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25.11.2016 N 948 JokyMeHT npepocTasneH KoHcynbTaHTnoc
(pen. ot 27.12.2019) [aTa coxpaHeHus: 15.04.2024

"O MOCKOBCKOM FOPOACKOM HE3aBUCUM...

NMPABUTENIbCTBO MOCKBbI
AENAPTAMEHT 30PABOOXPAHEHUA TOPOOA MOCKBbI

NMPUKA3
OoT 25 HosAA6pA 2016 r. N 948

O MOCKOBCKOM ropojlCKOM HESABUCUMOM ITUHECKOM KOMUTETE

CnncoK N3MEHSLWNX JOKYMEHTOB
(B pea. npvkasos [lenapTameHTa 3apaBooxpaHeHuns r. MockBbl
oT 14.09.2017 N 662, o1 26.01.2018 N 40, ot 27.12.2019 N 1143)

B cooTtBeTcTBUM ¢ DepepanbHbiM 3akoHoM oT 12 anpens 2010 r. N 61-®3 "O6 obpalueHun nekapCTBEHHbIX
cpeacts", npukasom MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm ot 1 anpens 2016 roga N 200H
"O6 yTBEPXOEHUM MpaBuUIT Hagnexalwem KIMHU4Yeckon npakTuku', HauuoHanbHblM cTangaptoM Poccuickon
degepaumm TOCT P 52379-2005 "Hagnexawass KnvHuMYeckass npakTtuka", XenbcuHckon [leknapauunen
BcemnpHon MeguuuHckon Accoumaumm ot 2013 r., MexayHapoaHbIMU rapMOHU3NPOBAHHBIMU TPEXCTOPOHHUMU
pekoMeHZaunsiMn Mo Hagnexawen knnHnyeckon npaktuke (ICH GCP) npukasbiBato:

1. Cos3gatb MOCKOBCKWUIA TOPOACKOM HE3aBUCUMbIN 3TUYECKUA komuTeT (ganee - MIOK) Ha 6Gase
lFocynapcTBeHHOro  OlompkeTHOro  yupexaeHus ropoga Mockebl  "HayyHo-nccnegoBaTenbCKUi  MHCTUTYT
opraHu3auuu 30paBOOXPAHEHUS UM MEAMLMHCKOro MeHemkMmeHTa [enapTameHTa 34paBoOOXpaHeHus ropoga
Mocksbl" (FBY "HUM O3MM O3M").

(B pea. npukasa [lenaptameHTta 3gpaBooxpaHenus r. Mocksbl oT 27.12.2019 N 1143)

2. Y1BepauTb NonoxeHne MIM3K (nanee - MNonoxeHne) cornacHo NpUnoXeHUIo K HacTosLLEeMY npuKasy.

3. HasnauuTtb npeacepatenem MIOK >Xypasnesy M.B., o.M.H., npodeccopa, rmaBHOMO BHELUTATHOrO
crneuvanucTa KnuHudeckoro capmakonora [lenaptameHTa 3gpaBooxpaHeHus ropoga MockBbl, 3amectuTens
OUpeKkTopa UeHTpa KNUHUYECKOM dapmakonorum HayyHoro ueHTpa 3KCnepTusbl CpPeacTB MeaMLMHCKOro
npumeHeHns MuHsgpasa Poccuu.

4. Npepcepatento MIMFOK M.B. XKypaenesoi:

4.1. Onpegenutb coctae MI'OK B coOTBETCTBMM C TpeboBaHMSAMM HacTosLWero npukasa B cpok go 30
nekabpsi 2016 r.

4.2. ObecneunTtb paboTty MIMOK B cooTBeTCTBUM C yTBEPXOEHHLIM [onoxeHnem ¢ 16 aHBapsa 2017 r.

5. [Oupektopy [ocygapcTBeHHOro OwogKeTHOro ydpexaeHus "HayyHo-uccrieqoBaTenbCKUM WMHCTUTYT
opraHv3auMn 34paBOOXpPaHEHUs M MedULUMHCKOro MeHemkmeHTa [lenapTameHTa 34paBOOXpaHeHMs ropoa
Mocksbl" AkceHoBov E.N. obecneuntb opraHusdaumio pabotel MIIK, a Takke maTepuanbHO-TEXHUYECKOe
obecneyeHne gestenbHocTn MIOK.

(n. 5 B pea. npukasa [lenaptameHTa 3gpaBooxpaHeHus r. Mocksbl oT 27.12.2019 N 1143)

6. KOHTpONnb 3a MCMOMHEHMEM HACTOSALLEro npukasa BO3MOXWUTb Ha HavanbHUKa YNpaBneHus genamu u
KoopauHaumn geatenbHocTy [lenapTameHTa 3apaBooxpaHeHus ropoga Mocksbl HukoHoBa E.J1.
(n. 6 B pea. npukasa [lenaptameHTa 3gpasooxpaHeHns r. Mocksbl ot 27.12.2019 N 1143)

MwunucTp MpaeuTtensctea Mocksbl,
pykoBoautene [enaptameHTa
3apaBooxpaHeHus ropoga Mocksbl
A.N. XpunyH
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"O MOCKOBCKOM FOPOACKOM HE3aBUCUM...

MpunoxeHne

K npukasy lenaptameHTa
34paBooxpaHeHust ropoga Mocksbl
oT 25 Hos16psa 2016 1. N 948

NONOXEHWE
MOCKOBCKOI'O rOPOCKOIO HE3ABUCUMOI'O 3TUYECKOIO KOMUTETA

CnncoK N3MEHSLWNX JOKYMEHTOB
(B pea. npvkasos [lenapTameHTa 3apaBooxpaHeHuns r. MockBbl
oT 14.09.2017 N 662, o1 26.01.2018 N 40, ot 27.12.2019 N 1143)

1. O6LwmMe nonoxeHus

1.1. Hactosuwee MNonoxeHue onpenensieT oyHKLUMOHaNbHbIE N OpraHn3aLMOHHbIE BOMPOCH! AeATENbHOCTU
MockoBCKOro ropoAcKoro Hes3aBMCUMOro 3Tudeckoro komuteta (ganee - MIOK) npu nnaHupoBaHun u
NpOBEAEHUN UCCIEeNOBaHUN NIEKAPCTBEHHBIX NPenapaToB A9 MeOULMHCKOTO MPUMEHEHUS C yYacTUeM YernoBeka
B KayecTBe CcyObekTa uccrnegoBaHus (ganee - uccnegoBaHus) B MEAMLMHCKMX OpraHu3aumsix rocygapCTBEHHOM
CUCTEMbI 3A4paBoOXpaHeHus ropoga Mockebl (ganee - NOABELOMCTBEHHble yupexaeHus). MIOK sensetca
aBTOHOMHbIM, HE3aBNCUMbIM OpraHoM 1 Npu3BaH obecneynBaTth 3alLMTy npas, 6€30MacHOCTb U OXpaHy 300POBbS
BCEX YY4aCTHUKOB UCCNeoBaHUN.

MI'3K saBnsieTca He3aBUCUMbIM STUHMECKMM KOMUTETOM, 0O6pa3oBaHHbLIM Ha PErMOHaribHOM YPOBHeE.

1.2. B cBoen geatensHoctn MITOK pykoBoacTBYyeTCS cneayolmnmMm HopMaTUBHLIMU NPaBOBLIMU akTaMMu:
- XenbcuHckon [deknapaumen BcemmnpHon MeguumnHckon Accoumaumm (nepecmotp 2013 r.);

- ®epepanbHbiM 3akoHoM oT 12.04.2010 N 61-®3 "O6 obpalleHnM nekapcTBEHHbIX CPeAcTB";

- MexayHapodHbIMW  FapMOHU3MPOBAHHBIMU  TPEXCTOPOHHMMU  PEKOMEHOAUMSMW MO  Haanexaiiew
knuHunyeckon npaktuke (ICH GCP);

- npukazoM MwuHucTepcTBa 3apaBooxpaHeHust Poccurickon ®epepaumm ot 01.04.2016 N 200H "O6
YyTBEPXAEHUM NPaBuni Haanexatlemn KNMHNYECKON NpakTukn';

- HaumoHnanbHbiM cTanoaptom Poccuiickon ®epepauun FOCT P 52379-2005 "Hagnexawasa knvHudeckas
npakTuka";

- Pekomerngaumsammn Komutetam no atuke, NPOBOASLLUM SKCMEPTU3Y BMoMeanUMHCKMX nccregoBanunm BOS3;

- CtaHgapTHbeiMM OnepauunoHHbiMu MNpoueaypamu (COIM) MIM3K;

- HacTosWwmM lNonoxeHnewm;

- UHBIMW HOPMAaTMBHO-NPAaBOBLIMU JOKYMEHTaMu B chepe 34paBoOOXpPaHEHNS.

1.3. Bce uccnegoBaHus, NpoBoOAsALMECS B MOABELOMCTBEHHbIX YYpexXOeHusx, MoryT ObiTb 0g06peHbI
MI3K go Havana BKMHYEHUs] YYaCTHUKOB MCCMEeAOBaHUSA U NpoBoaMTbCA nog Hagsopom MIOK BnnoTtb go ux

OKOH4YaHuA (I'Ipl/l OTCYTCTBMN B NOABEOOMCTBEHHbIX y4peXxaeHndax He3aBUuCMMOoro 3aTu4ecKkoro KOMVITeTa).

I'IpV| OTCYTCTBMN B NOOBEAOMCTBEHHbIX YYpeXOaeHUAX ﬂenapTameHTy 34paBoOOXpaHeHnA ropoga MockBbl
He3aBUCUMbIX 3TUHECKNX KOMUTETOB HEOOoMNyCTUMO:

- BKJIIOYEHME NauMEHTOB B WCCnefoBaHWe A0 MNONyYeHUss NMUCbMeHHoro opobpeHns MIOK mnm MHbIM
3TUYECKMM KOMUTETOM, CO3L4aHHbIM W [OEWCTBYIOLWLMM B COOTBETCTBUM C 3akoHogaTenbcTBOM Poccuiickon
degepauuu;
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- OTKIMOHEHMEe OT MPOTOKONa WCCMefoBaHUsA unn ero uameHeHwe 6e3 npegBapuTENbHOMO MMCbMEHHOMO
ogobpeHus cooTseTCTBYOLWMX nonpaBok MIMOK nnu MHbIM 3TUYECKMM KOMUTETOM, CO34aHHBbIM 1 AENCTBYOLLUM B
COOTBETCTBMM C 3akoHopaTenbcTBOM Poccuiickon ®egepauun, Kpome Tex cryyaeB, Korda Heobxoammo
YyCTpaHUTb HEMNOCPEACTBEHHYIO Yrpo3y CybbekTam WucCnefoBaHUst WM Korga W3MEHEHWst KacaloTCsl TOSbKO
AOMUHUCTPATUBHBIX UM TEXHUYECKUX acMeKTOB MCCNeAOoBaHMS.

(n. 1.3 B peq. npukasa [lenaptameHTa 3gpaBooxpaHeHus r. Mockebl oT 26.01.2018 N 40)

1.4. OpraHu3saunoHHoe 1 maTepuansHo-TeXHUYeckoe obecneyeHne geatensHoctu MITIK ocyulectensaeTcs
FocynapcTBeHHbIM  OOMXKETHBIM — ydpexaeHnem ropoga Mockebl  "HayyHo-nccnegoBaTenbCkuii  MHCTUTYT
opraHMsaumMmM 34paBOOXPaHEHUS U MeAUUMHCKOro MeHemkmeHTa [enapTamMeHTa 34paBOOXpaHeHus ropoaa
Mocksb!".

(B peq. npukasa [JenaptameHTa 3gpaBooxpaHeHusi r. Mockebl oT 27.12.2019 N 1143)

2. CTpykTypa un nopsgok coopmmpoBaHus MIMIK

2.1. B coctaB MI'OK BxogsTt npeacenartens MIOK, samectutens npegcenatens MIOK, oTBeTCTBEHHLIN
cekpeTtapb MIMOK n unensl MI'OK. CoctaB MI'OK yTBepxaaetca npegcegatenem MIrOK.

2.2. [lpepcepatens MIOK HasHavaeTcs U ocBoboxgaeTcsa OT  AOMKHOCTM  [lenapTaMeHToMm
3apaBooxpaHeHust ropoga Mockesbl.

2.3. MNpencepatens MIOK pgomkeH MMeTb Bbicllee MeguuMHCKoe oOpasoBaHue, OnbiT paboTbl B
I'IpaKTI/I‘-IeCKOVI MegununHe He MeHee 5 neT, onbIT pa6OTbI B Ka4yecTBe YrneHa 3TUYECKOro KoMuteTa He MeHee 2
NeT, y4eHylo CTeneHb KaHanaata MeanumHCKUX Hayk Ui OOKTopa MeaULUMHCKMX HayK.

2.4. B coctraB MI'OK BkntovaroTcs nuua, obnagatowime HeobxoguMbIM OMbITOM UM KBanudukaumen ans
3KCMEPTHOM OLEHKM HayudHbIX, MEAMLMHCKMX U 3TUYECKUX acnekTtoB uccrnegoBaHun. MIOK pgomkeH umeTb B
cocTaBe:

- HEe MeHee MNATU 4J1eHOB (BKﬂIO‘-IaFl npegcenartend MFSK, €ro 3amMmecTtuTenid 1 OTBETCTBEHHOIO cekpeTaps
MIOK);

- KaK MMHUMYM O[HOTO YNeHa, YbW MHTEPECH! NexaT BHe cdhepbl Hayku;
- KaK MUHMMYM OJHOTO YfieHa, KOTOpbIV NpeAcTaBnseT obLecTBEHHbIe OpraHn3aLun.
TpeboBaHus k coctaBy 1 kBanudmkaumm yneHos MIM3K onpegensiotca COIMN MITOK.

2.5. UneHctBo B MI'OK sBnsietca gobposonbHbIM. KaHouaaTbl B uneHbl MITOK HanpaBnsitoT 3asiBKM Ha
npuHsatue B MI'OK ¢ npunoxeHnem 6Guorpadumn npeacepatento MIOK. Mo pesynbtatam cobecegoBaHus C
noteHuManbHbIMU KaHanaatamu npegcepatens MIM3K npuHumaeT pewleHne o BkrntodeHun B coctaB MITOK un
yTBepxaaet coctas MIMIK.

2.6. OcHoBaHnem ans npekpaileHus uvneHctBa B MIOK gaBnsieTca 3asaBka oT uneHa MIOK, nocne vero
npeacenatens MIOK yTBepxgaetT 0OHOBMEHHBIV CNMCOK YneHoB MITOK.

2.7. na paccMOTpeHns OOKYMEHTOB O MPOBEeAEHUN MUCCnenoBaHuii B NOABEAOMCTBEHHbIX YUYpexaeHUAX
MIOK BnpaBe npuBnekatb npeAcTaBUTENEn OaHHbLIX yYpexaeHWh Ans ydacTus B OOCYyXXOEHWM [OKYMEHTOB
nccnenoBaHus.

2.8. ins peweHusa cneumnanbHbix BonpocoB MIOK moxeT npuBnekaTb He3aBUCUMbIX 3JKCNEepToB, He
apnaowmnxcsa uneHamn MIOK, koTopble MOryT yvyacTBoBaTb B 06CYXOEHUWM OOKYMEHTOB MCCMeaoBaHusl, HO He
NMPUHMMAIOT Y4acTUsi B UTOFOBOM FONTIOCOBaHUN.

3. ®yHKumu MK

3.1. MI'3K:

3.1.1. OcyLLI,eCTBJ'IFIeT KOHTPOJ1b 3a cobniogeHnem aTU4HecKnx HOPM npu npoBegeHnn nccriegoBaHnAa un npas
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y4aCTHMKOB MUCCrnegoBaHUA.

3.1.2. Ha ocHoBaHuMM Hay4yHOW Owuorpacmm wnccnegoBaTens W MHOWM [AOKYMEHTaUMM OLeHMBaeT
COOTBETCTBME KBanudukauum nccnegoBaTens nnaHMpyemMomy UCCreLoBaHumio.

3.1.3. B npouecce wuccnegoBaHWs nNepuvoavYecKM paccMaTpuBaeT [OOKYMEHTaUMIO U OUEHMBaeT
NpoBOAMMOE McCriefoBaHne (He pexe OAHOro pasa B rog).

3.1.4. Moxet I'IOTpe6OBaTb OT OpraHmsaTtopa wuccrnenoBaHuA npenoctaBUTb Yy4YaCTHUKY UCCenoBaHUA
OononHnTenbHble cBedeHns ob uccnegoBaHMM MOMMMO VIH(bOpMaLI,I/IVI, cop,epx(au.l,elhc;l B VIH(bOpMaLI,I/IOHHOM
NNCTKe nauueHTa, ecnu, no MHeHuto MIOK, aTo NMO3BOMMT MOBLICUTL CTEMEHb 3aLUUTHI npas " ©Ge3onacHocTn
y4yacCcTHUKa nccnegoBaHuA.

3.1.5. OueHunBaeT pasmep W MOPAOOK OCYLUECTBNEHUA BbIMMAT y4YacTHMKAM WcCrnenoBaHWA C Lenbio
BbISIBIIEHNS] HEOBOCHOBAHHOW 3aMHTEPECOBAHHOCTU YYACTHUKOB UCCMeA0oBaHNUs UMK NPUHYXOEHUA UX K y4acTUio
B uccrnenoBaHun. MHdopmauus, kacatollasica BbinmaT y4acTHUKaM MCCNeqoBaHusi, BKoYast MeToabl, CyMMbl U
rpacduk BbinnaT, oTpaxkaeTcsl B UH(OPMAaLMOHHOM NINCTKE NaumeHTa.

3.1.6. CornacoBbIBa€eT nonpaekn B NPOTOKOS UCCNeaOoBaHMS.

3.1.7. CobupaeT u npuHUMaET K CBEAEHMK [OMONHUTENbHYK WHGOopMaumio 6e3 HeobGXoAMMOCTH
OONOMHUTENBHOIO 0A06pPEHUS:

3.1.7.1. NHdopmauuto no 6e3onacHOCTU, Koraa OHa He BNeYeT U3MEHEHUsI NMPOTOKONa UCCReAoBaHUSA U
MHdopmaLm1, NpegoCcTaBNseMon CybbekTam nccneaoBaHus.

3.1.7.2. VIHdopMaLMiO MO WM3MEHEHMSIM, KacaloLMMCH TOSMbKO aAMUHUCTPATUBHBLIX WMAN TEXHUYECKMX
acnekToB UccneaoBaHusa (Hanpumep, 3ameHa MOHUTOpa, M3MeHeHne HoMmepa TenedoHa).

3.1.8. MsBelwaeT Bce 3aMHTEPeECOBaHHbleE CTOPOHbI O CBOMX PELLUEHUSAX/3AKMIOYEHUSAX, KacatoLMXCs
nuccregoBaHusa, O  NPUYUHAX — MNPUHATUS  PELUEHU/3akmnioyeHni W O nopsake  obxanoBaHus — ero
peLLEeHUN/3aKMIOYEeHNIA.

3.1.9. Ocyuwectensier gesatenbHocTb B cooTBeTcTBMM ¢ COI, paspabaTtbiBaeMbiMKM U YTBEPXKOAEMbIMU
MI3K, ookymeHTMpyeT cBoto paboTy, BeAeT NPOTOKONbl 3acedaHui, a Takke cobniogaetr GCP n HopmaTtmBHble
TpeboBaHus.

3.1.10. CoBepliaeT nHble OEWCTBUS, HanpaBfeHHble Ha WUCMOSTHEHUE CBOUX (PYHKLMWA U MNOMHOMOYUN B
COOTBETCTBUN C 3aKoHogaTenbCcTBOM Poccuiickon ®epgepaunu.

3.2. Tpu aTudeckon aKkcnepTuse nnaHupyemoro wuccnegosaHma MITOK wu3dyvaeT npeactaBneHHble
OOKYMEHTbI A1 TOro, YTODObl OLLEHNTb PUCK U OXMAAEMYIO NOMb3Y ANs Y4aCTHUKOB UCCIEL0BaHNUS 1 OnNpeaenuTb,
ABMAETCA NN 0XMAAEMbIN PUCK 06OCHOBAHHBIM MO CPaABHEHUIO C NOMb30M ANA UCMbITYEMbIX, U HACKONBbKO BaXHa
nHopmaums, koTopas OyadeT nomydeHa no pesynbraTam uccneposaHus. lNpasa, 6e3onacHOCTb M 300pOBbE
NCMbITYeMbIX SABASIOTCA NpegMeToM MepBOCTENEHHOW BaXHOCTM U OOMKHbl NpeBanupoBaTb Hag WHTepecamu
Hayku n obLiecTea.

3.3. MI'3K ¢ 0cobbiM BHMMaHUMEM paccMaTpuBaeT Te UCCMELOBaHUS, B KOTOPbIE MOryT ObiTb BKITHOYEHbI
yS13BMMbIE UCMbITYeMbIE, TO eCTb Nnuua, Ybe JOOPOBOMIBHOE Corfacue Ha yvyacTue B MCCedoBaHMM MOXET ObiTb
pe3ynbTaToM MX Ype3MepHON 3aMHTEPECOBAHHOCTM UIM CaHKLUMA CO CTOPOHbLI PYKOBOACTBA B Cllyyae OTkasa OT
yyactus B uccrniegoBaHun. Kpome Toro, K ysi3BUMbIM UCMbITYEMbIM OTHOCATCA 4ETU, OcTaBLunecsa 6e3 nonevyeHus
pooutenen, OOnbHblE HeusneuMMmbiMi 3aboneBaHvsiMK; nuUa, coaepXalmecsa B Aomax npecrapenbix;
0e3paboTHble M ManoobecneyvyeHHble; NauMeHTbl B HEOTMOXHOM COCTOSIHUK, MpeacTaBUTENM HauMOHambHbIX
MEHbLUMHCTB, 0e340MHble, OeXeHubl; HeCOBEpLUEHHONEeTHWe, a Tawkke Iuua, He crnocobHble p[aaTb
MHOPMMPOBAHHOE cornacue.

3.4. 3asBuTensb Bnpase HanpasuTb B MITOK gokyMeHTbl, NpeayCMOTPEHHbIE HAaCTOALWLMM MYyHKTOM.
(ab3au BBeaeH npukaszoM [lenaptameHTa 3gpaBooxpaHeHus r. Mockebl oT 14.09.2017 N 662)

MI'3K paccmaTpmBaeT U NPpMHMMAET peLleHne Ha OCHOBaHWM CreayroLmnX JOKYMEHTOB:
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- MPOTOKONa UccrnenoBaHus;
- OpoLutopbl UccreaoBaTens;
- UH(POPMALIMOHHOTO NUCTKA NaLUeHTa;

- cBegeHuit o6 onbiTe paboTbl MccriegoBaTenelt MO COOTBETCTBYIOLMM CMeLuanbHOCTAM U UX OnbiTe
paBoThl MO NPOBEAEHNIO UCCNEA0BaHNIA;

- CBEJEHWA O MEeAUUMHCKUX OpraHusaumsax, B KOTOPbLIX Npegnonaraetca NpoBeAEeHME MWCCnegoBaHuUs
(monHoe n cokpalleHHOe HauMMEHOBaHWs, OpraHuM3auuoHHO-NpaBoBasd opma, MECTO HaXOXAEHUS U MeCTO
OCYLLECTBMNEHUS AeATenbHOCTU, TenedoH, Tenedakc, aapec 3SMNEKTPOHHOW MNOYTbl KaKOAOW MeOULMHCKON
opraHusauun);

- CBeQeHuiA 0 npednonaraemblX Cpokax NpoBeAeHNs UCCMeaoBaHus;

- Konnn gorosopa 0bs13aTenbHOro CTpaxoBaHud, 3aKimio4eHHOro B COOTBETCTBUN C TUNOBbLIMU MNMpaBuiiamMun
0b6s3aTenspHOro CTpaxoBaHuA, C YKa3aHunem npep,eanoﬁl YUCINNEHHOCTN NauMeHToB, Yy4acTBYyWLWKUX B
ncenegoBaHMn;

- HdOpPMAaLMM O COCTaBe reKapCTBEHHOro npenapara.

IOna paccmoTtpeHus MIOK 3asaBuTenem moryt ObiTb MpeAcTaBneHbl Apyrve OOKYMEHTbl M Mmatepuansl
nccnegoBaHus, B TOM 4ucrie matepuanbl, cogepallime onvcaHne OEWCTBUN, HanpaBreHHbIX Ha NpuBreYeHune
nayneHToB, 3400pPOBbIX ,D,OﬁpOBOJ'IbLI,eB K y4yacTtuio B uccnegoBaHun; nucbMeHHble mMaTtepuarnbl, KOTOpble 6yp.yT
npegocTaBneHbl y4YyaCcTHMKaM WccrnefoBaHud; wuHopMauMs O BbinfiaTax W KOMMAEHCAUMAX ydacTHUKaM
nuccriefoBaHus;  Tekyllass Bepcusi HayvyHon Owuorpachmm  umccnepgosatens u o (Mnv) gpyrue  martepuansl,
NOATBEPXAAMOLLME ero KBanmurkauuio.

3.5. o pesynbTaTtam paccMOTPEHUS AOKYMEHTOB, yKa3aHHbIX B NyHkTe 3.4 HacToswero [lonoxeHwus,
MI"OK npuHMMaeT ogHO 13 cneayoLwmx peLLeHnii:

3.5.1. Bblgaet 3akntoveHme 06 ogobpeHnn NnpoBeaeHns UCcCrieqoBaHus.
3.5.2. BblgaeT 3aknto4yeHne 0 HEBO3MOXHOCTM 0400pPEeHUs cCrneaoBaHUs.

3.5.3. PekomeHayeT BHECTM N3MEHEHMWS B NPeACTaBeHHbIe AOKYMEHTbI 4S8 Lenen nocnenyoLwen sbigadn
3akntodeHns 06 ogobpeHnn NpoBeaeHNs NCCeAOBaHNS.

3.5.4. OtmeHsaeT unu npunocTtaHaBIMBaAET paHee BblOaHHOE 3aKn4eHune 00 O,D,O6peHVIl/I nposeaeHunA
ncecnenoBaHuA.

3.6. MIGK HesamegnutensHo B NMCbMEHHOM Buae cooblwiaeT uccnegosaTtento, OpraHus3aTopy
nccnegoBaHMs 0 CBOMX PELLEHUNAX, KaCcatoLLMXCa NCCNeaoBaHUA, 1 NPUYMHaX NPUHATUS peLUEHUI.

3.7. Ecnu npoTokon npeaycmaTtpyBaeT HEBO3MOXHOCTb NOMYyYeHUs Cornacus Ha yvyactve B UCCcriefoBaHunm
y naumeHTa WUnM ero 3akKOHHOro MpeacTaBuTEns OO MOMEHTa BKIOYEHMS naumeHTa B MccnegosaHue, B TOM
yucne NPy HeOTNOXHbIX cocTosaHuaX, MITOK gomkeH ybeauTbcs B TOM, YTO NPeAcTaBneHHbIA NPOTOKON U (MnK)
Apyras LOKyMeHTauusi COOTBETCTBYIOT 3TMYECKMM HOpMaM, a Takke WMHbIM 00sa3aTenbHbiM TpeboBaHWAM Ans
TaKnX UccnegoBaHui.

4. PernameHT pa6botbl MIM3K

4.1. 3acepaHus MIOK npoogsTtca npeacepatenem MIOK unu no ero nopyveHuto 3amectutenem
npepcepatens MIAK no mepe HeobGXoOMMOCTW, HO He peXe OOHOro pasa B kBapTan. [opsagok opraHusaumm
npoBeaeHus 3acegaHun MIrIK, paccMoTpeHns AOKYMEHTOB M MPUHATUSE MO HAM PELUEHUS], CPOKM PacCMOTPEHNS
OOKyMeHTOB, noctynatowmx B MK, B yactu, He yperynupoBaHHoOW HactoswmMm [lonoxeHnem, onpegensoTcs
COIT MI'3K.
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BacepaHua MI'OK mMoryT npoBoAUTBCA Kak OYHO, Tak M C MCMONb30BaHMEM CPeaCcTB TENEKOMMYHUKaLMK.
dopmy npoeenenuna 3aceganns MK onpepensiet npeacepatens MIOK B cooteeTctBum ¢ COIMNM MITOK.

4.2. 3acepgaHne MIOK cuutaetca npaBOMOYHbLIM, €CrM Ha HEeM MNPUCYTCTBYET HEe MeHee MOMOBUHbI ero
yneHoB. PeweHne MIMOK npuMHMMaeTcs OTKPbITbIM rOfloCOBaHMEM NMPOCTbIM OOMBLUMHCTBOM rofniocoB. B cniyyae
paBeHCTBa roflocoB peLuakLnM SBNSETCA rofloc npeacenaTensCcTBytoLllero Ha 3acegaHum MIF3K. YyacteoBaTh B
ronocosaHnm wumerT npaBo uneHol MIOK, koTopble He3aBUCUMbI OT CYOBLEKTOB paccMaTpuBaemoro
nccnenoBaHms.

4.3. PeweHuns/3akntoderHnss MIC'OK odopmnstoTcs npotokonom 3aceganunss MITOK, koTopki nognucebiBaeTcs
npeacenatenem MIOK unu 3amectutenem npeacegarens MIOK, Bosrnaenaswum 3acegaHme MIOK, uneHamum
MIOK, npuHMMaBLLIMMKM y4acTue B pacCCMOTPEHMM.

4.4. YneH MI'OK, He cornacHbI C NPUHATLIM peLleHneM, MeeT NpaBoO B NUCbMEHHOW hOpMe U3NOXUTb
cBoe ocoboe MHeHue, KOTopoe mpunaraetcs K npoTokony 3acefanus MIOK mn sBngeTca ero HeoTbememom
4yacTblo.

4.5. MNpencepatens MIMIK:

4.5.1. OpraHusyet paboty MI'GK 1 BosrnaenseT 3aceganuna MIrOK.

4.5.2. PacnpegensieT o6si3aHHOCTU Mexay YneHamn MITOK n koopanHupyeT nx paborTy.

4.5.3. NognuceiBaeT npoTtokonsl MITOK.

4.54. KoHTponupyeT cBoeBpeMeHHoe YyBeaomreHve uneHoB MIOK o parte, mecte u noBecTke
NPeacTosLLEro 3acefaHusl.

4.5.5. MNpyvHuMaeT mMepbl MO NpegoTBpaLLEeHNo U/Mnu yperynmpoBaHnio KOHGMKTa MHTEPECOB Y YNEHOB
MI'OK, onpepensetr udneHoB MIOK, koTopble MMEIOT NpaBoO y4yacTBOBATb B ONIOCOBaHUM MO KOHKPETHOMY
nccneaoBaHuIo € y4eToM NyHkTa 4.2 HacTosiwero [NonoxeHus.

4.6. 3amecTtutennb npegcepartenst MIFOK:

4.6.1. MNo nopyyeHuto npeacenatena MIOK Bosrnaenset 3acegaHns MICOK B ero otcyTcTaue.

4.6.2. VicnonHseT nHble 06593aHHOCTK NO nopyyeHuto npeacepatens MIOK.

4.7. OTBETCTBEHHbLIN cekpeTapb MIOK:

4.7.1. OcywecTBNsAeT AOKYMeHTarnbHO-TeXHMYecKoe obecrnedeHne gestenbsHoctn MIOK.

4.7.2. WHbopmupyeT uneHoB MI3K v npurnalleHHbIX nuy, O Aate, BPEMEHW U MecTe NpoBeAeHUs
3aceganns MI'OK He nosgHee veM 3a 3 pabounx OHS A0 AaThl ero NpoBeaeHUs.

4.7.3. OcbopmnseT nosecTky 3acegaHuns MITOK.
4.7.4. Beget npoTtokon 3acegannsa MITOK.

4.7.5. HanpaBnseTr KOMMW peLUEHU/3aKkmnioYeHnin, MpPOTOKONOB, BbLIMMCOK M3 npoTokonos MIOK
3aMHTepecoBaHHbIM fMLam.

4.8. YneHbl MI'OK:
4.8.1. VimetoT npaso:
4.8.1.1. Bo3rnaensAtb pabouune rpynnbl, popmupyembie MITOK.

4.8.1.2. Npepnarate KaHOUAaTypbl NpUrnaweHHbIX Nuy, Ang yyactus B 3aceganunsax MIroK.
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4.8.1.3. YyacTtBOoBaTb B NOAroTOBKE MaTepuarnoB Mo paccMaTpuBaeMbiM BOMpPOCaM.

4.8.1.4. MNpeacraBnATb CBOK NO3ULMIO MO pe3ynbTaTaM PacCMOTPEHHbIX MaTepuaroB npu npoBeaeHuu
3acepanna MIFOK.

4.8.1.5. Bbiitn n3 coctaBa MI'OK no coBCTBEHHOMY XeMaHuH.
4.8.2. Obsi3aHbI:
4.8.2.1. IlnyHo yyacteoBaTb B pabote MI'OK n npucyTtctBoBaTh Ha 3acegaHusax MIrOK.

4.8.2.2. B cnyyae HeBO3MOXHOCTU MO YBaXWUTENbHOW MPUYMHE MPUCYTCTBOBaTb Ha 3acefaHum MIOK
3abnaroBpemMeHHO NpouHgopmmnpoBaTb 00 aTom nNpeacenatens MIOK unu samectutensa npegcenatens MITOK.

4.8.3. He BnpaBse genermposaTb CBOW NOMIHOMOYMSA OPYTMM fNnLIaM.

4.9. maBHbIN nccnegoBaTterb:

4.9.1. OcywecTtensaeTt kommyHukaumio ¢ MI'OK B cooteeTcTBUM € TpebosaHuamu COIN MITOK.

4.9.2. [lo Hayana uccrnegoBaHus nony4vaeT NMUCbMEHHOE M AaTtupoBaHHoe ofobpeHne MITOK npoTokona
nccnegoBaHns, MUCbMEHHON (OopMbl MHAPOPMUPOBAHHOIO COrflacna M ee nocnefyrwmx pegakumin, mep,
HanpaBIieHHbIX Ha MPUBIIEYEHNE K Y4acCTUIO B UCCMeAoBaHUU (Hanpumep, peknamHbix 00baBNEHui), 1 nodbix
OpYyrMx NUCbMEHHbIX MaTepuarnoB, KOTOpble npeanonaraeTcs NpefocTaBuUTh yYacTHWKaM, pasMepa U nopsaka
BbINMaT y4aCTHUKaM UCCreLOoBaHNUN.

4.9.3. lNpepocTtaBnser MI3K nocnegHo pegakumio OpoLlopbl UccnegoBatenst U ApYyryto OOCTYMHYH
MHpopmaumo o 6GesonacHoctn. Ecnm  Opowtopy uccnegosatens OOMOMHSKT B XOAE€ WCCReAOBaHUS,
npepoctasngaeT MIM3K HoByto pegakuuio GpoLuopbl nccnepoBaTens.

49.4. TpepoctaBnder MIOK akTyanbHylo Bepcuio npodeccumoHansHon ©Ouorpadum  [naBHOro
nccriegoBaTens u/unu gpyron COOTBETCTBYHOLLEN JOKYMEHTaLUN.

4.9.5. Mo 3anpocy MI'BK npepocTaBnsieT apyrve LOKYMEHTbI, kKoTopble MoryT notpebosatbca MIOK gns
BbIMNOMNMHEHUs ero 06s3aHHOCTEN.

4.9.6. B Te4yeHne uccnegoBaH1sa NpeaocTaBnseT nepnognyeckme oT4eTbl 0 Xo4e UCCneaoBaHus.
4.9.7. Nocne okoHYaHWs UccrenoBaHUS NPEeAoCTaBNsAeT UTOrOBLIN OTYET O NPOBEAEHHOM UCCMNEeA0BaHUM.
4.9.8. HesamepgnutenbHo coobuwaet B MITOK:

4.9.8.1. O6 OTKIOHEHUSIX OT NPOTOKOIa UM USMEHEHUAX MPOTOKOoNa, NpousBeneHHbIX OANnA YyCTpaHeHUA
HeHOCpeﬂCTBeHHOVI yrpoasbl CY6'beKTaM nccnenoBaHuA.

4.9.8.2. O6 U3MEHEHUsIX, YBENUUUBAIOWNX PUCK ANA CyOBbEeKTOB W/MNU CYLIECTBEHHO BAUSIOWMX Ha
npoBedeHne nccneoBaHus.

4.9.8.3. O60o Bcex HexenaTeslbHbIX peakuusix, KOTOopble SABMNSATCA OOHOBPEMEHHO CEPbE3HBIMU U
HenpeaBUAEHHbIMA.

4.9.8.4. O HOBbIX AaHHbIX, KOTOpble MOryT CBMOETENIbCTBOBATL O BO3paCTaHUMN PUCKa O5A Cy6'beKTOB mnnn
He6J'IaI'OFIpl/IFITHO NOBJINATb Ha X044 nccrneagoBaHuA.

5. 3akntouuTenbHbIe NONOXEeHUs

5.1. Ons kKOMMyHuKaumm un HanpaeneHuss B MIOK OOKyMEHTOB WCNONb3yeTCA 9SMeKTPOHHbIA ajpec:
ec@zdrav.mos.ru, obwuin TenedoH/dakc: (499) 144-00-28.

5.2. MI'OK obecneunBaeT XxpaHeHUEe [OKYMEHTOB, CBSI3@HHbIX C MNPOBEAEHVMEM WCCMEeAOBaHUA, Kak
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npaBwmo, B TeYEHNE TPEX NeT nocre 3aBepLleHns UCCNEA0BaHUSA U NPeACTaBlieHNe TakUX JOKYMEHTOB TPETbUM
nvuam c cobniogeHvem TpeboBaHuWM 3akoHodaTenbcTBa Poccuiickon depepaumm 0 NepcoHarnbHbIX OaHHbIX,
KOMMepPYECKOW, rocyaapCTBEHHOM U MHOWN OXpaHAeMON 3aKOHOM TanHe.
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