[Tpunoxenue 4
IMPABUTEJIbCTBO MOCKBBI

JAEITAPTAMEHT 3IPABOOXPAHEHMUSA I'OPOJA MOCKBbBI

IMPUKA3
oT 25 Hos10ps1 2016 1. N 948

O MOCKOBCKOM I'OPOJACKOM HE3ABUCUMOM 3THYECKOM KOMUTETE

Cnncoxk U3MEHSIMUX JOKYMEHTOB
(B pex. npukazoB JlemaprameHTa 31paBOOXpaHeHus I. MOCKBBI

ot 14.09.2017 N 662, ot 26.01.2018 N 40, o1 27.12.2019 N 1143)

B cootBercTBUm ¢ @enepanbabiM 3akoHOM OT 12 anpenst 2010 1. N 61-®3 "O06 obparienuu
JIEKapCTBEHHBIX CPeACTB", Mpruka3zoM MuHuctepcTBa 3apaBooxpanenus Poccuiickoit denepanmmn
ot 1 anpens 2016 roga N 2001 "OO0 yTBepxKACHUH MTPABUI HAJJISXKAIIEH KIMHUYECKOMN MPaKTUKH",
HammonansueiM ctanmaprom Poccuiickoin @enepaunu 'OCT P 52379-2005 "Hamnexaras
KJIMHU4YecKas npaktuka', XenbcuHckoi Jlexnapanueil Bcemuproit Menunuackoil Accounanuu
ot 2013 r., MexayHapoJHbIMU FapMOHU3UPOBAHHBIMU TPEXCTOPOHHUMHU PEKOMEHAALMSIMHU IO
Hajyiexkaien knuanuecko npaktuke (ICH GCP) npuka3sbiBato:

1. Co3nath MOCKOBCKHI TOPOJICKOM HE3aBUCUMBIH 3THYeCKHi kKomuTeT (Hanee - MI'OK) Ha
6aze  T'ocymapcTBeHHOro  OIOJDKETHOTO  yupexkaeHus ropoga  MockBel  "Hayuno-
UCCJIEIOBATENLCKUNA MHCTUTYT OpPraHU3alliy 3paBOOXPAaHEHHS] U MEIUIIMHCKOTO MEHEI)KMEHTa
HenapramenTa 3apaBooxpanenust ropoaa Mockssl" (I'BY "HUM O3MM [I3M").

(B pen. mpukasa JlemapramenTa 3npaBooxpaHeHus T. Mocksel oT 27.12.2019 N 1143)

2. VYrBepauth I[lonoxxenne MIDK (manee - IlojokeHue) COIMNIACHO NPUIIOKEHHUIO K
HACTOALIEMY MTPHKA3Y.

3. Ha3znauuts mpencenarenem MI'OK XKypasmeBy M.B., a.M.H., mpodeccopa, TIaBHOTO
BHEIITATHOTO CHEIHalucTa KIMHUYecKoro ¢apmakonora JlemapramMeHTa 3ApaBOOXpaHEHUs
ropojsa MOCKBBI, 3aMECTHTENsl AMPEKTOpa LEHTpa KIMHUYeCKoW ¢apmakonorun HaydHoro
HEHTpa IKCIEPTU3BI CPECTB MEAULIMHCKOTO IpuMeHeHuss Mun3apasa Poccun.

4. Tlpencenatento MI'OK M.B. Xypasnesoii:

4.1. Onpenenutb coctaB MI'OK B COOTBETCTBUU C TpeOOBAaHUSMH HACTOSIIETO NIPHKA3a B
cpok 1o 30 nexabps 2016 T.

4.2. Ob6ecrieunth pabory MI'DOK B cooTBeTcTBHH ¢ yTBepkaeHHBIM [lomoxkenuem ¢ 16
auBaps 2017 r.

5. lupextopy ['ocymapcTBeHHOTO OFOKETHOTO yupexaeHus "HayuHo-uccnenoBaTenbCKuid
MHCTUTYT OpraHu3allui 3paBOOXpPAaHEHMs] U MEAMIIMHCKOIO MeHeIkMeHTa J[lemaprameHTa
31paBooxpaneHust ropoga Mocksbsl" AkceHoBolt E.W. obecneunts opranuzanuto padborst MI'OK,
a TaKKe MaTepualbHO-TeXHUYECKoe oOecreuenue aestenbHoctn MI'OK.

(m. 5 B pea. mpuka3za Jlemapramenra 3paBooxpaneHus I. Mockssl ot 27.12.2019 N 1143)

6. KoHTposb 3a UCHOJHEHHMEM HACTOAILIEIO MPUKa3a BO3JIOKUTH Ha HayaJbHUKA
Vnpasienusa aeaaMu U KOOPAWMHALMM JIEITENbHOCTH JlemapTaMeHTa 3ApaBOOXpPAaHEHUSI Topoja
Mockssl Hukonosa E.JI.
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(. 6 B pex. nmpukasza Jlenmapramenra 3npaBooxpaHeHus I. Mockssl ot 27.12.2019 N 1143)

Munuctp IIpaBurensctBa MOCKBBI,
pykoBoauTelns JlenmaprameHTa
31paBOOXpaHeHUs ropoga MocCkBbI
A.N. Xpunyn

[Ipunoxenune

K Ipukasy JlemaprameHnra
31paBOOXpaHeHus Topoaa MOCKBBI
ot 25 Hos0ps 2016 1. N 948

IHOJIO’KEHHUE
MOCKOBCKOI'O I'OPOACKOI'O HE3ABUCUMOTI'O OTUYECKOI'O KOMUTETA

Cnncok M3MEHSIIUX JOKYMEHTOB
(B pen. nmpukazoB JlemaprameHTa 3/1paBoOXpaHeHus I. MOCKBBI
ot 14.09.2017 N 662, ot 26.01.2018 N 40, o 27.12.2019 N 1143)

1. O0mue moJI0KeHus

1.1. Hacrosimee [lonoxenue onpenenseT PyHKIIMOHAIBHBIC U OPTaHU3AIMOHHBIE BOIIPOCHI
JEeSTEIbHOCTH MOCKOBCKOT'O TOPOJICKOTO HE3aBUCUMOT0 3TUYECKOro kKomuTera (nanee - MI'OK)
npu IMIAaHUPOBAHUHU W TMPOBCACHUN I/ICCJ'ICHOBaHI/Iﬁ JICKApCTBCHHBIX IpCriapaToB  AJId
MEAUIIMHCKOTO MPUMEHEHHS C yUYaCTUEM YeNIOBEKa B KaUeCTBE CyObeKTa HCCIeA0BaHus (anee -
I/ICCJ'ICJIOBaHI/ISI) B MCIHWIHWHCKUX OpTraHu3aluiax FOCYJIapCTBeHHOﬁ CHUCTCEMBbI 3IpaBOOXPAaHCHUA
ropoaa MockBbl (fanee - MmoABEeJOMCTBEHHbIE yupexzaeHus). MI'OK sBrsercs aBTOHOMHBIM,
HE3aBUCHUMBIM OpPraHOM U TIpU3BaH OOECMeYMBaTh 3aIIUTy IMpaB, OE30MAaCHOCTh W OXpaHy
3/10POBBS BCEX YUaCTHUKOB MCCIIEIOBAHUM.

MI'DK sBisieTcst He3aBUCHMBIM 3THYECKUM KOMHUTETOM, OOpPa30BaHHBIM HAa PETHOHATIHLHOM
YPOBHE.

1.2. B cBoelr nearensHOocTH MI'DOK pyKOBOACTBYETCS CHEAYIOIIMMH HOPMATHUBHBIMHU
IIPABOBBIMH aKTaMHU:

- Xenwscunckoi [lexnapamnueit Bcemupraoit Menununackoit Accommaruu (nepecmotp 2013

r.);

- ®epepanbHbiM 3akoHOM OT 12.04.2010 N 61-®3 "OO6 oOpaieHun JIeKapCTBEHHBIX
cpeacts';

- MexayHapoaHBIMU TapMOHU3HPOBAHHBIMUA TPEXCTOPOHHHUMH PEKOMEHAAMAMHU  TI0
Hajyiexkaien knmanuecko npakruke (ICH GCP);

- npukazom MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit ®@eaepanuu ot 01.04.2016 N
2001 "OO6 yTBepXKI€HUH MTPaBHJI HAUIeKAIICH KIMHIYECKOW MPaKkTUKU";
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- HamumonaneubiM  ctanmaptom Poccwmiickoit @enmeparmm ['OCT P 52379-2005
"Hapnexamias kIMHUYECKasi IpakThKa';

- Pexomennganusamu Komuteram mo 3THKE, NMPOBOAALINM 3KCIEPTH3Y OMOMEIHIIMHCKUX
ncciaenosanuii BO3;

- CrannaptabeiMu Onepanmonsusivu Iponenypamu (COIT) MI'OK;
- HactosuM [lonoxenuem;
- HHBIMU HOPMAaTUBHO-TIPAaBOBBIMH JIOKYMEHTaMHU B cpepe 31paBOOXpaHEHUS.

1.3. Bce uccnenoBanus, NpoBOJSIINECS B MOABEAOMCTBEHHBIX YUPEXKICHUAX, MOTYT ObITh
ono0pensl MI'OK 10 Hayanma BKIIIOYEHHS YYaCTHUKOB HCCIICOBAHUS W IPOBOAUTHCS IOJ
HagzopoM MIOK Bmjnote 10 uX OKOHYaHMs (MpU OTCYTCTBUM B IOJBEIOMCTBEHHBIX
YUPEXKIECHUAX HE3ABUCUMOTO 3TUYECKOIO KOMUTETA).

[Ipy oTCyTCTBMM B NOABEIOMCTBEHHBIX YUpPEKICHUAX JlemapTamMeHTy 3ApaBOOXpPaHEHHMS
ropoaa MoCKBbI HE3aBUCUMBIX 3TUYECKUX KOMUTETOB HEIOIIYCTUMO:

- BKJIFOYCHHE TMAIMEHTOB B MCCIICIOBAHUE JI0 MOJTYYEHUs MUChMEHHOT0 0/100penus MI'OK
WIM HHBIM JTUYECKUM KOMUTETOM, CO3JAaHHBIM M JCHUCTBYIOLIUM B COOTBETCTBUU C
3aKkoHoJaTesbcTBOM Poccuniickoit denepanuu;

- OTKJIOHEHHE OT MPOTOKOJIa UCCIEIOBaHUA WJINM €ro M3MEHeHHe 0e3 MpeaBapuTesIbHOTO
MUCBbMEHHOTO0 0/J00peHusi COOTBETCTBYMOIIMX mompaBok MIDOK wunm uHBIM 3THYECKUM
KOMUTETOM, CO3JaHHBIM M JEHCTBYIOIIUM B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit
®denepanuy, KpoMe TeX CIy4aeB, KOIrja HEOOXOAMMO YCTPAaHUTh HENOCPEACTBEHHYIO YIrpo3y
CyObEeKTaM HCCIIEZIOBAaHUS WJIM KOIJa M3MEHEHMs KacaloTCs TOJIBKO aJMUHHUCTPATHUBHBIX WU
TEXHUUYECKUX aCTEKTOB UCCIIEI0OBAHUS.

(m. 1.3 B pen. mpukasa /lemapramenTa 31paBooxpanenus r. Mockssl oT 26.01.2018 N 40)

1.4. Opranu3aniMOHHOE U MaTepUabHO-TEXHHUECKoe obecreuenue nesreabHoctu MI'OK
ocymiecTBisiercss ['ocyaapcTBEeHHBIM OIODKETHBIM yupexaeHueM ropoaa Mockssl "HayuHo-
MCCJIEI0OBATEIbCKUN MHCTUTYT OPTaHU3aIMU 3IPAaBOOXPAHEHUS U MEIUIIMHCKOTO MEHEKMEHTA
HenapramenTa 31paBooxpaHeHus Topojia MockBbI".

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

2. Crpykrypa n nopsigok ¢popmuposanus MI'IK

2.1. B cocraB MI'OK Bxoaar npencenarens MI'OK, 3amecturens npeacenarens MI'OK,
orBercTBeHHBbIN cekperapp MIOK u unenst MIOK. CocraB MIOK yrBepxnaercs
npencenaresem MI'OK.

2.2. Ilpeacenarens MI'OK HazHavaeTcss U 0CBOOOXKIAETCS OT AOJKHOCTH JlernapTaMeHTOM
3JIpaBOOXpaHeHus ropoaa MOCKBBI.

2.3. Ilpencenarens MI'DK nomkeH MMeTh BBICIIEE MEAUIIMHCKOE OOpa30BaHHUE, OIBIT
paloThI B IPAKTUUYECKONW MEIUIIUHE HE MEHEE 5 JIET, OIBIT padOThl B KAYECTBE YJIEHA ITUUECKOTO
KOMUTETAa HE MEHEE 2 JIET, YYEHYI0 CTENEHb KaHAWJaTa MEAMLIMHCKMX HayK WIHM JOKTOpa
MEIUIUHCKUX HayK.

2.4. B cocras MI'DK BkiIo4aroTcs ulla, 00Jafaiolne HEOOXOIUMBIM OIBITOM M
KBATM(UKAIMCH 71 DKCIIEPTHOM OILIEHKHM HAyYHBIX, MEIUIIMHCKUX WU ITUYCCKUX AaCIEKTOB
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ncciaenosauuii. MI'OK nomkeH UMETEH B COCTaBE:

- HE MeHee MATH wWIeHOB (BKouas mnpenacenatenss MI'ODK, ero 3amecturens wu
OTBETCTBEHHOTO cekperapst MI'OK);

- KAK MUHUMYM OJTHOT'O YJIeHa, YbH UHTEPECHI JIEKAT BHE CEephbl HAYKH;
- KAK MUHUMYM OJTHOTO YJI€Ha, KOTOPBIN MPEACTaBIsIeT O0IIECTBEHHBIE OpraHU3allly.
TpeboBanust k coctaBy u kBanupukauuu wienoB MI'OK onpenenstorcs COITI MI'OK.

2.5. UnenctBo B MI'OK sBnsiercs noOpoBonbHbIM. Kanaunats! B unensl MI'OK HanpaBisioT
3asBku Ha mnpuHarue B MI'DOK ¢ mnpunoxenuem Oumorpadum mnpeacemaremo MIDK. Ilo
pesyabTataM cobecelioBaHMs C IOTCHUUMAIbHBIMU KaHAuAatamu npexaceparens MIOK
IPUHUMAET peleHue o BKiIodeHuu B coctaB MI'OK u yrBepxkaaer cocras MI'OK.

2.6. OcHoBanueM Juis npekpanieHus wieHcrsa B MI'OK sBnsercs 3asaBka ot uiena MI'OK,
nociie uero npeaceaarens MI'OK yTBepxaaeT oOHOBICHHBIN criicok uieHoB MIOK.

2.7. JIns paccMOTpeHHs TOKyMEHTOB O IIPOBEJIEHUU MCCIEA0BAaHUN B I10JBEJOMCTBEHHBIX
yupexaenusax MI'OK BrpaBe nmpuBiiekath NpeAcTaBUTENECH JaHHBIX YUPEKACHUN JIJIS y4acTus B
00CYX/I€HUH TOKYMEHTOB UCCIICIOBaHMS.

2.8. lna peuieHus creuuaigbHbix BompocoB MI'OK moker mpuBiekaTb HE3aBUCHUMBIX
IKCHEpPTOB, HE sBIstomMXcsS wieHamu MIOK, koTopble MOryT y4yacTBOBaThb B OOCYKICHHUU
JIOKYMEHTOB MCCJIEZIOBAHUS, HO HE IPUHHUMAIOT y4acCTUsl B UTOTOBOM T'OJIOCOBaHHH.

3. ®yukuunu MI'IK

3.1. MI'OK:

3.1.1. OcymiecTBisieT KOHTPOJIb 3a COOJIOJACHHEM STHYECKUX HOPM IpPU MPOBEICHUH
WCCIICIOBAHMS U TIPAaB YYACTHUKOB HCCIICIOBAHUSI.

3.1.2. Ha ocHoBaHuum Hay4yHOHl Oumorpaduu wuccienoBarenss MU WHOW JOKyMEHTAIUH
OLIEHUBAET COOTBETCTBUE KBAIN(UKALMU UCCIIE0BATEINS IUIAHUPYEMOMY UCCIIEA0BAHUIO.

3.1.3. B mpomecce wuccrnenoBaHus TMEPUOJUYECKH pPacCMaTpPUBAET JTOKYMEHTAMIO U
OIICHUBAET MTPOBOJIMMOE UCCIIEOBaHNE (HE PEXKE OJTHOTO pas3a B TON).

3.1.4. Moxet noTpeboBaThb OT OpraHU3aTOpa HCCIEAOBAHUS IMPEIOCTaBUTh YYACTHUKY
UCCJIEIOBaHMs  JIOTIOJHUTEIbHbIE CBEACHHS 00 HCCleOBaHUM IOMUMO HH(OpMAaINH,
coaepxarieiics B MHPOPMaLlMOHHOM JIUCTKE MallMeHTa, eciiu, o MueHuo MI'OK, 3to no3oaut
MOBBICUTH CTETIEHb 3aIUTHI TPaB U 0€30MaCHOCTH YYaCTHHUKA UCCIIET0BaHUS.

3.1.5. OuenuBaet pasmep U NOPSAAOK OCYLIECTBICHUS BBIIUIAT YYaCTHUKAM MCCIIEA0BaHNUs C
LENbI0 BBISBICHUS HEOOOCHOBAHHOM 3aMHTEPECOBAHHOCTU YYACTHUKOB MCCIEAOBAHUSA WU
NPUHYKACHUS UX K YYacTUIO B UccienoBanuu. MHdopmarust, kacaromasics BHIUIAT yYaCTHUKAM
UCCJIEIOBaHMsI, BKJIIOYasi METObI, CyMMbI U TpauK BBIILIAT, OTpaXkaeTcsi B MH(GOPMALMOHHOM
JIMCTKE MalUeHTa.

3.1.6. CornacoBbIBaeT NOMPABKHU B MIPOTOKOJ UCCIEIOBAHHUS.

3.1.7. CobOumpaeT W TpPUHHMAET K CBEICHUIO OMOJHHUTEIBHYIO HHOpMAIo 0e3



HEOOXOJUMOCTH JOMOIHUTEIBHOTO OJ00OPCHHS:

3.1.7.1. Uadopmanuio mo 6e30macHOCTH, KOT/Ia OHa HE BJIEYET M3MEHEHUS MPOTOKOJA
HUCCIICOA0BAaHUA N I/IH(l)OpMaL[I/II/I, HpeHOCTaBHHGMOﬁ CyGLCKTaM HUCCIICA0BAHUA.

3.1.7.2. adopmanuio 1Mo W3MEHEHUSM, KaCarOIIMMCS TOJbKO aJIMHUHUCTPATHBHBIX WM
TEXHUYECKUX AaCIIEKTOB HCCIEOBaHUsl (HAapuUMep, 3aMeHa MOHUTOpPA, M3MEHEHHE HOMEpa
tenedoHa).

3.1.8. U3Bemraer Bce 3aMHTEPECOBAHHBIE CTOPOHBI O CBOUX PEIICHUIX/3aKIIIOYCHHUSX,
KacalolllUXCsl HMCCIEOBaHUS, O MPUYMHAX MPHUHATHS PEIICHUN/3aKIIOUeHU M O MOpsIKe
00>KaJIOBaHUs €ro PelICHUH/3aKIIFOUCHHH.

3.1.9. Ocymectusier nearenbHocTs B coorBerctBuu ¢ COII, pa3pabaTbiBaeMbIMH U
yrBepxkaaeMbiMu MI'OK, nokyMeHTHpyeT CBOO paboTy, BeET MIPOTOKOJIbI 3aCEIaHuil, a TaKkxKe
coomogaer GCP u HopMaTHBHBIE TPEOOBAHUS.

3.1.10. CoBepiiaer uHbIC JCHCTBUS, HAlpaBJICHHbIC Ha HCIOJHEHHE CBOMX (DYHKIMH H
MOJTHOMOYHI B COOTBETCTBUU € 3aKOHOJATeNbCTBOM Poccuiickoit denepannm.

3.2. Ilpm »sTHyeckol »sKkcmepTuse IIaHupyemoro wuccienoanuss MIDOK  wuzyuaer
MMpEaACTAaBJICHHBIC AOOKYMCHTBI JIs TOTO, YTOOBI OICHUTb PUCK M OXHNIACMYIO IIOJIB3Yy IJIA
YYaCTHUKOB HMCCJEIOBAHUS U OINPENENIUTh, SBISETCA JIM 0XXUJAaeMbIil pUCK 0OOOCHOBAaHHBIM IO
CPaBHEHMIO C IOJIB30HM JII UCIBITYEMBIX, U HAaCKOJIbKO Ba)kHa MH(popMalus, Kotopas Oyner
HOJy4YeHa IO pe3yibTaTaMm HccienoBaHus. [IpaBa, 6e30MacHOCTh M 3/10POBbE MCIBITYEMbIX
SABJIAIOTCA MPEAMETOM HepBOCTeHCHHOI\/’I BAXXHOCTHU U JOJIKHBI IMPEBAJIUPOBATH HAJl HHTCPECAMU
HaYKH U 00IIEeCTBA.

3.3. MI'OK ¢ 0coObIM BHUMaHUEM pacCMAaTPUBAET TE€ UCCIIEIOBAHMS, B KOTOPbIE MOTYT ObITh
BKJIIOUYEHBI YS3BHMBbIE HCIIBITYeMbIe, TO €CTh JIMIA, Ybe JTOOPOBOJILHOE COTJIacue Ha ydyacTue B
UCCJIETOBAaHUH MOXKET OBbITh pe3yJIbTaTOM UX YPE3MEPHOI 3aMHTEPECOBAHHOCTH WJIM CAaHKIIMM CO
CTOpPOHBI PYKOBOJICTBA B ClIydae OTKa3a OT y4acTHs B UccienoBaHuu. Kpome Toro, K ysI3BUMbBIM
UCIIBITYEMBIM OTHOCSTCS JIETH, OCTaBILIKECS 0€3 MOoNeYeHHs poAUTeNel, 60IbHbIE HEN3IEYUMBIMU
3a00NeBaHMAMU;  JIMIA, COJAEpKallMecs B  JIOMax [pecTapenbix; 0e3paboTHble U
Manoo0ecredeHHbIe; MAlMeHThl B HEOTJIO)KHOM COCTOSIHMM; IPEJCTaBUTENM HallMOHAJIBHBIX
MEHBIIUHCTB; 0€3/J0MHBIE, OEKEHIIbI; HECOBEPIICHHOJIETHHE, A TaKXKe JINIA, He COCOOHBIE JaTh
MH(GOPMUPOBAHHOE COTJIacHe.

3.4. 3aaBurens Bnpase HanpaBuTb B MI'OK noKyMeHTHI, IpelyCMOTPEHHBIE HACTOSLIUM
MYHKTOM.
(ab3ar BBenieH npuka3zom JlemapramenTa 3npaBooxpanenus r. Mocksbl oT 14.09.2017 N 662)

MI'OK paccmaTpuBaeT U NPUHUMAET PEIICHHE HA OCHOBAHHMH CJIEAYIONIUX JOKYMEHTOB:
- IPOTOKOJIA UCCIIE0OBAHNUS;

- OpOIIIOPHI UCCIIEAOBATEIIS,

- UH(pOPMAIIMOHHOTO TUCTKA MAIMEHTA;

- CBEJICHHM 00 OIbITe pabOTHI MCCIIEIOBATENIEH IO COOTBETCTBYIOIINM CIEITUATBHOCTIM U
UX OMBITE paOOTHI MO IPOBECHUIO UCCIICOBAHMUIA;

- CBCI[eHI/Iﬁ 0 MCIMIMWHCKHX OpraHu3aluAax, B KOTOPBIX MNPEANOIaracTtcs IMIpPOBCIACHUC


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=MLAW&n=181224&date=22.04.2022&dst=100014&field=134

uccienoBaHusl (TMOJHOE W COKpPAIIEHHOC HAMMEHOBAHUS, OpPraHM3AIMOHHO-TIpaBOBasi (hopma,
MECTO HaxXOXIEHHUS M MECTO OCYHICCTBJICHHUS IeATEIbHOCTH, TenedoH, Tenmedakc, aapec
AJIEKTPOHHOM MOYTHI KaXKJ0M MEIUIIMHCKON OpraHu3aliun);

- CBEICHUH O MIPEATOoaraeMbIX CPOKaxX MPOBEIACHUS UCCIICTOBAHMS;

- KOIIMK JO0roBopa 00513aTEIILHOIO CTpaxOBaHHA, 3aKIOYCHHOI'0O B COOTBCTCTBUU C
TUIIOBBIMHU IIpaBUJIaMU 00513aTeJILHOTO CTpaxoBaHHA, C YKa3aHUEM Hp@}ICHLHOI\/’I YUCJIICHHOCTHU
MalUCHTOB, YYACTBYIOIIHUX B UCCJIICIOBAHUU;

- “H(OpPMAIIMU O COCTaBE JICKAPCTBEHHOT'O MpernapaTa.

s paccmotpenust MI'OK 3asButenemM MoryT ObITh MIPECTABICHBI IpyTUe JOKYMEHTHI U
MaTepuajbl HUCCIEJOBaHMS, B TOM 4HCIE MaTepualbl, COJAEpXKalllue OINHUCAaHUE JIEeHUCTBUH,
HalpaBJICHHBIX Ha MPUBJICUYEHUE TMAIMEHTOB, 3/0POBBIX JTOOPOBOJBIEB K YYacTHIO B
UCCJIEIOBAaHNM; THCbMEHHbBIE MaTepHalibl, KOTOpble OyayT MpedoCTaBICHbl YyYaCTHUKAM
UCclieI0BaHMs; MH(POPMALKs O BHIIUIATaX U KOMIEHCALUAX YYACTHUKAM MCCIIEIOBAHUS; TEKyIas
BepcHs HayyHoU Ouorpaduu uccienoBatens U (WIK) Ipyrue MaTepralibl, OATBEPHKAAIOIINE €ro
KBaJM(PUKALHIO.

3.5. Tlo pe3ynbrataM pacCMOTpEHHUs JOKYMEHTOB, YKA3aHHBIX B IMyHKTE 3.4 HACTOSIIETO
[Tonoxenus, MI'OK npuHuMaet ogHO U3 CIEIYIOUUX PEUICHUN:

3.5.1. Beiaer 3akimoueHre 00 000pSHUN TIPOBEICHUS HCCIIC0BAHNS.
3.5.2. Beiaet 3akiI04eHre 0 HEBO3MOXKHOCTH 0JI00pEHUS HCCIeA0BaHNUS.

3.5.3. PexkoMeHIyeT BHECTH H3MEHEHHS B TMPEICTABJICHHBIE IJOKYMEHTBI [JIsl IIEJIei
MOCTIEAYIOIEH BBIJAUH 3aKITF0UCHUs 00 0100pEeHUY MPOBEACHUS UCCIIEIOBAHUS.

3.5.4. OT™MeHsIeT WM TPHOCTAHABIMBACT paHEe BBIIAHHOE 3aKIIOYEHHE 00 0/100peHHUH
MPOBEICHUS UCCIIEIOBAHUS.

3.6. MI'DOK mHe3amMemIuTEeIbHO B IIHCbLMEHHOM BHJAE COOOIIAET HCCIEI0BATENIO,
OpraHU3aToOpy MCCIEIOBAaHUS O CBOMX PEIICHMSX, KAacarOUIUXCs HMCCIEIOBAaHUSA, U MPUUYMHAX
MIPUHATHUS PELICHUM.

3.7. Ecau mpoToKoI npeaycMaTpuBaeT HEBO3MOXKHOCTD TIOJyUEHUS COTIACHS HA y4acTUE B
VCCJIE0BAHUM y MTALMEHTA WK €70 3aKOHHOTO MPECTABUTENS 10 MOMEHTA BKIIFOUCHHSI TAIIEHTA
B HCCJIEZIOBaHUE, B TOM YHCJIE MPU HEOTJIOKHBIX cocTosHusAX, MI'OK nomkeH yoeauTscst B TOM,
YTO MpPEJCTaBICHHbIA MPOTOKONA M (WJIM) Apyras JOKyMEHTalus COOTBETCTBYIOT 3TUYECKUM
HOpMaM, a TaK’Ke UHBIM 0053aTeIbHBIM TPEOOBAHUAM I TAKUX HUCCIIETOBAHHMA.

4. Pernament padorst MI'IK

4.1. 3acemanua MI'OK mnposoasarca mnpencenarensem MIOK unum mo ero mopyueHuro
3amectuteneMm mnpeaceaarens MI'DOK mo mepe HE0OXOaMMOCTH, HO HE pekKe OJHOTO pa3a B
kBaprai. Ilopsanok oprannszauuu nposenenus 3acenannii MI'OK, paccMoTpeHust 1OKyMEHTOB U
MIPUHSTHS 10 HUM PEIICHUS, CPOKH PACCMOTPEHUS JOKYMEHTOB, TocTynatomux B MI'OK, B yactu,
He yperynupoBaHHo# HactosmuMm [lonoxenuem, onpenensarorcss COII MI'OK.

3acenannss MI'DK MOryT mpoBOAUTHCS Kak OYHO, TaK W C HCIOJIb30BAHHEM CPENICTB
tenekoMMmyHukaiuu. ®opmy nposenenus 3acenanust MI'OK onpenenser npencenarens MI'OK B
cootBetrcTBHU ¢ COII MI'DK.



4.2. 3acenanne MI'OK cumrtaercsi mpaBOMOYHBIM, €CJIM Ha HEM HPUCYTCTBYET HE MEHee
MoJoBUHBI ero wieHoB. Pemenne MI'DK mpuHMMaeTcs OTKPBITBIM TOJIOCOBAaHUEM MPOCTHIM
OONBIIMHCTBOM TOJOCOB. B ciydae paBeHCTBAa TOJOCOB pEIIAIONIUM SIBISETCS TOJIOC
npeacenarenbeTBytomero Ha 3acenannu MI'OK. YuacTBoBaTh B T0OJIOCOBAaHMM MMEIOT MPaBO
yiiensl MI'OK, KOTOpBIe HE3aBUCHUMBI OT CYOBEKTOB PaCCMATPUBAEMOTO HCCIIETOBAHUS.

4.3. Pewenus/3axmouenuss MI'OK opopmitsitorest mporokosiom 3acenanust MI'OK, kotopsiit
noanuceiBaerca  npexacenareneM  MIOK  wumm 3amecturenem  mpeacenarenss  MIOK,
Bo3raBsBmnM 3acenanne MI'OK, unenamu MI'OK, npuHMMaBIINMU y9acTHE B PACCMOTPECHHH.

4.4. Ynen MI'OK, He coriacHblii C NPUHATBIM PELIEHUEM, UMEET IPaBO B MHCbMEHHOMN
dbopmMe U3NOXKHUTH CBOE 0CO00E MHEHHE, KOTOPOE MpuiiaraeTcsi K mpotokory 3aceganust MI'OK u
ABJISIETCS €70 HEOTHEMJIEMOM 4acCTbIO.

4.5. Ilpeacenarens MI'OK:

4.5.1. Opranuszyet padoty MI'OK u Bo3rnasusiet 3acenanus MIOK.

4.5.2. Pacupenensier obsi3aHHOCTH Mex 1y wieHaMu MI'OK u koopauHupyer ux padoty.
4.5.3. ITonnuceiBaet nmporokosisl MI'OK.

4.5.4. KontpomupyeT cBoeBpeMeHHOE yBemomuienne wieHoB MI'DK o mare, mecre m
MOBECTKE MPEACTOSIIETO 3aCeIaHus.

4.5.5. Ilpunumaer Mepbl 1O MPEAOTBPAILECHUIO W/WIM YPEryJIMPOBAHUIO KOH(IUKTA
uHTepecoB y wieHoB MI'OK, onpenenser unenoB MI'OK, koTopele UMEIOT MPAaBO y4acTBOBATh B
TOJIOCOBAaHUU IO KOHKPETHOMY HCCIIEJOBAaHUIO C y4eTOM ITyHKTa 4.2 Hacrosuiero [lonoxenus.

4.6. 3amectutens npeacenarens MI'OK:

4.6.1. Ilo mopyuenuto npencenarens MI'OK Bosrnasmsger 3acemanuss MI'DK B ero
OTCYTCTBHE.

4.6.2. UcnonHsieT uHbIE 0053aHHOCTH 10 nopydeHuto npezacenarenss MI'OK.
4.7. OtBetcTBEHHBIN cekperapb MI'OK:
4.7.1. OcyiecTBseT JOKyMEHTATBHO-TEXHUYECKOe obecreuenune aestenpbHoctn MI'OK.

4.7.2. Uadopmupyetr uneHop MI'DOK u mpuriameHHbIX JTUI[ O JaTe, BPEMEHU U MeCTe
npoBeneHus 3aceaanus MI'OK He no3nHee ueM 3a 3 pabouymnx JAHs 10 1aThl €ro IPOBEICHUS.

4.7.3. Oopmisier noBecTKy 3acemanus MI'OK.
4.7.4. Benet npotokou 3acenanns MI'OK.

4.7.5. HanpaBisieT KONUU PELICHU/3aKIF0UYeHUH, TPOTOKOJIOB, BBIMUCOK U3 MPOTOKOJIOB
MI'DOK 3auHTEepecOBaHHBIM JIUIAM.

4.8. Ynenst MI'OK:
4.8.1. Umerot npaBo:

4.8.1.1. Bo3rnasnsath pabouune rpymnimsl, popmupyemsie MI'OK.
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4.8.1.2. [lpennarate KaHAUAATYPHI IPUTJIALIEHHBIX JUL 1715 y4acTus B 3acenanusx MI'OK.
4.8.1.3. YyacTBOBaTh B MOJATOTOBKE MaTEPUAJIOB IO PACCMATPUBAEMBIM BOIIPOCAM.

4.8.1.4. IlpencraBisTh CBOIO MO3ULUIO IO PE3YJIFTaTaM PACCMOTPEHHBIX MATEPHAJIOB IpU
npoBeneHnu 3aceganusa MI'OK.

4.8.1.5. BrriiTi u3 cocraBa MI'OK 110 cOOCTBEHHOMY KEJTaHUIO.
4.8.2. O0s13aHBbL:
4.8.2.1. JInuno yuactBoBath B pabote MI'OK u npucyrcTBoBarh Ha 3aceganusax MI'OK.

4.8.2.2. B ciyyae HEBO3MOXXHOCTU MO YBAKUTEJIbHON MpPUYMHE NPUCYTCTBOBATH Ha
3aceganun MI'OK 3abnaroBpemeHHo npouHpopmupoBath 00 3ToM npeacenarens MIDK wiu
3amectutens npeacenarenst MIOK.

4.8.3. He Bopase aenierupoBaTh CBOM MOJIHOMOYHS JPYTUM JIULIAM.
4.9, I'maBHBIA UCCIIENOBATEND:

4.9.1. OcymectBisier koMMmyHuKanuio ¢ MI'OK B coorBerctBum ¢ TpeboBanusimu COII
MIDK.

4.9.2. 1o Hayana ucclieIOBaHMs MOJy4yaeT MMCbMEHHOE U JaTupoBaHHOe ogo0penue MI'OK
IIPOTOKOJIA HUCCJIEIOBaHMSI, TNHCbMEHHOM (OopMbl HMHMOPMHUPOBAHHOTO COIJIacUsl U €€
NOCIEAYIOIUX PEAAKINI, MEp, HAllpaBICHHBIX HA IPUBJICYEHHE K YYacTHIO B HMCCIEAOBAaHUU
(HampuMep, peKIaMHBIX OOBSBICHHUIT), W JIOOBIX JPYTHX MHCHMEHHBIX MAaTEPHAIOB, KOTOpHIC
IpeaIoaracTcsd IMpeJoCTaBUTh yYaCTHUKAM, pa3sMepa M TIOpsiKa BbBIUIAT y4YaCTHUKAM
UCCIICIOBAaHUM.

4.9.3. Ilpenocrapnser MI'OK nocienHion pegakiio OpoLIIopbl HCCIEI0BATENS U JPYTYIO
JIocTymHyt0 nHpopmaruio o 6e3onacHoctu. Ecnu Opomrtopy ucciieioBaTesst TOMOJHSIOT B X0/1€
uccnenoBanus, npeaoctasisier MI'OK HOByI0 peakiinio OpOLIIOpbI HCCIIE0BATENS.

4.9.4. TlpenocraBiasier MIDK akryanbHylo Bepcuio mpodeccuoHanbHOM Ouorpadun
['maBHOTrO HccaenoBaresst U/WiK APYyrol COOTBETCTBYIONIEH TOKYMEHTAIINH.

4.9.5. Ilo 3ampocy MIOK mnpenocraBiser npyrue JTOKYMEHTBI, KOTOpPBIE MOTYT
notpedoBatscst MI'OK a5 BeIOTHEHUS €r0 003aHHOCTEH.

4.9.6. B TeueHue wucCCIENOBaHUSA NPEAOCTABISAECT MEPUOJUUYECKUE OTUETBI O XOJe
HCCIIETOBAHHUS.

4.9.7. Tlocne OKOHYaHUS UCCIEIOBAHMS MPEIOCTABIISIET UTOTOBBIM OTYET O MPOBEICHHOM
HCCIIEIOBAHUU.

4.9.8. HezameurensHo coodiaer B MI'OK:

4.9.8.1. O0 OTKJIOHEHUSX OT MPOTOKOJA WIA U3MEHEHHUSX MPOTOKOJIA, TPOU3BEICHHBIX IS
YCTpaHEHUS HETIOCPEICTBEHHOM yTPO3bl CyOBEKTaM UCCIICIOBAHMS.

4.9.8.2. O06 W3MECHEHHUSX, YBEIMUYMBAIOIIUX PUCK JUISI CYOBEKTOB W/WIM CYIIECTBEHHO
BIIMSIOMINX HA MTPOBEJICHNUE HCCIICAOBAHNS.



4.9.8.3. OO0 Bcex HEKENATENbHBIX pPEAKLUUAX, KOTOPBIC SBISIOTCA OJHOBPEMEHHO
CEpBhE3HBIMH M HETPEIBUICHHBIMH.

4.9.8.4. O HOBBIX JaHHBIX, KOTOPbIE MOTYT CBH/IETEILCTBOBATh O BO3PACTAaHUM PUCKA AJIS
CyOBEKTOB WM HEOJIArONPUATHO MOBIHATH Ha XOJ1 UCCIIEI0OBAHHUS.

5. 3akai0uuTeIbHbIE MOJ0KEHHUS

5.1. lns koMMyHHUKauu 1 HanpasiieHus: B MI'OK 10kyMeHTOB HCTIOIB3YETCS DJIEKTPOHHBIN
aapec: ec(@zdrav.mos.ru, oomuii Tenedon/dakc: (499) 144-00-28.

5.2. MIDK oOecneunBaer XpaHEHHE JIOKYMEHTOB, CBSI3aHHBIX C IPOBEIECHUEM
UCCIICIOBAaHMsI, KaK IMpaBWJIO, B TEUYEHHE TpeX JIeT IOcJe 3aBEpILEHHs] HCCIEAOBAaHUS U
NpEJCTAaBICHUE TaKUX JIOKYMEHTOB TPETBbHM JIMIIAM C COOJIIOJICHHEM TpeOoBaHMI
3akoHojaTenbcTBa Poccuiickoii dexepanu 0 MEPCOHAIBHBIX JIAaHHBIX, KOMMEPUYECKOIi,
rOCyIapCTBEHHOW U MHOW OXPaHAEMOM 3aKOHOM TalHE.



