ITPABUTEJBCTBO MOCKBbI
JEINTAPTAMEHT 3IPABOOXPAHEHUSA I'OPOJJA MOCKBbI

INPUKA3
oT 25 Hosiops 2016 r. N 948

O MOCKOBCKOM I'OPOJACKOM HE3ABUCUMOM 3TUHYECKOM KOMUTETE

CHnucok U3MEHSIIONUX IOKYMEHTOB
(B pen. mpukasoB Jlemapramenra 31paBooxpaHeHus I. MOCKBBI
ot 14.09.2017 N 662, ot 26.01.2018 N 40, ot 27.12.2019 N 1143)

B cootBercTBUM ¢ @enepanbabiM 3akoHOM OT 12 anperst 2010 1. N 61-D3 "O6 obparienuu
JIEKapCTBEHHBIX cpelcTB", mpukazoM MuHuCTepcTBa 3apaBooxpaneHus Poccuiickoit denepannu
or 1 ampens 2016 roma N 200H "OO yTBep)KAEHMM MpaBUI HaIJIEKalle KIMHUYECKOMN
npaktuku", HanumonanpHbiM crangaptoM Poccuiickoit ®Pepepanmn ['OCT P 52379-2005
"Hapnexamast  kinuHu4Yeckas  npaktuka"',  XenbcuHckod — [ekmapanumedn — BcemupHoit
Meaunuackoir  Accoumanmu ot 2013 1., MeXayHapoaHbIMU T'apMOHMU3UPOBAHHBIMU
TPEXCTOPOHHUMH PEKOMEHJAIMAMH Mo Hajuiexamed kimuHudeckoil mpaktuke (ICH GCP)
MIPUKA3BIBAIO:

1. Co3nath MOCKOBCKHH TOPOACKON HE3aBUCUMBIN AdTHYECKUN KoMHuTeT (nanee - MI'OK)
Ha ©Oaze [ocymapcTBeHHOro OIO/DKETHOTO YyupexaeHuss ropona Mockeel "HayuHo-
UCCJIEIOBATENLCKUM MHCTUTYT OPraHU3allly 3/IPaBOOXPAHEHUS U MEAUIIMHCKOTO MEHEI)KMEHTA
HenapramenTta 3apaBooxpanenust ropoaa Mockss" (I'BY "HUM O3MM JI3M").
(B pen. npukasa JlemapramenTa 3mpaBooxpaneHus I. Mocksel oT 27.12.2019 N 1143)

2. VYrtBepauth [lonoxxenne MI'DOK (nanee - IlomoxkeHue) corjacHO TNPUIIOKEHHIO K
HACTOsILEMY IIPUKa3Yy.

3. Haznauutes npeacenatenem MI'OK XKypasnesy M.B., a.M.H., mpodeccopa, ri1aBHOTO
BHEIITAaTHOTO CIEHMUAINCTa KIMHMYEecKoro ¢apmakosiora JlemapramMeHTa 3ApaBOOXpaHEHUs
roposa MOCKBBI, 3aMECTHTENsl AMPEKTOpa LEHTpa KIMHUYecKoM ¢apmakoioruun Haydnoro
LIEHTPa PKCIEPTU3BI CPEICTB MEAULIMHCKOIrO NpUMeHeHuss Mun3apasa Poccun.

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

4.1. Onpenenutb coctaB MI'OK B cooTBeTCTBHU ¢ TpeOOBAaHUSAMM HACTOSILETO MPHKa3a B
cpok 10 30 nexabps 2016 T.

4.2. O6ecnieunts pabory MI'DK B cooTBeTcTBHM ¢ yTBepKIeHHbIM [lomoxenuem c 16
saaBaps 2017 .

3. Hupekropy I'ocynapcrBeHHOTO OIO/IKETHOTO YUpeKACHUA "HayuHo-
MCCJIEIOBATEILCKUNA MHCTUTYT OpraHU3alliy 3paBOOXPAHEHUS] U MEAUIIMHCKOTO MEHEI)KMEHTA
JenapramenTa 3apaBooxpanenusi ropoga Mocksbl" AkcenoBoit E.J. obecrieunts opranusanuio
paboter MI'OK, a Taxke MaTepuanbHO-TeXHUYECKOE obecrieuenue aestenbHoctn MITOK.

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

6. KoHTpoiib 3a UCIIOJIHEHHEM HACTOAIIEr0 TPUKa3a BO3JIOKUTh Ha HadaJlbHUKA
VYrnpasneHus AenaMu U KOOpJAWHALUU JAesTeNbHOCTH JlemapTamMeHTa 31paBOOXpaHEHUs] ropojaa
Mocksst Hukonosa E.JI.
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(m. 6 B pen. npukasa JlemapramenTa 3npaBooxpaneHus I. Mocksbl ot 27.12.2019 N 1143)

Munuctp IIpaBurensctBa MOCKBBI,
pykoBoauTens JlenaprameHnTa
31paBOOXpaHeHus ropoaa MoCKBBI
AN. XpunyH

[Ipunoxenue

K npuka3sy JlemaprameHnra
3paBOOXpaHeHus ropoaa MoCKBEI
oT 25 Hos10ps 2016 . N 948

MHOJIO’)KEHHUE
MOCKOBCKOI'O I'OPOJCKOI'O HE3BABUCHUMOTI'O STUYECKOI'O KOMHUTETA

Cnucok U3MEHSIIONIUX IOKYMEHTOB
(B pen. mpukasoB JlemapramenTa 31paBooxpaHeHus I. MOCKBBI
ot 14.09.2017 N 662, ot 26.01.2018 N 40, ot 27.12.2019 N 1143)

1. O01mue mo10:xKeHAS

1.1. Hacrosimee [Tonoxenue onpenensier pyHKIMOHAIBHBIE M OPTaHU3AIIMOHHBIE BOITPOCHI
JeATeTbHOCTH MOCKOBCKOTO TOPOJICKOTO HE3aBUCHMOTI'0 3THYECKoro komurera (nainee - MI'OK)
IpU IUIAHWPOBAHMM M IIPOBEJEHUM HCCIEJOBaHWM JIEKapCTBEHHBIX IIpeNapaTroB s
MEAMIIMHCKOTO MPUMEHEHHS C yYaCTHEM YEJIOBEKa B KaueCTBE CyObEKTa HCCie0BaHus (Jaee -
WCCJIEIOBAHMSI) B MEIMIMHCKUX OPraHU3alysAX TOCYJapCTBEHHOH CHCTEMBI 3/IpaBOOXPAHEHUS
roposa MoCKBHI (J1ajee - MOJBEJOMCTBEHHbIE yupexaeHus). MI'OK sBnsercss aBTOHOMHBIM,
HE3aBUCHMBIM OpPraHOM M IpHU3BaH oOecneunBaTh 3alllUTy IpaB, O€30MACHOCTh M OXpaHy
3/10pOBbsSI BCEX YYAaCTHUKOB UCCIIEI0BAaHUM.

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

1.2. B cBoeit pesarensHocTH MI'DOK pykoBoacTByeTcss cClenyHOLIIMMH HOPMaTHUBHBIMU
IIPABOBBIMH aKTaMH:

- XenbcuHckol Jlexnapanuein Bcemuproit Menununckoit Acconumanuu (nepecmorp 2013

r.);

- @enepanbHbiM 3akoHOM oT 12.04.2010 N 61-®3 "OO6 oOpamieHuH JIeKapCTBEHHBIX
cpeacTts';

- MexnyHapoAHBIMU TapMOHHU3UPOBAaHHBIMUA TPEXCTOPOHHHMH DPEKOMEHJALUAMHU 110
Haanexamed kmuHndeckoi npaktuke (ICH GCP);

- npukazoM MunucrepcTBa 31paBooxpaHeHust Poccuiickoit @enepanuu ot 01.04.2016 N
2001 "O06 yTBep>KACHUH MPaBUII HAJIeKaIIeH KIMHUYECKOW MPpakTHKU";
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- HamumonaneubiM  cranmaptom  Poccmiickoit ®emeparun 'OCT P 52379-2005
"Hannexaiast KIMHU4eCcKasi mpakThka';

- Pexomenpammsimu Komuteram 1o 3THKE, MPOBOMSIIUM 3KCHEPTU3Y OMOMEIUIIMHCKUX
ncciaenosanuii BO3;

- CrannaptasiMu Onepannonsasivu [ponenypamu (COIT) MI'OK;
- HactosmuM IlonoxeHnuem;
- UHBIMU HOPMAaTUBHO-TIPAaBOBBIMH JIOKYMEHTAMHU B chepe 31paBOOXpPaHEHUSI.

1.3. Bce uccnenoBanus, NpoBOASIIMECS B IOJBEIOMCTBEHHBIX YUPEXKIECHUSAX, MOTYT OBbITH
onobpenst MI'DK 1o Havana BKIIOYEHHS YYaCTHUKOB HCCIICAOBAHHS W TPOBOAUTHCS MOJ
Haj3opoM MI'DK Bmiote 10 HX OKOHYaHHUS (IIpY OTCYTCTBHMM B I10/IBEJOMCTBEHHBIX
YUPEXKJIEHUSAX HE3aBUCUMOI'O ITHYECKOIO0 KOMUTETA).

HpI/I OTCYTCTBHHU B NOABCAOMCTBCHHBIX YYPCKIACHUAX [[enapTaMeHTy 3APaBOOXpPAaHCHUA
ropoaa MOCKBBI HE3aBHUCHUMBIX STHYSCKHX KOMHUTETOB HCOOITYCTUMO!

- BKJIFOUEHHUE MAIMEHTOB B UCCIIE0BAaHUE J0 MOIY4YeHUs TUChbMEHHOTro ooopenus MI'OK
WM HHBIM JTUYECKUM KOMHUTETOM, CO3JaHHBIM H JICUCTBYIOIIMM B COOTBETCTBUH C
3aKoHOJaTeIbCcTBOM Poccuiickoit denepannu;

- OTKJIOHEHHE OT MPOTOKOJIa MCCIECAOBAHUS WIM €r0 M3MEHEHHUE 0e3 MpeABapUTEILHOTO
MUCBMEHHOTO OJOOpEHUs COOTBETCTBYIOIIMX momnpaBok MIDK wumum HHBIM 3THYECKUM
KOMHUTETOM, CO3JaHHBIM U JAECHCTBYIOIIUM B COOTBETCTBUHU C 3aKOHOJATEILCTBOM Poccuiickoi
Oenepaniy, KpoMe TeX ClIy4yaeB, KOrja HEOOXOAUMO YCTPaHUTh HEMOCPEACTBEHHYIO YIpo3y
CcyOBeKTaM HCCIeAOBaHUSI WM KOT/Ia M3MEHEHMsI KacaloTCs TOJBKO aJIMHUHUCTPATUBHBIX WIIU
TEXHUYECKHUX aCIIEKTOB MCCJICIOBAHMUS.

(m. 1.3 B pexn. npukaza [lenapramenTa 3apaBooxpaneHus . Mockssl oT 26.01.2018 N 40)

1.4. Opranu3zaiiioHHOE U MaTepHallbHO-TEXHUUECKoe obecnedueHue aestenbHoctd MI'OK
ocymectBisiercss ['ocynapcTBeHHBIM OOJDKETHBIM yupexaeHueM ropona Mocksbl "Haydno-
WCCJIEI0BATEIbCKANA MHCTUTYT OPTaHU3ALUN 3[PAaBOOXPAHEHUS U MEAUIIMHCKOTO MEHEIKMEHTA
JlenaprameHTa 31paBooXpaHeHus ropojga Mocksbl".

(B pexn. npuka3za Jlenapramenra 3apaBooxpaHeHus r. Mocksel ot 27.12.2019 N 1143)

2. CTpykrypa n nopsaok popmuposanusi MI'OK

2.1. B cocraB MI'OK Bxogsat npenceaarens MI'OK, 3amecturens npencenatens MI'OK,
orBeTcTBeHHBI cekperapp MIOK wu unensr MIOK. Cocras MIOK  yrBepxknaercs
npenceparenem MI'OK.

2.2. llpencenatens MI'OK HazHadaeTcs 1 OCBOOOKIAETCS OT JOJDKHOCTH JlemapTaMeHToM
3/IpaBOOXpaHeHUs ropoJa MOCKBBI.

2.3. Tlpencenarens MI'DK nomkeH uUMETh BBICIIEE MEIUIIMHCKOE OOpa3OBaHME, OIBIT
paboThI B MPAKTUIECKOW MEAUIIMHE HE MEHEE 5 JIeT, OMbBIT padOThI B KAYECTBE WICHA dTHUECKOTO
KOMHUTETa HE MeHee 2 JIeT, YUCHYI0 CTeleHb KaHIuJaTa MEIWIMHCKUX HayK WM JOKTOpa
MEIUIMHCKUX HayK.

2.4. B cocraB MI'OK BkIo4aroTcs JHIa, oONagaronye HEOOXOAUMBIM OITBITOM U
KBaTM(UKAMEW I DKCIEPTHOM OICHKM HAYYHBIX, MEIUIIMHCKUX M STHYECKUX aCIEeKTOB
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nccinenosanuii. MI'OK momkeH UMETEL B COCTaBeE:

- HE MeEHee IATH wWIeHOB (Bkiouas mnpencenarens MIOK, ero 3amecturens u
OTBETCTBEHHOTO cekperaps MI'OK);

- KaK MUHUMYM OJIHOTO YJICHa, YbH UHTEPECHI JIeKAT BHE cPepbl HAYKU;
- KaK MUHUMYM OJTHOTO YJICHa, KOTOPBIHA MPEACTABISET OOIIECTBEHHBIC OpraHU3aIliu.
TpebGoBanus k cocraBy u kBanudukanuu wieHoB MI'OK onpenensrorcs COII MI'OK.

2.5. Ynencteo B MIDOK sBusercs noOpoBonmbHbIM. Kanmumatet B uwienst MIOK
HaIpaBJIsoT 3asgBKK Ha npuHaTtue B MI'OK ¢ npunoxernnem 6uorpadun npencenareno MIOK.
[To pesynpTaram coOeceloBaHUs C TOTEHIUMAIBHBIMU KaHauaaramu mnpexacenatens MIDOK
MIPUHUMAET perieHre o BkitoueHuu B coctaB MI'OK u yrBepxkaaet coctaB MI'OK.

2.6. OcHoBanueMm s npekpaiienus yieHctsa B MI'OK sBisiercs 3asBka ot unena MI'OK,
nocne yero npenceaarens MI'OK yrBepkaaeT oOHOBIIEHHBIH crincok yieHoB MIOK.

2.7. Jlna pacCMOTpPEHHs IOKYMEHTOB O MPOBEIECHUU MCCIEAOBAHUIN B TOJIBEIOMCTBEHHBIX
yupexenusx MI'OK BrpaBe npuBiekath NpeACTaBUTENCH JAHHBIX YUPEKACHUN ISl y4acTHsl B
00CYX/ICHUU JOKYMEHTOB UCCIIEOBaHUSI.

2.8. Jlna pemenus cneuuaibHbix BorpocoB MI'DK MmokeT npuBiekaTh HE3aBUCHMBIX
JKCIEPTOB, He sBisromuxcs wieHamu MI'OK, koropeie MOryT y4dacTBOBaTh B 0OCYXKIEHUU
JIOKYMEHTOB UCCJIEIOBAHUSI, HO HE IPUHUMAIOT Y4aCTHUsI B UTOTOBOM I'OJIOCOBAHHUU.

3. ®ynknnu MI'IK

3.1. MI'OK:

3.1.1. OcymiecTBasieT KOHTPOJIb 3a COONIOJCHHEM 3THUYECKUX HOPM IpHU IPOBEIECHUU
UCCIICIOBaHMS U TIPaB YYaCTHUKOB MCCIIEJOBAHUS.

3.1.2. Ha ocHoBanuu HaydyHOW Oumorpaduu wuccienoBareiass W HHOW JTOKYMEHTallUuU
OIICHMBAET COOTBETCTBUE KBATH(UKAIIMN UCCIEAOBATENS INIAHUPYEMOMY HCCIIEIOBAHUIO.

3.1.3. B mpouecce wucciaenoBaHUs MEPUOAUYECKH PACCMATPUBACT JIOKYMEHTALMIO H
OLIEHUBAET MIPOBOJIMMOE HCCieI0BaHue (HE pexe OJTHOTO pasa B TOf).

3.1.4. Moxet norpeboBaTh OT OpraHM3aToOpa HCCIEJOBAHUS MPEJOCTABUTh YYAaCTHUKY
UCCIIIOBAaHMs  JONOJHUTENNbHbIE CBEIEHUS 00 HCCIeOBAaHUU IOMHMO HH(pOpMAaIHH,
cojiepxarnieiicss B ”HGOPMAIIMOHHOM JINCTKE TAIMeHTa, eciu, mo MEeHnio MI'OK, 310 mo3Bonwmt
MOBBICUTD CTETIEHB 3aIIUTHI IIPaB U 0€30MMaCHOCTH YYaCTHHKA UCCIIEJOBAHUSI.

3.1.5. OuenuBaer pasmep M NOPSAOK OCYIIECTBIEHUS BBIIUIAT YYACTHUKAM HCCIIEIOBaHUSA
C LIETBI0 BBISIBICHUS HEOOOCHOBAHHOW 3aMHTEPECOBAHHOCTH YYAaCTHHKOB HCCIIEIOBAHUS WU
NPUHYKJIEHUS UX K Y4acTuIo B uccieqoBanuu. Mudopmanus, kacaromascs BbIIUIAT y4aCTHUKAM
WCCJICTOBAHMsI, BKJIIOYAsi METOABI, CyMMbI U TpauK BBIILIAT, OTPpaXKaeTcsl B HHGOPMAITMOHHOM
JIUCTKE TMaIMEHTA.

3.1.6. CornacoBbIBaeT MOMPABKU B MTPOTOKOJ UCCIIETOBAHUSA.

3.1.7. Cobupaer u mnpUHUMAET K CBEIACHUIO JOMOJHHUTEIbHYIO HHhoOpMamuo 0e3



HEOOXOUMOCTH JOMOIHUTEIBHOTO 0JT00PCHHS:

3.1.7.1. Uadopmanuio mo 0e30macCHOCTH, KOT/Ia OHa HE BJICYET M3MEHEHHUS MPOTOKOJA
UCCIICIOBaHMs U MH()OPMAIIUHU, TIPEOCTABISIEMON CyOheKTaM UCCIICIOBAHMSL.

3.1.7.2. Uadopmanuio mo HW3MEHEHUSM, KaCaIOIMIMMCS TOJIbKO aJIMHUHUCTPATUBHBIX HWIIH
TEXHUYECKUX AaCIEKTOB HCCIEAOBaHUS (HalpuMep, 3aMeHa MOHUTOpA, HM3MEHEHHE HOMepa
tenedoHa).

3.1.8. U3Bemaer Bce 3aMHTEPECOBAHHBIE CTOPOHBI O CBOUX PEIICHUSIX/3aKIIOYCHHSX,
KaCaloUINXCsl HMCCIEAOBaHMSA, O TNPHYUHAX TNPHHATHS PEIICHUN/3aKII0UCHUH W O TIOpsIKe
00KaJIOBAHUSI €T0 PEIICHUI/3aKITIOYCHIH.

3.1.9. OcymectBiser nesrenbHocTh B coorBeTcTBUU ¢ COII, pa3pabarbiBaeMbIMU H
yrBepxkaaeMbiMu MI'OK, nokymeHTHpYyeT cBOIO paboTy, BEJET MPOTOKOJIBI 3aCelaHuil, a TaKkxKe
cobmogaer GCP u HOpMaTUBHBIE TPEOOBAHUS.

3.1.10. Cogepiraer uHBIC ACWCTBUS, HANPABICHHBIC HA HCIOJIHEHHE CBOMX (DYHKIHMHA U
IIOJTHOMOYHI1 B COOTBETCTBUH € 3aKOHOATENbCTBOM Poccuiickoi deneparyn.

3.2. Ilpu »sTHueckod »skcmepTuse IiIaHupyemoro wuccienoBanuss MIOK  wusyuaer
IpE/ICTaBICHHBIE JOKYMEHTBI Ui TOTO, YTOOBI OIIEHUTH PHCK M OXHIAEMYIO IIOJIB3Y IS
YYaCTHHUKOB HUCCICAOBAHUA W OMNPCACIINTD, ABJIACTCA JIN OX(HH&CMBIﬁ PpHUCK 000CHOBAHHBIM 10
CPaBHEHUIO C IOJIB30W ISl MCIBITYEMBIX, M HAaCKOJBKO BakHa MH(pOpMaIus, KoTopas Oyner
HOJTy4eHa IO pe3yibTaTaM uccienoBaHus. IIpaBa, 0€30macHOCTb M 30POBbE HCIBITYEMBIX
SIBJISIFOTCS. TIPEIMETOM TIEPBOCTETICHHON BaYKHOCTH M JOJDKHBI IIPEBAIMPOBATH HAJl HHTEPECAMHU
HayKH U 001IeCTBa.

3.3. MI'OK ¢ oco0bIM BHUMaHHMEM pacCMaTPHUBAET T€ HCCIEAO0BaHMS, B KOTOPbIE MOTYT
OBITh BKJIIOYEHBl YSA3BUMbBIE MCIIBITYEMbIE, TO €CTh JIMIA, Ybe JOOPOBOJILHOE COIJlacMe Ha
y4acTHe B UCCIIEIOBAaHUU MOXET OBITh Pe3yJbTaTOM MX Ype3MEepHON 3aMHTEPECOBAHHOCTU WU
CaHKLMI CO CTOPOHBI PYKOBOJICTBA B Cllydae OTKa3a OT y4yacTus B MccieaoBanuu. Kpome toro, k
YSI3BUMBIM HCIBITYEMBIM OTHOCSITCS JI€TH, OCTaBLIMECs Oe3 IMONedYeHUs poJuTesel, OoibHbIe
HEU3JICUNMbIMH 3a00JI€BaHUAMMU; JIMLA, COJAEpIKAIIMECS B JoMaxX IpecTapelbix; 0e3paboTHbIe U
MaJIooO€ecIeYeHHbIe; MAallMEeHThl B HEOTJOXHOM COCTOSHMM; HpPEICTaBUTENM HAlMOHAIbHBIX
MEHBIIMHCTB; 0€3/10MHbIE, OEKEHIIbI; HECOBEPIICHHOJIETHUE, a TAKXKe JIMIIA, HE CIIOCOOHBIE J1aTh
UH(POPMHUPOBAHHOE COTJIACHE.

3.4. 3agBurens Brnpase HanpaBuTh B MI'OK 10OKyMEHTHI, IpeyCMOTPEHHbBIE HACTOSALIUM
IYHKTOM.
(ab3ar BBeneH npuka3om JlemapramenTa 3npaBooxpanenus r. Mocksbl ot 14.09.2017 N 662)

MI'OK paccMaTpuBaeT ¥ MIPUHUMAET PELLIEHUE HA OCHOBAHUH CIIEIYIOIINX JTOKYMEHTOB:
- IPOTOKOJIA UCCIEAOBAHUS;

- OpOILIIOPHI HCCIIEI0BATEIS;

- UH(OPMAIIMOHHOTO JIUCTKA MallMeHTa;

- cBejieHu# 00 ombiTe paboThl HCCIe0BaTeNel M0 COOTBETCTBYIOIINUM CIEIUATBHOCTAM U
UX ONIBITE Pa0OTHI IO MPOBEACHUIO UCCIEA0BAHUN;

- CBEIECHHUM O MEOUIIMHCKHUX opraHu3anusx, B KOTOPBIX MMPCAIOJAracrcda MNpOBCACHUC
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uccienoBanusl (IMOJTHOE W COKpPAIEHHOEC HAWUMEHOBAHUS, OPraHHU3AIlMOHHO-TIpaBoBas (opma,
MECTO HaXOXJEHHUS M MECTO OCYIIECTBJICHHS IeATEIbHOCTH, TenedoH, Tenedakc, aapec
AJIEKTPOHHOM MOYTHI KaXKJ0W MEIUIIMHCKON OpraHu3aluun);

- CBC,I[GHI/Iﬁ O IpeamnojaracMbIX CpoKax INpOBEACHUA UCCIICAOBAHU A,

- Kok nO0rosopa 00513aTENIBLHOTO CTpaxoBaHUs, 3aKIIIOYCHHOI'0O B COOTBCTCTBUU C
THUIIOBBIMU IIpaBHJIaMHU 00513aTEJIbHOTO CTpaxOBaHUA, C YKa3aHHUEM HpeﬂeHBHOﬁ YHCICHHOCTHU
ManuCHTOB, YYAaCTBYIOIIHUX B UCCJIICIOBAHUU,

- I/IH(bOpMaI_[I/II/I 0 COCTaB€ JICKApCTBECHHOI'O IIpCIiapara.

st pacemotpenust MI'OK 3asBuTeneM MOryT ObITh MPEACTABICHBI IPYTHe TOKYMEHTHI U
MaTepuaibl HUCCIEIOBAHMS, B TOM 4YHCIIE MaTepUalbl, COACpXKAllUe OINHMCAHUE ACUCTBHH,
HANpaBJICHHBIX HA [PUBJICUCHHE MAIMEHTOB, 3JIOPOBBIX JOOPOBOJBIEB K YYacTHIO B
UCCIICIOBAaHUM; NHUCbMEHHBbIE MaTepuaibl, KOTOpble OyIyT NpeJoCTaBlIeHbl Yy4YacTHUKAM
UCCleIoBaHMsl; HMH(OpManMs O BbIIUIATAX M KOMIEHCALMSIX YYacCTHHKAM HCCIEIOBaHUS;
TeKyllass Bepcus Hay4yHOM Owuorpaduu wuccienoBatens M (WiId) JApyrue MaTepuallsl,
MOJITBEP K IAIOIIUE €T0 KBATU(PUKALHIO.

3.5. Tlo pe3ynpTataM paccMOTPEHUsl JOKYMEHTOB, YKa3aHHbBIX B ITYHKTE 3.4 HACTOSILETrO
[Tonoxenus, MI'OK npunumaet ogHO U3 CIEAYIONIUX PEIICHUN:

3.5.1. Beiaer 3akimoueHue 00 0100peHUH IPOBEICHUS HCCIICA0BaHNS.
3.5.2. Bpl1aeT 3aKiI04eHUE O HEBO3MOYKHOCTH 0/100pEHUS UCCIIEJOBAHMUS.

3.5.3. PexomeHayeT BHECTH HU3MEHEHHUS B NPEICTABICHHbIE TOKYMEHTHI IS Iienei
MOCJIEIYIONIEH BbIIaud 3aKII0UeHUs 00 0JJ0OpEHNHN TTPOBEICHHS HCCIICTOBAHUS.

3.5.4. OTMeHseT WIM NPUOCTAHABIMBACT PaHEEe BbIIAHHOE 3aKiIIOueHHe 00 0100peHun
IIPOBEJICHUS HCCIIE0BaHUS.

3.6. MI'DK He3saMeOIUTENHLHO B IMHCBMEHHOM BHIE COOOIIAET HMCCIEI0BATENIO,
OpraHU3aToOpPy HCCIEOBAaHUS O CBOMX PEIICHHSX, KACAOUIUXCS HMCCIEIOBAaHUSA, W TPHUYMHAX
MPUHATUS PELICHUH.

3.7. Eciu mpoTOKOJI IPeAyCMaTPUBAET HEBO3MOXKHOCTD MOJTYyYEHHUS COTJIACHsI Ha y4acTHE B
HCCIIEIOBAHUMU Yy IALIMEHTAa WM €ro 3aKOHHOIO IPEACTaBUTENS J0 MOMEHTA BKIIHOUEHUS
MalydeHTa B HCCIENOBaHWE, B TOM YHCJIE MPU HEOTIOXKHBIX cocTosiHUsAX, MIDK momken
yOemuThCs B TOM, 4YTO TPEACTABICHHBIM TPOTOKON W (WJIM) JApyras JOKyMEHTalus
COOTBETCTBYIOT AdTHYECKUM HOpMaM, a TaK)K€ WHBIM 00S3aTEebHBIM TPEOOBAHUAM ISl TAKHX
HCCJIeIOBaHUM.

4. Pernament padorst MI'OK

4.1. 3acemanua MIOK mnpoogpsrcs npeacenarenem MIOK wim mo ero mopydyeHuro
3amectuTeneM mpeaceaarens MI'DOK mo mepe HEOOXOIMMOCTH, HO HE peXe OJHOTO pas3a B
kBaptai. [Topsanok oprannsaumuu nposeneHus sacenannii MI'OK, paccMoTpeHHUs] TOKyMEHTOB U
INPUHATUSA IO HUM PELIEHUs, CPOKH PACCMOTPEHUsS JOKYMEHTOB, nocrynarmomux B MI'OK, B
4acTHu, He yperyauposanHoil HactosmuM [lonoxenneM, onpenenstorcs COII MI'OK.

3acemanuss MI'DOK Moryt mpoBOAWTHCS Kak OYHO, TaK M C HCIOJIB30BAHHEM CPEIICTB
tenekoMMmyHukauu. @opmy nposenenus 3aceganuss MI'OK onpenensier npencenarens MI'OK



B coorBeTrcTBUU ¢ COIT MI'DOK.

4.2. 3acenanne MI'OK cunTaeTcs mpaBOMOYHBIM, €CJIM HAa HEM NMPUCYTCTBYET HE MEHEE
10JI0BUHBI ero uieHoB. Pemenne MI'DOK npuHMMaeTcss OTKPBITBIM TI'OJIOCOBAHUEM IPOCTHIM
OOJBIIMHCTBOM TOJOCOB. B ciydae paBeHCTBa TOJOCOB pELIAIOUIUM SBJSIETCS TOJIOC
npejacenarenscTBytonero Ha 3aceganun MI'DK. YuacTBoBaTh B T'OJIOCOBAaHMM HMEIOT IMPABO
wienbl MI'OK, koTopbie He3aBUCUMBI OT CYyOBEKTOB pacCMaTPUBAEMOT0 UCCIEAOBAHMS.

4.3. Pemenus/3axmouenus MIDK odopmistorcs npotokoiaom 3acemanuss MIOK,
KOTOpBIM mnoamnucbiBaeTcss npenacenareniemM MI'DOK wim 3amecturtenem npeacepatens MIOK,
Bo3mIaBisaBIIMM  3acepanue MIOK, unenamu MI'OK, npuHuMaBmiuMu — yyacTHe B
PacCMOTPEHHH.

4.4. Unen MI'OK, He corjacHblii C MPUHATBIM PELIEHUEM, UMEET IPAaBO B IMUCbMEHHOMN
(bopMe U3JI0)KUTh CBOE 0CO00E MHEHHUE, KOTOPOE MpHiiaraeTcs K npotokoiy 3aceganusd MI'OK u
ABIISIETCS €r0 HEOTHEMIIEMON YaCThIO.

4.5. llpencenarens MI'OK:

4.5.1. Opranusyet paboty MI'OK u Bosrnasmsiet 3aceganus MI'OK.

4.5.2. Pacnpenenser o0s3anHOCTH Mex 1y wieHaMmu MI'OK u koopauHupyeT ux padory.
4.5.3. IlonnuceiBaet mporokosisl MI'OK.

4.5.4. Kontponupyer cBoeBpeMeHHOe yBeaomiieHue wieHoB MI'DOK o pare, mecte u
MIOBECTKE MPEACTOSIIETO 3acelaHusl.

4.5.5. TlpuHuMaeT Mepbl MO MPENOTBPAIIECHUIO W/WIU YPEryJIHpPOBAaHUIO KOH(IUKTA
uHTepecoB y wieHoB MI'OK, onpenensier unenoB MI'OK, koTopble MMEIOT IPaBO y4yacTBOBATh B
TOJIOCOBAHUU T10 KOHKPETHOMY HCCIIEI0OBAHUIO € YUeTOM ITyHKTa 4.2 HacTosAwmero Ilonoxenus.

4.6. 3amectutens npeacenarens MI'OK:

4.6.1. Tlo mopyuenuto mnpencenarenss MI'DK Bosrnasnsier 3acenanus MI'DOK B ero
OTCYTCTBHE.

4.6.2. VcnonHsieT uHble 00s13aHHOCTH 1O TIOpy4eHuto npeacenarens MI'OK.
4.7. OtBercTBeHHbIH cekperapb MI'OK:
4.7.1. OcymecTBIseT JOKYMEHTAIbHO-TEXHUUYECKOEe obecneueHue aestensHoctu MI'OK.

4.7.2. Nadopmupyer unenoB MI'DK u mpuriameHHbIX JUIl O J1aTe, BPEMEHH U MECTE
npoBeneHus 3acenanus MI'OK He mo3nHee yeM 3a 3 pabodux JHS 10 AaThI €r0 TPOBEICHHUS.

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

4.7.5. HanpaBisieT KONUU pelIeHn/3aKII04eHUH, TPOTOKOJIOB, BBIIIUCOK U3 MPOTOKOJIOB
MI'OK 3auHTEpECOBaHHBIM JIULAM.

4.8. YUnenst MI'OK:



4.8.1. NmeroT npaso:

4.8.1.1. Bosrnasnsate pabouue rpynmsl, Gopmupyembie MI'OK.

4.8.1.2. [lpeanaraTh KaHIUJATyphl NPUTIAIICHHBIX JIUIL IS ydacTus B 3acenanusix MI'OK.
4.8.1.3. YyacTBOBaTh B MOJArOTOBKE MaTEPUAJIOB [0 paCCMaTPHUBAEMbIM BOIIPOCAM.

4.8.1.4. IlpencraBisTh CBOIO MO3ULHUIO IO PE3YJIbTATaM PACCMOTPEHHBIX MAaTEPHUAIIOB IPU
npoBeneHuu 3acenanus MI'OK.

4.8.1.5. BrriiT u3 cocraBa MI'OK 110 cOOCTBEHHOMY KEJIaHUIO.
4.8.2. O0s13aHBbI:
4.8.2.1. JInuno yuactBoBath B pabote MI'OK u npucyrcrBoBats Ha 3aceganusx MI'OK.

4.8.2.2. B cimydyae HEBO3MOXXHOCTH IO YBaXHUTEIbHOH MNPHUUYMHE MPHUCYTCTBOBATh Ha
3aceqanuun MI'OK 3abnaroBpemMeHHO mpowHPOpPMHUpPOBaTH 00 3ToM mpexacenatesnss MIOK wim
3amecturens npeaceaarens MI'OK.

4.8.3. He BupaBe JeserupoBaTh CBOU [IOJIHOMOYUS IPYTUM JIMLIAM.
4.9. I'maBHBIA UCCIEO0BATEND:

4.9.1. OcymectBisier koMmyaukamuio ¢ MI'OK B coorBerctBum ¢ TpeboBanusmu COIIT
MIDK.

4.9.2. Jlo Hayama HUCCIEIOBaHMUs IOJIY4aeT NUCBMEHHOE M JaTUPOBAHHOE 0A00peHue
MI'OK mpoTokona uccienoBaHus, MHUCbMEHHONH (GOpMbl MH(OOPMUPOBAHHOIO COTjacus U ee
MOCJICAYIOIINX pCHaKHHﬁ, MCpP, HaAIIpaBJCHHBIX Ha IMPHUBJICYCHHUEC K YYAaCTUIO B HCCIICIJOBAHUU
(HampuMep, peKJIaMHBIX OOBSABICHUH), U JIOOBIX JPYTMX MHCbMEHHBIX MaTepHallOB, KOTOPbIE
npeamnojgarac€rca MnpeaAoCTaBUTh Y4YaCTHUKaM, pasMEepa W MOpsAAKa BbIIIAT YYaCTHUKaM
UCCIIEI0BAHUN.

4.9.3. IIpenocrasnser MI'OK nocnenHiow pegakiuo OpoIopsl UCCIIEN0BaTENsS U APYTYIO
JOCTYIHYI0 MHpOpMaLuio o 6e3onacHocTH. Ecinu Opourtopy uccienoBaTens JTOMOJIHAIOT B X0/1€
uccienaoBanus, npeaoctaisieT MI'OK HOBYIO penakiiuio OpoIItopbl HCCIIeI0BaTEIIs.

4.9.4. IlpenocraBnser MIDK akryanbHyio Bepcuio MpodeccuoHanbHOW Ouorpapuu
['maBHOTO HccnenoBaTeNs U/UiM APYro COOTBETCTBYIOIIEH TOKYMEHTAIUH.

4.9.5. Ilo 3anpocy MIOK mpenocraBisger Apyrue JOKYMEHTBI, KOTOpPBIE MOTYT
notpebdoBatbest MI'OK asis BeITOTHEHUS €r0 00s13aHHOCTEH.

4.9.6. B TeueHHe HCCICIOBAHUS MPEJOCTABIIICT TEPUOTUYECKAE OTYETHI O XOJe
HCCIIEIOBAHUA.

4.9.7. Tlociie OKOHYAHUS UCCIIECAOBAHUS TPEIOCTABISCT UTOTOBBIN OTYET O MPOBEICHHOM
HCCIIEIOBAHUM.

4.9.8. HezamemnurensHo coodmaer B MI'OK:

4.9.8.1. O0 OTKJIOHEHUSX OT MPOTOKOJIA WIM U3MEHEHUSIX MTPOTOKOJIA, TPOU3BEACHHBIX IS



yCTpaHEHUS HETIOCPEICTBEHHON Yrpo3bl CyObEKTaM HCCIEeIOBAHMUS.

4.9.8.2. O0 W3MEHEHUSX, YBEIMYHMBAIOIIUX PHUCK JUII CYOBEKTOB W/WIM CYIIECTBEHHO
BIIMSIONINX HA TPOBEJICHUE UCCIICIOBAHUS.

4.9.8.3. O00 Bcex HeKeIaTeIbHBIX PEAKIUAX, KOTOpPHIC SBISIIOTCS OTHOBPEMEHHO
CEPbE3HBIMU U HETIPEABUICHHBIMHU.

4.9.8.4. O HOBBIX TaHHBIX, KOTOPbIE MOT'YT CBUJETEILCTBOBATH O BO3PACTAHUU PUCKA IS
CyOBEKTOB HJIM HEOIATOMPHUSITHO TIOBIUSATEH HA XOJ UCCIICIOBAHMS.

5. 3akaounTeabHbIE MOJI0KEHUS

5.1. Jlns KoMMyHHMKanuu U HampaBieHus B MIODK 1OKyMEHTOB HCHOJB3YyeTCS
3JICKTPOHHBIN aapec: ec@zdrav.mos.ru, ooutuii Tenedon/dakc: (499) 144-00-28.

5.2. MIDK ofecrieunBaeT XpaHEHHE JOKYMEHTOB, CBS3aHHBIX C TIPOBEICHHEM
UCCIICIOBaHMs, Kak IpaBWJIO, B TEUYEHHWE TpeX JIeT IOCIe 3aBEpIICHUS MCCIENOBaHUS U
NpPEACTAaBICHUE TAaKUX JOKYMEHTOB TPETBbHM JIMIIAaM C COOJIOJCHHWEM TpeOOoBaHUI
3akoHoJarenbcTBa Poccuiickoit ®Penepaunu O NEPCOHAIbHBIX JAHHBIX, KOMMEpPUYECKOH,
roCyJapCTBEHHOM U MHOW OXPaHsAEMON 3aKOHOM TalHE.



