INPABUTEJBCTBO MOCKBbI
JAEITAPTAMEHT 3IPABOOXPAHEHMUSA 'OPOJA MOCKBbBI

IIPUKA3
ot 25 Hosiops 2016 r. N 948

O MOCKOBCKOM IoPOACKOM HE3ABUCHMOM 9THYECKOM KOMUTETE

Cnucok U3MEHSIIOUINX TOKYMEHTOB
(B pen. mpukazoB JlemapraMmeHnTa 31paBoOXpaHeHUst I. MOCKBBI

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

B cootBercTBUM ¢ @enepanbHbiM 3akoHOM OT 12 anpenst 2010 1. N 61-03 "O6 obpamenun
JIEKapCTBEHHBIX CPeACTB", Mpruka3zoM MuHuctepcTBa 3apaBooxpanenust Poccuiickoit Genepanu
ot 1 anpens 2016 rona N 2001 "O06 yTBepK1eHUH MPaBUII HAJUIeKAIEH KITMHUYECKOH IpakTuku",
HaumonansubiM cranmaprom Poccuiickoir @enepaunu ['OCT P 52379-2005 "Hanpnexamas
KJIMHUYecKas mpaktuka', XeabcuHckon [eknapanuenn Bcemuprnoit MenunuHckoil Accorpanuu
ot 2013 r., MexayHapoJHbIMH FapMOHU3UPOBAHHBIMU TPEXCTOPOHHUMH PEKOMEHAALMSIMHU 10
Hajuiexkamen kmnandeckon npaktuke (ICH GCP) npukaspiBaro:

1. Co3nats MOCKOBCKHUI TOPOJICKOM HE3aBUCUMBIN 3THUECKUM KoMuUTeT (naiee - MI'OK) nHa
6aze ['ocymapcTBeHHOro  OIO/DKETHOTO  yupexkaeHus ropoaa  MockBel  "Hayuno-
MCCIEI0BATENbCKUN MHCTUTYT OpPraHu3aliy 3[paBOOXPAHEHUS U MEIUIMHCKOTO MEHEIKMEHTA
HenapramenTa 3apaBooxpanenus ropoaa Mockssr" (I'bY "HUM O3MM JI3M").

(B pen. nmpuka3za Jlenapramenra 3apaBooxpaHeHus I. Mockssl ot 27.12.2019 N 1143)

2. YrBepauth Ilonoxxkenne MIDOK (manee - IlojokeHHE) COTIACHO TPHIOKEHHIO K
HaCTOSLIEMY IIPUKa3y.

3. Hasnauute npencenatenem MI'DK Xypasnesy M.B., n.m.H., npodeccopa, T1aBHOTO
BHEIITATHOTO CHEIHAUCTa KIMHHYECKOTo ¢apmakonora JlemapramMeHTa 3apaBOOXpaHEHUS
ropoga MOCKBBI, 3aMECTUTENSI AUPEKTOpa IEHTpa KIMHUYECKOW dapmakonorun HaydHoro
LIEHTPa 3KCIIEPTU3BI CPEIICTB MEIULIMHCKOTO IpuMeHeHuss MuHn3apasa Poccun.

4. ITpeacenareno MI'OK M.B. XKypasineoii:

4.1. Onpenenutb coctaB MI'OK B cooTBeTCTBUU C TPeOOBAHUSMH HACTOSIIETO MPUKa3a B
cpoxk 10 30 nexabps 2016 T.

4.2. O6ecnieunts pabory MI'DK B coorBercTBHM ¢ yTBEepKAeHHBIM llojoxenuem c 16
saaBaps 2017 r.

5. upexropy ['ocynapcTBeHHOTO OI0/KETHOTO yupexkaeHus "HayuHo-uccnenoBaTenbCKuit
MHCTUTYT OpraHu3alluyd 3ApaBOOXpPAaHEHUS U MEAMIIMHCKOrO0 MeHeIkMeHTa JlemaprameHTa
3npaBooxpaneHus ropoaa Mocksel" AkcenoBoit E.W. o6ecnieunts opranm3anuio padbotst MI'OK,
a TaKk)Ke MaTepHaIbHO-TeXHUYECKOe obecrieueHune aestenbHocta MIOK.

(m. 5 B pexn. npukasa Jlemapramenta 3apaBooxpaneHus r. Mocksbl oT 27.12.2019 N 1143)

6. KoHTposmp 3a HCIOJHEHMEM HACTOSALIEr0 MpHKa3a BO3JO0XKHUTh Ha HadaJbHHUKA
VYipasneHus aenamMu U KOOPAMHALMU JIeATENbHOCTH [lenmapraMeHTa 31paBOOXpaHEHUsl ropoaa
Mocksel Hukonosa E.JI.

(m. 6 B pexn. npukasa Jlemapramenta 3apaBooxpaneHus . Mocksbl oT 27.12.2019 N 1143)
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Munuctp [TpaButenbctBa MOCKBBI,
pykoBoauTels [lenapramenra
3/IpaBOOXpaHeHus ropoaa MoCKBBI
AN. XpunyH

[Ipunoxenue

K npukaszy Jlemapramenrta
3/1paBOOXpaHeHus ropoga MoCKBbI
oT 25 HostOpst 2016 T. N 948

IHOJIO’KEHHUE
MOCKOBCKOI'O I'OPOJCKOI'O HEBABUCUMOTI'O OTUYECKOI'O KOMUTETA

CnucoK U3MEHSIIOUMX JOKYMEHTOB
(B pen. nmpuka3os JlemaprameHTa 31paBOOXpaHeHus I'. MOCKBBI
ot 14.09.2017 N 662, ot 26.01.2018 N 40, o1 27.12.2019 N 1143)

1. O01mme moJ10KeHU A

1.1. Hacrosimiee [lonoxxenue onpeaensier pyHKIMOHAIBHBIE U OPTaHU3AIMOHHBIE BOTIPOCHI
JeATeTLHOCTH MOCKOBCKOTO TOPOJICKOTO HE3aBUCUMOTO 3THYECKOT0 KomuTeTa (nanee - MI'OK)
IpU IUIAHUPOBAaHUM U TPOBEICHUU HCCICAOBAHMM JIEKAPCTBEHHBIX IIPENApPaTOB s
MEIUIIMHCKOTO TPUMEHEHHUS C yJ4acTHEM YeJIOBEKa B KaUeCTBE CyObeKTa ucciaea0oBaHus (fanee -
UCCIIEIOBAHMSI) B MEAMLIMHCKUX OPraHU3alusiX TOCYJapCTBEHHON CUCTEMBI 3/1paBOOXPaHEHUS
ropoaa MockBbI (nanee - MOABEAOMCTBEHHBIE yupexaceHus). MI'OK sBisercsi aBTOHOMHBIM,
HE3aBUCHMBIM OpPraHOM M MpH3BaH o0ecneunBaTh 3aIUTy IMpaB, OE30MacCHOCTb U OXpaHy
3I0POBBS BCEX YUYACTHUKOB MCCIICIOBAHU.

MI'OK sBisiercst He3aBUCHUMBIM ATHYECKUM KOMHUTETOM, 00pa30BaHHBIM Ha PETMOHATBHOM
YPOBHE.

1.2. B cBoeit pesrenbHocT MIOK pykoBOACTBYETCS ClENYHOIIMMHM HOPMaTHUBHBIMU
IIPaBOBBIMHU AKTAMHU:

- XenbcuHckoll Jlexnapanueilt Bcemuproit Menununckoit Acconunanuu (nepecmorp 2013

r.);

- @enepanbHbiM 3akoHOM OT 12.04.2010 N 61-®3 "OO6 oOpamieHun JIeKapCTBEHHBIX
cpeacTts';

- MexayHapOoJHbBIMU TapMOHU3UPOBAHHBIMU TPEXCTOPOHHMMH PEKOMEHAALMAMU 110
Hajyiexkamel kmmandecko npaktuke (ICH GCP);

- npukazoM MunucrepcTBa 31paBooxpaneHust Poccuiickoit @enepanun ot 01.04.2016 N
2001 "OO6 yTBepKICHUH MPABIIT HAJJIC)KAIIECH KIMHUYECKOW MPaKTHKU';

- HamumonaneubiM  cranmaptom  Poccwmiickoit ®emeparmn 'OCT P 52379-2005
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"Hannexaias KiIMHUYECKas MpakTUka';

- Pexomenpamusmu Komureram 1o 3THKE, MPOBOISAIIAM JKCIEPTU3Y OMOMETUIIMHCKUX
ncciaenosannii BO3;

- CrangaptasiMu Oniepaninonubivu [ponenypamu (COIT) MITOK;
- HacTosmuM Ilonmosxxennem;
- UHBIMM HOPMaTUBHO-TIPaBOBBIMH JOKYMEHTAaMHU B cepe 3paBOOXPAHEHUS.

1.3. Bce uccnenoBanusi, MPOBOASAIINECS B OBEAOMCTBEHHBIX YUPEKACHUSAK, MOTYT OBITH
onobperst MI'OK 1m0 Havana BKIIOYEHHS YYaCTHUKOB HCCIEIOBAHUS W TIPOBOIUTHCSA O]
Ham3opoM MIDK Bmiore 10 uX OKOHYaHHsS (MpPU OTCYTCTBUU B TIOJBEIOMCTBEHHBIX
YUPEKICHUSAX HE3aBUCUMOTO ITHIECKOTO KOMUTETA).

IIpun oTcyTCcTBUM B IOJABEJOMCTBEHHBIX YUYPEKIACHUAX [lenmapramMeHTy 34paBOOXpaHEHUS
roposa MocKBbI HE3aBUCHUMBIX 3TUYECKMX KOMUTETOB HEJOIIYCTUMO:

- BKJIFOUEHUE TAIUEHTOB B UCCIIEIOBAaHUE J0 MOIYYeHHsI TUChbMeHHOTo ono0perus MI'OK
WIM WHBIM HTUYECKUM KOMHUTETOM, CO3JaHHBIM M JCHCTBYIOIIUM B COOTBETCTBHUU C
3aKkoHoaresbecTBOM Poccniickoit denepanuu;

- OTKJIOHEHHE OT MPOTOKOJIa MCCIEAOBAHUS WIM €r0 M3MEHEHHE 0e3 NMpeaBapUTEIIHbHOTO
NUCHbMEHHOTO OJOOpPEHUsI COOTBETCTBYIOMIMX monpaBok MIDK wuimuM HMHBIM 3THYECKHM
KOMHUTETOM, CO3JIaHHBbIM W JEHCTBYIOIIUM B COOTBETCTBHMU C 3aKOHOAATENHCTBOM Poccuiickoit
Odenepanuy, KpoMe TE€X CIy4aeB, KOTJIa HEOOXOAMMO YCTPaHUTh HEMOCPEICTBEHHYIO Yrpo3y
cyOBeKTaM HCCIEOBaHUS WIIM KOT/Ia M3MEHEHHS KacaroTCA TOJBKO aJMHUHUCTPATHBHBIX HIIHA
TCXHNUYCCKHUX ACIICKTOB UCCIICAOBaAHUA.

(m. 1.3 B pen. npukasa [lenapramenTa 3apaBooxpaneHus . Mockssl oT 26.01.2018 N 40)

1.4. OpranuzaiimoHHOE U MaTepHaTbHO-TEXHHUECKoe obecnieueHue nestenbHoctd MITDK
OCyIIECTBIIsIeTCA [ OCymapCTBEHHBIM OIO/DKETHBIM yupexkaeHueM ropoga Mocksel "HayuHo-
UCCIEI0BATENbCKUN MHCTUTYT OpPraHu3aliy 3[paBOOXPAHEHUS U MEIUIIMHCKOTO MEHEIKMEHTA
JenapramenTa 31paBooXpaHeHust ropoaa MocCKBbI'".

(B pen. nmpukasa JlenapramenTa 3apaBooxpaHeHus I. Mockssl ot 27.12.2019 N 1143)

2. CTpykTypa u nopsiaok popmupoBanuss MI'OK

2.1. B cocra MI'OK Bxomsat npenceaarens MI'OK, 3amecturens npencenarenss MI'OK,
oTBeTcTBEeHHBIM cekpetapp MIDOK wu ujmenst MIODOK. Cocra MIOK  yrBepxkmaercs
npencenarenem MI'OK.

2.2. llpencenatens MI'OK Ha3HavaeTcss 1 0OCBOOOKIAETCS OT JIOJDKHOCTH JlermapTaMeHToM
3/IpaBOOXpaHeHUs ropoJa MOCKBEI.

2.3. Tlpencenarens MI'DK momkeH WMeTh BBICIIEE MEIUIIMHCKOE OOpa3OBaHHUE, OIBIT
paboThI B MPaKTUUECKOM MEAULIMHE HE MEHEE 5 JIeT, ONbIT pabOThI B KAUECTBE WIEHA STUYECKOTO
KOMHUTETa HE MeHee 2 JIeT, YYEHYIO CTENeHb KaHIWJaTa MEIUIMHCKUX HayK WU JOKTOpa
MEAUIUHCKUX HayK.

2.4. B cocraB MI'OK BkiIo4aloTcd JHIa, oONafarolye HEOOXOAUMBIM OITBITOM U
KBaHHq)HKaHHeﬁ JJI BKCHepTHOﬁ OLICHKHN Hay‘-IHBIX, MCIUIIMHCKUX MW J3THUYCCKUX AaACIICKTOB
ucciaegoBanuii. MI'OK nomkeH HMETEH B COCTaBE:
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- HEe MeHee MNATH wWieHOB (BKmouas mpencenatens MIOK, ero 3amecturens wu
OTBETCTBEHHOTO cekperapss MI'OK);

- KAK MUHUMYM OJIHOTO YJICHa, YbW MHTEPECHI JIeKAT BHE Chephl HAYKH;
- KaK MUHAMYM OJ/IHOTO YJIeHA, KOTOPBIH MPEICTaBIsAeT OOIECTBEHHBIC OPTaHU3aINH.
TpeboBanus k cocraBy u kBanudukanuu yienoB MI'OK onpenenstorcs COIT MI'OK.

2.5. UnenctBo B MI'OK sBnsiercst mobpoBosibHbIM. KanauaaTer B wieHsl MIOK HanpapiisiroT
3agBkM Ha mnpuHatue B MI'DOK ¢ mnpunoxenuem Omorpadum mpeacenatento MIOK. Ilo
pe3yapTaTaM coOeceloBaHHS C TOTCHIMAIBHBIMH KaHaujaaTamMu Tnpexacenareins MITOK
IIPUHHUMAET peleHue o BKiItoueHuu B coctaB MI'OK u yrBepxkaaer cocras MI'OK.

2.6. OcHoBanueM 1iis npekpamienus wieHcTtBa B MI'OK siBnsieTcst 3asBka ot wiena MI'OK,
nocie yero npeacenatens MI'OK yrBepkaaer oOHOBIEHHBIH criucok wieHoB MI'OK.

2.7. Ins pacCMOTpPEHHS JOKYMEHTOB O MPOBEICHUU UCCIEIOBAHHUI B MOABEIOMCTBEHHBIX
yupexaenusax MI'OK Brpase npuBiiekaTh NpeACTaBUTENEH JAHHBIX YUPEXKACHUN U1 y4acTHUs B
00CYX/I€HUH TOKyMEHTOB UCCIIEI0OBaHMU.

2.8. lna pemieHus crnenuanbHbeIXx BompocoB MI'OK MokeT npuBiekaTb HE3aBHCHMBIX
JKCTEPTOB, HEe sBIsrONMXcs wieHaMu MI'OK, xoTopble MOryr y4acTBOBaTh B OOCYKICHHH
JOKYMEHTOB MCCJIE0OBAHNS, HO HE IPUHUMAIOT Yy4acTHsl B UTOTOBOM I'OJIOCOBaHUH.

3. ®ynkunu MI'IK

3.1. MI'OK:

3.1.1. OcymecTBisieT KOHTPOJb 3a COOJIOJCHHEM STUYECKHMX HOPM MPHU TPOBEACHUH
HCCJIICAOBAaHUS U IPAaB YUIACTHUKOB UCCIICAOBAHUA.

3.1.2. Ha ocHoBanumm Hay4HOW Ouorpadum wuccienoBareiass W HHOW JTOKYMEHTAIlUH
OLCHUBACT COOTBETCTBHUC KBaJII/I(bI/IKaLII/II/I HCCICOOBATCII IINIAHUPYCMOMY UCCIICIOBAHUIO.

3.1.3. B mnpouecce wuccienoBaHus TMEPUOJUYECKH pacCMaTPUBAECT ITOKYMEHTAIUIO U
OIICHUBAET MPOBOANMOE HCCIIe0BaHUE (HE PEKE OJHOTO pas3a B roj).

3.1.4. Moxer moTpeboBaTh OT OpPraHM3aTOpa MCCIEAOBAHUS IMPETOCTABUTH YYACTHHKY
HUCCJICOOBAHUS JOITOJIHUTCIBbHBIC CBCACHUA 06 HUCCICOOBAHUUN IIOMUMO I/IH(bOpMaI_II/II/I,
cojepxarieicss B ”HGOPMAITMOHHOM JIMCTKE TAlUeHTa, ecid, 1o MEeHni0 MI'OK, 310 mo3Bosmt
IIOBBICUTH CTCIICHb 3allIUTHI HpaB 148 6630HaCHOCTI/I y‘-IaCTHI/IKa HCCIICIOBAHUs.

3.1.5. OueHuBaet pa3mep 1 NOpsI0K OCYIIECTBICHHUS BBIIUIAT YYAaCTHUKAM HCCIIEA0BAHUS C
OCJIbIO BBIABIICHUA HCO6OCHOB3.HHOI>1 3aUHTCPCCOBAHHOCTH YYACTHUKOB HUCCIICAOBAHUSA W
NPUHYXJIEHUS UX K YYacTHUIO B uUccienoBaHuu. MHpopmalus, kacarouiasics BbIILIAT y4aCTHUKAM
UCCIIEIOBaHMsI, BKIIIOYAst METOJIbI, CyMMBI U I'paUK BBIIUIAT, OTPaXXaeTcsi B MHPOPMALMOHHOM
JIUCTKE MalUeHTa.

3.1.6. CornacoBbIBaeT MONPABKU B IPOTOKOJ UCCIIEA0BAHUS.

3.1.7. CobOupaer W TNpUHUMAET K CBEIACHHUIO JOMOJHHUTEIbHYIO WHpopMamuio 0e3
HEOOXOIUMOCTH JOTMOIHUTEIBHOTO 0JI00pEHMUS:
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3.1.7.1. Uadopmaruio mo 0e30MacHOCTH, KOTJa OHA HE BIEYET M3MEHEHHS MPOTOKOJIA
UCCIICIOBaHMS U MHPOPMAIIUH, TPEIOCTABIIEMON CyOhEKTaM UCCIICTOBAHHS.

3.1.7.2. NudopMaruio mo U3MEHEHUSM, KAaCAIOIMIUMCS TOJIHKO aIMUHHCTPATHUBHBIX WU
TEXHUYECKUX AaCIeKTOB HCCIECNOBaHMS (HAIpuUMep, 3aMeHa MOHHTOpA, M3MEHEHHE HOMepa
TenedoHa).

3.1.8. HM3Bemaer Bce 3aMHTEPECOBAHHBIE CTOPOHBI O CBOMX PEIICHHUSIX/3aKIIOUYCHUSX,
KacCalolIMXCsl HMCCIENOBaHMs, O TNPHUYMHAX TPHHATUS PEIICHUI/3aKII0UeHU U O TOpsaKe
00’KaJI0OBaHUs €ro PEIICHUH/3aKITI0UeHUN.

3.1.9. OcymectBnsier nestenbHocTh B cooTBercTBUM ¢ COII, pa3pabaTbiBaeMbIMH |
yrBepkaaembiMu MI'OK, mokymeHTHpYeET CBOIO paboTy, BeET MPOTOKOIBI 3aCEIaHN, a TaKKe
cobmonaer GCP u HOpMaTHBHBIE TPEOOBaHMUS.

3.1.10. Cogepiiaer WHBIC JCUCTBUS, HANpaBJICHHbIE Ha WCIOJHEHHWE CBOMX (YHKIUHA H
MOJTHOMOYMI B COOTBETCTBUH C 3aKOHOIAaTeNIbcTBOM Poccuiickoit denepanum.

3.2. Ilpm »sTHyYeckod »HKcHepTusze IuiaHupyemoro wuccienopanuss MIODK  wuzydaer
MPpEACTAaBJICHHBIC OOKYMCHTHI Ui TOrO, ‘ITOGBI OLCHUTH PUCK U OXUIACMYIO IOJIB3Yy IJIid
YYaCTHUKOB HCCIIEOBAHUS U OIPENEIUTh, SBISETCS JU 0KMJIAeMbli PUCK 0OOCHOBaHHBIM IO
CPaBHEHHIO C TOJB30H JJIsi UCHBITYEMBIX, U HAaCKOJIBKO BakHAa MHQOpMaLus, KoTopas Oyaer
MoJilyueHa Mo pe3yibTaTtaM uccienoBanus. [IpaBa, 0e30MacHOCTb M 3/10POBbE HCIBITYEMBIX
ABJIIFIOTCA IPCAMETOM HGpBOCTCHCHHOﬁ BAXKHOCTHU U JOJIKHBI IPCBAJIMPOBATHL HAJl UHTCPECaAaMU
HayKH{ W 00IIeCcTBa.

3.3. MI'OK ¢ 0coObIM BHUMaHHEM paccMaTpUBAET T€ UCCIEIOBAHUSA, B KOTOPBIE MOTYT OBbITh
BKJIIOUCHBI YS3BUMBIC HCIIBITyEeMbIC, TO €CTh JIUIA, Ybe JOOPOBOJIBHOE COTIACHE HA ydacTHE B
UCCIICIOBAaHUH MOKET OBITh Pe3yIbTaTOM UX YpEe3MEPHON 3aMHTEPECOBAHHOCTH MIIM CAHKLIUN CO
CTOPOHBI PYKOBO/ICTBA B CIy4ae OTKa3a OT Y4acTHs B MccienoBaHuu. Kpome Toro, K ysI3BUMBIM
UCTIBITYEMBIM OTHOCSITCS IETH, OCTaBILKECS 0€3 ONeUeHUs pOAUTENeH, 00IbHbIE HEU3JICUUMbIMU
3a00/eBaHUSAMHM, JIMIIA, COJAEpXkAIIWecs B  JOoMax IMpecTapenbix; O0e3paboTHbie U
MaJIo0OECIICUeHHbIE; TAIMEHThl B HEOTJIOXKHOM COCTOSHHUH; IPEICTABUTENN HAIMOHAIBHBIX
MEHBIINHCTB; 0€3710MHBIE, O€KEHIIbl; HECOBEPILICHHOJICTHUE, a TAKKE JINIA, HE CTIOCOOHBIE 1aTh
UH(POPMHUPOBAHHOE COTJIACHE.

3.4. 3asgBurtenb BapaBe HanpaBuTh B MI'DK noKyMeHTHI, IpeyCMOTPEHHbBIE HACTOSAIIUM
MTYHKTOM.
(ab3ar BBeneH nmpuka3om JlemapramenTa 3npaBooxpanenus r. Mocksbl ot 14.09.2017 N 662)

MI'OK paccMaTpuBaeT ¥ MIPUHUMAET PELIEHUE HA OCHOBAHUH CIIEIYIOIINX JTOKYMEHTOB:
- IPOTOKOJIa UCCIICIOBAHHUS;

- OpOIIIOPHI UCCIIEAOBATENS;

- HUHPOPMAIIMOHHOTO JINCTKA MAIUCHTA,;

- CBeJIeHUI 00 ombITe pabOThI UCCIIENOBATENEH MO0 COOTBETCTBYIONIUM CIICIUATBLHOCTM U
UX OIBITE paOOTHI 11O TPOBEICHUIO CCIICIOBAHUT;

- CBEJIGHMM O MEIUIMHCKUX OPTraHM3allUAX, B KOTOPBIX MPEIOIaraeTcs IpOBEICHHE
uccienoBanusl (TMOJHOE W COKpallleHHO€ HAaUMEHOBAHUS, OpraHM3allMOHHO-TIpaBoBas (opMa,
MECTO HaXOXICHHWsI W MECTO OCYINECTBICHHS JedaTelbHOCTH, TenedoH, Ttenedakc, aapec
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AJIEKTPOHHOM MOYTHI KAXKI0W MEIUIIMHCKON OpraHU3alllH );
- CBEJICHHUH O MPEANoJaraéMblX CPOKax MPOBEICHUS UCCIETOBAHMUS;

- Kol O0oroeopa 00513aTEIILHOTO CTpaxoBaHHUd, 3aKIIIOYCHHOI'O B COOTBCTCTBUU C
TUIIOBBIMHU IIpaBUJIaMHU 0053aTeILHOr0 CTpaxoBaHHs, C YKa3aHHUEM Hpe/:[eanoﬁ YHUCJICHHOCTH
ManucHTOB, YYaCTBYIOIIUX B UCCIICIOBAHUU,

- nH(pOpPMAIIMH O COCTaBE JIEKAPCTBEHHOTO TIpenapara.

s pacemotpenus MI'OK 3asBuTeneM MOTryT ObITh IPEICTABICHBI IPYrUe TOKYMEHTHI U
MaTepHuaibl HCCICIOBaHMSA, B TOM YHCJIEC MaTepHallbl, COACp)KAIlMe OIMCAaHWE JCHUCTBHIA,
HANPaBJIEHHBIX HA TMPHUBIICYCHHE IMAlIMEHTOB, 3J0POBBIX JOOPOBOJNBIEB K YYacTHIO B
UCCIIC/IOBAaHUH;, TUCHMEHHBIC MaTepHajbl, KOTOphIe OYAYT TMPEIOCTaBICHbI YYaCTHHKAM
UCCIIeIOBaHwMs; HH(OpMAIIHs O BRITUIATAX U KOMIICHCAIMIX YYACTHUKAM HCCIIETOBAHUS; TEKYIIas
BepCHs Hay4dHOU Ouorpaduu uccienosarens U (WiIn) APYrue MaTepUalibl, TIOITBEPKIAAIOITUE €ro
KB (PHUKALHIO.

3.5. Ilo pe3ynbTaTaM pacCMOTPEHHUSI IOKYMEHTOB, YKa3aHHBIX B MYHKTE 3.4 HACTOAIIETO
[Tonoxenust, MI"'OK npuHUMaeT 0JHO U3 CIEAYIOMINUX PEIICHUM:

3.5.1. Beigaer 3axnmroueHue 00 0100pEHUH MPOBEICHUS UCCIIEIOBAHUS.
3.5.2. Bpiaet 3axioueHre 0 HeBO3MOKHOCTH 0100pEHUS UCCIICTOBAHMS.

3.5.3. PexkoMeHIyeT BHECTH HM3MEHEHUS B IMPEJCTABICHHBIE HAOKYMEHTBI [JIs IIEeJIei
HOC.HGI[YIOH_IGI\/'I BbIJAa4YU 3aKJIFOYCHUA 06 O,Z[O6peHI/II/I HpOBe,Z[eHI/I}I HUCCICOOBAaHUs.

3.5.4. OTMEHsIeT WU TPHOCTAHABIMBACT paHEe BBIIAHHOE 3aKIIOYEHUE 00 0100peHHUH
MMPOBCACHU UCCIICIOBAaHUA.

3.6. MIDK He3samMemauTeNnrHO B INHMCBMEHHOM BHJE COOOIIAET MCCIIEIOBaTENIO,
opraHH3aTopy HUCCIICAOBAHHUA O CBOUX peH_IeHI/I}IX, Kacaromuxcsa HCCICAOBaHUA, U HpI/I‘II/IHaX
MIPUHSTHUS PEIICHUMN.

3.7. Ecaun mpoTOKOJI npeaycMaTpUBaeT HEBO3MOXKHOCTD IIOJyUEHUS COIIACHsl HAa ydacTue B
MCCJIEIOBAHNY Y TALIMEHTA WK €r0 3aKOHHOI'0 IPEICTAaBUTENS 10 MOMEHTA BKIIFOUEHUS MTAIIUEHTA
B HCCJIEZIOBAHHE, B TOM YHCJIe MPU HEOTIOXKHBIX cocTosHUAX, MI'OK nomkeH yoenuTscst B TOM,
YTO MPEJICTaBICHHBIA MPOTOKONA M (WJM) JApyras JTOKYMEHTalWs COOTBETCTBYIOT 3TUYECKUM
HOpMaM, a TaKXKe UHBIM 0053aTeIbHBIM TPEOOBAHUAM JUIsl TAKUX UCCIICAOBAHUI.

4. Pernament padorst MI'OK

4.1. 3acemanua MI'OK mposogsarcs npeacenateneM MIOK win no ero nopydeHuto
3amectuTenieM mpeaceaarens MI'DOK mo mepe HeEoOX0oaMMOCTH, HO HE PEXKE OJHOrO pa3a B
kBapTai. [Topsanok oprannszanuu nposenenus 3acenannii MI'OK, paccMoTpeHuss JOKYMEHTOB U
MIPUHSTHUSA IO HUM PEIICHUS, CPOKH PACCMOTPEHUSI JOKYMEHTOB, noctynatommx B MI'OK, B yactu,
He yperyanpoBaHHo# HactosmuM [lonoxenuem, onpenenstorcs COII MI'OK.

3acegannss MI'DOK Moryr mpoBOAUTHCS KaKk OYHO, TaK W C HCHOJIB30BAHHEM CPENICTB
tenekoMMmyHukaruu. ®opmy nposenenus 3acenanuss MI'OK onpenensier npencenarens MI'OK B
cootBercTtBHHU ¢ COII MI'OK.

4.2. 3acenanue MI'OK cumtaercs npaBOMOYHBIM, €CIM HAa HEM IPUCYTCTBYET HE MEHEE



noJIOBUHBI ero uwieHoB. Pemenne MI'DK mpuHuUMaeTcs OTKPBITHIM T'OJIOCOBAaHUEM MPOCTHIM
OOJIBIIMHCTBOM TOJOCOB. B ciydae paBeHCTBa TOJOCOB pEIIAIONIUM SIBISIETCS TOJIOC
npejacenarenscTBytomero Ha 3aceganun MI'DK. YuacTBoBaTh B TOJOCOBAaHMM HMMEIOT MPABO
ynersl MI'OK, koTopsie HE3aBUCUMBI OT CYOBEKTOB PacCMaTPUBAEMOTO UCCIICIOBAHMS.

4.3. Pemenus/3axmouenuss MI'OK opopmisitores mpoTokonom 3aceaanuss MI'OK, koTopsrit
noanuceiBaeTcs  npencemarenem  MIODOK  wnm  3amecturenem  mpencenarens  MIOK,
Bo3MIaBABIINM 3acenanue MI'OK, unenamu MI'OK, npuHMMaBIIMMy yyacTHE B pACCMOTPEHHUHU.

4.4. Unen MI'DK, He coryiacHblil ¢ MPUHSITHIM PEIICHUEM, UMEET MPaBO B MUCHMEHHOMN
dbopMe U3OKUTH CBOE 0CO00€ MHEHHUE, KOTOPOE MpHuiIaraeTcs K mporokony 3aceqanus MIDOK u
ABJISIETCS] €T0 HEOTHEMIIEMOI YacCThIO.

4.5. Ilpeacenarens MI'OK:

4.5.1. Opranusyet paboty MI'OK u Bosrnasmser 3acenanus MI'OK.

4.5.2. Pacnpenenser obs3aHHOCTH My wieHaMu MI'OK u koopauHupyeT ux padoty.
4.5.3. [lognuceiBaeT mpoTokosisl MI'OK.

4.5.4. Kontponupyer cBoeBpeMeHHOe yBeaomiieHue uwieHoB MIDK o pare, mecre u
TIOBECTKE TPEICTOSIIETO 3aCeIaHus.

4.5.5. TlpuHMMaeT Mepbl MO TMPEAOTBPAIICHUIO H/HWIM YPEryJIMPOBAHUIO KOH(IUKTA
uHrepecoB y wieHoB MI'OK, onpenenser wienHoB MI'DK, koTopble HMEIOT TPaBO y4acTBOBAaTh B
rOJIOCOBAaHUU 10 KOHKPETHOMY HMCCIIEI0OBAHUIO € yueTOM IyHKTa 4.2 HacTosero ITonoxenus.

4.6. 3amecturens npeacenarens MI'OK:

4.6.1. Tlo mopyuenuto mpexacenarenss MI'DK Bosrnasmsier 3acenanus MIDK B ero
OTCYTCTBHE.

4.6.2. UcnonHsieT uHbIE 00s13aHHOCTH IO Topy4eHuto npeacenarens MI'OK.
4.7. OtBercTBeHHbIN cekpeTaps MI'OK:
4.7.1. OcymecTBIseT JOKyMEHTAIBHO-TEXHUYEeCKoe obecrieuenne nestensHoctT MI'OK.

4.7.2. Nadopmupyer unenoB MI'DK u mpuriameHHbIX JIMII O JaTe, BPEMEHU U MECTE
npoBenenus 3aceqanust MI'OK He nmoznHee yem 3a 3 pabounx AHS 10 AAThI €T0 MPOBEICHMUS.

4.7.3. Odpopmisier moBecTKy 3acenanust MI'OK.
4.7.4. Beger npotokou 3acenanust MI'OK.

4.7.5. HampaBnsieT KOMUW PEIICHUN/3aKIIIOUCHHA, TTPOTOKOJIOB, BBIITUCOK M3 MPOTOKOJIOB
MI'OK 3auHTEpECOBaHHBIM JIULAM.

4.8. Unenst MI'OK:
4.8.1. NmeroT mpaBso:

4.8.1.1. Bosrnasnsate pabouue rpynmsl, Gopmupyembie MI'OK.
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4.8.1.2. [lpennarate KaHAUAATYPbI NPUIJIALIEHHBIX JIUI 715 ydacTus B 3acenanusax MI'OK.
4.8.1.3. YyacTBOBaTh B MOJTOTOBKE MaTEPUAJIOB IO PaCCMAaTPUBAEMBIM BOIIPOCAM.

4.8.1.4. IlpencraBisaTh CBOIO MO3ULIMIO 110 PE3YJIbTaTaM PaCCMOTPEHHBIX MaTepUalioB IIPU
npoBeneHnu 3acenanus MI'OK.

4.8.1.5. Boriiti u3 cocraa MI'OK 1o coOCTBEHHOMY KEJTaHUIO.
4.8.2. O0s13aHBbI:
4.8.2.1. JImuno yuactBoBath B padote MI'OK u npucyrcTBoBath Ha 3aceganusx MI'OK.

4.8.2.2. B cnydyae HEBO3MOXXHOCTH MO YBAKHUTEJIBHONW NPUYMHE MPUCYTCTBOBATH Ha
3aceganun MI'OK 3abnaroBpemenHo npouHpopmupoBatk 00 3ToM mpexacenarenss MIOK nm
3amecturens npeaceaarens MI'OK.

4.8.3. He BnpaBe JeserupoBaTh CBOU ITOJIHOMOYUS APYTUM JIMLIAM.
4.9. I'maBHEIA HCCIEN0BATEND:

4.9.1. OcymectBisier koMmmyHHKaiuio ¢ MI'OK B cootBercTBum ¢ TpeboBanusmu COII
MI'DK.

4.9.2. 1o Havasa uccie0BaHus OJy4yaeT MMCbMEHHOE U TaTHpoBaHHOe ogoopenue MI'OK
IPOTOKOJIAa HUCCJIEOBaHMs, NHCbMEHHON (GOopMbl HH(POPMUPOBAHHOTO COIJIacCUi U €€
NOCJIEAYIONMX PEeNaKIui, Mep, HalpaBJIEHHBIX HA MPUBJICYCHHE K yYacCTHUIO B MCCIEIOBAHHH
(HampuMep, pPeKIIaMHBIX OOBSBICHUIN), W JIOOBIX JIPYTrUX MUCBMEHHBIX MaTEpHAIOB, KOTOPHIC
MpEIoyiaraeTcs MPEJOCTaBUTh YYacTHUKAM, pa3Mepa M TMOpsAKa BBIIUIAT yYaCTHUKAM
HUCCIIENOBAaHUMN.

4.9.3. Ilpenocrapnser MI'OK nocieqHion0 peaakiiuo OpoLIOpbl HCCIEI0BATENS U JPYTYIO
JIOCTYIHYI0 nH(popmaruio o 6e3omacHocTd. Ecnu Oponrropy uiccienoBaress TOMOMHSIIOT B XOE
uccnenoBanus, npegoctasisier MI'OK HOBYI0 pefakinio OpomIopsl HCCIeI0BATENS.

4.94. IlpenocraBnser MI'DK akTyanbHyl0 Bepcuto MpodecCHOHAIBHOW Ouorpaduun
I'maBHOTO MCcnenoBaTes U/UiIK JPYro COOTBETCTBYIONIEH TOKYMEHTALINH.

4.9.5. Tlo 3anpocy MIDOK mnpenocraBiser Apyrue JIOKYMEHTBHI, KOTOpPHIE MOTYT
notpedoBarscss MI'OK a5 BBIIOTHEHUS €r0 00sI3aHHOCTEH.

4.9.6. B TeueHue wuCCIENOBAHUSA TPEAOCTABIAECT MEPUOJUYECKHE OTYEThI O XOJE
HACCIIEIOBAaHHUS.

4.9.7. Tlocrie OKOHUYAHUS WCCIICIOBAHUS TPEIOCTABISET UTOTOBBI OTYET O MPOBEICHHOM
HCCJIEIOBAHUH.

4.9.8. HezamemmurensHo coodmaer B MI'OK:

4.9.8.1. O0 OTKJIOHEHUSAX OT MPOTOKOJIA WM U3MEHEHHSIX MPOTOKOJIA, TPOU3BEICHHBIX IS
yCTpaHEHUS HEIMIOCPEICTBEHHOM YIpo3bl CYOBEKTaM HCCIICIOBAHUS.

4.9.8.2. O0 W3MEHEHHUSX, YBEIUYHMBAIOIIUX DPUCK JJIsI CYOBEKTOB W/WIM CYIIECTBEHHO
BIIMSIOMINX Ha MTPOBEJICHHUE HCCIICTOBAHNUS.



9

4.9.8.3. OO0 Bcex HEKENATEIbHBIX pPEAKLUUAK, KOTOpBIC SBISIOTCS OJHOBPEMEHHO
CEpPBhE3HBIMU M HENPE/IBUACHHBIMH.

4.9.8.4. O HOBBIX JaHHBIX, KOTOPHIE MOT'YT CBHAETEILCTBOBATh O BO3PACTAaHUU PUCKA IS
CyOBEKTOB WM HEOJIArONPUATHO MOBIHUATh HA XOJ1 UCCIIEIOBAHHUS.

5. 3akaounTeNbLHBIE TOJIOKEHUS

5.1. ]I koMMyHUKAaIuy 1 HarpaByieHuss B MI'OK 1OKyMEHTOB UCIIOIB3YETCs SJIEKTPOHHBIN
azapec: ec@zdrav.mos.ru, oouwmii renedon/daxc: (499) 144-00-28.

5.2. MI'DK obecneynBaeT XpaHEHHWE JIOKYMEHTOB, CBSI3aHHBIX C IIPOBEICHHEM
UCCIIEIOBAHMsI, KaK MpaBUJIO, B TEUEHHE TPEX JIET IOCIE 3aBEPILIEHUS MCCIEAOBAHUA U
NpPEJCTaBICHUE TaKUX JIOKYMEHTOB TPEeTbHUM JMIAM C COOJIOJeHHEM TpeboBaHUM
3akoHomarenbcTBa Poccuiickorn denepanuu 0 IMEPCOHAIBHBIX JAHHBIX, KOMMEPUYECKOM,
rOCyIapCTBEHHOW W MHOM OXpPaHsSIeMON 3aKOHOM TalHE.
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