JEINAPTAMEHT 3IPABOOXPAHEHUS T'OPOJIA MOCKBBI

I'OCYJIAPCTBEHHOE BIO/IKETHOE YYPEXKIEHHWE 3/IPABOOXPAHEHHUS 'OPOJIA MOCKBBI
«HAYYHO-IIPAKTUYECKHWN LEHTP COELIMAJIM3UPOBAHHOM MEJIHLIMHCKOMN ITOMOILU JETSAM
UMEHH B.®. BOUHO-ACEHELIKOI' O
JAETNTAPTAMEHTA 3IPABOOXPAHEHHUSA I'OPOJA MOCKBBI»

IIPUKA3

«O» 0/;/)1,;41‘0:22;_9 2043r. Ne 393

O06 yTBepKIeHHH COCTABA U M0JIOKEeHHsI
JIoKaJIbHOT0 3THYECKOT0 KOMHTETA
I'BY 3 «HIIL cneu.mea.nomouu gersam A3 M»

B coorserctBun ¢ PDenepanbubiM 3akoHOM OT 12 amnpenst 2010r. Ne 61-®3 «O6
oOpallleH|uH JIeKapCTBEHHBIX CpEACTB», IpHKa3oM MUHHCTepCTBa 3ApaBOOXpaHEHHUs
Poccuiickoit @enepaunu or 01 anpens 2016 roga Ne 200 «O6 yTBep»I€HUH TPaBUI
Ha/Jexaled KIMHUYecKoM mpakTtukw», HauumonansHeiM crangaproM Pocculickoit
Oepepauun 'OCT P 52379-2005 «Hajnexamast KiMHu4yeckas pakTHKa», XeJlIbCHHCKOM
Hexnapauueit Bcemupnoin Meaununackon Accoumaiuuu ot12013r, MexayHapo HbIMHU
rapMOHU3UPOBAHHBIMHA TPEXCTOPOHHUMH PEKOMEHAlMSIMHUIIOHAJIeKAILEH KIMHHYECKOH
npaktuke (ICHGCP), IPUKA3BIBAIO:

1. VrBepmauthk coctas JIDK cornacHo npunoxenuto Ne | K HacTosmemy rpukasy.

2. Yrepaute llonoxenune o JIDK cormmacno Ilpunoxenutro Ne2 k HacTosIeMy
IIpPUKa3Yy.

3. 3acepanus JIDK npoBoauTh 1o Mepe HEOOXOIUMOCTH

4. OpranuzoBatb xpaHeHue gokymeHtauuu JIDK B  nomemenun NelO10
aJIMHHHCTPATUBHOIO OJI0Ka.

5. 3aBenyromeMy kaHuenspued Huxkutunoit HO.B. 1goBecTH TeKCcT HacTOAILLETO
IpHKa3a 10 OTBETCTBEHHBIX JIMII, B YACTH UX Kacarolllencs.

6. Ilpukaz or 26.04.2019 Ne 216 cuuTaTh yTpaTUBILIUAM CHUILY.

7. KoHTpoJib 3a UCIIOJIHEHHEM JIAHHOTO MPUKa3a OCTABIISIO 38 COOOH.

AupexTtop AN, KpanuBkun
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Cocrtas JlokaabsHoro Jruueckoro Komurera

Coxonog I1.JI. — Ilpencenarens

Coxkonos C.A. — 3am. [Ipencenarens
CyxanoBa 1.B. —0oTBeTCTBEHHBIH CeKpeTapb
CagonoB A.M. — cexperapb

Ynens JIDK:
Bpybnesckuii C.I'.
Nmrytuna FO.JL
Heynaxuu E.B.
Ocwumoga K.B.
[Tonymkuna O.b.
Cepruenko E.1O.
Tarapunos I1.A.



HpH.HO)KEHIde 2 K IIPHKa3y

I'BY3 «HIIII cnen itejl.HOMDm:H Il,eTﬂM 3M»

F

MNOJIOKEHUE
O JOKAJIBHOM TUYECKOM KOMMUTETE.
1. O0mue noJ10:KeHUs

1.1. Hacrosiee Ilonoxxenue onpeznensieT GyHKUHMOHAIbHBIE U OpraHu3a-
[IMOHHBIE BOTIPOCHI JiesiTesibHOCTH JIokansHoro Dtruveckoro Komurera (nanee —
JIDK) npu riaHupoBaHUM U IIPOBEACHUN HAYYHBIX UCCIIEIOBAHHWMA, B TOM YHCIIE
— JIMCCEPTAIlHOHHBIX HCCIICIOBAHUM U HCCIIe/I0BaHUH JIeKapCTBEHHBIX IIPENapaTros
JUIS MEMIIHHCKOTO MTPUMEHEHHUS C y4acTHeM HeJloBeKa B KayecTBe cyObeKTa Hecle-
nosanus (manee-uccienosanus) B ['BY3 «HIII cnew.men.nomomu aersm JA3Mb».
JIDK siBiisieTcsi aBTOHOMHBIM, He3aBUCHMbBIM OPTaHOM U IIPU3BaH o0ecreunBaTh 3a-
MIATY NpaB, 0€30MMaCHOCTh U OXPaHy 3J0POBbs BCEX YYACTHUKOB UCCIICOBAHMH,

JIDK sBnsieTcs 3THUECKUM KOMHTETOM, 00pa30BaHHBIM Ha JIOKAJIEHOM YPOBHE
(ypoBHe Yupexaenus). JIDK sBiusercs MyIbTUIUCLUIUIMHAPHOH, HE3aBUCUMOMN
IpYIITION JIKI, Ipe/IHa3Ha4YE€HHbINA /I POBEIeHUs KCIIEPTU3BL IIPOTOKOJIOB HC-
CITeJIOBAHHII B LIeJIsX oOecreyeHusi, B YaCTHOCTH, JOKHOIO YBaKEHUs U 3aILUThI
JIOCTOMHCTBA, OCHOBHBIX TpaB, 0€30MMacHOCTH U OJIaronoydus y4acTHUKOB.

1.2. B cBoeii nesarensHocTH JIDK pykoBoACTBYETCS ClIEAYIOUIMMHE HOPMaTHB-
HBIMH [PaBOBBIMU aKTaMHU:

« Koncruryuueit Poccuiickoit ®@enepanuu ot 12.12.1993r;

« OenepanpHbM 3ak0HOM 0T 12.04.2010r. Ne 61-D3 «O06 obOpaenuu nexap-
CTBEHHBIX CPEJICTBY;

« OenepanbubiM 3akoHoM oT 21.11.2011r. Ne 323 ®3 «O6 ocHoBax
OXpaHbl 3/I0poBbs Ipakiad B POy,

« QepnepanbHoro 3akoHa Poccuiickoit Menepaunu ot 24.07.98 r. Ne 124-
®3 «O6 ocHOBHBIX rapaHTHsX rnpas peberka B Poccuiickoit Oeyepauun» (¢ u3-
MEHEHUSIMU U JIOTIOJIHEHUSIMHU );

* [locranosnenus [lpaBurenscrBa Poccuiickoirt ®@enepauuu or 13 cen-
Ta0ps 2010 r. N 714 r. "O0 yTBepxaeHnu TUIIOBBIX IpaBUI 00513aTEILHOTO CTpa-
XOBaHUA

* JKU3HM W 370POBbsI NALUEHTA, YYaCTBYIOIEro B KIMHUYECKHUX MCCIIE10-
BaHUIX JIEKapCTBEHHOTO Npemnapara’;

* [Ipuxazom MuHucrepcTBa 3apaBooxpaHeHus Poccuiickoil Penepauun
o1 01.04.2016 r. Ne 2008 «O0 yTBepKIAESHUH MTpaBHJI HaUIEKAIEH KIIMHUYECKON
PAaKTUKH»;



» Hauuonansaoro cranmapra P® ['OCT-P 52379-2005 «Hannexamas
knunuueckas npaktuka» (ICH E6 GCP), yreepxaennoro npukaszom ®enepais-
HOTO areHTCTBA 0 TEXHUYECKOMY PeryJIHpOBaHui0 U MeTpoioruu ot 27.09.2005
Ne 232-cT.;

* MeXIyHapOIHBIMH FAPMOHU3UPOBAHHBIMK TPEXCTOPOHHHUMHU PEKOMEH-
JanMsMu 1o Hajexauedt knmunundeckoi npaxktrke (ICH GCP);

+ Xenscunckoit Jexnapanueii Bcemuproit Meaumunckoi Accoryauuu (re-
pecmotp 2013r.);

+ Pexomenmanmsavu KoMuTeTaM 1O 3THKE, MPOBOASAIIAM IKCIEPTU3Y OuoMe-

JULMHCKUX uccienosanuil BO3;

* PykoBozcTBOM /715t wiieHOB KOMHTETOB 10 3THYECKOH YKCIIepTH3E HCCie-

nosanuit PykoBoasiero komurera 1o ouostuke EC

« CrangaptaeiMu OnepauunonHsiMu [Iponenypamu (COIT) JIDK;

» Hacrosmwmm Ilonoxenuem;

* WHBIMH HOPMaTHUBHO-IPAaBOBLIMU JOKyMEHTaMHU B cepe 31paBooXpaHe-

HUSI.

1.3. Bce OuomenuumHckue uccnenoBanus, nposoasmuecs B [BY3 «HIIL
cneu.mea.momomu aetam JI3M», nomxHbl ObITh 0100pens! JIDK no Havama BKItO-
YeHHS YYACTHUKOB MCCIIEI0BAHUS U IIPOBOAUTLCS 110/1 Hag3opom JIDK Brors 10
UX OKOHYaHU4. HenomycTUMo BKIIOUEHME NAIMEHTOB B MUCCIIEI0BAHHUE 110 IIOITY-
yeHus nucbMeHHoro onoopenus JIDK. Hemonmycrimbl OTKIIOHEHMS OT TPOTOKOI1A
MCCIIeIOBaHUS WIIM €ro Uu3MeHeHue 0e3 mpeBapuTeaLHOr0 MUCHBMEHHOT0 0100pe-
HUs cooTBeTcTBYomuX nonpasok JIDK, kpome tex ciydaes, korja He0OX0 UMO
YCTPaHUTh HEMOCPE/ICTBEHHYIO YIpo3y cyOBheKTaM MCCIICIOBAHUS MW KOTa HM3-
MEHEHHUsl KacaroTCsl TOJIbKO aJIMUHUCTPATUBHbBIX MJIM TEXHUYECKUX aCIeKTOB MC-
CIIeJTOBaHMUSL.

1.4. OpraHu3allMOHHOE U MaTepHalIbHO-TEXHHYECKOe oDecredeHue AesiTeIbHOCTH
JIDK ocymecrBiusiercs 'BY3 «HIIL crneu.men.momomm aersm J[3M». Anpec:
119620, Mocksa, yi1. ABuaTopos, jom 38.

2. Crpykrypa u nopsizok popmuposanus JIIK

2.1. B coctaB JIDK Bxoast npeacenarens JIDK, 3amecturens [peacenarens, o1-
BeTcTBeHHBIN cexpetapsb JIDK, cexperaps JIDK u unenst JIDK.

2.2. CocraB Druueckoro Komurera yrepxnaercs [Ipukazom Jlupextopa ['BY3
«HIIL] cneu.men.momomu aetsm J3M.

2.3. Ilpeacenarens KOMHUTETA, €r0 3aMECTHTEIb U OTBETCTBEHHBIH CeKpeTaph M3-
Huparorcs Ha 3acenanuu JIDK U3 yncna wieHOB MPOCTHIM OOJIBITHHCTBOM FOJIOCOB
I'BY3 «HIII cnieu.men.nmomomu aetsam 3M».

2.4. Ilpencenarens JIDK poimkeH MMerh Bbiclliee MeIUIMHCKOE oOpa3zoBaHue,
OMBIT pabOTHI B MPAKTHYECKOH MEIHUIIMHE HE MEHee 5 JIeT, yYeHYIO CTelleHb KaH-
JHaTa MEAUIMHCKUX HAYK HJIH JIOKTOpa MEIUIIMHCKHUX HaYK.

2.5. B cocraB JIDK Bxirouarorcs juia, odajgaroipue HeoOXOAUMBIM OIIBITOM U
KBaTH(UKAIIMEH IS SKCIIePTHONH OLIEHKM HAYYHBIX, METUIIMHCKHUX M STHUYECKHUX
acriekToB uccaenoBanuit. JIDK no/mkeH UMeTh B cocTaBe (Kak My »KYHH, TaK M KeH-
IIMH Pa3HbIX BO3PACTHBIX IPYTI):



- He MEHee CEMHU 4JIEHOB KOMHccUH (BKItouas npencenarens JIDK, ero samectu-
TeJsl ¥ OTBeTCTBEeHHOro cexkperaps JI9K);

- KaK MUHMMYM OJIHOT'O 4JIeHa, YbH HHTEPECHI JIeKaT BHE chepbl HAYKH;

- KaK MUHAMYM OJIHOT'O 4YJI€Ha, KOTOPBIH IIpe/ICcTaBlsgeT OOLeCTBEHHbIE OpraHn3a-
UH.

2.6. Unencrso B JIDK siBnsiercss 10OpOBOIBHEIM.

2.7. OcHoBaHueM Jutst npekpainesust ywieHcrsa B JIDK sBisiercs 3asiBka oT 4ieHa
JIDK, nocne yero npeacenarens JIDK yreepxkiaer 0OHOBIEHHBIH CITHCOK YJIEHOB
JIDK.

2.7. Jlns paccMOTpeHUsI IOKYMEHTORB O NpoBeaeHuH uccienosanuil B [BY3 «HIIL]
crier.Mea.nomomuu geraM J[3M» JIDK Bnpase npusiekars npeacraBureneit ['bY3
«HIIL cnen.men.nomomu netsm JA3M» nnsd ydacTusi B 00CYXKIE€HUU JTOKYMEHTOB
UCCIIe/IOBAHMSL.

2.8. Jlns peleHus cnienuanbHbeIX BorpocoB JIDK Moxer npuBiekaTth He3aBUCH-
MBIX 3KCIIEpTOB, He sBiIstonmxcs dyieHamu JIDK, koTopele MOTYT y4yacTBOBaTh B
00CyX/1eHUH JTOKYMEHTOB HCCIIeJOBaHUsA, HO HE IPUHUMAIOT yYaCTHS B UTOTOBOM
rOJIOCOBAHHH.

3. ®yukuuu JIIK

3.1. JIDK:

3.1.1. OcymecTBisgeT KOHTPOIE 33 COOIOIEHHEM 3THYECKHX HOPM TIpU IIpoBejie-
HUU UCCIIEIOBaHUS U IIPaB YY4aCTHUKOB MCCIIE/IOBAHUS.

3.1.2. Ha ocHOBaHMHM Hay4YHOH OHorpauu uccienoBartelis ¥ UHOM JOKyMEeHTALMH
OLIEHMBAET COOTBETCTBHE KBaIU(UKAIIMU HCCIIe[0BATENs IUIAHUPYEMOMY HCClle-
JOBAHHIO.

3.1.3. B npouecce uccieqoBaHus MepUoAHYECKH paccMaTpUBaeT JOKYMEHTAlUIO
¥ OLICHWBAET ITPOBOIMMOE UCCIIeOBaHKE (HE peXKe OJTHOIO pasa B o).

3.1.4. MosxxeTt notpeboBaTh OT OpraHU3aToOpa UCCIIEIOBAHUS IIPEIOCTABUTh y4acT-
HUKY MCCIIEIOBAHHUS IOTOJHUTEIbHBIE CBEICHHsI 00 UCCIIe0BAaHUU TTOMHMO WH-
dbopmaluu, comepxalieics B MHGOpMallMOHHOM JIMCTKE MallMeHTa, €CJIU, IO MHe-
Huto JIDK, 3TO MO3BOIUT OBBICUTH CTENEHB 3aL[UThI IPaB U O€30I1aCHOCTH y4acT-
HHUKA HCCJIe/IOBAHMUSL.

3.1.5 CornacoBsiBaer nonpasku B [IpoToxos uccienoBaHus.

3.1.6. CoOupaeT 1 MIpUHUMAET K CBEIACHHIO IOTIOJHUTEIBbHYIO HH(pOpMaIHio Oe3
HEOOXOIMMOCTH JOINOJIHUTEIBHOIO 0100pEeHMUS:

3.1.6.1. Undopmanuio no 6e30macHOCTH, KOTAa OHa He BiedeT usMeHenus [lpo-
TOKOJIa UCCIIeI0OBaHUs U HH(DOPMALIMH, IPEI0CTaBIAeMOl CyOBeKTaM Hcclie0Ba-
HUSI.

3.1.6.2. Mudopmanuro 1o U3sMEHEHHUIM, KacaroLUMCS TOJIBKO aIMUHUCTPATUBHBIX
WM TEXHUYECKUX acleKTOB UCCIeI0BaHus (HampuMep, 3aMeHa MOHHUTOpa, H3Me-
HeHKe HoMepa TelieoHa).

3.1.7. U3BemaeT Bce 3aMHTEPECOBAHHBIE CTOPOHBI O CBOMX PEIICHUSX/3aKIroue-
HUSX, KaCAIOIMUXCs UCCIIEJOBAHMS, O IPUYMHAX IPUHATHS PeLIeHU/3aK/II0ueHUH
M 0 MOpsIIIKe 00)KATOBaHMS €ro pelleHNn/3aKII0UeHNH.

3.1.8. OcymecTBasier AesaTeasHOCThL B cooTBeTcTBUU ¢ COIl, pa3pabaTeiBaeMbIiMu



1 yrBepxkaaeMsiMu JIDK, MOKyMEHTHpPYET CBOKO padoTy, BeJeT IIPOTOKOIbI 3ace-
naHui, a taxxe codmonaer GCP u HopMmaTuBHBIE TpeOOBAHUS.

3.1.9. CoBepiaet uHBIE JAEHCTBHUS, HAlpaBJICHHbIE HAa UCIIOJIHEHHE CBOMX (YyHK-
UM ¥ ITOJTHOMOYMH B COOTBETCTBUU € 3aKoHO1aTe1bcTBOM Poccuiickoin Denepa-
LIHH.

3.2. JIDK ocyuiecTBIsIET CBOO AeATEBHOCTh HA OCHOBE TPeX OCHOBOIIOIATaI0IIMX
THYECKHUX IPHUHLIUATIOB:

. aBTOHOMHUH, TO €CTh INPHU3HAHUS CIOCOOHOCTU ueIoBeKa JenaTh coO-
CTBEHHBIH BBIOOD;
. MOJIb3bl U HEMPUYMHEHMS Bpejia, BKIIOYAIoIKe B ceds MopaibHoe 005-

3aTesIbCTBO 00ecreyMBaTh MAKCUMYM ITOTEHIMAILHOM 110JIb3BI M CBOJUThH K MHHU-
MYMY BO3MOXHBIH Bpel.

. CIIPaBeIIMBOCTH (BK/IIOYaeT B cedst OecrpucTpacTHOCTh U PABEHCTRO)
¥ NMOHMMAaHHUs TOTro, TO MCCIIe/IOBaHKe ¢ yJacTHeM JII0Jieit B KauyecTBe CyObeKTOB
MOKHO IIPOBOJMTH TOJIBKO B TE€X CIy4asx, KOT/la HET albTepPHATHBHOIO METO/a,
KOTOPBIA MOT Obl TO3BOIUTH MOJIYYUTH COTOCTABUMBIE PE3YJILTATEHI.

3.3. JISK ¢ ocobpIM BHUMaHMEM pacCMaTpPHUBAET T€ HCCIEI0BaHUs, B KOTOPbIE MO-
ryT OBITh BKIIOYEHB! YS3BHMBIE HCIIBITYEMBIE, TO €CTh JIMIA, Ybe T0OPOBOIBHOE
corjlacHe Ha y4acTHe B UCCIEI0BAaHUU MOKET OBITH Pe3ylbTaToOM UX Ype3MepHOi
3aMHTEPECOBAHHOCTH WJIM CAHKLMI CO CTOPOHBI pYKOBOJICTBA B Cllydae 0TKa3a OT
ydacTusi B McciefioBanuid. KpoMe TOro, K ys3BUMBIM HCHBITYEMBIM OTHOCSTCH
JIeTH, OcTaBllvecs O0e3 nmonedeHus poauTene, OOJbHBIE HEH3JIEYHMBIMU 3a001¢e-
BaHUSMH; JIMI1a, COJIepKalHecs B 1oMax IIpecTapenslX; 0e3paboTHbie U Manoobec-
[IeUYeHHbIe; IALMEeHThl B HEOTJIOXKHOM COCTOSIHUM; TIPEICTABUTEIN HAIIHOHAJIBHEIX
MEHBIIMHCTB; Oe3J0MHBIE, OeKEHILIbI; HECOBEPIIEHHOIETHHE, a TAKXKe JIMIA, He
criocoOHble 1aTh HHGOPMUPOBAHHOE COTrJIacHe.

3.4. JIDK paccmarpuBaeT ¥ NPUHUMAET pelleHue Ha OCHOBAHUH CJIEAYIOUIMX J10-
KYMEHTOB:

- [IpoTrokona uccnenoBanus;

- UH(QOPMAIIMOHHOI'O JTMCTKA [allHeHTa,

- CBeJIeHHH 00 orbiTe paboThl HcclenoBaTeNeH IO COOTBETCTBYIOIIMM ClIELHAb-
HOCTSAM U MX OIBITE PabOTHI 110 MPOBEACHHUIO HCCIICI0BAHMIA;

- ceesienuit o «HIIL cnen.men.momomu netsm J[3M», B KOTOPBIX Ipe/nosaraeTcs
TIPOBE/IEHHE MCCIIEIOBAHMS, MECTO OCYILECTBIISHUS JIeSTEIBHOCTH, TenedoH, Te-
nedakc, agpec 3NeKTPOHHON MOYTHI TIABHOTO HCCIeI0BaTells, TM00 OTBETCTBEH-
HOTO JTHIIA;

- CBEJIEHMH O MPEIoaraeMbIX CpoKax MpOBeIeHUs UCCIIeI0BAHMUS,

- MH(OPMALIMK O COCTABE JICKAPCTBEHHOI'O ITperapara.

s pacemorpenus JIDK 3asBuresneM MoryT ObITh Ipe/ICTaBICHBI APYTHE IOKY-
MEHTBI U MaTe€pHallbl HCCIIEOBAHMs, B TOM YHCJIe MaTepUalbl, CoIepKallie OIH-
caHWe JIeHCTBUH, HAalIPaBIIEHHBLIX HA IPUBJIEUYEHHE NMAllUeHTOB, 3J0POBEIX 100po-
BOJIBIEB K Y4aCTHIO B MCCIEJ0BaHUHU; MTUCbMEHHBIE MAaTEePHalIbl, KOTOpPbIE OyIyT
MPeA0CTaBIeHbl Y4aCTHUKaM HMCCJIeI0BaHMsA; TeKylllas BepcHsi Hay4dHOH Ouorpa-
(Gun nccnenoparens v (WIK) Apyrue MaTepualbl, 0 ITBEPKAAIOINE €ro KBaTu(u-
KallUIo.



3.5. 1o pe3yabraTaM pacCMOTPEHHsI JOKYMEHTOB, YKa3aHHbIX B IIyHKTe 3.4 HacTo-
siero Tlonoxenus, JIDK npuauMaeTt oHO U3 CIeYIONINX PeLIEHHIA:

3.5.1. Beiaaer 3axkimodyeHue 00 000peHHH IPOBeIeHHS UCCIIeI0BAHMUS.

3.5.2. Bel1aeT 3aK/II04eHHe O HEBO3MOXKHOCTH O00pEHHUS UCCIIeIOBAHUS.

3.5.3. PexoMen/iyeT BHECTH U3MEHEHHUS B IIPE/ICTABICHHBIE IOKYMEHTHI JIs LieJIel
TMOC/IeAyIOIIeH BblJ1auy 3aKII04eHHs 00 0T00peHNH MPOBE/ICHHS HCCIIEN0BAHMS.
3.5.4. OTMmeHsieT UK NPUOCTAHABIMBAET paHee BBIIAHHOE 3aKitodeHue 06 0100-
PEHHHU IIPOBEEHUS HCCIIe10BAHUS.

3.6. JIDK He3aMeUIMTEeNbHO B IIMCBMEHHOM BHjle COODIIaeT HecleIoBaTeNto, op-
raHU3aToOpPy MCCIIEeI0BaAHMUs, JIMOO APYroMy OTBETCTBEHHOMY JIMILY O CBOHX pelle-
HHSIX, KaCaloLUXCsl UCCIIeI0OBaHUs, U NPUYMHAX IPUHSATHS PEIIeHU.

3.7. Eciu IlpoTokon npeaycMarpuBaeT HEBO3MOKHOCTE ITOJYUEHHsI COTJIacus Ha
y4acTHe B MCCJIEJIOBAHUHN Y MAIlMEHTa UM ero 3aKOHHOTO MPEeICTaBUTENS /10 MO-
MEHTa BKJIFOYEHMS MallMeHTa B UCCIIeI0BaHUe, B TOM YUCIIE TIPU HEOTIIOXKHBIX CO-
crosuusx, JIDK nomken yOeauTbess B TOM, YTO TpeACTaBIEHHBIA MPOTOKOJI M
(M) Apyrasi JOKYMEHTalLUsl COOTBETCTBYIOT 3THYECKHM HOpMaM, a TakKe HHBIM
00s13aTeIbHBIM TPEOOBAHUSM JIUISl TAKMX UCCIIE0BAHUH.

4. PernmamenT patorsi JIDK

4.1. 3acenanus JIDK nposojstes npencenateneM JIDK win no ero nopy4eHuro
3amectutelsieM npejacenarens JIDK no mepe neodxonumoctu. [lopsiiok opranusa-
MM npoBeneHus 3acenanud JIDK, paccMoTpeHust TOKYMEHTOB M NPHHITHS 110
HUM pPelLlIeHHs, CPOKH PAaCCMOTPEHUS JOKYMEHTOB, nocTynaroumx B JIDK, B gacTy,
He yperynupoBaHHo# HactosiiuM [lonoxennem, ornpenenstores COIT JIDK. 3a-
cenanuda JIDK npoBoasitcs ouno. B onnaiin ¢opmate (pu HEOOXOIMMOCTH) Ha
IUIOLIAAKax JuIs mpoBeaeHus BujaeokoHpepenmi (ZOOM, Skype, Teams, Profi-
conf, Google Hangouts u T.11. mo Beidopy wienon JIDK).

4.2. 3acenanue JIOK cuuTaeTcst mpaBOMOUYHBIM, €CITH Ha HEM NIPUCYTCTBYET HE Me-
Hee INOJIOBUHBI ero uieHoB. Pemenue JIDK npuHMMaeTcss OTKPBITEIM IOJIOCOBA-
HHEM IPOCTHIM OOJIBIIMHCTBOM rojIocoB. B ciiydae paBeHCTBa rollocoB perraro-
ILIMM SIBJISIETCS T'OJIOC Npejice1aTenbCTRYoLero Ha 3aceaanun JIDK.
YuacTBOBaTh B IOJIOCOBAaHMH UMEIOT IpaBo wieHs! JIDK, koTopsie HE3aBUCHMEBI OT
cyOBEKTOB paccMaTpUBaEMOT0 UCCIIeI0BaAHUS.

4.3. Pewenus/zaxmouenus JIDK odbopmiisiores npotokonom 3acepanus JIDK, ko-
TOpPbIA MOANUChIBaeTcs npeacenarenem JIDK wim 3amecturenem mpencenartens
JIDK, Bosrnasnssumm 3acenanue JIDK, unenamu JIDK, npunumaBmmu ygactue
B PacCMOTPEHHUH.

4.4. YUnen JIDK, He coracHbIi ¢ IPUHSATHIM pelIeHHEM, UMEET IIPaBO B [TUCbMEH-
HOM (opMe H3JI0KUTH CBOe 0co00e MHEHHE, KOTOpOe IpUiaraeTcs K IpOTOKOIY
zacefanust JIDK u siBiisiercs: ero HeOTbeMJIEMOM YacThIO.

4.5. Ilpeacenatens JIOK:

4.5.1. Opraunusyet paboty JI9K u Bosrnasnsiet 3acenanus JIDK.

4.5.2. Pacnpenenser o0s3anHocTH Mexay wienamu JIDK u koopauHupyeT ux pa-
Oory.

4.5.3. llopnuceiBaer [Iporokonsr JIDK.



4.5.4. KoutponupyeT cBoeBpeMeHHOoe yBepomaeHue wieHos JIDK o nate, mecte U
TIOBECTKE NPE/ICTOSALLIErO 3ace/[aHusl.

4.5.5. TlpuHrMaeT Mepbl MO TNPEJOTBPALICHUIO H/WIM YpPEryJIdpOBAHHIO KOH-
¢auxra unrepecos y wieHoB JIDK, onpenenser unenos JIDK, koropeie MMEIOT
IIPaBO YYacTBOBATh B TOJIOCOBAHMHU I10 KOHKPETHOMY HCCJICIOBAHHUIO C YYETOM
nyukTa 4.2 nactosuero [lonoxenus.

4.6. 3amecturens npeacenarens JIOK:

4.6.1. I1o nopyuenuto npencenarens JIOK Bosrinasisier 3acemanus JIDK B ero ot-
CYTCTBHE.

4.6.2. VicrionHsieT uHble 0053aHHOCTH 110 ITopydeHuto npeaceaatens JIDK.

4.7. OrBeTcTBeHHBIH cexkpetaps JIDK:

4.7.1.0cy11ecTBIsSET JOKYMEHTAIBHO-TEXHUYECKOe ObecreueHne AesiTeIbHOCTH
JIDK.

4.7.2. Uuopmupyet uinenos JIDK u npuriameHHbIX JIUI O JaTe, BPeMEHH U MecTe
npoBeneHus 3acenanus JIDK He no3nnHee yeM 3a 3 pabo4uux JIHS 10 AATHI €ro Mpo-
BEJICHUSI.

4.7.3. Odopmisier noBecTKy 3acenanus JIDK.

4.7.4. Benet npotokon 3acenanus JIDK.

4.7.5. HampaBnsieT KOIUU pelIeHUi/3aKITF0YeHNH, TTIPOTOKOJIOB, BBIITHCOK U3 TIPO-
tTokxonoB JIDK 3auHTepecoBaHHBIM JTHIIAM.

4.8. Unennt JIDK:

4.8.1. UmeroT npaso:

4.8.1.1. Bosrnasmsite paboune rpymnisl, hopmupyemsie JIDK.

4.8.1.2. Ilpennarate KaHAUWAATYpPbl NPUITIALIEHHBIX JHI /IS Y9acTHs B 3aceja-
Husax JIDK.

4.8.1.3. YyacTBOBaTh B IOATOTOBKE MaTEPHAJIOB 10 paCCMaTPHUBAEMBIM BOTIPOCAM.
4.8.1.4. IlpencraBiaTh CBOIO MO3UIHIO 110 pe3yibTaTaM pacCMOTPEHHBIX MaTepH-
aJloB Npu nposeneHuu 3acenanus JIDK.

4.8.1.5. Beritti u3 cocraa JIDK mo cobcTBeHHOMY KelaHHIo.

4.8.2. O0s3aHbL:

4.8.2.1. JIuuno yuactBoBath B pabore JIDK u mpucyTcTBOBaTH Ha 3aceaHHsX
JIDK.

4.8.2.2. B ciydae HEBO3MOXKHOCTH 110 YBAJKUTEJIBHOM NPUYMHE MPUCYTCTBOBATH
Ha 3aceganuu JIDK 3abnaroBpeMeHHO IpOUHGOPMHUPOBATE 00 3TOM Mpe/Ice/1aTelIs
JIDK unu 3amecturens npeacenatens JIDK.

4.8.3. He BripaBe J1e1erupoBaTh CBOM IMOJTHOMOYMS IPYTHUM JTHLIAM.

5. CranpaprHasi onepanHoOHHasi Npoueaypa.

5.1 COII paszpabatsiBaetcst JIokaabHBIM 3THYECKUM KOMHTETOM.

5.2. PazpabatsiBaemele COII no/mKHBI pernaMeHTHpOBaTh Bee sTarnbl padot JIDK
5.3. Ilpu paspaborke COII nomxHbl coOM0AaThCs NPUHIIMITEL HaUIeKAIIeH
KJIMHHYecKOoH npakTuky (PyKoBOACTBO 1O Haxexalleil KIMHUYeCKOH IIPaKTHKE
MexayHapoqHOH KOH(EepeHUMH 10 rapMOHH3ALMK TEXHUYECKHX TpeOOBaHMH K
peructpauuu (hapmMaleBTHUECKUX MPOAYKTOB, MpeaHA3HAYEHHBIX U MPUMEHe-
uus yenoBekoM (ICH GCP Guidelines); Ilpukaz MunHCcTEpCTBa 3paBOOXpaHeHUs



Poccuiickoit @enepauun ot 01.04.2016 1. Ne 2000 «O0 yTBep:KIE€HHH IPABHII
Hamnexxamen kiIMHUYeCKOM npakTuku», HannonansHbelil crangapt Poccuiickoi
®enepanuu ['OCT P 52379-2005 «Hannexamas kinHudeckas npaktukay (Good
Clinical Practical (GCP), yreepaxnentnoro npukazoM ®enepaabHOro areHTCTBA 110
TEXHUYECKOMY PEryJIMpoBaHuI0 U MeTposioruu oT 27.09.2005 r. Ne 232-cT., Peure-
Hue Cosera EBpazuiickoit DxoHOMHUeckor komuccuu Ne 79 ot 03.11.2016 1. «O6
yreepxkaeHuu [IpaBun Hajnexamei kmuHuueckoi npaktuku EDC»*) u cooTBeT-
CTBYIOLIME peryJisiTopHble TpeOOBaHMsA, B TOM 4Hcie ykasaHHble B [losiokeHuu
JIDK I'BY3 «HIII cnen.me. momouu aetsam J13My.

5.4. COIl yreepxknaercs 3acenanueM JIDK.

5.5. [Tocne yrBepyxnenus COII Becs nepcona, BoBie4YeHHBIN B padoTy 110 KIUHH-
4YeCKUM M JPYIHMM UCCIIeJOBAaHUSAM CYOBEKTOM KOTOPBIX SIBIISIETCS YeNIOBEK, J10J1-
)KeH B cBOei paboTe cTporo cooTBeTCTBOBATh yTBepxkaeHHbM COII.

5. 6. U3menenus COIL

5.7. U3menenus B COII BHOCSTCS HA OCHOBAHUM M3MeHeHHH TpeboBaHuit perys-
TOPHBIX OPraHOB, 3aKOHOarenbcTBa Poccuiickoit Pegepauuyt W/ UM 1o peio-
xkenuto wieHos JIDK, eciy 910 He MPOTUBOPEUUT NPUHIIMIIAM HaJIexkKalled Kiu-
HUYECKOH NMPaKTUKHU, AEHCTBYIOIIMM POCCUHCKUM M MEXKIYHAPOAHBIM HOPMATHUB-
HBIM TpeOOBaHUSM.

5.8. ITocne BHecenus usmenenuid Hosast Bepcus COII nomkHa ObITh yTBEpKIeHA
3acenanueM JIDK.

6. 3aK0YHTE/IbHbIE MOJ0KEeHHS

6.1. Jlns koMMyHuKauuu ¥ HanpasieHus B JIDK 10KyMeHTOB UCIIOIB3yeTCs HIleK-
TpoHHBIH ajpec: npeprakt@mail.ru, 06wt Tenedon/pakce: (499) 730-98-51.

6.2. JIDK obecneunBaeT XpaHeHHe JOKYMEHTOB, CBS3aHHBIX C [IPOBEJIEHUEM HC-
CJIeJOBaHUs, KaK IIpaBUIO, B TeYEHHE TpeX JIET I10C/Ie 3aBePIIEHUs HCCIIEI0BAHUS
M IIpeJICTaBIeHUe TaKUX JIOKYMEHTOB TPeThbUM JMLaM ¢ cobioaeHueM tpeboBa-
HUH 3aKkoHOJaTenbcTBa Poccuiickoil Menepaluu o nepcoHalbHbIX JaHHBIX, KOM-
MEpUYECKOH, rocy1apCTBEHHON U UHOH TalHbI, OXPaHsIEMOH 3aKOHOM.
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