INPABUTEJIBCTBO MOCKBbI
JEITAPTAMEHT 3IPABOOXPAHEHHUSA I'OPOJA MOCKBbI

IMPUKA3
oT 25 Hos10ps1 2016 1. N 948

O MOCKOBCKOM I'OPOJACKOM HE3ABUCUMOM 3THYECKOM KOMUTETE

Cnucok U3MEHSIOMUX JOKYMEHTOB
(B pen. nmpuka3os JlemaprameHTa 31paBooxpaHeHus I. MOCKBBI
ot 14.09.2017 N 662, ot 26.01.2018 N 40, ot 27.12.2019 N 1143)

B cootBercTBHM ¢ DenepanbHbiM 3akoHOM OT 12 anpens 2010 r. N 61-D3 "O6 obpamieHun
JIEKapCTBEHHBIX cpelcTB", mpukazoM MunuctepcerBa 3apaBooxpanenus Poccuiickoit denepannn
ot 1 anpens 2016 roga N 2001 "O0 yTBep:kAeHUHN IPAaBUII HaJUIekKalled KITMHUYECKON IPaKTUKH ",
HaumonansubiM cranmaprom Poccuiickoir @enepauuu 'OCT P 52379-2005 "Haanexarmas
KJIMHU4YecKasl npaktuka", XenbcuHckoil Jlexnapanueit Bcemupnoit Meauunnckoi Accouuanuu
ot 2013 r., Mex1yHapOJHbIMU FapMOHU3UPOBAHHBIMH TPEXCTOPOHHUMH PEKOMEHAALMSAMU 110
Hajyiexkamen kmnanueckoi npaktuke (ICH GCP) npuka3zbiBato:

1. Co3natb MOCKOBCKUI TOPOJICKON HE3aBUCUMBIN dTHYECKH KoMuTeT (Hanee - MI'OK) Ha
06aze l'ocynmapcTBeHHOro  OIOJDKETHOrO — yupexjaeHus ropona  Mockebl  "HayuHo-
UCCJIEIOBATENILCKUNA MHCTUTYT OPTaHU3AlUU 3[[PABOOXPAHEHHS] U MEAUIIMHCKOTO MEHEKMEHTa
HenapramenTta 3apaBooxpanenus ropoaa Mockss" (I'BY "HUM O3MM [I3M").

(B pen. npukasa JlemapramenTa 3mpaBooxpaHeHus . Mocksel oT 27.12.2019 N 1143)

2. VrBepauth I[lonoxxenne MI'DOK (nanee - IlonoxkeHue) coriacHO NPUIOKEHHUIO K
HACTOSIIEMY TIPUKa3y.

3. Hasnauute npencenatenem MI'DOK XKypasney M.B., n.m.H., npodeccopa, ri1aBHOTO
BHEIITATHOTO CHEIHaluCTa KIMHUYECKoro ¢apmakonora JlemapTamMeHTa 3ApaBOOXpaHEHUs
roposa MOCKBBI, 3aMECTUTEN AMPEKTOpa LEHTpa KIMHUYeCcKoM ¢apmakoiorun Hayunoro
[EHTpa IKCIEPTU3BI CPEICTB MEIULIMHCKOTO TpuMeHeHuss Mun3apasa Poccun.

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

4.1. Onpenenutb coctaB MI'OK B cooTBeTCTBUM C TPeOOBAHUSMH HACTOSIIErO MpPUKa3a B
cpok 10 30 nexabps 2016 T.

4.2. O6ecnieunts pabory MI'DK B cooTBeTcTBMM ¢ yTBep)KIeHHbIM Ilomoxenuem c 16
auBaps 2017 1.

5. upexropy ['ocymnapcTBeHHOTO OIOKETHOTO yupexaeHus "HayuHo-uccnenoBareabCKkuit
MHCTUTYT OpTaHU3allUMd 3ApaBOOXpPAHEHHs] U MEAMIMHCKOro MeHemkMeHTa J[lemaprameHTa
3apaBooxpaneHus ropoga Mocksbl" AkcenoBoit E.W. o6ecnieunts opranuzaruio padbotst MI'OK,
a Tak)Ke MaTepHaTbHO-TeXHUYECKOe obecrieuenune aestenbHoct MITOK.

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

6. KoHTponb 3a WCIOJHEHHWEM HACTOSILEro MpHKa3a BO3JIOXKHUTh Ha HadaJbHUKA
VYrpasneHus nenamMu U KOOPAMHALUU JEATENBHOCTH JlemapTaMeHTa 34paBOOXpaHEHMs] ropoja
Mocxkssl Hukonosa E.JI.

(1. 6 B pex. npukasa [lemapramenta 3apaBooxpaHenus r. Mocksbl oT 27.12.2019 N 1143)
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Munuctp IIpaBurensctBa MOCKBBI,
pykoBoauTelns JlenmaprameHTa
31paBOOXpaHeHus ropoaa MoCKBBI
AN. XpunyH

[Ipunoxenue

K npuka3sy JlemaprameHnra
3paBOOXpaHeHus ropoaa MoCKBEI
ot 25 Hos0ps 2016 T. N 948

MHOJIO’)KEHUE
MOCKOBCKOI'O I'OPOJACKOI'O HE3ABUCHUMOTI'O OTHYECKOI'O KOMHUTETA

Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. mpukasoB JlemapramenTa 3apaBooxpaHeHus T. MOCKBBI
ot 14.09.2017 N 662, ot 26.01.2018 N 40, ot 27.12.2019 N 1143)

1. O01mue noJj1o;keHu s

1.1. Hacrosimee [Tonoxenue onpenensier QyHKIMOHAIbHBIE U OPraHU3AIIMOHHBIE BOITPOCHI
JeATeTbHOCTH MOCKOBCKOTO TOPOJICKOTO HE3aBUCHMOI'0 3THYECKoro komurera (nainee - MI'OK)
Opy IUIAHUPOBAHMM M TPOBEICHUM HWCCIEIOBaHWI JICKApCTBEHHBIX MpenaparoB Ul
MEAMIMHCKOTO MPUMEHEHUS C yUYaCTHEM YEJIOBEKa B KaueCTBE CyObEKTa MCCIe0BaHus (Jajee -
UCCIIEIOBaHMsI) B MEAMIMHCKUX OpraHU3alysiX TOCYAapCTBEHHOW CHUCTEMBI 3paBOOXpPaHEHUs
roposia MocCkBbI (J1ajee - MOJABEJOMCTBEHHbIE yupexaeHus). MI'OK sBiseTcs aBTOHOMHBIM,
HE3aBUCHMBIM OpPraHOM M MpH3BaH oOecneunBaTh 3alllUTy MpaB, O€30MaCHOCTh U OXpaHy
3/10pOBbS BCEX YYACTHUKOB HCCJIEIOBAaHUI.

MIOK sBrsieTcs HE3aBUCUMBIM 3TUYECKUM KOMHUTETOM, OOPa30BaHHBIM Ha PETHOHAIBHOM
YpOBHE.

1.2. B cBoeit pestensHocTH MI'DOK pykoBoACTByeTCs CleIyrOIIMMH HOPMaTHUBHBIMU
IIPABOBBIMH aKTaMH:

- XenbcuHckoil [lexnapanueit Bcemupnoit Menununackoit Acconuanuu (nepecmorp 2013

r.);

- @enepanbHbiM 3akoHOM oT 12.04.2010 N 61-®3 "OO6 oOpaieHuH JIeKapCTBEHHBIX
cpeacTs";

- MexnyHapoAHBIMU TapMOHU3UPOBAaHHBIMU TPEXCTOPOHHUMHU DPEKOMEHJALUSAMHU 110
Haanexamen knuHndeckoi npaktuke (ICH GCP);

- npuka3zoM MunucrepcTBa 31paBooxpaHeHust Poccuiickoit ®@enepauuu ot 01.04.2016 N
2001 "OO6 yTBepKaeHUH MPaBUI HAJIeKaIIeH KIMHUYECKOW MpakTHKU";

- HamumonaneubiM  cranmaptom Poccuiickoit  ®emeparun 'OCT P 52379-2005
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"Hannexaiast KTMHUYEeCKasi mpakThka';

- Pexomenpanmsimu Komuteram 1o 3THKE, MPOBOMISIIAM 3KCIEPTU3Y OMOMETUITUTHCKUX
ncciaenosanuii BO3;

- CrannaptasiMu Onepannonsusivu [ponenypamu (COIT) MI'OK;
- HactosmuM Ilonoxenuem;
- UHBIMU HOPMAaTUBHO-TIPAaBOBBIMH JIOKYMEHTaMHU B chepe 3ApaBOOXpaHEHUSI.

1.3. Bce uccnenoBanusi, NPOBOASIIMECS B [10JIBEAOMCTBEHHBIX YUPEKACHUAX, MOTYT ObITh
onobpenst MI'DK 1o Hayana BKIIOYEHHS YYaCTHUKOB HCCIICAOBAHHUS W TPOBOAUTHCS MOJ
Haj3opoM MI'DK Bmiote 10 UX OKOHuYaHMs (IIPM OTCYTCTBMHM B I10JIBEJOMCTBEHHBIX
YUPEXKIECHUAX HE3ABUCUMOIO ITUYECKOIO0 KOMUTETA).

HpI/I OTCYTCTBUH B NOABCAOMCTBCHHBIX YUYPCIKIACHUAX I[enapTaMeHTy 3ApaBOOXPaHCHUA
ropoaa MOCKBBI HE3aBHUCHUMBIX STHYECCKHX KOMUTETOB HCOOITYCTUMO:

- BKJIFOUEHHUE MAIMEHTOB B UCCIIEOBAHKE 0 MOJIYyYeHUs MUCbMEHHOro ofoopenus MI'OK
WM HHBIM OTUYECKUM KOMHUTETOM, CO3JaHHBIM M JICMCTBYIOUIMM B COOTBETCTBUHM C
3aKoHoJaTeIbCcTBOM Poccuiickoit denepannu;

- OTKJIOHEHHE OT MPOTOKOJIa MCCIECAOBAHUS WIM €r0 M3MEHEHHUE 0e3 MpeABapUTEILHOTO
MUCBMEHHOTO OJOOpEHUsT COOTBETCTBYHOIIUX momnpaBok MIDK wunm HWHBIM 3THYECKUM
KOMHUTETOM, CO3JaHHBbIM U JACHCTBYIOUIMM B COOTBETCTBUHU C 3aKOHOJATENLCTBOM Poccuiickoit
Oenepaliy, KpoMe TeX CIy4yaeB, KOrja HEOOXOAMMO YCTPaHUTh HEMOCPEICTBEHHYIO YIpO3y
CyObeKTaM HCCIEOBaHUS WM KOTJIa M3MEHEHMs KacaroTCs TOJBKO aJIMHUHUCTPATUBHBIX WIIU
TEXHUYECKHUX aCIIEKTOB UCCIEIOBAHMUS.

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

1.4. Opranu3zaiiioHHOE U MaTepHalibHO-TEXHUUECKoe obecnedueHue aestenbHoctd MI'OK
ocyuiectBisiercss ['ocynapcTBeHHBIM OIOJKETHBIM yupexkaeHueM ropoaa Mockssl "HayuHo-
WCCJIEI0BATEIbCKANA MHCTUTYT OPTaHU3ALMN 3IPAaBOOXPAHEHUS U MEAUIIMHCKOTO MEHEI)KMEHTA
JlenapramenTa 31paBooXpaHeHus ropojga Mocksbl".

(B pexn. npuka3za Jlenapramenra 3apaBooxpaHenus r. Mockssl ot 27.12.2019 N 1143)

2. CtpykTypa u nopsinok popmuposanuss MI'IK

2.1. B cocraB MI'OK Bxoaat npenceaarens MI'OK, 3amecturens npencenatenss MI'OK,
orBercTBeHHbIN cekperapp MIDK u unenst MIOK. Cocras MIOK yrBepxnaercs
npeacenareiaem MI'OK.

2.2. llpencenatens MI'OK HazHauaeTcs U 0CBOOOKIAETCS OT JOJDKHOCTH [lenmapTrameHTOM
3/IpaBOOXpaHeHus Topoja MOCKBEI.

2.3. Tlpencenatrens MI'DK momkeH uMeTh BBICIIEE MEIUIIMHCKOE OOpa3oBaHUE, OTIBIT
paboThI B MPAKTUIECKOW MEAHUIIMHE HE MEHEE 5 JIeT, OMBIT padOThI B KAYECTBE WICHA DTHUECKOTO
KOMHUTETa HE MeHee 2 JIeT, YYCHYI0 CTeNeHb KaHIuJaTa MEIUIIMHCKUX HAayK WJIH JIOKTOpa
MEIUIMHCKUX HAYK.

2.4. B cocraB MI'DK BkimrodaroTcs nuia, oOiamaroinige HEOOXOIUMBIM OIIBITOM U
KBaTM(UKAIMEW I DKCIEPTHOM OIEHKM HAYYHBIX, MEAUIIMHCKUX U JTHYECKUX aCIEKTOB
ucciaenosanuii. MI'9K noipkeH UMeTh B COCTaBE:
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- HE MeHee mATH wWieHOB (BkiIouas mnpencenatens MIOK, ero 3amecturens wu
OTBETCTBEHHOTO cekperapss MI'OK);

- KaK MUHUMYM OJIHOTO 4JIeHa, YbH HHTEPECHI JIeXKaT BHE c(pephl HAYKH;
- KaK MUHUMYM OJIHOTO YJI€Ha, KOTOPBIM MPEACTABISET OOIIECTBEHHBIC OpraHU3alNu.
TpebGoBanus k cocraBy u kBanudukanuu wieHoB MI'OK omnpenensrorcs COII MI'OK.

2.5. Ynencto B MI'OK sBrnsiercs nodpoBonbHbiM. Kanaunats: B wiens MI'OK HampaBnsioT
3asiBkM Ha mpuHsAtne B MIOK ¢ mpunoxenuem Owmorpadum mpeacenarento MI'DK. Ilo
pe3ylbTrataM coOecelloBaHUS C MOTCHIMAIBHBIMH KaHAugaTamu mpexacenarens MIOK
MIPUHUMAET perieHre o BkitoueHuu B coctaB MI'OK u yrBepxkaaet coctaB MI'OK.

2.6. OcHoBanueMm s npekpaiienus wiencrsa B MI'OK siBnsiercs 3asiBka ot wiena MI'OK,
nociie yero npeacenarenb MI'OK yTBepkaaeT 0OHOBICHHBIH criucok dyieHoB MIOK.

2.7. Jlna pacCMOTpPEHHs IOKYMEHTOB O MPOBEJCHUU UCCIIEIOBAHUI B MOJBEIOMCTBEHHBIX
yupexaenusx MI'OK BmpaBe npuBiekars NpeAcTaBUTENCH JaHHBIX YUPEKACHUM TS y4acTHs B
00CYXICHUU JOKYMEHTOB UCCIICIOBAHUSI.

2.8. Jlna pemenus cneuunaibHbix BorpocoB MI'DK MokeT npuBiekaTh HE3aBUCHMBIX
OKCHEpPTOB, HE sBIsromuXcsa wieHamu MIDK, koTopble MOryT y4acTBOBaThb B OOCYXKICHUU
JIOKYMEHTOB UCCJIEI0BAHMS, HO HE IPUHUMAIOT Y4aCTHsI B UTOTOBOM T'OJIOCOBAHMH.

3. ®ynkunu MI'IK

3.1. MI'OK:

3.1.1. OcymiecTBiasieT KOHTPOJIb 3a COOJIOACHUEM JTHUYECKUX HOPM IIPU IPOBEIECHUU
UCCIICIOBaHMS U TIPaB YYaCTHUKOB MCCIIEIOBAHUS.

3.1.2. Ha ocHoBanuu Hay4HOW Ouorpaduu wucciemoBareiass U HHOW JTOKYMEHTaIlUH
OIICHMBAET COOTBETCTBUE KBATU(UKAIIMN UCCIIEAOBATENS MNIAHUPYEMOMY UCCIIEIOBAHUIO.

3.1.3. B mnpouecce wucciaeoBaHUsS MNEPUOANYECKH pPACCMATPUBACT JIOKYMEHTALMIO H
OLIEHUBAET MIPOBOJIMMOE HCCIeI0BaHNE (HE pexke OHOro pas3a B rof).

3.1.4. Moxet mnotpeboBaTh OT OpPraHM3aToOpa HCCIEIOBAaHUS MPEIOCTABUTH YYaCTHUKY
UCCIICIOBAaHMs  JONOJHUTENbHbIE CBEIEHUS 00 HCCIeOBaHUM IOMHMO HH(pOpMAaIHH,
cojiepxarieiicss B ”HGOPMAIIMOHHOM JIUCTKE TAIMeHTa, eciu, o MHeHnt0 MI'OK, 310 mo3BoauT
MOBBICUTD CTETIEHB 3aIIUTHI IPaB U 0€30MaCHOCTH Y4aCTHUKA MCCIIEJOBAHUS.

3.1.5. OueHuBaeT pa3mep U MOPSI0K OCYIIECTBICHHS BBIIUIAT yYaCTHUKAM UCCIIEIOBAHMUS C
[ENbI0 BBISBICHUS HEOOOCHOBAHHOW 3aWHTEPECOBAHHOCTH YYACTHUKOB HCCIEIOBAHUS WU
MPUHYKJICHUS UX K YIaCTHIO B HccienoBanun. MHpopmalus, Kacaromasics BhIIIaT y4aCTHUKAM
WCCJICTOBAHMsI, BKJIIOYAsi METObI, CYMMbI U TpadUK BBIILIAT, OTpaXKaeTcs B WH(GOPMAIMOHHOM
JUCTKE TMMaIMEHTA.

3.1.6. CornacoBbIBaeT MOMPABKU B TPOTOKOJ UCCIIETOBAHUSA.

3.1.7. CobOupaer W mnpUHUMAET K CBEIACHHUIO JIOMOJHHUTEIbHYI0 HHGOpMamuo 0e3
HEOOXOJUMOCTH JOTMOIHUTEIBHOTO 0JT00pPEHHS:



3.1.7.1. Uadopmanuio mo 0e30MacHOCTH, KOT/JIa OHa HE BJEYET M3MEHEHHUS MPOTOKOJA
HUCCIICO0BaHUA U I/IH(bOpMaI_[I/II/I, HpeHOCTaBHHCMOﬁ Cy6’beKTaM HUCCIICO0OBaHUA.

3.1.7.2. Uadopmanuio 1Mo HW3MEHEHUSM, KaCaIOIIMMCS TOJIbKO aJIMHUHUCTPATUBHBIX HIIH
TEXHUYECKUX AaCIEKTOB HCCIEAOBaHUS (HalpuMep, 3aMeHa MOHUTOpPA, M3MEHEHHE HOMEpa
tenedoHa).

3.1.8. U3Bemaer Bce 3aMHTEPECOBAHHBIE CTOPOHBI O CBOUX PEIICHUSIX/3aKIIOYCHHSX,
KaCaloUINXCs HMCCIEAOBaHMSA, O TNPHYMHAX TNPUHATHS DEIICHUI/3aKII0OUCHUH W O TOpPSIKe
00KaJIOBAHUSI €TO PEIICHUI/3aKITIOYCHHH.

3.1.9. OcymectBuser nesrenbHocTh B coorBeTcTBUU ¢ COII, pa3pabarbiBaeMbIMH U
yrBepxkaaeMbiMi MI'OK, nokymeHTHpyeT CBOIO paboTy, BEAET MPOTOKOJIBI 3aCeIaHuil, a TaKkxKe
cobmomaer GCP 1 HopMaTUBHBIC TPEOOBAHUS.

3.1.10. CoBepiaer uHBIC ACWCTBUS, HANpaBICHHBIC HAa HCIOJHEHHE CBOMX (DYHKIHMHA U
IIOJTHOMOYHI1 B COOTBETCTBUH € 3aKOHOATENbCTBOM Poccuiickoi deneparum.

3.2. Ilpu »sTHueckoll »skcnepTu3e IIaHupyemoro wucciaegopanus MIDK  wusyuaer
IpE/ICTaBICHHBIE JOKYMEHTBI JUISi TOTO, YTOOBI OLIEHUTH PHCK M OXHIAEMYIO IIOJIb3Yy IS
YYaCTHHUKOB HUCCIICAOBAHUA U OINPCACIINTDL, ABJIACTCA JIN O)KHﬂaCMLIﬁ PHUCK 000CHOBAHHBIM II0
CPaBHEHUIO C IOJB30W JJISl MCHBITYEMBIX, M HAaCKOJBKO BakHa HMH(pOpMaIus, Kotopas Oyner
HOoJTydeHa IO pe3yibTaTaM uccienoBaHus. [IpaBa, 0€30macHOCTb M 3/I0POBBE HCIIBITYEMBIX
SIBJISIFOTCS TIPEIMETOM TIEPBOCTETICHHON BaYKHOCTH M JOJDKHBI ITPEBANIMPOBATh HaJl HHTEPEcaMu
HAyKH 1 0011eCTBa.

3.3. MI'OK ¢ 0coObIM BHUMaHHEM paccMaTpUBAET T€ UCCIIEI0BAHUS, B KOTOPbIE MOTYT OBITh
BKJIIOYCHBI YA3BUMBIC UCHBITYEMbIC, TO C€CTh JIMIA, YbC IIO6pOBOJH>HOC corjraCuc Ha y4aCcTuc B
UCCJIEJOBAaHUN MOXKET OBITh PE3yJIbTATOM UX YPE3MEPHOH 3aMHTEPECOBAHHOCTH WM CAHKLUH CO
CTOPOHBI PYKOBOJICTBA B CIy4yae OTKa3a OT y4acTus B UccienoBaHuu. Kpome Toro, K yss3BUMBIM
UCTIBITYEMBIM OTHOCSITCS JI€TH, OCTaBILIHECs O0€3 MoneueHus poauTeneil, 60IbHbIe HEN3IEUUMBbIMU
3a00JIeBaHUAMM;  JIMIIA, COJZEpXKaliuMecs B JoMax  Ipecrapenblx; 0e3paboTHble U
MaJIooOecIeYeHHbIe; MAallMEeHThl B HEOTJOXHOM COCTOSHMM; HpPEICTaBUTENM HAlMOHAIbHBIX
MEHBIIUHCTB; 0€3/JOMHBIE, OKEHIIbI; HECOBEPIIICHHOJIETHHE, a TAKXKE JINIA, HE CIIOCOOHBIE 1aTh
UH(POPMHUPOBAHHOE COTJIACHE.

3.4. 3agBurens Brnpase HanpaBuTh B MI'OK nOoKyMeHTHI, IpelyCMOTPEHHbBIE HACTOSALIUM
MYHKTOM.
(ab3ar BBeneH npuka3om JlemapramenTa 3npaBooxpanenus r. Mocksbl ot 14.09.2017 N 662)

MI'OK paccMaTpuBaeT ¥ MIPUHUMAET PELIEHUE HA OCHOBAHUU CJIEAYIOIINX JTIOKYMEHTOB:
- IPOTOKOJIA UCCIIEAOBAHUS;

- OpOILIIOPHI HCCIIEI0BATEIS;

- UH(OPMAIIMOHHOTO JIUCTKA MallMeHTa;

- cBejIeHu# 00 ombiTe paboThl HCCiIeoBaTeNe 0 COOTBETCTBYIOIIUM CIIEUATBHOCTSAM U
UX ONBITE Pa0OTHI O MIPOBEACHUIO UCCIEA0OBAHUM;

- CBEICHMM O MEAMIMHCKMX OpraHM3alMsX, B KOTOPBIX IPEANOIAaracTcsl MpPOBEIECHUE
UCClieIoBaHMs (IIOJTHOE M COKpAllleHHOE HAMMEHOBAHUsS, OPraHU3alMOHHO-IIPaBoBas (opma,
MECTO HAaxXOXJIEHUS M MECTO OCYLIECTBICHHs JeATeIbHOCTH, TesedoH, Tenedakc, aapec
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3JICKTPOHHOM MOYTHI KOKIOH MEAUITUHCKONW OpTraHU3aIlkH ),
- CBEJICHUH O MpeAnojaraéMbIX CpoKax MPOBEACHUS UCCIICI0BAHMUS;

- KOIIMK A0roBopa 00513aTEJIbHOTO CTpaxOoBaHUs, 3aKJIIOYCHHOI'O B COOTBCTCTBHH C
TUIIOBBIMHU IIpaBUJIaMHU 00513aTENIHLHOTO CTpaxoBaHUd, C YKa3aHUCM HpQI[CHBHOﬁ YHUCJICHHOCTH
IMManUEHTOB, YYaCTBYIOIINX B UCCICIOBAHUH

- “HpOpPMAIIMU O COCTaBE JICKAPCTBEHHOT'O Iperapara.

st pacemotpenust MI'OK 3asiBuTeneM MOTYT OBITh MPEACTABICHBI IPYTHE TOKYMEHTHI U
Marepuaibl HCCIEJAOBAHUS, B TOM YHCIE MaTepHallbl, COJIEp)KAlllUe€ OIMUCAHUE JIEUCTBUM,
HAIPaBJIEHHBIX HA IMIPUBJICYCHHE TMAlIUEHTOB, 3J0POBBIX JIOOPOBOJBIEB K YYacTUIO B
WCCJICIOBAaHNH, THCHMEHHBIC MaTepHallbl, KOTOpble OyayT TPEJOCTaBICHBl YyYaCTHUKAM
UCClIeIoBaHMsl; UH(OopMalKs 0 BbIIUIATAX U KOMIICHCALUSIX YYACTHUKAM HUCCIIeI0OBaHUS; TEKYIas
BepcHsl HayqHOU Ouorpadum uccienoBatTens u (UIM) Ipyrue MaTeprualibl, MOATBEPKIAAOIINE €T
KBaTH(PUKALIHIO.

3.5. Tlo pe3ynbTraramMm pacCMOTPEHUsI JOKYMEHTOB, YKA3aHHBIX B IyHKTE 3.4 HACTOSIIETO
[Tonoxxenus, MI'OK npuHuMaeT 0HO U3 CIEIYIOMINX PEIICHUI:

3.5.1. Beinaer 3axiroueHue o0 0100peHUH MPOBEICHUS UCCIIEOBAHUS.
3.5.2. BeiiaeT 3akiroueHre 0 HEBO3MOXHOCTH 0I00PECHUST UCCIICIOBAHMSI.

3.5.3. PexomeHIyeT BHECTM HU3MEHEHUS B IPEICTABICHHbIE JOKYMEHTBHI JUIsl LieJeil
Hocieayoel BbIaun 3aKkiII0ueHus 00 0J00peHUH TPOBEACHUS UCCIIeI0BaHMUS.

3.5.4. OT™MeHseT WIM TPUOCTAHABIIMBACT paHEe BBIJAHHOE 3aKIOUeHHE 00 0100peHun
NIPOBE/ICHUS HCCIICIOBAHUSI.

3.6. MI'DK mHe3amMemIuTEIbHO B IIMCbBMEHHOM BHJE COOOIAET HCCIEOOBATEIIO,
OpraHU3aTopy MCCIENOBaHUS O CBOMX PEIICHMSX, KACAIOIIMXCS MCCIEIOBaHUSA, U NPUUYUHAX
IIPUHSATUS PELICHU.

3.7. Ecau mpoToKoa npeaycMaTpruBaeT HEBO3MOKHOCTD TIOJYyUEHHS COIVIACUS HA yYacTHE B
WCCJIEIOBAHNM Y ITALIMEHTA WK €TI0 3aKOHHOT'O MPEACTAaBUTENS 10 MOMEHTA BKIIFOUECHHSI TAIMEHTa
B HCCJIEZIOBAHNUE, B TOM YHCJIE MPU HEOTIOXKHBIX cocTosHUAX, MI'OK nomkeH yoeauTscs B TOM,
YTO MpPEICTaBICHHbIA MPOTOKOA M (WMJM) Apyras JTOKyMEHTallUs COOTBETCTBYIOT 3THUYECKUM
HOpMaM, a TaKXKe UHBIM 0053aTeIbHBIM TPEOOBAaHUAM JUISl TAKUX UCCIIEOBAHUIMA.

4. Pernament padorsr MI'9K

4.1. 3acemanua MI'OK mnposogpsarcs npeacenarenem MIDOK wim mo ero mopyuyeHuro
3amectuteneM mpeacemarens MI'DOK mo mepe HE0OXOaWMOCTH, HO HE peXe OJHOTO pa3a B
kBaptai. [Topsanok oprannszauun nposeneHus 3acenanuii MI'OK, paccMoTpeHus! TOKyMEHTOB U
MIPUHSATHUSA 10 HUM PELICHHs], CPOKH PACCMOTPEHHUs TOKYMEHTOB, noctynaromux B MI'OK, B yacty,
He yperynupoBaHHoi HactosmuMm [lonoxenuem, onpenenstores COII MI'OK.

3acenannss MI'DOK MOryT mpoBOIUTHCS Kak OYHO, TaK W C HCIOJIb30BAHUEM CPEJCTB
tenekoMMmyHukauu. ®opmy nposenenus 3acenanust MI'OK onpenensier npencenarens MI'OK B
cootBercTBuu ¢ COIl MI'OK.

4.2. 3acenanue MI'DK cumTaercs mpaBOMOUYHBIM, €C/IM HA HEM MPUCYTCTBYET HE MEHEe



MOoJOBUHBI €ro wieHoB. Pemenne MI'DK mpuHuHMaeTcss OTKpPBITBIM TOJIOCOBAaHUEM MPOCTHIM
OONBIIMHCTBOM TOJOCOB. B ciydae paBeHCTBa TOJOCOB pEIIAIONIAM SBISETCS TOJOC
npeacenaTenbCeTBytomero Ha 3aceqann MI'OK. YyacTBoBaTh B TOJOCOBAaHMM HMMEIOT IPABO
yneHsl MI'OK, KoTOpbIe HE3aBUCHMBI OT CyOBEKTOB PACCMATPHUBAEMOT0 HCCIIEIOBAHUSI.

4.3. Pemenus/3axmouenus MI'OK opopmitsaroTcs nmpoTtokosiom 3aceaanust MI DK, koTopsrit
noanuceiBaerca  npexncenarenem  MIOK  unm 3amecturenem  npexacenarens  MIOK,
BO3IaBsABIINUM 3acenanre MI'OK, unenamu MI'OK, npyHuMaBIImMu y4actTue B paCCMOTPEHHH.

4.4. Unen MI'OK, He corjacHblii C NPUHATBIM PELICHUEM, UMEET MPAaBO B MHCbMEHHOMN
(bopMe U3II0)KUTh CBOE 0c000€ MHEHHUE, KOTOPOE MpHilaraercst K npotokoiy 3aceganus MI'OK u
ABJIIETCS €70 HEOTHEMIIEMOI YaCThIO.

4.5. llpencenarens MI'OK:

4.5.1. Opranusyet pabotry MI'OK u Bo3rnasmusiet 3acenanus MIDOK.

4.5.2. Pacnpenenser obg3aHHoCcTH Mexay wieHaMu MI'OK u koopaunHupyer ux padory.

4.5.3. IlonnuceiBaet nmporokosisl MI'OK.

4.5.4. Kontponupyer cBoeBpeMeHHOe yBeaomiieHne wieHoB MI'DOK o pare, mecte u
MOBECTKE MPEACTOSIIETO 3ace1aHusl.

4.5.5. TlpuHuMaer Mepbl MO MNPEAOTBPAIICHUIO H/MIM YPErYJIMPOBAHUIO KOH(IUKTA
uHTepecoB y uieHoB MI'OK, onpenensier unenoB MI'OK, koTopble MMEIOT IPaBO y4acTBOBATh B
rOJIOCOBAHUU I10 KOHKPETHOMY MCCIIEIOBAHUIO ¢ yueToM ITyHKTa 4.2 HacTtoswero Ilonoxenus.

4.6. 3amectutens npeacenarens MI'OK:

4.6.1. Tlo mopyuenuto mnpencenarenss MI'DK Bosrnasusier 3acemanus MIDK B ero
OTCYTCTBHE.

4.6.2. VcnonHsieT uHbIe 00s13aHHOCTH 0 opy4eHuto npeacenarens MI'OK.
4.7. OtBercTBeHHbIH cekperapb MI'OK:
4.7.1. OcyiecTBiseT JOKyMEHTaIbHO-TeXHUYeckoe obecrieuenue nestensnocta MI'OK.

4.7.2. Nudopmupyer unenoB MI'DK u mpuriameHHbIX JUIl O JlaTe, BPEMEHH U MECTE
npoBeneHus 3acenanus MI'OK He mo3nHee yeM 3a 3 pabouyux JHS 10 JAaThI €r0 MPOBEICHUSI.

4.7.3. Odpopmisier moBecTKy 3acenanust MI'OK.
4.7.4. Benet npotokoun 3acenanust MI'OK.

4.7.5. HanpaBisieT KONUU pelIeHU/3aKII0UeHNH, TPOTOKOJIOB, BBHIITUCOK U3 MPOTOKOJIOB
MI'OK 3auHTEpECOBaHHBIM JIULAM.

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

4.8.1.1. Bo3rnasnsts paboune rpynimsl, popmupyembsie MI'OK.



4.8.1.2. IIpenyiarath KaHAUAATYPHI TPUTIIALICHHBIX JIUIL 7151 y4acTus B 3acenanusx MI'OK.
4.8.1.3. YyacTBOBaTh B IOArOTOBKE MaTEPUAJIOB 110 PACCMaTPUBAEMBIM BOIIPOCAM.

4.8.1.4. IlpeacTtaBiaarh CBOIO MO3ULHIO MO PE3YJIbTaTaM PAaCCMOTPEHHBIX MaTEpUaIoB MPHU
nposenaeHuu 3acenanus MI'OK.

4.8.1.5. Boiiitu u3 coctaBa MI'OK 1o coOCTBEHHOMY KETaHUIO.
4.8.2. O0s13aHbI:
4.8.2.1. JInano ydactBoBath B pabote MI'OK u npucyrcrBoBarh Ha 3aceganusx MIOK.

4.8.2.2. B ciydyae HEBO3MOXHOCTU IO YBAXKUTEJIBbHOM IPUYMHE INPUCYTCTBOBATh Ha
3acenannn MI'OK 3abnaroBpemenno mpouHdopmupoBats 00 3ToM mnpeacenarens MI'OK wunu
3amectuTens npeacenaresnss MIOK.

4.8.3. He BnpaBe JenerupoBaTh CBOU MOJHOMOYUS APYTUM JIULIAM.
4.9. I'maBHBIA UCCIEN0BATEND:

4.9.1. OcymecrtBnser kommyHukanuio ¢ MI'OK B coorBerctBun ¢ TpeGoBanusamu COII
MIDK.

4.9.2. Jlo Hayana vccie10BaHus MOdy4YaeT MMCbMEHHOE U JaThupoBaHHoe ogo0perne MI'OK
MPOTOKOJIA HWCCJICIOBAHMSI, IMMHCHMEHHOW (OpMbI HH(MOPMHUPOBAHHOTO COTJIACUS U €€
MOCNEAYIOIUX PEAAKIii, Mep, HAlPaBICHHBIX Ha MPHUBJICYEHHE K YYaCTUIO B HCCIEIOBaHUU
(HarpuMmep, PEKIAMHBIX OOBSBIICHUHN), U JIOOBIX JAPYTrUX NMHUCbMEHHBIX MaTEpUajoB, KOTOpHIE
MpelroiaraeTcd MpPeJoCTaBUTh YYaCTHUKAM, pa3Mepa M IMOpsJIKa BBIIUIAT YYaCTHUKAM
HCCJICTOBAaHUM.

4.9.3. Ilpenocrapnser MI'OK nocieqHion pelakiiuo OpoLIOpbl HCCIEI0BATENS U JPYTYIO
JIOCTYIHYI0 nH(popmaruio o 6e3onacHoctu. Ecinu Opomrtopy uccienoBaTess TOMOJHSIOT B XO/1€
uccnenoBanus, npegoctasisier MI'OK HOByI0 pefakiinio OpOLIOpbI HCCIIE0BATENS.

4.9.4. TlpenocraBnsier MI'DK akTyanbHyro Bepcuio mpodeccuoHanbHON Ounorpaduu
['maBHOrO HccaenoBaTeNs /Wi APYrol COOTBETCTBYIONIECH TOKYMEHTALUH.

4.9.5. Ilo 3anpocy MIOK mpenocraBiser Jpyrue JOKYMEHTBI, KOTOpPbIE MOTYT
notpeboBarscst MI'OK 15151 BBIOIHEHUS €10 00s13aHHOCTEH.

4.9.6. B TedyeHwe wuccaeAOBaHUS TMPEIOCTABISET TMEPUOJAMUYECKHE OTYEThI O XOJe
HCCJICTOBAHMSI.

4.9.7. Tlocrne OKOHYAHUS MCCIEIOBAHUS MPEIOCTABISIET UTOTOBBIN OTYET O MPOBEACHHOM
HACCIIEIOBAHUU.

4.9.8. HezamemmurensHo coodmaer B MI'OK:

4.9.8.1. O0 OTKJIOHEHUSX OT MPOTOKOJIA WIIM U3MEHEHUSX MPOTOKOJIA, MPOU3BEACHHBIX JITIS
YCTpaHEHUs] HETIOCPEICTBEHHOM YIPO3bl CyObEeKTaM HCCIICIOBAHHUS.

4.9.8.2. O06 W3MEHEHHUsX, YBEIUYHMBAIOIIUX PUCK Ui CYOBEKTOB W/WIM CYIIECTBEHHO
BIIUSIIOLINX Ha MPOBEACHHUE UCCIIEIOBAHMUSL.



4.9.8.3. OO0 Bcex HEXeIaTeIbHBIX PEAKIUAX, KOTOPHIE SBISIOTCS OTHOBPEMEHHO
CCPBC3HBIMU U HCIIPCABUICHHBIMU.

4.9.8.4. O HOBBIX JAaHHBIX, KOTOPBIE MOI'YT CBUACTCIILCTBOBATE O BO3pAaCTaHUU pUCKa IJIA
Cy6’beKTOB Ui H66HaFOHpI/I$ITHO TIOBJIMATH Ha X0 UCCIICIOBAaHUA.

5. 3akaounTeNabHbIE MOJI0KEHUS

5.1. Jlng koMMyHUKauu 1 HanpasiieHus B MI'OK 10KyMeHTOB MCIIOJIB3YETCSI 3JIEKTPOHHBII
aapec: ec@zdrav.mos.ru, oot Tenedon/dakc: (499) 144-00-28.

52. MIDK ofecreunBaeT XpaHEHHE JOKYMEHTOB, CBS3aHHBIX C IPOBEICHHEM
WCCJICIOBaHMS, KaK IPaBWJIO, B TEUCHHE TpeX JIET IIOCIC 3aBEPIICHUs] HCCICIOBAHUSA U
NPEJICTAaBICHHE TaKUX JIOKYMEHTOB TPETbHM JHIAM ¢ CcOONIoJeHreM TpeOOBaHUU
3akoHoJaTenbcTBa Poccuiickoit denepaniii 0 MNEPCOHAIBHBIX JAHHBIX, KOMMEPYECKOM,
rOCyIapCTBEHHOW U MHOW OXPaHAEMOM 3aKOHOM TalHE.



