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Hean - onucanne npoueypel (HacToThi, NEPHOIMUHOCTH U YCIOBHI) npoBeaeHus HaGIoeHns 3a
XOJIOM MCCJIC/IOBAHMSA, 110 KOTOPOMY OBLIO NPUHATO NOJ0XkUTENLHOE pelnenne. Habmonenue Moker
NIPOBOJMTELCA B (hOPME IKCIEPTH3bI TEKYIIMX JIAHHBIX 110 [POTOKOJY HCCIIEI0BAHMA B BHIE I'OJOBBIX
(NMPOME@KYTOUHBIX) OTHETOB IJIABHOIO MCC/EIOBATENS JUIS ONPE/IE/eHHs COOTBETCTBUS Tpoliecca
NPOBE/CHHS  KOHKPETHOIO  MCCIIeNoBaHMA  TpeboBaHuaM  cOOMIOZCHMA  NpaB  Y4aCTHUKOB
uceneaosanmns, GCP u yC/ioBHAM COOTBETCTBYIOUIETO IIPOTOKOJIA.

ObuiacTh npUMeHenns - KO BCCM BM/IaM 9KCIIEPTH3BI IPOBEICHUS HCCIe/I0BaHus o106penHoro KD.

OTBeTcTBENHOCTL - OKCHEPTH3a JIAHHBIX 10 TEKYUIEMY MCCIEIOBAHMIO HA  OCHOBAHHM

npomeskyrounbix oryeros (Popma COIN-KI-010-01), koropas nposojures wienamu KD, Cekperaps

K9 no cornacosanmio ¢ Ilpencenarenem KD mMoxer nposoauts KoHTposib 3a cobiio/eHnem CPOKOR

TMOJIY4EHHS OTHETOB H BECTH COOTBETCTBYIONLYIO KAPTOTEKY.

HaGmopenune: KD ocyiecTrisier MOCTOAHHBIA MOHMTOPHHT, TOCHE/AyIOlee HaGMOIeHHEe W

PaccMOTPEHHE MAaTePHANIOB O/I00PEHHOTO MM KJIMHMYECKOrO MCCIIEI0BAHMS /10 €r0 3aBEpLICHMS.

Hukakue w3MeHeHus B npoToKON  MCCneoBaHus, HMHGOPMALMOHHBLIA  JIHCTOK  NAllMEHTA,

MH(POPMHPOBAHHOE COTIACHE M B NPOYME MATEPHAIBI, TIPEHATHAYCHHBIE /UTA MALMEHTOB, HE MOTIYT

ObITb Mecnonb30Banbl 6e3 pacemoTperns u oxobpenns KD,

4.1. llonpaBku, u3MeHeHus W JIONOIHEHUS K MPOTOKOIY, KOTOPbIE HE 3aTparMBalor Ge30nacHoCTH
UCIIBITYEMBIX, HX HMHTEPECOB M IMPaB, HE M3MEHAIOT COOTHOIICHHE «PHCK/MOMBL3a» B XOJe
MCC/IC/IOBAHNA, HE  KACcaloTCis  M3MEHEHWS  OTBETCTBEHHOCTH  Bpauei-uccieosareneii,
HECYHIECTBEHHO  MEHSIOT  TNpOLEAYPbl W NPOTOKOJA  MCCIAECIOBAHMA W OLIEHHBAIOTCS
YNOAHOMOYEHHBIMH uiieHamu KD, Kak He BAMAIONIME HA PE3y/bTaThl MPOBEAEHHOH patce
ITHYECKOH OKCHEPTH3bl MOIYT paccmatpuBathes B paboueMm ropsjke, 4ro odopmisercs
MOATBEPIKICHHEM O MOJYHCHHH W NPHHATHH K CBe/lennio. Pacemorpenus tpebytor cieyioume
COOBITHA U OBCTOATENILCTBA, BOZHUKAIOLINE B XO/I€ MCCIIE/I0BAHHA:

4.1.1.  Bce NONpPaBKK K NPOTOKOIY (1POrpamMme), KOTOPbIC MOIYT HOBIMATHL Ha cOBIIIOCHHE NpaB,
©e30M1acHOCTD U 310pPOBbE YHACTHHKOB HCCIIE/IOBAHHUS NPH NPOBEJICHAN CAMOTO
HCCIIEIOBAHMA,

4.1.2. cepbesHble M HENPE/IBH/ICHHBIC HEXKEIATELHbIC ABICHUS, CBA3AHHBIE C [IPOBEICHHEM
HCCIIR/IOBAHMS JIEKAPCTBEHHOrO NTpenapaTa Wi Me/IMIMHCKOT0 W3/IeJIHs B HCCIIe/10BATE h-
CKOM LIEHTPE, 4 TAKIKE MPEANPUHATLIC B ITOH CBA3M MEPbI CO CTOPOHBI HCCE10BaTENEH,
CIIOHCOPOB ¥ O(PHLMAJILHBIX JIUIL;

4.1.3. mobsle cobbiTHs WK HOBas MHPOPMALIMS, KOTOPBIE MOTYT H3MEHUTH COOTHOILICHHE
M0J1b3a/PUCK JUIA YYACTHUKOB HCCIIE/IOBAHMS.

4.2. Habmonenue 3a X0/I0M HCCIE/IOBAHUSA BKIKOYAeT B cebs:
1)undopMupoBanne MIaBHBIM UCCIICI0BATEIEM O HAYANE IPOBEICHHA KIMHUYECKOTO
MCCIIC/IOBAHUS B LIEHTPE MYTEM I10/1a44 McbMeHHOro yeeaomiienns [pejcenarens KD B
TeueHue 3-x (Tpex) pabounx aHeid;

2) unpopmuposatue 06 H3MEHEHHH CTATYCa MCC/IEI0BaHMUs (OTKPBIT/IIPHOCTAHOBIICH/3aKPBIT
Habop NalMEHTOB B JIAHHOE MCCIIEIOBAHME), YCTHO MITH IIMCHMEHHO B IIPOH3BOILHOMN dopwme;
3) unopmupoparine 060 BeeX HIMEHEHHMAX B COCTABE MCCIIE/I0BATEILCKON KOMaH/IbI;

4) nojaty NUCLMEHHOIO OTHETA O XOJI€ HCCIIE/IOBAHUS ¢ KPAaTHOCTBIO, onpeeenHoi KD npu
NPUHATHH TTOJIOMKHTEILHOTO PEILIEHUS, IIPH JUIMTE/IbHBIX HCCIIE/IOBAHNAX HE peke

I paza B rojt. Oryer noINMCHIBACTCS M IATUPYETCS [JIABHBIM MCCIIEIOBATEIEM,

®opma COIT-KD-010-01.

4.3. IlpomexyTouHble OTHETHI O XOJ€ MCCIEIOBAHMA MOIYT PaccMaTpuBaThes M0 NPOLEIYpe
HOTH(MKALIMK, KOIJIa HA CONMPOBOJMTE/ILHOM JIOKYMEHTE 3asBHTE/s CTABUTCA OTMETKa (IITamin)
komutera M noanuck llpeacenarens (uim cekperaps), noxrsepikaatoue GakT nojayueHns M
NPUHATHA K CBEACHHIO TNPOMEKYTOYHOro orvera. [lpomMekyrousbie oT4eTsl 0 Xoje
MCCIIE/I0BAHUS JIOJKHBI COICPIKATH CEIYIONULYI0 HH(POPMALIMIO, HO HE OFPAHHYUBATLCS €10

4.3.1. jara Hayana NpoBE/ICHUA KIMHHYECKOrO HCCIICI0BAHMSA B LIEHTPE;

4.3.2. janHele O BKIIOYEHWM TEPBOrO MMAUMEHTa, ¢ YKa3aHWEM JIaThl [OANHCAHMS WM
HHPOPMHUPOBAHHONO COTIACHS;

4.3.3. ceenenuns o nabope cyOBeKTOB HCC/IE0BAHNS;

4.3.4. cepbestbie HEKeEJIATEIbLHBIC ABICHUA/CEPhEe3HbIC HEGIArONPUATHBIE BO3ICHCTBUS W3C/IHS,

M HETPEABH/ICHHbBIE HEKEIATE/IbHBIC SB/ICHUS/BBIABICHHBIC HEAOCTATKH MEJIHIIMHCKOTO
M3/1e/TNS B LIGHTpE;
4.3.5. ceejenuns 00 HCKIIIOYEHMH CYOBEKTOB U3 HCCIE/IOBAHMS;
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4.3.6. HOBBLIE JaHHbIE, KacaloliiMecs 6e30NacHOCTH HPOJIYKTa MM UCCIICLYEMOr0 M3/1CIHA,

4.3.7. cBejieHMs O CTATYCE MCCIIC/I0BAHUS,

4.3.8. jaHHbie O NO/UIOrax, KPUTHYECKHX W CYLICCTBEHHBIX HAXO/IKaX;

4.3.9. oruersl 0 NpoBepKax (ay/IMTax/MHCTIEKIMAX);

4.3.10. ysejloMiIeHHe 0 3aBEpPLICHUM (IPUOCTAHOBIICHUH) UCCIIC/IOBAHMA;

4.3.11. 3aKJI0MUTE/ILHBIA OTHET,

4.4. llpu yuactun B KU ys3BMMOr0 KOHTMHIEHTA (JETH, TOMKHIBIC, HEICECTOCODHbIE, JHia ¢
NCHXHYECKUMHU PACCTPOHCTBAMH M T.JL.), PH BBICOKOM PUCKE JUIA Y4ACTHHKA HCCIIC/IOBAHHUA HIIH
1o Kakum-iM00o ApyruM npuurtam, KD MOKET KOHTPOJIHPOBATHL XO/1 HCC/ICA0BAHHA € Bonbiiei
neproMuHoCTiO.  Pemmenne 06 0coOEHHOCTAX MOHMTOPHUHIA NPUHAMAETCA HA 3aCC/IaHNH K3
npH BBICOKOM pucke | pa3 B mMecsit, | pas B 3 mecslla, IpH pUcKe Cpe/iHeil CTeneHu 1 pa3z B 6 nim
| pas 8 9 mecsaues. B ciyuae BBICOKOrO PHCK HMCCJE0BaHHMS W TNPHUBICHEHHA YA3IBHMBIX
KOHTHHICHTOB BO3MOKHO NMPHHATHE PELICHUA O KOHTPOJE Kaiioro naumenta. [lpu HeBbICOKOM
PHCKE HCCIIeI0BaHMS KpaTHOCTL Habmo/ienns cocrasisier | pas B 12 mecsiies.

4.5. B ciyuae koncratauuu (akta HapyuweHHs 1POTOKONA (IPOrpamMMbl) UCCIIE0BaHMS, TOSBICHHH
HOBBIX CBEJICHHMI, WM3MEHAIOUMX COOTHOIIEHHE MOJIB3a/PUCK JUIS YHACTHMKOB MCCJIE/I0BAHMA,
PErucTpalMK Cephe3HbIX HEKEIATC/IbHBIX ABJICHHH Yy IALUWCHTOB, CBA3AHHBIX C MPOBEACHUEM
JIAHHOTO KJIMHHYECKOIO HCCIIEI0BAHUA THYECKHH KOMUTET MOJKET!

4.5.1. B OTHOLICHMH HCCIEAOBAHMA: OTO3BaTh petiehue 00 0100peHHH  KIMHHYECKOIO
MCCHIE/I0BAHMS, NPHOCTAHOBHTL €ro MpoBeeHHe, NoTpe6GoBaTh CTPOroro cobimojeHHs
NPOTOKO/A (IIPOrPaMMBbI) NP YCHIIEHHOM KOHTpOJIE €O cTopotbl KO

4.5.2. B OTHOIICHHW JIMIla, B OTHOIIEHHHW KOTOPOIO MPOM30LLIO HapyleHHE T[POTOKOJIA
(nporpamMMmbl): BbIBEJICHHE W3 MCCIIEI0BAHMSA, OKA3aHNE MEP ME/IMLIMHCKOrO BMEIIATE/ILCTBA,
HANPaBJIeHHBIX HA HEHTPAIM3ALIMIO HAPYLICHH.

4.6. KD nomken ObiTh 1poMHGOpMUpPOBAH O JHOOBLIX OTKJIOHEHHSX OT IPOTOKOIA (nporpammbl)
KJIMHHYECKOIO HMCCIIEI0BaHMs, B TOM YHC/IE CBA3AHHLIX C BBE/ICHMEM OTrPaHHYHTEIBHBIX MEp M
Hanpar/ieHHbpIX Ha obecnieyenne 6e30MaCHOCTH MAMeHTa U HENPEPLIBHOCTH XO/1a HCCIIC/I0BAHMA
B LIEHTpE B Te4eHHe |5 KaleH1apHbIX JAHEH.

4.7. B ciydae KOHCTATALMM COOTBETCTBMS POBOJAMMOIO MCCIIC/IOBAHMA NPOTOKOMY (1porpamme)
BLIHOCHTCA PEIICHHME O NPUHATHH K CBE/ICHHMIO T01YYEHHON MHPOPMALIMH 110 MOHWTOPHPOBAHHIO
MCCIIEI0BAHMS.

4.8. KoMuTeT MOXKET TaKKe paccMaTpuBarh Borpoc 06 0106peHnH NPOJIOJIKEHHS HCC/Ie/I0BAHUS TIPH
nonydeHun unGopmaitii 06 MCHONL3YEMbIX B MCCIICJ0BAHUM JIGKAPCTBEHHBLIX CPEICTBAX H3
JIPYTMX HCTOYHHKOB B CJIy4ae, ecjii TAKHE CBE/ICHNS KACaloTCs U3MCHEHHS COOTHOLICHHUS N0JIb3bI
M PHCKA y4aCTHS HCTILITYEMBIX B MCCIIC/IOBAHHH.

4.9. Cobmonenne ycioBHid HabMIONCHHUS 3@ XOJIOM MCCIIC/I0BAHUS ABJIACTCA OTBETCTBEHHOCTBIO
cexkperaps.

4.10. Kontposb 3a BhinonHenuem pexomenaaumuii KD u cobuiojienneM THHECKHX HOPM B XOJ¢
MCC/IC/IOBAHMS, 34 CBOEBPEMEHHBLIM TIPE/ICTABICHHEM TPOMEXKYTOUHBIX H 3aKIIOYHTEIBHOIO
OTHETOB W mpouell HeoOX0AMMOH HH(POPMALMH 000PEHHOr0 KIMHHYECKOIO HCCIE/0BaHMA,
sBJIseTes 00A3aHHOCTBIO INIABHOIO HCCIIC/I0BATEIA.
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®opma COII-K2-010-01

Dopma HPOMEKYTOUHOr0 0THeTa 00 HCCIIeIOBANKK

Homep nporokoia/nporpaMmel HCC/IE10BaHUA:
Hassanue nporokona/nporpaMmsi:

I'naBHbli Kcce0BaTeb:

Hccnenoparebekmii nenTp:

Crioncop:

Jlata onobpenns uecneloBaHus:

[Tepuo Bpemenu, 3a KOTOPLIH 1OaeTCH OTHET:
Jlara nauana uccineaoBanms B LIEHTpE:

JlanHbie 0 BKIIIOYEHHWH NEPBOTO NallMeHTa:

Craryc uccneioBanus (OTKPLIT/3aKpbiT HAOOP MalMEHTOR):

[Tnanupyemoe umcno ywacruukos KH:

Yneno ckpuHUPOBaHHBIX NALMEHTOB!

Yucio panloMU3HPOBaHHbIX TAIMEHTOR:

Yucno naumenTos, npojo/pkalommx ysactie 8 KH:
Yneno y4acTHMKOB, 3aKOHYHBIINX JIeUeHHE:
Kpatkoe usnoxenue pesysibraTos:

Undpopmanms o CHA B croem tenrpe.
Hndopmaims 06 oTKIOHEHHAX OT NPOTOKOJA.

[Toanuce rnasHoro HCCJICIOBATEIA:

Jlara:
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