INPABUTEJIBCTBO MOCKBBI
JAEINNAPTAMEHT 3JPABOOXPAHEHUA I'OPOJA MOCKBBI

MNPUKA3
oT 25 Hosiopst 2016 r. N 948

O MOCKOBCKOM I'OPOJACKOM HE3ABUCUMOM 3THYECKOM KOMUTETE

Cnucok 3MEHAIIUX TOKYMEHTOB
(B pen. nmpukasos JlemaprameHTa 31paBooXpaHeHus I. MOCKBBI

ot 14.09.2017 N 662, ot 26.01.2018 N 40, ot 27.12.2019 N 1143)

B cootBercTBum ¢ @enepansabiM 3akoHOM OT 12 ampenst 2010 . N 61-®3 "O6 obparniennn JIeKapCTBEHHBIX
cpencts", mpukazoM MunuctepcTBa 3apaBooxpaHeHus Poccuiickoit @epepanuu ot 1 anpens 2016 roga N 200n
"OO0 yTBepXKICHUM TpPaBWII HajJIexkallell KiIMHWYeckod mpakTuku', HaruonaneHbiM cTaHgapToMm Poccuiickoit
Oenepariun 'OCT P 52379-2005 "Hanmnekamas KiIHHHYECKas TNpakTHKa", XeabCHHCKOH Jlekmaparueit
Bcemupnoit Menununckoit Accormanuu ot 2013 1., MexXayHapoIHBIMU FapMOHU3UPOBAHHBIMU TPEXCTOPOHHUMU
pexKoMeHIanusaMu 1o Hajuiexaiei kinanyeckoit npaktuke (ICH GCP) npukasbiBaio:

1. Cozmath MOCKOBCKHII TOPOJCKOW HE3aBHCHUMBINA JTHYecKui komutTeT (mamee - MI'DOK) Ha 0Oaze
locymapctBeHHOTO  OFOMKETHOTO  yupekneHuss Topoma MockBel "HaydHO-HICCIEnOBAaTENbCKHIA HWHCTUTYT
OpraHu3aliy 3ApaBOOXPAHEHHsT M MEIAMIMHCKOIO MEHeKMEHTa JlemaprameHTa 3ApaBOOXpaHEHHs] Topoja
Mockss" (I'BY "HUU O3MM /JI3M").

(B pex. mpukasa JlemapramenTa 31paBooxpaHenust . Mocksel ot 27.12.2019 N 1143)

2. Yreepauth [lonoxxenne MI'OK (nanee - [lonoxeHue) cOriiacHO NPUIOKEHHUIO K HACTOSIIIIEMY TIPHUKa3Yy.

3. Hasuauute mnpencemareniem MIDK JKypasiaey M.B., a.M.H., mpodeccopa, TJIABHOTO BHEIITATHOTO
CHeIMaTncTa KIMHWYecKoro ¢apmakoriora JlemapramMeHTa 3apaBOOXpaHEHUs Tropojga MOCKBBI, 3aMECTHUTEINS
TUpEKTOpa IIeHTpa KIMHUYECKOW Qapmakomornn HaydHOTO m[EHTpa JKCHEepTH3Bl CPEICTB METUIIMHCKOTO
npumeHeHus: Munznpasa Poccuu.

4. Ilpencenarento MI'OK M.B. JKypasnesoii:

4.1. Onpenenuts coctaB MI'OK B cooTBeTcTBMM C TpeOOBaHMSMH HACTOSILIEr0 Ipukaza B cpok ao 30
nekabps 2016 .

4.2. O6ecrnieunth paboty MI'OK B cooTBeTcTBHY ¢ yTBepkAeHHBIM [lonoxennem ¢ 16 suBaps 2017 T.

5. Hupekropy ['ocymapctBeHHOro OMOIKETHOTO YyupexkieHus '"HaydHo-mcciieqoBaTelnbCKUil WHCTUTYT
OpraHM3alliM 3/pPaBOOXPAHEHHA M MEIWIIMHCKOr0 MeHekMeHTa J[lemaprameHTa 3apaBOOXpaHEHHsS Tropoja
Mockebl" Akcenooii E.M. obGecreunts opranuzammioo pabotet MI'DOK, a Takke MaTepualbHO-TEXHHYECKOE
obOecrreuenne nesrenpHoctd MI'OK.

(m. 5 B pen. npukasa [lenapramenra 3apaBooxpaneHus r. Mocksbl ot 27.12.2019 N 1143)

6. KoHTponb 3a WMCIOJHEHHEM HACTOSIEro IpHKa3a BO3JOXKHUTh Ha HadalbHHKA YTPaBICHHUS AeIaMH U
KOOpJAMHAILIMY JiesiTeNbHOCTH [lenapTaMenTa 3apaBooxpanenns ropoaa Mockssl Hukonosa E.JI.
(m. 6 B pex. npukasza [lemapramenra 3apaBooxpanerus I. Mockssl oT 27.12.2019 N 1143)

Munuctp IIpaBuresbcrBa MoCKBBI,
pyKoBoauTe b Jlemapramenra
3apaBooxpaHeHust ropoaa MocKBbI
A.N. Xpunyn
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[Ipunoxxenue

K npuka3zy Jlemapramenra
3/IpaBOOXpaHeHus ropoaa MoCKBEI
oT 25 Hos16pst 2016 T. N 948

IHOJIO’KEHHUE
MOCKOBCKOI'O I'OPOJACKOI'O HE3ABUCHUMOTI'O OTUYECKOI'O KOMUTETA

Cnucok 3MEHSAIIUX TOKYMEHTOB
(B pen. nmpuka3os JlemaprameHra 31paBooXpaHeHus I. MOCKBBI
ot 14.09.2017 N 662, ot 26.01.2018 N 40, ot 27.12.2019 N 1143)

1. O01Me MoJI0KEeHu s

1.1. Hacrosimee Ilonoxkenue ompenenser (QYHKIMOHAIBHBIE W OPraHU3AIMOHHBIC BOMPOCHI
JESITEeTbHOCTH MOCKOBCKOTO TOPOJICKOTO HE3aBUCHMOIO 3THYeckoro komutera (maiee - MI'OK) npu
IUTAHUPOBAHUM W TPOBEJICHUU WCCICIOBAHUN JICKAPCTBCHHBIX IMPEMapaToB I MEIUIIMHCKOTO
NPUMEHEHHS C YYacTHEM 4YeJIOBeKa B KayecTBE CyObEKTa WCCIeloBaHMs (Jajee - HCCICIOBaHHS) B
MEIUIIMHCKUX OPraHU3allUsX TOCYJapCTBEHHON CHCTEMBI 3paBOOXpaHCHHs ropoaa MOCKBHI (nanee -
MO/IBEIOMCTBeHHbIE yupexaeHus). MI'OK sBisercs aBTOHOMHBIM, HE3aBUCHMBIM OpPraHOM M TPU3BaH
o0ecrieunBaTh 3alIUTy MPaB, 0E30MACHOCTh U OXPaHy 3/I0POBbs BCEX YYACTHUKOB HCCIIEI0BAaHHA.

MI'OK siBisieTcs He3aBUCUMBIM 3THYECKHUM KOMUTCTOM, 06pa3OBaHHLIM Ha PpEruoOHaJIbHOM YPOBHC.

1.2. B cBoeil gestenbHocTt MI'OK pyKoBOACTBYETCS ClAENYIOIIMMH HOPMAaTUBHBIMU IPaBOBBIMU
aKTaMH:

- Xenbcunckoit [lexnapanueit Bcemuproit Menununckoit Acconuanuu (nepecmotp 2013 r.);
- ®enepanbHbIM 3ak0HOM OT 12.04.2010 N 61-03 "O6 obpaleHuu JeKapCTBEHHBIX CPECTB";

- MexyHapoJHBIMH TapMOHU3UPOBAHHBIMU TPEXCTOPOHHUMHU PEKOMEHAIMSAMHU TI0 HaJJIexKaIlei
knuHudeckoi mpaktuke (ICH GCP);

- npuka3zom MunucrepcTBa 31paBooxpanenusi Poccuiickoit @enepauuu ot 01.04.2016 N 2001 "O0
YTBEP)KICHUN MPaBIIT HAAJIeKaIIeH KIMHUYECKON MPaKTUKU";

- Haumonaneueim crannaprom Poccuiickoit ®@epepanuu ['OCT P 52379-2005 "Hapnexaias
KJIIMHUYECKas IPaKTUKa';

- Pexomennmanusmu  KomMuTeTamM 1O O3THKE, MPOBOISIIMM OSKCIEPTH3Y OMOMEIHIIMHCKHX
uccienosannii BO3;

- CrannaptaeiMu Onepanmonnbivu [ponienypamu (COIT) MI'OK;

- HacTosamuM IlonoxxeHuem;

- UTHBIMA HOPMaTHUBHO-TIPABOBBIMU JJOKYMEHTaMHU B cpepe 31paBOOXpaHCHUS.

1.3. Bce wuccienoBaHusi, MPOBOJSIIMECS B IMOJBEIOMCTBEHHBIX YUPEKICHUSX, MOTYT OBITH
onoopersl MI'OK 10 Hadanma BKIFOUEHUS] YYACTHHKOB HCCIICIOBAHUS W TPOBOIUTHCS TOJ HAIA30pOM

MIDOK BmioTh 10 UX OKOHYaHUS (MPU OTCYTCTBHH B TMOJBEAOMCTBEHHBIX YUPEKICHHUSIX HE3aBUCHMOTO
ATUYECKOTO KOMHUTETA).
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IIpu orcyrcTBHUM B NOABEIOMCTBEHHBIX YUPEXKACHUAX JlemapTamMeHTy 3ApaBOOXpaHEHUs Topoja
MOCKBBI HE3aBUCUMBIX 3TUYECKUX KOMUTETOB HEJOMIYCTHUMO:

- BKJIIOYEHHE TAIMEHTOB B HCCJEJAOBAHHME 10 MOJydYeHHUs] MUCbMEHHOro onoopenuss MI'OK wimum
UHBIM 3TUYECKUM KOMHUTETOM, CO3JaHHBIM U JACUCTBYIONIMM B COOTBETCTBHUHU C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanuu;

- OTKJIOHCHHWE OT IPOTOKOJA WCCIENOBAaHUS WIM €ro H3MEHEeHHEe O0e3 IpeaBapHTEIbHOTO
MUCHBMEHHOTO OJIOOPEHHUsI COOTBETCTBYIOHMIMX MONpaBoK MIDK Wi HMHBIM 3THUYECKHMM KOMHTETOM,
CO3IaHHBIM M JICHCTBYIOIINM B COOTBETCTBHHU C 3aKOHOJATENbCTBOM Poccuiickoit @enepannu, Kpome Tex
CllydaeB, KOIJla HEOOXOJMMO YCTPAHUTHh HEHNOCPEACTBEHHYIO YIpo3y CyOBEKTaM HCCIEIOBAaHMUSA WU
KOT1a U3MEHEHHSI KacatoTCs TOJIBKO a/IMUHUCTPATUBHBIX WM TEXHUYECKUX aCIIEKTOB HCCIICAOBAHNUS.

(m. 1.3 B pen. npukasa [lenapramenTa 3apaBooxpanenus r. Mocksbl oT 26.01.2018 N 40)

1.4. OpraHu3anlioHHOE H MaTepUATBLHO-TEXHHYECKOoe obOecnedeHue aestenbHoctn MITOK
ocymecTBisieTcs  ['OoCyqapCcTBEHHBIM — OIO/DKETHBIM  yupexkaeHueM ropoga Mockssl  "Hayuno-
HCCIEA0BATENIbCKUM HMHCTUTYT OPTraHW3alUdd 3ApaBOOXPAHEHUS M MEIUUMHCKOTO MEHEKMEHTa
JlenmaprameHTa 3/1paBooxpaHeHus ropoga MocksbI".

(B pen. mpukasa JlemapramenTa 3npaBooxpanenus r. Mocksel oT 27.12.2019 N 1143)

2. Ctpykrypa u nopsinok ¢gopmuposanns MI'IK

2.1. B cocrap MI'DK Bxomar mnpeaceaarens MIDK, 3amectutens npeacenarenss MIOK,
orBeTcTBeHHbIN cekperapp MI'OK u umenst MI'OK. CocraB MI'OK yTBepkmaercs mpeacenarenem
MI'OK.

2.2. llpencematens MI'DK Ha3Hadaercs M OCBOOOXKITAeTCs OT JOJDKHOCTH JlemaprameHTOM
3[IpaBOOXpaHEHHs TOpoaa MOCKBEI.

2.3. Ilpeacenarens MI'OK nomxkeH MMeTh BbICIIEE MEAMIIMHCKOE 0Opa3oBaHUE, ONBIT pabOThl B
MPAKTUYECKOH METUIIMHE HE MEHee 5 JIeT, ONbIT paboThl B KaYeCTBE YJ€HAa 3TUYECKOIO KOMUTETa He
MeHee 2 JIeT, YICHYIO CTeNeHb KaH/i/1aTa MeAUINHCKUX HAyK WA JOKTOPA MEIUIIMHCKUAX HayK.

2.4. B cocra MI'OK Bitouarotes uiia, o01aaronme HeoOX0IUMbBIM ONBITOM U KBalu(uKaluen
JUTSL DKCTIEPTHOM OIIEHKU HAYYHBIX, METUIIMHCKUX M ATHYECKUX acneKToB uccienoBanuii. MI'OK momken
MMETh B COCTaBE:

- HE MEHee NATH WIeHOB (BKirouas mpencenatenss MIDK, ero 3amectuTenss U OTBETCTBEHHOTO
cekpetapss MI'OK);

- KaK MUHUMYM OJTHOTO YJIeHa, YbM MHTEPECHI JIekKAT BHE Cepbl HAYKH;
- KAK MUHUMYM OJIHOTO 4JIE€Ha, KOTOPBIN MpeACTaBiIsIeT O0IEeCTBEHHbIE OpraHU3allly.
TpeboBanus k coctaBy u kBanupukanuu wienoB MI'OK onpenenstorcs COIT MI'OK.

2.5. YnenctBo B MI'OK sBnsiercs no6poBosiabHbM. Kanaunate! B uiensl MI'OK HanpaBiisitoT 3as1BKU
Ha mnpunatue B MIOK c mnpunoxenuem Ouorpaduum npencenarenro MIOK. Ilo pesynbraram
cobeceZloBaHUSl C TMOTEHUMAIbHBIMU KaHAaugaTamu npeacenarenb MI'OK mpuHumaer pemeHue o
BKiroueHuu B coctaB MI'OK u yrBepxknaer coctaB MI'OK.

2.6. OcHoBaHueM A npekpauienus wieHcrsa B MI'OK saBinsercs 3adBka ot uinena MI'OK, nocie
yero npeacenarens MI'OK yTBepikmaer 0OHOBICHHBIN criucok uieHoB MIOK.
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2.7. Jlna paccMOTpEHHUsI JTOKYMEHTOB O TMPOBEACHUU UCCIEIOBAHUN B TMOJBEIOMCTBEHHBIX
yupexaeHusx MIDOK BhnpaBe mnpuBiiekaTh MNpPEACTaBUTENEH MaHHBIX YUYPEKIACHUW I8 ydacTUs B
00CYKJICHUH IOKYMEHTOB HCCIICIOBAHMSI.

2.8. [Ins pemienust cnenuanbHbIX BopocoB MI'OK MokeT npuBiIeKaTh HE3aBUCUMBIX SKCIIEPTOB, HE
sBistroIuxcs wieHamu MI'OK, KoTopble MOTYT y4acTBOBAaTh B 0OCYKIEHUU JOKYMEHTOB MCCIICIOBAHUS,
HO HE MPUHHUMAIOT Y4acCTHUsl B UTOTOBOM T'OJIOCOBaHHH.

3. dynkuuu MI'IK

3.1. MI'OK:

3.1.1. OcymecTBIsET KOHTPOJIb 32 COOIIOACHNEM 3TUYECKUX HOPM IIPH MPOBEICHUH UCCIIEIOBAHUS
Y TIPaB yYaCTHUKOB MCCIIEIOBAHUS.

3.1.2. Ha ocHOoBaHuM Hay4yHOW Oworpaduu HCCIeIOBATENss W WHON JOKYMEHTAIIMH OIICHHWBAET
COOTBETCTBUE KBATU(UKAIIMH UCCIICAOBATENS TNIAHUPYEMOMY HCCIICIOBAHHIO.

3.1.3. B mpoiecce uccienoBaHus NEPUOJUYECKA PACCMATPUBAET JTOKYMEHTAIMIO U OIICHUBAET
MIPOBOJIMMOE HCCIIeIOBaHUE (HE peXke OJTHOTO pasa B TOJ).

3.1.4. Moxer mnorpeboBaTh OT OpraHHU3aTOpa UCCIEJOBAHMSI MPEAOCTaBUTh YYACTHUKY
UCCJIEJOBAaHMS JIOTIOJTHUTENBHBIC CBEICHHS 00 HMCCIICIOBAaHUM MOMUMO MH(OpMAIHMHU, COACpIKaIleics B
MH(POPMAIMOHHOM JIUCTKE NalMeHTa, ecid, 1mo MHeHnto MI'DK, 3TO TO3BOJHMT MOBBICUTH CTENCHb
3aIIMTHI IPaB U 0€30MaCHOCTH YYaCTHUKA UCCIIEIOBAHUS.

3.1.5. OuenuBaer pazMep U MOPSJIOK OCYIIECTBICHUS BBIIUIAT YYaCTHUKAM HCCIICIOBAHUSA C LIEIIBIO
BBISIBIICHUSI HCOOOCHOBAaHHON 3aMHTEPECOBAHHOCTH YYAaCTHUKOB MCCIICIOBAHUS WM MPHUHYKICHUS UX K
Y4acTuro B HMCCJIICAOBAHUMU. I/IHC];)OpMaIII/Iﬂ, KacaromascCsa BBIIIIAT YYaCTHHKaAM HCCIICAO0BAaHUA, BKIIHOYasd
METOJIbI, CYMMBI U Tpa(yK BBIILIAT, OTPAXKACTCS B HH(POPMAIMOHHOM JIUCTKE MAIUEHTA.

3.1.6. CornacoBbIBaeT MOMPABKU B IPOTOKOJ UCCIIETOBAHUS.

3.1.7. CobupaeT ¥ NpUHUMAET K CBEJICHHIO JOMOJIHUTENbHYI0O MHPOpPMALUIO 0€3 Heo0X0AUMOCTH
JONOJHUTEIBHOTO OA00PEHMS:

3.1.7.1. Hudopmanuio mno O€30MaCHOCTH, KOIJla OHA HE BJIEYET W3MEHEHHs IPOTOKOJIA
UCCIe0BaHus U HH(OPMALIUY, IPEOCTaBIsAEMON CyObeKTaM UCCIIEIOBaHMSL.

3.1.7.2. HWudopmanuio 1O HIMEHEHHSIM, KaCAlOIMIMMCS TOJBKO aJMHHHUCTPATHBHBIX WU
TEXHUYECKUX aCMEKTOB UCCIIEAOBaHUs (HapuMep, 3aMeHa MOHUTOPa, U3MEHEHHE HoMepa Telie(hoHa).

3.1.8. M3Bemiaer Bce 3aMHTEPECOBAHHBIE CTOPOHBI O CBOMX PEIICHUSX/3AKITIOYCHHSIX, KACAIOIINXCS
WCCTIEOBaHUS, O TPUYMHAX TPUHATUS PEIICHUN/3aKIIOUCHUH W O TMOpSAKEe OO0XKAJIOBAHHS €ro
pelIeHU/3aKTI0YeHUH.

3.1.9. OcymectBisger nesTenbHOCTh B cooTBercTBUUM ¢ COIIl, pa3pabaTbiBaeMbIMU U
yrBepkaaeMbiMu  MI'OK, nokymeHTupyer cBOIO paboTy, BEOET MPOTOKOJIbI 3aceJaHHi, a TakKxke
cobmopaaer GCP u HopMaTuBHBIE TpeOOBAHUS.

3.1.10. CoBepuiaer wuHble JAEHCTBHs, HalpaBJeHHbIE HA HWCIOJHEHHWE CBOMX (YHKIUH U
MOJJTHOMOYMH B COOTBETCTBUHM C 3aKOHOIaTeNIbCTBOM Poccuiickoit @enepanuu.

3.2. Ilpu sTHUECcKOl 3KcnepTH3e IIaHupyemoro uccienosanusd MI'OK usyuaer npencraBicHHbIE
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JOKYMEHTHI Ui TOTO, YTOOBI OLEHUTh PUCK M OXXKUIAEMYIO IOJIb3Y JUIS YYACTHUKOB HCCIEIOBaHUSA U
OIIPEICNINTB, SIBJIAETCS JIM 0KMJAEMbIl pUCK OOOCHOBAHHBIM 10 CPABHEHUIO C MOJIB30M /711 UCIIBITYEMBIX,
U HACKOJIKO BakHa MH(opmanus, koropas OyIeT HoJydeHa 0 pe3ynbraTaM uccienoBanus. Ilpasa,
0€30I1aCHOCTh U 3/I0pPOBbE HCIBITYEMBIX SIBJSIOTCS NPEAMETOM IEPBOCTENEHHON BaXXHOCTH U JOJDKHBI
[PEBAJIMPOBATH HAJl MHTEPECAMH HAyKH U OOIIECTBA.

3.3. MIDK ¢ 0ocoObIM BHMMaHUEM pacCMaTpPHBAET TE€ HMCCIIECIOBAaHUS, B KOTOpPHIE MOTYT OBITh
BKJIFOUEHBI YSI3BHMBIC HCIBITYyeMbIE, TO €CTh JHIA, Ybe JOOPOBOJBHOE COIVIACHE Ha YYacTHE B
UCCIIEIOBAaHUH MOXET OBITh PEe3yJIbTaTOM HX YpPEe3MEPHOM 3aMHTEPECOBAHHOCTH WIIM CaHKIMHA CO
CTOPOHBI PYKOBOJICTBA B Clly4ae OTKa3a OT ydacTus B HccienoBaHuud. Kpome Toro, K ys3BUMBIM
UCIBITYEMBbIM OTHOCATCS JI€TH, OCTaBLIMecs Oe3 IMOMNeYeHUss poJauTeNel, OOJbHbIE HEU3ICUYUMBIMU
3a00JIeBaHUsAMY; JIMLA, COJAEPKAIIMecs B JOMax IpecTapenbix; 0e3padoTHhIe M MajooOecreueHHbIE;
MaUEeHThl B HEOTJIOKHOM COCTOSHUU; IMPEICTAaBUTENN HALMOHAIBHBIX MEHBIIMHCTB; O€3J0MHBIE,
OeXeHIIbl; HECOBEPILIEHHOJIETHHUE, a TAKXKE JINIA, HE CIIOCOOHBIE JaTh MH(OPMHUPOBAHHOE COTJIACHE.

3.4. 3asBuTenb Brpase HarpaBuTh B MI'OK 10KyMeHTBI, IPeAyCMOTPEHHBIE HACTOSIIIUM ITYHKTOM.
(ab3arn BBeneH npuka3om Jlemapramenta 3npaBooxpanenus r. Mocksbl ot 14.09.2017 N 662)

MI'OK paccMaTpuBaeT 1 IPUHUMAET PELIEHUE Ha OCHOBAHUU CJIEAYIOIINX JOKYMEHTOB:
- IPOTOKOJIA UCCIICOBAHNS,

- OpOLLIIOPBI HCCe10BaTeNs;

- NH(OPMALIMOHHOTO JIMCTKA MAlIUEHTA;

- cBeJIeHU# 00 ombITe pabOThI Hccien0BaTeNlel 0 COOTBETCTBYIOIIMM CIICIUAIBLHOCTSAM U UX OMBITE
paboTHI 1O MPOBECHUIO UCCIICAOBAHMIA;

- CBEJICHUI O MEJUIIMHCKUX OPraHU3alMsAX, B KOTOPBIX IPEAIIOIAraeTcsi IpOBEJCHUE UCCIIEN0BaHUs
(MoHOE M COKpallleHHOE HAauMEHOBAHMSI, OpPraHU3allMOHHO-TIpaBoBas (opMa, MECTO HaXOXKIEHUS U
MECTO OCYIIECTBJICHUS JeATeNbHOCTH, TenedoH, Tenedakc, aapec >SJIEKTPOHHOM MOYTHI KaKAOH
MEAUIIMHCKOW OpraHu3aIim);

- CBEJICHUM O mpeamnoJara€Mblix CpokKax MPOBCACHUA UCCIICAOBaHNA;

- KoM J0rosopa 00513aTeJIbHOTO CTpaxoBaHUs, 3aKJIKOYCHHOTO B COOTBETCTBHH C THIIOBBIMU
IpaBUJIaMHn 00513aTENBHOTO CTpaxoOBaHHUd, C YKa3aHHCM HpeHCHLHOﬁ YUCJICHHOCTH IIallMCHTOB,
YUHaCTBYIOIIHUX B UCCIICAOBAHUU,

- I/IH(i)OpMaLII/II/I 0 COCTAaBC JICKAapCTBCHHOTO IIpCIiapara.

Jnsa paccmorpenuss MI'DK 3asButenieM MOryT OBITh NpPEICTaBICHBI JApPYTrue€ JOKYMEHTHl H
MaTepHasbl UCCIEJOBAHNs, B TOM YHMCIIE MaTepualbl, COAEpKaIIUe ONUCAHUE JIEHCTBUN, HAIPABICHHBIX
Ha TPUBJICYEHHE NAIMEHTOB, 3J0POBBIX JOOPOBOJBIEB K YYaCTUIO B HCCIIEJOBAaHMM; IMHCbMEHHBIE
MaTepHalbl, KOTOpble OyIyT MpPeJOCTaBIE€Hbl yYaCTHUKAaM MCCIIENOBaHUSA; MH(OpMAIUS O BBIIUIATaX U
KOMIIEHCAIMSX YYaCTHUKAaM HCCIIEJIOBaHMS; TEKyIlas Bepcus HayyHOW Ouorpaguu uccienoBaTens U
(unm) Apyrue MaTepualibl, HOATBEPKIAIOIINE €r0 KBATU(UKAIUIO.

3.5. Ilo pe3sympraTaM pacCMOTPEHHUS JTOKYMEHTOB, YKa3aHHbIX B TNyHKTe 3.4 HaCTOSIIETrO
[Tonoxenus, MI'OK npunumaet ogHO U3 CIEIYIOLIUX PEIICHUN:

3.5.1. Beigaet 3axmmroueHue 00 0100pEHUH MPOBEICHUS UCCIIEIOBAHUSI.
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3.5.2. Bbiaet 3aKkit0ueHre 0 HEBO3MOKHOCTH 0JI00PEHUS UCCIIeIOBAHNUS.

3.5.3. PexoMeH1yeT BHECTH MU3MEHEHHUS B MPEJCTABICHHBIC JOKYMEHTBI JJIs LIEJIel MociIeayonien
BBIJIaYU 3aKITIOYCHUS 00 000pEHUN TTPOBEICHUS HCCIIETOBaHUS.

3.5.4. OT™MeHseT Wi IMPHUOCTaHaBJIMBACT PAaHEC BbIAAHHOC 3aKIIOUYCHUC 00 OI[O6peHI/II/I IIPOBEACHUA
HUCCICIOBAaHUA.

3.6. MI'DOK He3ameyIMUTENIbHO B NMHCHbMEHHOM BHJIE COOOIACT HCCISAOBATEINI0, OpraHU3aToOpy
HCCJICI0BAHUS O CBOUX PEILICHUSX, KACAIOIIMXCS UCCIEIOBaHUS, U IPUUMHAX IPUHATUS PEIICHUI.

3.7. Ecaum mpoTOKOJ MNpeaycMaTpuUBAeT HEBO3MOXKHOCTb IIOJYYEHHs COTJlacusi Ha Yy4acTHE B
HCCIICIOBAHUMU Y MAlMEHTA WM €r0 3aKOHHOTO MPEACTAaBUTENSI 1O MOMEHTA BKJIOYECHHUS MAlUKCHTA B
UCCIIeIOBaHKe, B TOM YHCJE MPHU HEOTIOXKHBIX cocTosHusX, MIDK pomkeHn ybeautbcs B TOM, UTO
MPEACTABICHHBIA MPOTOKOJ U (WIJIK) Apyrasi JOKYMEHTAIMsl COOTBETCTBYIOT 3THUECKMM HOpPMaMm, a TakkKe
MHBIM 00513aTEJIbHBIM TPEOOBAaHUSAM IS TAKUX MCCIIEAOBAHUM.

4. Pernament padorst MI'IK

4.1. 3acenanus MI'OK npooastcs npencenarenem MI'OK win no ero nopydyeHuro 3aMeCTUTENIEM
npencenarenss MI'OK mo mepe HeE0OXOAMMOCTH, HO HE peXe OJHOrO pasa B KBapTai. Ilopsmox
opraHuzanuu nposeneHus 3aceqanuii MI'OK, paccMoTpeHus 10KyMEHTOB U IPUHSTHS 110 HUM pPELICHMUS,
CPOKH pacCMOTPEHHS IOKYMEHTOB, noctynaomux B MI'OK, B yactu, He yperyaupoBaHHOW HACTOSIIUM
[Tonoxenuewm, onpenemnsitorcs COII MI'OK.

3acemanuss MI'DOK Moryr mnpoBOAMTBCS Kak OYHO, TaK M C HCIOJIb30BAHUEM CPEJIICTB
tenekoMMyHukanuu. ®dopmy nposeneHus 3acenanus MIOK onpenenser npencemarens MIDOK B
cootBercTBuH ¢ COIT MI'OK.

4.2. 3acenanue MI'OK cuuTaercs mpaBOMOYHBIM, €CJIM Ha HEM NPUCYTCTBYET HE MEHEE IOJIOBUHBI
ero uneHoB. Pemenne MI'DK mnpuHuUMaeTcsi OTKPBITBIM TOJIOCOBAHHEM MPOCTHIM OOJBUIMHCTBOM
rojocoB. B ciydae paBeHCTBa TIOJIOCOB PELIAIOIIMM SBIIAECTCA TOJIOC INPEACEAATENIbCTBYIOIIETO Ha
3acenann MI'OK. YuacTBoBaTh B roiocoBaHuu uMeroT npaso wieHsl MI'OK, koTopsie HeE3aBUCHUMBI OT
CYOBEKTOB pacCMaTPUBAEMOTO UCCIIEOBAHMUSL.

4.3. Pemenust/3akmouenuss MI'DOK odopmisitorcss mpotokosom 3acenanus MI'OK, koropsiii
noanuceiBaerca npeacenareneM MIOK wmnm 3amecturenem mnpezncenarens MIOK, BosrmasiasgBmmm
3acenanne MI'OK, unenamu MI'OK, npuHMMaBmIMy yyacTHe B paCCMOTPEHHH.

4.4. Unen MI'DK, He cornacHblii ¢ NMPUHATHIM peIIeHUEM, UMEET MpaBO B MUCBMEHHOH Qopme
U3JI0KUTH CBOE 0c000€ MHEHHE, KOTOpoe mpuiaraercst K mporokoiny 3aceaanus MI'OK u sBnsercs ero
HEOTBHEMIIEMOM YaCThIO.

4.5. lIpeacenarens MI'OK:

4.5.1. Opranuzyet paboty MI'OK u Bo3rnasnsiet 3acenanus MI'OK.

4.5.2. Pacnpenensier obsi3aHHOCTH Mex 1y wieHaMu MI'OK u koopauHupyet ux padoTy.
4.5.3. ITonnuceiBaet nmporokosisl MI'OK.

4.5.4. KontponupyeT cBoeBpeMeHHOE yBemomieHue uieHoB MI'DK o mare, mMecTe W MOBECTKE
IIPENICTOSIILETO 3aCEAAHMS.



4.5.5. llpuHrMaeT Mepsl N0 MPEAOTBPAIICHUIO W/UIH YPETyIUPOBaHUIO KOH(IIMKTA UHTEPECOB Y
yineHoB MIOK, onpenenser wieHoB MI'OK, koTopble MMEIOT MPaBO Yy4acTBOBaTh B T'OJIOCOBAHUU IO
KOHKPETHOMY MCCIIEI0BAHUIO C yueToM IyHKTa 4.2 Hacrosiero [lonoxenus.

4.6. 3amectutens npeacenarens MI'OK:

4.6.1. Ilo nopyuenuto npeaceaarenss MI'OK Bosrnasmnser 3aceganuss MI'OK B ero orcyrcTBueE.
4.6.2. icnonuser nHble 00s3aHHOCTH 110 TTopy4eHuto npeacenarens MIOK.

4.7. OtBercTBeHHBIN cekperapb MI'OK:

4.7.1. OcymecTBIseT JOKyMEHTAIbHO-TEXHUYECKOE obecrieueHue aestenbHoctn MITOK.

4.7.2. Uadopmupyet wienHoB MI'OK u npuriameHHpIx Juil O JaTe, BpEMEHU U MECTE MPOBEICHUS
3acenanust MI'OK He mo3gHee yem 3a 3 pabouux JIHS JI0 AaThl €r0 MIPOBEICHHUS.

4.7.3. Odopmisier moBecTKy 3acemanus MI'OK.
4.7.4. Benet npotokou 3acenanus MI'OK.

4.7.5. HampaBinsieT KOIWU PEHICHUI/3aKII0YEeHUH, TPOTOKOJIOB, BBIMUCOK U3 MpoToKonoB MI'OK
3aWHTEPECOBAHHBIM JIUIAM.

4.8. Ynenst MI'OK:

4.8.1. Umerot npaBo:

4.8.1.1. Bosrnasnsate padoune rpynmsl, popmupyemsie MI'OK.

4.8.1.2. [IpeanaraTe KaHIUATYPbI IPUIJIAMICHHBIX JIMILL IS ydacTus B 3aceaanusx MI'OK.
4.8.1.3. YyacTBOBaTh B ITOATOTOBKE MaTEPHUAJIOB 110 pacCMaTPUBAEMbIM BOIIPOCAM.

4.8.1.4. IlpencraBisaTh CBOI MO3ULMUI0 IO pE3yjbTaTaM pPACCMOTPEHHBIX MAaTEpUAIOB IIPH
npoBeaeHuu 3acenanus MI'OK.

4.8.1.5. Boriitu u3 coctaBa MI'OK o coOcTBEeHHOMY JKENaHUIO.
4.8.2. O6s13aHBI:
4.8.2.1. JInuno ydactBoBathk B pabote MI'OK u npucyrcTBoBath Ha 3aceganusax MI'OK.

4.8.2.2. B ciayyae HEBO3MOXHOCTH IO YBAKUTENbHOW NpPUYMHE IMPUCYTCTBOBATh Ha 3acedaHUU
MI'OK 3abnaroBpemeHHO mpouHpopMmupoBath 00 3ToM mpencenarenss MIOK wnmm 3amectutens
npencenarens MI'OK.

4.8.3. He BopaBe nenerupoBaTh CBOM IMOJTHOMOYUS APYTUM JIUIIAM.
4.9. I'maBHBIN HCCIEeI0BATEND:
4.9.1. OcymectBisier kommyHuKaiuio ¢ MI'OK B cootBercTBuu ¢ TpedoBanusmu COIT MI'OK.

4.9.2. Jlo Hayana HCCIEIOBAaHMS IOJy4aeT MUCBMEHHOE W JaThpoBaHHOe ono0peHne MIDK
MPOTOKOJIa HCCIIEOBAHUs, MUCbMEHHON (opMbl HH(GOPMHUPOBAHHOTO COTJIACHS M €€ IOCIEAYIOIINX
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penaKiuii, Mep, HapaBICHHBIX HA MPUBJICUEHUE K YYaCTUIO B UCCIEIOBAHUU (HAPUMEpP, PEKIAMHBIX
OOBSIBIICHUI), U JIOOBIX APYIMX MHCBMEHHBIX MaTEpHallOB, KOTOPBIE MPENIOJaraeTcs MpeJoCTaBUTh
Y4aCTHMKAM, pa3Mepa U NOpsJIKa BBIILIAT yYaCTHUKAM UCCIIEIOBAHUMN.

4.9.3. IlpenocraBnsser MI'DOK mocienHiow peaaknui OpOIIIOphl HCCISAOBATENISI U APYTYIO
IOCTYnHYI0 HuHpopMmanuio o Oe3omacHocTH. Ecnmu Opomropy uccnemoBaTens OMOJHSIOT B XOJE
uccienoBanus, npeaoctasisger MI'OK HOBYIO penakinio OpoIIOpbI UCCIIE0BATEIIS.

4.9.4. TlpenocraBnser MI'OK akryanbHyio Bepcuio mpodeccruonanbHoit Ouorpaduu [maBHOTO
UCCIIeI0BATENsl U/UIIN IPYTrOi COOTBETCTBYIOLIECH JJOKYMEHTAIHH.

4.9.5. Tlo 3anpocy MI'OK mnpenocraBisier apyrue JOKYMEHTbI, KOTOPbIE MOTYT MOTPEOOBATHCS
MI'DK mis BeIIOJIHEHUS €70 00I3aHHOCTEN.

4.9.6. B Teuenue ucciie0BaHUs MPEAOCTABIISET IEPUOANUECKUE OTUETHI O XOJI€ UCCIICIOBAHMUSL.

4.9.7. Tlocne oOKOHYAHHUS HCCIICAOBAHUA IIPCAOCTABIIACT HTOTOBBIM OTYET O IMPOBCACHHOM
HUCCICIOBAaHUHU.

4.9.8. HezamemmurensHo coodiaer 8 MI'OK:

4.9.8.1. OO0 OTKIOHEHHUSX OT NPOTOKOJIA WIM HM3MEHEHHUSX IPOTOKOJA, MPOU3BEICHHBIX IS
YCTpaHEHUS HENOCPEACTBEHHOM yrpo3bl CyObEKTaM UCCIIeIOBAHUSL.

4.9.8.2. O0 n3MEHEHHSIX, YBEINIHBAIOIINX PUCK TSI CYOBEKTOB /MM CYIIECTBEHHO BIUSIONINX HA
MIPOBEJICHUE UCCIICIOBAHUSL.

4.9.8.3. O60 Bcex HEXeNaTeNbHBIX PEAKIHUAX, KOTOPbIC SBISIOTCS OJHOBPEMEHHO CEPhE3HBIMU H
HeTIPEIBUICHHBIMU.

4.9.8.4. O HOBBIX [aHHBIX, KOTOpPbIE MOIYT CBMJIETEIbCTBOBATH O BO3pacCTaHUM pHUCKA IS
CyOBEKTOB MJIM HEOJIArONpUsATHO MOBIMATH Ha XOJ] UCCIIEOBAHUS.

5. 3akj09uTeIbHbIE TOJI0KEHHS

5.1. JIns xommyHuKanuu u HampasieHus B MI'OK 1okyMeHTOB HCIONb3yeTCs DIIEKTPOHHBIN aapec:
ec@zdrav.mos.ru, oomuii Tenedon/pakc: (499) 144-00-28.

5.2. MI'OK obecnieunBaeT xpaHeHHE JOKYMEHTOB, CBS3aHHBIX C ITPOBEJACHUEM MCCIIEOBAHUS, KaK
MIPaBUJIO, B TEUEHHUE TPEX JIET MOCJE 3aBEPIICHMS UCCIEAOBAHUSA M IIPEACTABICHHE TaKUX JIOKYMEHTOB
TPeTbUM JIMIIaM ¢ CcOOJIoJieHueM TpeOoBaHUM 3akoHonaTenscTBa Poccuiickoit depepanuu o
IIEPCOHANIBHBIX TAHHBIX, KOMMEPUYECKOU, FOCYAapCTBEHHON U MHOW OXpaHsAEMOM 3aKOHOM TalHeE.



