KOTOPhIe MOXKHO
OXH/1aTh, OCHOBBIBAACh HAa HAKOIUIGHHOM OIIbITE€ TNPHUMEHEHUS KaK HCCIEAyeMOro MpOIAYyKTa, TaK M
CXOJIHBIX C HUM HPOAYKTOB. JIOJKHBI OBITh TaKXKe OMUCAHBI MEPBI NMPEIOCTOPOKHOCTU WIIN CIIEUAIbHBIE
METOJbl  HaOJIOJEHUs, KOTOpble HEOOXOIUMO NPUMEHSTh IPH HCHOJIb30BAHUU TNPOAYKTa C
UCCIIeI0BATEIbCKUMHU LIEISMHU.

B) [locTperucTpaliiOHHBIN ONBIT TPUMEHEHUS

B BU nomxHbl OBITh YKa3aHbI CTPaHbl, B KOTOPBIX UCCIIEAYEMBIH MPOAYKT YKE UMEETCs B IIPOIaxKe
win ObUT 3apeructpuposat. Jltobas 3HaunMas uHpopManys, NOITyYeHHAs B X0€ MOCTPErUCTPALMOHHOTO
NpUMEHEHHs TIPOJyKTa, JOJDKHA OBITh NpEJACTaBiIeHa B 0000IIEeHHOM BHJe (Hampumep, JIeKapCTBEHHBIC
(GOopMBI, TO3UPOBKH, IyTH BBEJCHUS U HEXelarenbHble peakiuu). Takxke B B 10omKHBI OBITH yKa3aHbI
CTpaHbl, B KOTOPBIX 3asBUTEIO OBIJIO OTKAa3aHO B 0JJOOPEHUH/PErUCTPALIMU TPOIYKTa I KOMMEPYECKOTr o
MCTIOJIb30BAHUS HIIH K€ pa3pellieHne Ha MPOoJaXKy/CBUIETENbCTBO O PETHCTPALUHU ObIJIO aHHYJIMPOBAHO.

7.3.7 O0cyxieHne JaHHbIX U MHCTPYKIUH JUIsS MCCIIeI0BATEs

B stom paszmene A0MKHO OBITH NMPEACTABICHO OOCYXKJICHHE MOKIMHUYECKUX W KIMHUYECKUX
JAaHHBIX M 00oOIIeHa MH(OpMalus, MOJyueHHas W3 pa3HbIX HCTOYHHKOB I0 PA3IMYHBIM CBOWCTBaM
UCCIIEyeMOro NMpoaykTa. Takum o0pa3oM, UCCIe0BaTeNI0 MPEJOCTaBIAI0TCS Hanbonee HHGopMaTUBHAS
MHTEpHpeTalys HMEIOUIMXCS JaHHBIX, a TaKXKe BBIBOJbI O 3HAYMMOCTH JTOH HHPOpPMALUU IS
MOCEYIOIUX KIMHUYECKHX UCCIIeI0OBaHUM.

JloKHBI OBITH OCBEIEHBI OIyOJMKOBAHHBIE PAOOTHI MO CXOAHBIM IMPOAYKTaM, €CIH TaKOBBIE
UMEIOTCS. DTO TMO3BOJIUT HCCIENOBATENIO ObITh TOTOBBIM K HEXKEJIATEIbHBIM PEAKLUsIM WM JPYTHM
npobiaemMaM, KOTOpble MOTYT BO3HUKHYTh B X0/1€ KIMHUUECKUX HUCCIICAOBAHHIA.

OcHOBHasl 11e7b JAHHOTO pasfelia 3aKI4aeTcss B TOM, YTOObI IOMOYb HCCIIEOBATENI0 MOTYYUTh
YeTKOE MPE/ICTaBICHUE O BO3MOXHBIX PUCKaX M HEXKENIAaTelIbHBIX PEaKIMsIX, a TAaKkKe O CHEeIHaIbHbIX
TECTax, METo/Aax HaONIOJIeHUs M Mepax MPeloCTOPOKHOCTH, KOTOPblE MOTYT IOHAJ00UTHCS B XOe
KJIMHUYECKOT'O UCCIIEI0BaHMs. DTO MPEACTABICHHUE JOJDKHO OBITH OCHOBAHO Ha JOCTYIHOM MH(pOpMaLUHU O
¢u3nueckux, XUMHUYECKUX, (apmaneBTHUECKUX, (PAPMAKOJIOTMUECKUX, TOKCHKOJIOIMYECKHX U
KJIMHUYECKUX CBOMCTBAX MCCIIEAYeMOro npoaykra. KimHuueckoMy McclieloBaTeNo Takke JOKHBI ObITh
IPEJOCTaBIICHbl HHCTPYKIUH 110 AUATHOCTUKE U JICUCHUIO BO3MOXHBIX MEPEI03UPOBOK U HEXKEIATEIbHbIX
peakiuid, KOTOpble OCHOBAHBI Ha IMPEIbIAYLIEM KIMHUYECKOM ONbITE U (hapMaKOJIOTHYECKHX CBOMCTBaX
HCCIIEyeMOr 0 MMPOIyKTa.

7.4 Tlpunoxenue 1

TurynbHblii ucT (MpUMeED)

Hassanue crnioncopa



IIponyxr:

Homep nccnenosanus:

Ha3Banue(s): XuMHUYECKOe, JKCHEpPHUYECKOe (€CliM TMOAXOJHUT), TOProBoe Ha3BaHue (eciu
pa3perieHo 3aKOHOIATSILCTBOM U I10 JKEJIAHUIO CIIOHCOPA)

Bbpourropa uccnegosarens

Howmep penakuun:

Jara Bepcuu:

3aMeHsIeT PEABLAYIIYI0 PEAAKIINI0 HOMEP:

[ara:

7.5 Tlpunoxenue 2

OrnaBnenue OpPOLTIOPHI UCCIIEOBATENS

(mpumep)

Yka3zaHue Ha KOH(PUICHIIUATBHOCTD (HEOOSI3aTEIBHO)

[Momnucu (HeoOsI3aTEIBHO)

1 OrnaBnenue

2 Pestome

3 Brenenue

4 ®duznyeckue, XMMUUECKHUe, (papMalieBTHUEeCKUE CBOMCTBA U JIEKapcTBEHHas popma

5 JIoKJIIMHUYECKUE UCCIETOBAHUS

5.1 JloxnuHuueckas papMaKoIOrHs

5.2 dapmMaKkOKWHETHKA U METa0OIU3M MPOIYKTA Y )KUBOTHBIX

5.3 Tokcuxomnorus

6 DddekTsl y uemoBeka

6.1 dapmakoKkMHETHKA U METa0O0NIM3M Y YeTIOBEeKa

6.2 bezonacHocTh U 3 PEeKTHBHOCTH

6.3 [locTperucTpallOHHBIN OIBIT MPUMEHEHHS

7 OOcy>xaeHre TaHHBIX U MHCTPYKIMU TSl UCCIIeIOBaTeNs

Ccbuiku Ha:

1 [My6nukanuu

2 OTtyeTsl

JlaHHBIE CCBUTKU JAODKHBI OBITH MPUBEACHBI B KOHIIE KaXXJOW TJIaBbI.

[Mpunoxenus (py HATUYNH)

8 OcHOBHBIE AOKYMEHTDBI 1JIl MPOBCACHUA KIUHHYECCKOro HCCJICeA0BAHUS

8.1 Beenenue

OCHOBHBIMU JTOKYMEHTaMH SIBJSIFOTCSI T€ JTOKYMEHTBI, KOTOpbl€ BMECTE WM MO OTAEIbHOCTU
MO3BOJISIIOT OLEHUTH IPOBEACHUE HCCIENOBAHUSA W KAayeCTBO IOJYYEHHBIX JAHHBIX. DTH JOKYMEHTHI
CIIy’)KaT JIOKa3aTelbCTBOM COOJIIOJICHHsI HCCIEIOBaTelIeM, CIIOHCOPOM H MOHHMTOPOM CTaHIAapTOB
HaJuIeKamed kimHnueckoit npaktuku (GCP) nu HopMaTuBHBIX TpeOOBaHUIA.

OCHOBHBIE JIOKyMEHTBI TaKXK€ CIyXaT OOJIbIIOMY YHCIIy MHBIX BaXHBIX Lejeil. CBOeBpeMEHHOE
IIOMEIICHUE OCHOBHBIX JIOKYMEHTOB B (hailibl HCCleoBaTeNss/OpraHu3alud M CIHOHCOpa MOXKET
CYIIECTBEHHO CHOCOOCTBOBATH YCIEIIHOMY BBIIIOJHEHUIO B paMKaX KIMHMYECKOIO MCCIIEIOBaHUS CBOMX
¢byHKUMH HccenoBaTesieM, CIIOHCOPOM M MOHUTOpOM. Kpome Toro, 3Tu JOKyMEHTHI OOBIYHO SIBIISIOTCS
00BEKTOM HE3aBUCHMOIO ayJUTa CO CTOPOHBI CIIOHCOPA M MHCHEKIUH CO CTOPOHBI YHOJIHOMOYEHHBIX
OpPraHoB Kak 4acTH Mpoliecca MOJATBEPHKACHUS 3aKOHHOCTHU MPOBEJICHHs UCCIEIOBAHUS U JIOCTOBEPHOCTH
COOpaHHBIX JAHHBIX.

Hwxe npuBeieH MUHUMAJbHBIN MepeuyeHb OCHOBHBIX JOKYMEHTOB. JIOKYyMEHTBI CIpyNIHUPOBaHbI B
TpU paslena B 3aBUCUMOCTH OT CTaJuU KIMHUYECKOI'O MCCIIEJOBAaHUS, HAa KOTOPOH OHM OOBIYHO



CO31aI0TCA.

1) mepen HauaIOM KJIMHUYECKOM (ha3bl UCCIICIOBAHUS,
2) BO BpeMsl KIIMHUUECKOW (Da3bl UCCIICIOBAHUS,
3) mocie 3aBepIICHHSI WA TIPEXKIEBPEMEHHOTO IPEKPAIICHUS NCCIICIOBAHHS.

Jlano oOBsicHEeHHE LeNed KaXKAO0ro JOKYMEHTa, yKa3aHo, Iie JOKYMEHT JOJDKEH XPAaHHUTHCA: B
¢aiinax uccaenoBarens/opraHu3ayy Moo croHcopa, 6o B 06onx Mectax. Jlomyckaercst o0beIMHEHNE

HCKOTOPBIX TOKYMCHTOB IIPpH YCJIIOBUH, YTO OTACIBHBIC 3JICMCHTHI JICTKO I/I,ZLGHTI/I(l)I/II_II/IpyIOTCSI.

@ailsibl UccIeI0BaHUS TOJIKHBI OBITh CO3/IaHbl B HAUaJIe UCCIIEJ0OBAHUS KaK B MECTE€ HaXOXICHUs
UCCIIeIoBaTeNs/Opranu3aiuy, Tak U B ouce crnoHcopa. VcciaenqoBaHue MOXKHO CUMTATh 3aBEpPIICHHBIM
TOJIKO TOCJE€ TOTO, KaK MOHMUTOpP HpPOBEpUT (ailfibl M HCCIeq0BaTENs/OpraHu3aluy, U CIOHCOpa |

NOATBCPAUT HAJIMYNC BCCX HCO6XOI{I/IMLIX AOKYMCHTOB B COOTBCTCTBYIOIIIUX (pafmax.

HCPQLII/ICJIGHHLIG B HACTOALICM CTAHAAPTC NJOKYMCHTBI KaK IO OTACIBbHOCTH, TAK U B COBOKYITHOCTHU
MOTYT OBITE MNOABCPTHYTHI ayAUTY CIIOHCOpPA W MHCIICKIUH YIOJHOMOUYCHHBIX OPraHOB U JOJIZKHBI OBITh

MIPEIbSIBICHBI TP MMPOBEICHUU TAKOBBIX.
8.2 Ilepen HavaioM KJIMHUYECKOH (a3bl HCCICTOBAHUS

Ha CTauu IJIAHUPOBAHUA UCCIICAOBAHUA 1O €ro (I)OpMaHLHOFO Havajila JOJIKHBI OBITE CO31aHbl U

MIOMEUICHBI B (Dailsl ciieayrone JOKYMEHTHI:

HaumenoBanue nokymenra Llens Haxoautcst B daitnax
HCCIIeI0BaTeN CIIOHCOPA
s/
OpraHu3aIuu
8.2.1 bpourtopa uccrnenoatens | JJokyMeHTaIbHO 3aKpenuTh (pakt X X
nepeaayn HCCIIEI0BATEIIO0
HEOOXOIMMMOW M aKTyaJbHOH
Hay4YHOH uHpopMaIuu 00
HCCIIEYEMOM TPOJIYKTE
8.2.2 Ilonnucanublii MPOTOKON U | JIOKyMEHTaIbHO 3aKpenuTh (hakrt X X
MONIPABKU K HEMY (€CIIM TAaKOBBIC | YTBEPKICHUSI ~ CIIOHCOPOM U
UMEIOTCS), obpaser | uccienoBareireM
WHJUBUAYaIbHON npoTokona/nonpaBok u MPK
perucrpairionHoi kaptel (MPK)
8.2.3 Nudopmanus,
IIpelocTaBisieMast CyOBeKTY
UCCIIeIOBaHUS
- ®opma wuHpopmMupoBaHHOro | JlokymeHtaabHO odopMuTh (akt X X
coryiacust (BkirOUast BCE | MONy4YeHUs  HUH(POPMHUPOBAHHOTO
HEO0XOIMMBbIE PA3bACHUTEIbHBIC | COTTIAcHs
MaTepuaIbl)
- Jlobas napyras mnuceMeHHast | JJoKyMeHTaIbHO MOJITBEPIUTD, X X
uHpopManus 4TO cyObeKkTam Oyner
IPEJOCTaBIeHa COOTBETCTBYIOIAS
(c TOYKM 3peHus COJAEpKaHUSA U
JAOCTYIIHOCTH  JUISS TIOHUMAaHUSI)
MUCbMEHHAas uHpopmanus,
MoMoTaronias UM JaTh corjiacue
Ha OCHOBE IIOJIHOU
MH(POPMHUPOBAHHOCTH
- Pexnamubie oObsBneHus s | JJokyMeHTaIbHO MOJITBEPIUTB, X
NPUBJICUYCHUS]  CYOBEKTOB B | UTO MEphl IO TPUBJICUYCHHUIO




HCCIIEIOBAHHE (eciu | cyOBEKTOB aJIcKBaTHBI "
UCIIOJTB3YHOTCS) OTCYTCTBYET HIIEMEHT
MPUHY K ICHHUS
8.24 ®unaHcoBble acmekThl | JJoOKyMeHTaIbHO 3aKpENnTh X
UCCIIeIOBaHUS ¢uHAaHCOBOE  cOrjamieHue 10
HCCIICIOBAaHUIO MEX]Ty CIIOHCOPOM
U MccreioBaTeneM/opranu3anuei
8.2.5 CrpaxoBoe 00s3aTenbCcTBO | JJOKyMeHTaIBHO MOATBEPAUTS, X
(eciu Tpedyercst) 4T0 B Cllyyae  [PUYHHEHUS
yiep0a, CBSI3aHHOTO C
ucclieloBaHueM, cyObeKTaM OyneT
JIOCTYITHA KOMITCHCAITUSI
8.2.6 Iloanmucannoe cornamenue | JJokyMeHTaIbHO 3aKpENUTh
BOBJICUCHHBIX CTOPOH, | COTJalIeHUs
HaTnpuMep:
- MEKY X
uccrieioBaTeneM/opranus3amen
U CIIOHCOPOM
- MEXIY X (ecaun
uccrieioBaTeneM/opranusaruen Tpedyercs)
u KOHTPAKTHOU
HCCIIEI0BATEIIbCKOM
Opra”u3aluen
- MEXJIY  CIIOHCOPOM U X
KOHTPAKTHOU
HCCIIEI0BATEIIbCKOM
Opra”u3aluen
- MEKY X
uccrieoBaTeneM/opranusauen
¥ YIOJTHOMOYECHHBIMU OpraHAMH
(ecnm Tpebyercs)
8.2.7 JlatupoBaHHoe u | JJokymeHTanbHO MOATBEPAUTD,

JTOKYMEHTAJIBHO  O(opMIIeHHOE
yTBEpKJIeHHE/0100peHne
DKCHEpPTHBIM COBETOM
OpraHHM3aluH
(9CO)/He3aBucumbiM
struueckuM komurerom (HDIK)
CIIE/TIOLIUX TOKYMEHTOB:

- IPOTOKOJIA U JIFOOBIX MOMPABOK
- UPK (eciu tpebyeTtcs)

- (opMbl HMH(POPMUPOBAHHOTO
coriacus

- m000#1 npyroil mMChMEHHOM
uH(OpMAaIHH, PEJOCTABISIEMON
CcyOBeKTaM

- peKJIaMHBIX OOBSIBICHUH JUIs
OpUBJICYCHUS  CyOBEKTOB B
WCCIICJIOBAHHE (ecnu
UCIIOJIB3YIOTCS)

YTO JAHHOE MCCIIEIOBaHUE OBLIO
pPaccMOTpeHo u
YTBEPKJIEHO/0100pEHO
OCO/HOK. VYka3blBaloT HOMEp
BEPCHUH U JIaTy TOKYMEHTa




- uH(pOpMaUU O KOMIICHCAIINU
cyObekTaM (TMpH HAJIMYUH)

- TOOBIX WHBIX
YTBEP K ICHHBIX/0100PEHHBIX
JOKYMEHTOB

8.28 Cocra  DxcneptHoro | JIokyMeHTaIbHO 3aKpenuTh X X (roe
coBeTa cootBeTcTBUEe coctaBa DCO/HOK TpeOyercs)
opranuzauun/HezaBrucumoro TpeboBanusim GCP
TUYECKOI0 KOMHUTETA
8.2.9  Paspemenue/onobpenue | [JokymMeHTaIbHO MOATBEPAUTS, X (roe X (roe
MIPOTOKOJIA/yBEIOMIICHHE 0 | 4TO npu HAJIMYMK |  TpeOyeTcs) TpeOyercs)
MPOTOKOJIE OT YIOJHOMOYEHHBIX | COOTBETCTBYIOLIUX HOPMATUBHBIX
opraHoB (rzue TpedyeTcs) TpeGoBaHUI paspermenue/
onoOpeHne/yBeqoMIeHHE
YIOJIHOMOYEHHBIX OpraHoB
MOJIyYeHO bi (4] Havasa
HCCIIeIOBaHUS
8.2.10 Curriculum vitae w/wnu | JlokyMeHTaIbHO MOATBEPAUTH X X
apyrue JTOKYMEHTHI, | KBaTU(PHUKAIMIO U IMPHUTOJHOCTh
MOJITBEPIK IAIOIIHE JUI.  TPOBEICHUS HCCIEIOBAaHUS
KBaJM(HUKALMIO UCCIIEOBATENeH | 1/Uiu OCYILECTBIIECHUS
U COHMCCIIeIoBaTeNe MEIULIMHCKOr0 HaOIIoAeHUs 3a
cyObeKTaMu
8.2.11 Hopmanbhbiii JuanazoH | JJokyMeHTaIbHO 3aKpENUTh X X
3HA4YCHUN JUIsL | HOPMAJIBHBIN JMana3oH 3Ha4CHUH
MPEIYCMOTPEHHBIX IPOTOKOJIOM | JJIsl TaOOpaTOPHBIX TECTOB
MEIUITMHCKUX/Ta00paTOPHBIX/TE
XHUYECKHX TPOLEAyp W/Win
TECTOB
8.2.12 JloKkyMeHTanbHO MOATBEPAUTD X (roe X
MenuuumHckue/madopaTopHeie/ NPUTOJHOCTh O00OpYIOBaHUs st | TpeOyercs)
TEXHUYECKHE POLEYPBI/TECTHI: | IPOBEIECHUS TPeOyEeMbIX TECTOB U
- cepTudUKaIUs obecrnieueHus HaJKHOCTH
- WM aKKpeaUTaLus pe3yIbTaToB
- WM BHYTPCHHHH  W/WIK
BHEIIIHUM KOHTPOJIb KAYECTBA
- WM JIpyTM€  METOJbI
noATBepkaeHus (rae Tpedyercs)
8.2.13 OOpa3upl 3TuUKETOK Ha | JIoOKyMEeHTaJIbHO MOATBEPANUTH X
yIaKoOBKax UCCIIEIyeMbIX | COOIOIGHUE  COOTBETCTBYIOIIUX
MIPOAYKTOB TpeOoBaHUI K  MapKHUpPOBKE
UCCIIElyeMOTro  Tpemapara U
INPUTOJHOCTh MHCTPYKUMH — JUIs
CyOBEKTOB
8.2.14 WHucTpykuus 1o | JIokyMeHTanbHO 3aKpENnTh X X
OOpaIIeHuI0 C HCCIeIyeMbIMH | UHCTPYKIMH sl oOecreyeHus
OPOAYKTAMH W  PACXOIHBIMH | HAJUIEXKAIEro XpaHeHus,
MaTepuaiaMu (ecom HE | YIAKOBKH,  paclpenieieHus |
BKJIIOYEHO B MPOTOKOJI WM | YTHIIM3ALUHU HCCIIETyEeMbIX
OpOIIIOPY MCCIIEAOBATEIS) MIPOAYKTOB u PacXOIHBIX




MaTepUajoB

8.2.15 VYuer IIOCTAaBOK | JIOKyMEHTaIbHO 3aKpenuTh JaThl X X
UCCIIEYeMbIX ~ TMPOAYKTOB U | M CIIOCOO IOCTaBKU, HOMEpa CepHil
PacXoJHBIX MaTepUAIOB UCCIIEYyeMbIX  TMPOAYKTOB U

PacXoHBIX MaTepHaJIOB.

[lo3BossseT  OTCIEOUTH  CEPHUIO

MIPOYKTA, KOHTPOJHMPOBATH

YCIIOBUS TOCTABKU M BECTH YUET
8.2.16 Ceprudukarsl aHamu3oB | JJoKyMeHTaIbHO MOATBEPANUTH X
MOCTABJICHHBIX  MCCIEAYEMBIX | TOJIMHHOCTB, YHUCTOTY u
MIPOAYKTOB KOJINYECTBEHHOE coJep:KaHue

AKTUBHOTO BeIIeCTBA (JO3MPOBKY)
HCCIIETyEMBIX MIPOTYKTOB

8.2.17 Tlpouenypsl packpbiTus | JJOKyMEHTaIbHO 3aKpENnTh X X (B
KoJa IU1sL UCCIIEOBAaHUH, | IPOLIENYPY 9KCTPEHHOM COOTBETCTBYIO
MIPOBOJIUMBIX CJIETIBIM METOJOM | MJICHTU(PUKALUK MACKHPOBAHHOTO IIUX CIyYasiX,
ucciegyeMoro  mpoaykra — 0e3 TpeThs
HapyIIEHUs  MAaCKUPOBKH  JUIs CTOpOHA)
OCTQJIbHBIX CYObEKTOB
8.2.18 PangoMusanonsslii | JJokyMEeHTaIbHO 3aKpENUTh METOJ X X (B
CITHCOK paHIOMU3ALUU CyOBEKTOB COOTBETCTBYIO
UCCIIeIOBaHUS IIUX CIyYasiX,
TpeThs
CTOpOHA)
8.2.19 Otuer wMonutopa o0 | JlIoKyMeHTaIbHO MOATBEPANUTH X
NpeIBapUTEIIbHOM BU3HUTE IPUEMIIEMOCTh

MCCIIEIOBATEIbCKOTO LEHTpA s
JIaHHOTO HcciefAoBaHus (MOXKeT
ObITh 00BeuHEHO ¢ 8.2.20)

8.220 Otuer wMonuTopa o0 | JIoKyMeHTaJIbHO MOATBEPANUTH X X
CTapTOBOM BH3HTE baxt O3HAKOMJICHUS
ucciesoBaTesast M 3aHATOTO B
UCCIIEIOBAaHUM  TIEpCOHana ¢

npouenypamu HUCCIENO0BAHUS
(MoxeT ObITh OOBEAMHEHO C
8.2.19)

8.3 Bo BpeMs KITMHUYECKOH (a3bl UCCIeIOBAHUS

B nmoxarepxaeHne Toro, 4to BCst HE0OX0uMast HoBast HH(QOpMAIHs JOKYMEHTAIBHO 0(OpMIISETCS
10 Mepe €€ MOCTYIJICHHS, B JIOTIOJIHEHHE K BBIIICTICPEUHCICHHBIM JTOKYMEHTaM, UMEIOIIUMCS B (paiiie, o
X0y MCCIeI0BaHUsl HE00X0IMMO J00ABIATh CIEAYIOIINE TOKYMEHTHI:

HanmenoBanue nokymeHnra Llens Haxoautcs B daitnax
UCCIIeI0BaTeN CIIOHCOPA
s/
OpraHu3aIuu
8.3.1  OOHoBneHHole  BepcuH | JJoKyMeHTaIbHO 3aKpENnTh X X
OpOLIIOPBI HCCIIE0BATEIS dbakr CBOEBPEMEHHOIO
COoOOIIEeHNUS MCCIIEI0BATEIIIO
Heo0XouMol uHGpOpMAIMU 110




MCPC €C NMOCTYIJICHUA

8.3.2 JIroboe u3meHeHue:

- mpoTokosa/monpaBok u MPK

- (opmbl  MH(DOPMUPOBAHHOTO
coriacus

- 000l Npyroil MUCHMEHHOM
uH(pOpMaIMK, TPEIOCTABISIEMOM
cyObeKTaM

- PpeKIaMHBIX OOBSBICHHHA JUIs
IIPUBJICYECHUS CyOBEKTOB B
UCCIICJIOBAHHE (ecnu
UCIIOJI3YIOTCS)

JIOKyMEHTaIbHO 3aKpENUTh
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:

- IONIPABOK K ITPOTOKOIY

- HOBBIX PEAAKLIMIMA:

- (opmbl  MHDOPMUPOBAHHOTO
corjacus

- MpeAOCTaBISIEMBIX CyOBEKTaM
MaTepuaioB

- PpeKIaMHBIX OOBSBICHHHA JUIs
NPUBJICYCHUSI CYyOBEKTOB B
WCCIICJIOBAHHE (ecnu
UCTIONB3YETCsl)

- JIPyTUX
YTBEP>KICHHBIX/0100pEHHBIX
JTOKYMEHTOB

- PEe3yJIbTaToB IEPHOIUYECKOTO
pPacCMOTpPEHHs JOKYMEHTALUH I10
uccienoBanuio (rue Tpedyercs)

JIOKYyMEHTaIbHO  MOATBEPIUTH
dbaxt paccMOTpEHHUs "
YTBEPKACHHSI/ 000 pEHUS
OCO/HOK  mompaBok  w/umu
HOBBIX pEIaKUUU. YKa3bIBAHOTCS
pEeMaKIys U JaTa TOKyMEeHTa

8.3.4 I'ne Tpedyercs, paspernieHue/
o100peHwe/yBeJOMIICHUE
YHOOJHOMOUYCHHBIX OPraHoOB 1.

- IIONIPABOK K IMPOTOKOJIY U JPYTUX
JIOKYMEHTOB

JIOKyMEHTaIbHO 3aKpENNUTh
COOTBETCTBUE HOpPMAaTUBHBIM
TpeOOBaHUSAM

X (rme
TpeOyercs)

8.3.5 Hayunyio  Ouorpaduio
(curriculum vitae) HOBBIX
HCCIeA0BaTEICH /U
coucciieoBaTeeH

Cwm. 8.2.10

8.3.6 V3meHeHHs HOPMaJIbHOTO
Juana3oHa 3HAYCHUI s
NPEAYCMOTPEHHBIX ~ IIPOTOKOJIOM
MEIUIMHCKUX/Ta00paTOPHbIX/
TEXHUYECKHX MPOIeTyp/TeCTOB

JIOKyMEHTaIbHO 3aKpENNUTh
HOPMAJIbHBIN JTana3oH
3HAYEHUH TECTOB, H3MEHEHHBIX
B Xoae wHcciaenoBaHus  (cm.
8.2.11)




8.3.7 U3menenust B MmeauiuHckux/ | JJOKyMEHTaIbHO — MOATBEPIUTb, X (rme X
1a060PaTOPHBIX/TEXHUIECKHIX 4TO TECThI NPOJIOJIKAIOT | TpeOyercs)
npoueaypax/ Tecrax: OTBEYATh TpeOOBaHUAM B
- cepTuuKanus TEUYEeHHUE MepruoJa MCCIEIOBAHUS
- WY aKKpeAUTaIus (cm. 8.2.12)
- WIM  BHYTPEHHMH  W/HIHU
BHEIIIHUI KOHTPOJIb KaYECTBA
- WIIN apyrue METOIbI
noaTBepkaeHus (rae Tpedyercs)
8.3.8 JloKkyMeHTaus no | Cm. 8.2.15 X X
MOCTaBKaM HCCIIeTyEeMbIX
MIPOAYKTOB u PacXOoHbBIX
MaTepHaJioB
8.3.9 Ceprudukarer  anammza | Cm. 8.2.16 X
HOBBIX  CEepHH  HCCIETyEeMBIX
IPOAYKTOB
8.3.10 Otuerst MOHUTOPOB O | JIOKyMEHTaJIBHO 3aKpENUTh X
BU3HTAX BU3UTHI ~MOHHMTOPOB M  HX
pe3yJIbTaThl
8.3.11 Cy1iecTBEeHHbIE st | JlokyMeHTanbHO 3aKpENUTh X X
UCCIJIEJOBAHMS mo0ble  coryameHuss  Jinbo
neperoBopel/mepenucka  (IIOMUMO | CyIECTBEHHbBIE HIEPErOBOPHI,
BU3HTOB): Kacaroluecs BOIIPOCOB
- IepenucKa MIPOBEACHUSI MCCIECOBAHUS, €r0
- 3aIlUCH BCTpeY aJIMUHHCTPATUBHBIX  ACIEKTOB,
- 3arncu Tene(OHHBIX | HApYLICHUN IIPOTOKOJIA,
NIEPEroBOpPOB OTYETHOCTHU T10 HEXeJaTeIbHbIM
SBJICHUSIM
8.3.12 TIloamucanuele  ¢Gopmbl | JJOKyMEHTaTbHO TOATBEPIUTS, X
MH(GOPMHUPOBAHHOTO COTIIACHUS YTO COIJIacHe KaXJI0ro cyObeKTa
MOJy4YeHO B COOTBETCTBUU C
GCP u mportokoiiom 10 Hayania
yyacTus B HCCIEIOBaHMU.
Kpome TOro, mOKyMEHTaJIBbHO
3aKpenuTh  paspeuieHue  Ha
npsimoid goctyi (cM. 8.2.3)
8.3.13 IlepBuunas nokymMeHTalus | JJOKyMeHTaJIbHO  MOATBEPIHUTH X
¢dakT cymecTBoBaHUS CyOBEKTa
U JIOCTOBEPHOCTb COOpaHHBIX
JAHHBIX. BKIIOYNTH HCXOIHBIC
JOKYMEHTBI, OTHOCSIIHUECS K
UCCIICZIOBAHUIO,  JICYCHUIO U
aHaMHe3y CyObeKTa
8.3.14 3anonHeHHsble, | JJokyMeHTaIbHO oopMuThH X X
JaTUpPOBaHHBIE W TOJIHMCAHHBIC | IOATBEPXKICHUE (xormust) (opurunain)
WH/IMBHy aJIbHBIE HCclieIoBaTeIeM 170071
peructparontbie kapthl (MPK) YIOJTHOMOYECHHBIMU
COTPY/JHUKAaMHU  HCCIIEeIOBATEIs
3aperuCTPUPOBAHHBIX JAHHBIX
8.3.15 JlokyMeHTHpoBaHue | JIOKyMEHTAJIbHO 3aKpenuTh BCE X X




ucnpasnenuit B UPK W3MEHEHHSI/ TOTIOTHEHUS 1581071 (xorus) (opurunain)
ucnpasienus, caenanusie B UPK
MocJie 3aMyCH NEePBOHAYAIBHBIX
JTAHHBIX
8.3.16 VYBenmomieHue croHcopa | YBeIOMIIEHUE CIIOHCOPA X X
UCCIIEIOBAaTeNIeM O  CEPhEe3HBIX | HCCIEOBATENIEM O CEPbE3HbIX
HEXKEJATeNbHbIX  SBJICHUSAX U | HEXKENATENbHBIX  SBICHUSAX U
COOTBETCTBYIOILINE OTYECTHI COOTBETCTBYIOINE OTYETHI
cornacHo 4.11
8.3.17 VYBegomieH#e CIOHCOPOM | YBEIOMIICHHE CIIOHCOPOM H/HIIN X (rne X
u/unu  uccaenosareneM  (4YTO | MCcieaOBaTEIeM (uto | TpeOyeTcs)
NPUMEHUMO)  YIOJHOMOYEHHBIX | IPUMEHUMO) YIOJHOMOYEHHBIX
opranoB  u  DOCO/HOK o |opranoB u DOCO/H3K o
HEMpeIBUICHHbBIX CEpBhE3HBIX | HETIPEIBUJCHHBIX  CEPBhE3HBIX
HEXKEJATeNbHbIX PpEaKIHUsIX W O | HeXKENATSNbHBIX  peakuusX B
Ipyroiu uH(popMaTUU 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 | CooOuieHue CIIOHCOPOM X X
UCCIIeIoBATeN0 MH(POPMALUU IO | HCCAeNoBaTenio  WH(pOpMAIUH
6e30macHOCTH o 6e3omacHOCTH B
cOOTBeTCTBUH ¢ 5.16.2
8.3.19  Ilpomexytounble  wiau | [[poMexyTouHBIE WM TOHOBBIC X X (rme
rO/IOBBIC OTYETHI, | OTUETHI, IpeoCTaBIsieMble Tpedyercs)
npenocraBnsgemMble  DCO/HOK u | 3CO/HOK B cooTBeTCTBHH C
YIOJIHOMOYEHHBIM OpraHaM 410 u  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
UCCIICIOBAaHHEM CKPHUHUHT
8.3.21 Crucok | JIOKyMEHTalbHO ~ TOATBEP.IUTH, X
UICHTU(UKAIIMOHHBIX KOJIOB | YTO
CyOBEKTOB UCCIeI0BaTeNb/Oprannu3anus
XpaHAT KOH(UICHIIMATbHBIN
CIHCOK HMMEH BCEX CYOBEKTOB,
KOTOPBIM TMpPHU BKJIIOYEHUH B
UCClieZIoBaHUE OBLIN MPHCBOCHBI
UACHTU(HUKAIIIOHHBIE KOJIBL.
ITo3Bouszer
UCCIIeI0BATEN0/OpraHnu3aluu
UACHTU(PHUIMPOBATH 106010
CyOBeKTa
8.3.22 Kypuan perucrpauuu | JJokyMeHTaIbHO 3aKpENnTh X
BKJIIOYEHUS CyObEKTOB XPOHOJIOTUYECKYIO
M0CJIEI0BATEIBHOCTD

BKIIIOYCHUSI ~ CYOBEKTOB IO
UACHTU(HUKAITMOHHBIM KOJIaM




8.3.23 Yuer  uccaexyemoro | JlokyMeHTaIbHO 3aKpenuTh X X
NPOJIYKTa B HCCIIEOBATEIILCKOM | MCIIOJIB30BAHUE  HCCIIEIYEMOTO
LEHTpE OpOJIyKTa B COOTBETCTBHH C
POTOKOJIOM
8.3.24 Jluct obOpa3uoB noanuceir | JlokymMeHTaIbHO 3aKpenuTh X X
00pasIsl IMOAITNCEN 5
VMHHIIAAJIOB BCEX JIHLL,
YIOJTHOMOYECHHBIX BHOCHUTD
JTaHHBIC W/MIM WCHpPABICHHUS B
HPK
8.3.25 VYuer xpansauxcs | JlokyMeHTanbHO 3aKpENnTh X X
o0pasIos OMOJIOTHYECKUX | MECTOHAXOXK/ICHUE u
KHUJIKOCTEH/TKaHeH (ecnu | MACHTU(DHUKAIIMIO  XPAHSAIIUXCS
HUMEIOTCS) o0pasIos B ciydae
HEOOXOUMOCTH  TPOBEACHUS
MIOBTOPHBIX aHAIN30B

8.4 Tlocne 3aBepIlIeHUs HIIM MPEKPALICHUS UCCIIETOBAHUS
[Tocne 3aBepuieHUs] WM TpPEKpaIEHHUsT UCCIEIOBAaHMUS BCE JIOKYMEHTHI, MepedrcieHHble B 8.2 u
8.3, IOJDKHBI coZiepKaThes B (aiiie nccie0BaHus BMECTE C HI)KEYKa3aHHBIMHU JOKYMEHTAMHU:

HaumenoBanue nokymeHnTa Llens Haxonutcst B daitnax

uccienoBaress/ CIIOHCOpa
OpraHu3aluu
8.4.1 Yyer ucciaenyeMoro | JIJokyMeHTaapHO — 3aKpenuTh X X
IIPOAYKTa B MCCIEAOBATEILCKOM | UCIIOIb30BAHUE HCCIEAYEMOIO
LIEHTpE IIPOJYKTa B COOTBETCTBHH C
IIPOTOKOJIOM. J[OKYMEHTAJILHO
3aKpENUTh pe3yJIbTaThl
OKOHYaTEJIbHOTO noJicyeTa
KOJIMUECTBA UCCIIEyEMOI0
IIPOJYKTA, II0JIyYEHHOT O
HCCJIEIOBATEIbCKUM LIEHTPOM,
BBLIAHHOI'O cyOBeKTaMm,
BO3BPAILEHHOTO CyOBbEKTaMU U
BO3BPALIEHHOI'O CHOHCOPY

8.4.2 JloKkyMeHTaus 1o | JIokyMeHTanpbHO  3aKpENMTh X (ecnu X
YHHUYTOXKECHUIO uccieayeMoro | ¢hakr VHUYTOXKCHHS | YHHUYTOXKEH B
MPOIYKTa HEUCIOJIb30BaHHBIX KIIMHUYECKOM
HCCIIEeTyeMbIX MIPOJYKTOB LIEHTPE)
CIIOHCOPOM 58105 B
HCCJICIOBATEILCKOM IICHTPE
8.4.3 Hroroserit cimcok | Cnenarte BO3MOXKHOMU X
UICHTU(DUKAITMOHHBIX KOJIOB | UJCHTH(HUKAIUIO BCEX
CyOBEKTOB BKJIIOUCHHBIX B MCCIICAOBAHUE
CyOBEKTOB B clryyae
HEOOXOIMMOCTHU ux

MOCIIEYIOMIETO HAOIIOICHUSI.
CHucoK MOJKEH XpaHWUThCSA C
COOJI0ZICHUEM TpeOoBaHUMI




KOH(UICHIINATEHOCTH B

TEUYEeHUE COTJIACOBAHHOT'O
Cpoka
8.4.4 Ceprudukar aynura (ecnu | JJOKyMEHTamIbHO  3aKpENUThH
UMEeTCsl) (baxT npoBeIeHH ayIuTa
845 Otuer MoHuTOpa O | JIOKyMEHTanmbHO  3aKpEMHTh

3aBCPUIAOIICM BU3UTC

OKOHYAaHHUE BCEX MEPONPUATUN
HCCIICIOBAHMsI, HEOOXOIUMBIX
JUIS 3aBEpLIAIOIIEr0 BU3UTA, U
HaJU4Me KONUH OCHOBHBIX
JIOKYMEHTOB B
COOTBETCTBYIOIIUX (aiinax

8.4.6 JloKkyMeHTaus 1o
pacripefiesieHHI0  CyOBbEKTOB  I10
rpyIIaM 1 pacKphITHIO KOJOB

Bo3sBpamaercss crioHcopy s
JOKYMEHTAJIbHOIO
3aKpEIUICHUS] UMEBIIMX MECTO
CJIy4aeB BCKPBITHUS KOJIOB

8.4.7 Wrorosslit oruer | JIOKyMEHTalIbHO  3aKpENUTh X
HCCIIeIOBaTE, 3aBepILEHUE UCCIICTOBAHMS

MIPEIOCTABIIIEMbIT DCO/HDBK

(ecu TpeOyercs) u

YIIOJTHOMOYEHHBIM opraHam (rzae

IPUMEHHUMO)

8.4.8 Ortyer o0 KIMHUYECKOM | JIOKyMEHTaNbHO  3aKpEMHTh X (ecnm
UCCIIeIOBaHUU pe3ysbTaThl HCCIICAOBAHUS M | TMPHUMEHHMO)

UX UHTEPIPETALHIO




