[Tpuka3 [lemapramenTa 3apaBooxpaneHus I. MockBsl oT 25 Hosi0pst 2016 . N 948
"O MOCKOBCKOM rOpOJICKOM HE3aBUCUMOM 3THUYECKOM KOMUTETE"

B coorBerctBun ¢ ®enepanbhpiM 3akoHoM oT 12 ampenst 2010r. N 61-03 "O6 obpameHun
JIEKapCTBEHHBIX CPEICTB", IMpuKa3oM MuHucrepcTBa 3apaBooxpaHeHus Poccuiickoil dPenepauuu ot
01 ampenst 2016 roma N 200m "OO yTBepkJeHMM TpaBWJI HaJIeKaUled KIMHUYECKOH TNpaKkTHKH',
HarmmonansueiM crangaptom Poccuiickoii @enepammu 'OCT P 52379-2005 "Hampexamiast KiinHU4ecKast
npakTuka”, XenbcuHckod Jlekmapanuedr Bceemmpnoit Memunuuckoit  Accomumarm ot 2013 T,
MexayHapoJAHBIMA TapMOHM3HPOBAHHBIMU  TPEXCTOPOHHMMHU PEKOMEHJALMSAMH TI0  HaJJIeKallen
kinHuaeckoi npakrtuke (ICH GCP) nprkasbiBaro:

1. Co3nath MOCKOBCKHUI TOPOJICKOM HE3aBUCUMBIN dTHUECKUi komuTeT (nanee - MI'OK) Ha Gaze
['ocynapcTBeHHOTO OFOKETHOTO yupekIeHus ropoaa Mocksel "Hay4dHO-ucClieqoBaTeIbCKUA UHCTUTYT
OpraHu3aliy 3/IpaBOOXPAaHEHUS U MEAULIMHCKOTO MEHEDKMEHTa JlenapTaMenTa 3jpaBoOOXpaHeHus Topoia
Mocksst" (I'BY "HUU O3MM /I3M").

2. Yreepauth [lonoxenne MI'OK (nmanee - IosoxkeHne) COrJIaCHO MPUIOKECHUIO K HACTOSIIEMY
IpUKa3zy.

3. Hasnmauuts mnpeacemareniem MIOK IKypaBiaesy M.B., n.M.H.,, mpodeccopa, TIJIaBHOTO
BHEIITATHOTO CIIEIUAUCTa KIMHUYECKOro (apmakosiora JlemaprameHTa 3ApaBOOXpaHEHHUs TOpoja
MoOCKBBI, 3aMeCTHTENs AUPEKTOpa LEHTpa KIMHWYecKoH (apmakonorun HaydHoro neHrpa sKCHepTH3bI
CpeACTB MEIUIIMHCKOTI0 puMeHeHust Mun3apasa Poccuu.

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

4.1. Onpenenutb coctaB MI'OK B cooTBeTCTBUM ¢ TpeOOBAHUSAMHU HACTOSILETO MPHKa3a B CPOK JI0
30 nexabps 2016 r.

4.2. OGecnieunts padbotry MIDK B coorBercTBuM C yTBepxaAeHHbIM [lomoxxeHnem ¢ 16 sHBaps
2017 r.

5. Jupekropy I'ocynapcTBeHHOro OromKeTHOro yupexaeHus ''HaydHo-uccienoBaTelbCKui
MHCTUTYT  OpraHM3allid  3/pPaBOOXPAHEHUS W  MEIUIMHCKOIO  MEHeKMeHTa  JlemaprameHTa
3npaBooxpaHeHus ropoaa Mockbel" AkcenoBoii E.J. obecnieunts opranuzanuio padbotsl MI'OK, a Takxe
MaTepHalbHO-TEXHHUECKoe o0ecneuenue aesrenpnoctu MI'OK.

6. KoHTponb 3a MCIIOJHEHHEM HACTOSILEro NpHKa3a BO3JIOKHUTh HAa HavaJbHUKA YIpPaBICHUS
JielaMH ¥ KOOpAMHAIMM JeaTelbHOCTH JlenapTamenTa 3paBooxpaHeHus ropoaa Mockssl Hukonosa E.JI.

Munuctp IIpaBurensctBa MOCKBBI, AN. XpunyH
pykoBoaurens [lenapramenra
3paBoOXpaHeHus ropoga MockBbl



MpunoxeHune

K npukasy [lenaptameHTa
3apaBooxpaHeHusi r. MocKBbI
oT 25 HosAopA 2016 r. N 948

IHonoxenune
MoOCKOBCKOI'0 rOpPOACKOr0 He3aBUCUMOI'0 I THYECKOI0 KOMHUTETA

1. O0mue mooKeHus

1.1. Hacrosimmee Ilonoxenue ompenenseT (yHKIMOHAJIbHBIE M OPraHU3allMOHHBIE BOIPOCHI
AEATeILHOCTH MOCKOBCKOTO TOPOACKOTO HE3aBHCUMOI0 3THYecKoro komutera (manee - MI'OK) npum
IUIAHUPOBAaHUM ¥ TPOBEACHUU UCCIEIOBAHMN JIEKAPCTBEHHBIX IMPENapaToB s MEAMLIUHCKOTO
NPUMEHEHHsI C y4YacTHEM 4YelIOBEKa B KadyecTBe CyObeKTa HWCCie[oBaHHs (Iajee - WMCCICHAOBaHMA) B
MEIUIIMHCKUX OPraHU3alMsiX T'OCYAapCTBEHHOW CHUCTEMBI 3/IpaBOOXpaHEHHs ropona MockBbl (maiee -
NOJIBEIOMCTBEHHbIE yupexaeHus). MI'OK sBisiercsi aBTOHOMHBIM, HE3aBHCUMBIM OPraHOM M IPU3BaH
o0ecreynBaTh 3aUIUTY MpaB, 0€30MACHOCTh U OXPaHY 3/10POBbS BCEX YYACTHHUKOB HUCCIICIOBAHHI.

MI'OK siBnsieTcs He3aBUCUMBIM 3THYECKUM KOMUTETOM, 00pa30BaHHBIM Ha PETHOHAIBHOM YPOBHE.

1.2. B cBoeit nestensHOCTH MI'OK pyKOBOJICTBYETCS CIEAYIOIIMMH HOPMATHBHBIMU MPAaBOBBIMU
aKTaMU:

- XenbcuHckoi Jleknapanueit Bcemuproit Meaunmackon Acconpanuu (nmepecmotp 2013 r.);

- ®enepanbHbM 3ak0HOM OT 12.04.2010 r. N 61-®3 "O06 obparieHuu JIeKkapcTBEHHBIX CPEJICTB"

- MexyHapoJHBIMU FapMOHU3UPOBAHHBIMU TPEXCTOPOHHUMH PEKOMEHJAIUAMM 10 HaJJIeKaIIei
kmnandeckoi npaktuke (ICH GCP);

- mpukazoM MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickoit ®@enepanuu ot 01.04.2016 r. N 2001
"O06 yTBep>KIACHUM MPABUJ HAAJISKAIIEH KITMHUYECKOH MPaKTHKH'

- HammonaneueiM ctanmaptoM Poccuiickoit @epeparun ['OCT P 52379-2005 "Hagnexarmas
KITMHUYECKasl MpakTukKa',

- Pexomenpauusmu Komureram 1o 3THKe, MNPOBOASIIMM OSKCIEPTU3Y OHMOMEIUIIMHCKUX
ucciegosanuii BO3;

- CrangaptaeiMu Onepanuonabivu [ponexypamu (COIT) MITOK;

- HactosuM Ilonoxenuewm;

- UHBIMU HOPMATHUBHO-IIPABOBBIMU JIOKYMEHTaMH B cepe 3ApaBOOXpaHEHUSI.

1.3. Bce wuccrnenoBaHusi, MpOBOAALIMECS B TOABEJOMCTBEHHBIX YUPEXKAECHUSIX, MOTYT OBITh
ono0pensl MI'OK no Havana BKIIIOYEHHs YYAaCTHHUKOB MCCJIEJOBAHUS U TNPOBOJUTHCS IO HAA30pOM
MI'OK BmioTh 10 X OKOHYaHHS (IPU OTCYTCTBUHU B ITOJBEJIOMCTBEHHBIX YUYPEKICHUSIX HE3aBHCHMOIO
ITUYECKOTO KOMHUTETA).

[Tpu oTcyTcTBUHM B MOABEJOMCTBEHHBIX YUpEXKIEHHSIX JlemapraMeHTy 31paBOOXpaHEHHs ropoja
MOCKBBI HE3aBUCUMBIX 3THYECKUX KOMUTETOB HEJIOMYCTUMO:

- BKJIIOYCHUE MALMEHTOB B HMCCJEIOBAHUE /IO TMOJyYeHHs] MUCbMEHHOro oaodpenus MIOK mmm
UHBIM 3THYECKUM KOMHUTETOM, CO3JaHHBIM U JIeHCTBYIOIIMM B COOTBETCTBUU C 3aKOHOJATEILCTBOM
Poccutickon denepanuu.

- OTKJIOHEHHMS OT HPOTOKOJIa MCCIEJOBAHUS MM €ro M3MEHeHHe Oe3 MpeIBapUTEIbHOrO
MUCbMEHHOTO OJ00peHHs] COOTBETCTBYIOUMX MonpaBok MI'DOK wniaM HHBIM 3THYECKMM KOMHUTETOM,
CO3JIaHHBIM U JICHCTBYIOIIMM B COOTBETCTBUM C 3aKOHOJaTenbcTBOM Poccuiickoit denepanuu, Kpome Tex
CllyyaeB, KOrJa HEOOXOJMMO yCTPAHUTh HEMOCPEACTBEHHYIO YIPO3y CyOBEKTaM MCCIEIOBAHUS UM KOT'Jia
M3MEHEHHMSI KacaroTCsl TOJIbKO aIMHUHHUCTPATUBHBIX WM TEXHUUYECKUX ACHEKTOB UCCIICTOBAHMS.

1.4. 3asBurens Bupase HanpaBuTh B MI'OK n10oKyMeHTHI, IpeyCMOTPEHHbIE HACTOSIIUM ITYHKTOM.



OpranuzalluoHHOE ¥  MaTepuaJbHO-TEXHHYECKoe olOecmeueHue  aestenbHocTH ~ MIOK
OCYIIIECTBIIIECTCS I'ocynapcTBeHHBIM 010/ DKETHBIM YUPEXKIEHUEM ropona MockBBI
"HayuHo-nccnenoBaTebCKUil HHCTUTYT OpraHU3aluy 3paBOOXPaHEHUs] U MEIULIUHCKOIO MEHEIKMEHTA
JlemaprameHTa 31paBOOXpaHeHus ropoga MocKkBbI'.

2. CTpykTypa u nopsaaok ¢popmupoanusa MI'JK

2.1. B cocras MIOK Bxomar mpeacenatens MIDK, 3amecturens mnpencenatens MIOK,
otBeTcTBeHHBIN cekperapb MI'OK n unenst MI'OK. CoctaB MI'OK yTBepknaercsa npeacenarenem MI'OK.

2.2. Tlpeacematens MIDOK Ha3HawaeTcs M OCBOOOXKJAaeTcs OT MAODKHOCTH JlemaprameHTOM
3/IpaBOOXpaHEHUs TopoJa MOCKBBI.

2.3. Ilpeacenarens MI'OK nomkeH UMeTh BBICIIEE MEAMLIMHCKOE 00pa30BaHME, OMBIT paboOTHI B
NPAaKTUYECKOH MEAMIMHE HE MEHEe S5-M JIeT, ONBIT padoThl B KaueCTBE YJICHA STHYECKOI'O KOMHUTETA HE
MeHee 2-X JIeT, yUEHYIO CTEIIeHb KaHIi1aTa MEJUIMHCKUX HAayK WIH JOKTOPAa MEIUIIMHCKUX HAYK.

2.4. B coctaB MI'OK BKiIrO4arOTCS JIMIa, 00JIaJar0Me HEOOXOAUMBIM OMBITOM U KBalu(UKauen
JUISL SKCIIEPTHOW OLICHKH HAYYHbBIX, MEIMLIMHCKUX U STUYECKUX acleKkToB uccienoBanuii. MI'OK nomxen
HUMETh B COCTaBE:!

- He MeHee IAITH WieHOB (Bkiroyast mpeaceaarenss MI'OK, ero 3amecturenss U OTBETCTBEHHOTO
cekpetapss MI'OK);

- KAK MUHUMYM OJTHOT'O YJI€HA, YbW UHTEPECHI JISKAT BHE C(epbl HAYKH;

- KAK MUHUMYM OJTHOTO YJIeHa, KOTOPBIN MPECTaBIseT 00IeCTBEHHbIE OPraHU3alHH.

TpeboBanus k coctaBy 1 kBanudukarmu wieHoB MI'OK onpenenstores COIT MI'OK.

2.5. Unencteo B MI'OK sBnsercs nobpoBonbHbiM. Kanaunatel B uinenst MI'DOK Hampapmnsitor
3agBkM Ha npuHatue B MI'DK ¢ mpunoxenuem Ouorpaduu npeacemaremo MI'DK. Ilo pesynbraTam
cobece/loBaHUS C TMOTCHUMAIbHBIMM KaHauaatamu mnpenacenarens MIDK mpuHumaer pemieHue o
BKstoueHuu B coctaB MI'OK u yrBepxknaer coctaB MI'OK.

2.6. OcHoBanueM s npekpaieHus wieHcTBa B MI'OK sBisiercs 3asBka ot wiena MI'OK, nocie
yero npeacenarenb MI'OK yTBepkaaeT 0OHOBIEHHBIN criicoK yieHoB MI'OK.

2.7. Jlna paccMOTpeHHMs JIOKYMEHTOB O TIIPOBEIACHUU HCCIEI0BAaHUM B I10/BEIOMCTBEHHBIX
yupexaenusx MIOK BopaBe mnpuBiekaTb NpeACTaBUTENEH [NaHHBIX YUYPEKICHUM I y4yacTHUs B
00CYXJIeHHH JOKYMEHTOB HCCIIEI0OBaHHUS.

2.8. lns pemieHust cnenuanbHbIX BorpocoB MI'OK MoxkeT mpuBiekaTh HE3aBUCHMBIX HKCIEPTOB,
He sBigomuxcs wieHamu MIDK, KoTopble MOryT ydacTBOBaTb B OOCYXAEHUH JIOKYMEHTOB
UCCJIEIOBAHMS, HO HE IPUHUMAIOT Y4acTHUsl B UTOTOBOM I'OJIOCOBAHUMU.

3. ®yukuunu MI'JK

3.1. MI'OK:

3.1.1. ocymiecTBIsIeT KOHTPOJIb 32 COOIIOCHUEM 3TUYECKUX HOPM IIPH NMPOBEJCHNUU UCCIEIOBaHUS
Y TIPaB yYaCTHUKOB UCCIICOBAHHUS;

3.1.2. Ha ocHOBaHMU Hay4HOHl Oumorpaduu uccienoBaTess U MHOH JOKYMEHTALlUU OLIEHUBAeT
COOTBETCTBHUE KBATH(PUKAIMH HCCIEI0BATENS IUIAHUPYEMOMY HCCIICI0BAHUIO;

3.1.3. B mporecce HcCIeIOBaHUA NEPUOTUYECKH PACCMATPUBAET JAOKYMEHTAIMIO U OLIEHUBACT
MPOBOJIMMOE UCCIieIoBaHKEe (HE PeXe OHOTO pas3a B rof);

3.1.4. wmoxer morpeboOBaTh OT OpraHu3aTopa KCCICAOBAaHUS MPEAOCTAaBUTh YYaCTHUKY
UCCIIEIOBAaHMs JIONIOJHUTEIbHBIE CBEICHUS 00 HCCIIeOBaHMM, IOMUMO MH(OpPMAaLUH, cojepxalieiics B
UH()OPMAIIMOHHOM JIUCTKE MAIMEHTa, eCid, 10 MHeHHUI0 MI'DK, 3T0 M03BOIUT MOBBICUTH CTENICHD 3aIIUTHI
npaB U 0€30MaCHOCTH yYaCTHUKA HCCIIEJOBAHNUS;



3.1.5. oueHuBaeT pazmep U MOPSAIOK OCYIIECTBICHUS BBIIUIAT YYACTHUKAM HUCCIIEIOBAHUS C LENBIO
BBISIBIICHUS! HEOOOCHOBAHHOM 3aMHTEPECOBAHHOCTH YYAaCTHHKOB MCCJIEJOBAHUS WM NPUHYXKACHUS UX K
y4acTHIO B uccienoBaHud. MHopmanus, Kacaromascs BBIIIIAT YYaCTHHUKAM HCCIICAOBAHUS, BKIIOYAS
METO/IbI, CYMMBI M T'pa UK BBIILIAT, OTPaXKaeTcs B MH(POPMAIIMOHHOM JMCTKE MallUeHTa;

3.1.6. cormacoBbIBaeT MOMPABKH B MPOTOKOJ UCCIICIOBAHMS,

3.1.7. cobupaer U MPUHUMAET K CBEJCHMIO JOMOJIHUTENbHYIO MH(pOpManuio 6e3 HeOOXOIMMOCTH
JOMOTHUTEIBHOTO O00pEHHS

3.1.7.1. undopmanuio 1o O€30MACHOCTH, KOIJa OHA HE BJIEYET M3MEHEHHUS MPOTOKOJIA
UCCIIEIOBaHMSI U MH(POPMALIUH, TPEJOCTaBIIEMOM CyObEeKTaM UCCIIeI0BaHNU,

3.1.7.2. undopmManui MO U3MEHEHUSM, KaCalOMHMMCS TOJBKO aJIMUHUCTPATUBHBIX WM
TEXHHYECKHUX aCIIEKTOB MCCIICIOBaHUs (HapuMep, 3aMeHa MOHUTOPA, H3MEHEHHE HoMepa Tene(oHa);

3.1.8. u3BeIIaeT Bce 3aMHTEPECOBAHHbBIE CTOPOHBI O CBOMX PEIICHUSIX/3aKIIOUCHHAX, KaCAIOIUXCs
UCCIICIOBAHMs], O TMPHYMHAX MPHHATUS PEIICHUN/3aKIIOYeHUH M O TOpsAaKe O00XaloBaHUS €ro
pEIICHUI/3aKTIOYeHU;

3.1.9. ocymectBusier pgesarenbHocTh B coorBercTBUM ¢ COII, paspabartbiBaeMbIMH U
yrBepkaaeMbiMi MI'OK, nokymeHTHpyeT CBOIO paboTy, BeIeT NPOTOKOIbl 3aceldaHui, a TaKxKe
cobmogaer GCP u HOpMaTHUBHBIE TPEOOBAHMS;

3.1.10. coBepmaeT uHBIC [JCHCTBUS, HANpaBICHHbIE HAa WCIOJHEHHWE CBOMX (yHKIMHA H
IIOJIHOMOYMH B COOTBETCTBUU C 3aKOHOAATENBLCTBOM Poccuiickon denepanuu.

3.2. Ilpu sTrueckoii skcnepTuse miaHupyemoro uccieaoBanuss MI'OK usyuaer npencraBieHHbIE
JOKYMEHTBI JUIsI TOTO, YTOOBI OLIEHUTh PUCK U OXKUAAEMYIO TOJIb3Y Ui YYACTHHUKOB HCCIIEOBAHUS U
OIIPEIENIUTh, ABJSETCS JIM OXKHUIAEMBbIH PUCK OOOCHOBAHHBIM 110 CPABHEHHIO C MOJIB30M JIJIsl UCTIBITYEMBIX,
U HACKOJIbKO BakKHa WH(opMalus, koropas OyJeT MojydeHa MO pe3ysibTaTaM HccienoBanus. [Ipasa,
0€30IacHOCTh U 3/I0pPOBbE MCIBITYEMBIX SIBISIOTCS MPEIMETOM IEPBOCTENEHHON Ba)KHOCTH M JIOJDKHBI
NPEeBaJMPOBATh HAJl MHTEPECaMHU HayKH U OOIIeCTBa.

3.3. MI'DK ¢ 0coOblM BHUMaHHEM paccMaTpUBACT T€ HCCIEAOBaHMs, B KOTOpPbIE MOTYT OBITH
BKJIIOYEHBI YS3BHMBbIE HCIIBITYyEMble, TO €CTh JIMIA, 4Ybe J0OpOBOJIBHOE COIjlacMe Ha ydacTue B
MCCIIEZIOBAHUH MOXKET OBITh PE3yJIbTaTOM UX YPE3MEPHOI 3aMHTEPECOBAHHOCTH MJIM CAaHKIUI CO CTOPOHBI
PYKOBOJICTBA B Cily4ae OTKa3a OT ydacTHs B HccienoBaHuu. Kpome TOro, K ys3BHUMBIM HCIIBITYEMbIM
OTHOCATCSl JETH, OCTaBIIWECs Oe3 IMONeueHHus poJuTenel, OOJbHbIE HEU3ICYUMBIMU 3a00JEBAHUSIMU,
JMLA, COJAEpKaIlMecss B JIOMax IHpecTapenblx; 0e3padoTHble W MajiooOeCleYeHHbIe, MalUeHThl B
HEOTJIOKHOM COCTOSIHMM; TPEACTAaBUTEIN HAIMOHAIBHBIX MEHBIIMHCTB; O€3710MHbIC, OEXKEHIbI;
HECOBEPILICHHOJIETHHUE, a TAKXKE JIUIA, HE CIIOCOOHBIE AaTh HHPOPMUPOBAHHOE COTJIacHe.

3.4. MI'OK paccmaTpuBaeT U NpUHUMAET PEIICHUE HA OCHOBAHUU CIICAYIOIIUX JOKYMEHTOB:

- IPOTOKOJIA UCCIIEAOBAHMS;

- OpOLLIIOPHI HCCIIeI0BATENS;

- nH(GOPMAIIMOHHOT'O JINCTKA MalUeHTa,;

- CBe/leHUHl 00 ombiTe paboOThl HcCeaoBaTeNel MO COOTBETCTBYIOUIMM CIELUANIBHOCTAM M HUX
OIbITE PAOOTHI O MPOBEICHUIO HCCIIEIOBAHUN;

- CBEJACHUH O MEIUIMHCKMX OpraHu3alMax, B KOTOPbIX HPEAINoJaraercsi MpoBeIeHHE
uccienoBanus (MOJHOE W COKpAICHHOE HAWMEHOBAHHS, OpraHU3allMOHHO-TIpaBOBas (opma, MecTo
HAXOXXJCHHUS U MECTO OCYILIECTBJICHHs IEATeNbHOCTH, TelaedoH, Tenedakc, aapec 3IMEKTPOHHOW MOUTHI
Ka)XJJOH MEJUIIMHCKON OpraHu3alyn);

- CBEZICHUI O IperoaraeMbIX CpoKax MpOBeICHHsI UCCIICI0BAaHUS,

- KONMU JO0roBOpa 00s3aTEIbHOIO CTPaxXOBAaHHWS, 3aKIIOUYEHHOI'O B COOTBETCTBUU C TUIIOBBIMU
npaBUjIaMHM  00S3aTENBHOTO CTPaxoOBaHMs, C YyKa3aHUEM MpPEJEeNbHOW UHCIEHHOCTH MAIEeHTOB,
Y4YacCTBYIOIIMX B UCCIIEJOBAaHUH,

- nHGOPMAIIMK O COCTaBe JIEKaPCTBEHHOIO Ipenapara.

Jns paccmotpenuss MI'OK 3asBureneM MoryT ObITh MpPEICTAaBICHBI JPYrHe JOKYMEHTHl H
MaTepHalbl UCCIEOBaHUs, B TOM YHCIE MaTepHajbl, CoAepKallie OMUCcaHue JIeWCTBUH, HalpaBIeHHbBIX



Ha TpPUBJICUYEHHE TIALMEHTOB, 370POBBIX JOOPOBOJBIEB K YYaCTHIO B HCCIEJIOBAHHMM; IMUCHMEHHBIC
MaTepHalibl, KOTOpble OyAyT MpPEAOCTaBICHBI YYAaCTHHKAM MCCIEOBaHUS, MHPOpPMAIMsi O BBIILIATAX U
KOMITCHCAIMSIX YYaCTHUKAM HCCIICAOBAHNUS; TEKyILas Bepcus Hay4dHOU Ouorpaduu ucciuenosatens U (Him)
ApyTue MaTepuabl, MOATBEPKAAIONINE €ro KBATU(UKAIHIO.

3.5. ITlo pesynbpraraM pacCMOTPEHHUS IOKYMEHTOB, YKa3aHHBIX B IyHKTe 3.4 HAaCTOSAIIETO
ITonoxenust, MI'OK npuHMMaeT 01HO U3 CIAEAYIOLUUX PELICHUI!

3.5.1. BbI1aeT 3aKitoueHue 00 0J00pEeHNH TPOBEACHUS UCCIEI0OBAHNUS;

3.5.2. BbIIaeT 3aKII0YCHUE O HEBO3MOXKHOCTH OJJOOPCHHS HCCIIEIOBAHUS;

3.5.3. peKOMeH/1yeT BHECTH U3MEHEHUS B NPEACTABICHHbIE JOKYMEHTHI JJIS LieNel Mocleayomen
BbIJIaYM 3aKIIFOYEHUsI 00 0JJ00pEHUH MTPOBEACHUS HCCIIECIOBAHNU;

3.5.4. oTMeHsIeT WK MPUOCTAHABIMBAET PaHEEe BBIAAHHOE 3aKII0YeHHE 00 0100pEHHUN TPOBEACHUS
UCCIICIOBaHMA.

3.6. MI'DK He3amennuTeNnsHO B MHCHBMEHHOM BHJIE COOOINAET HCCIIECNOBATENI0, OpPraHU3aTOPy
MCCIICIOBAaHMSI O CBOMX PELICHHUSX, KACAIOMINXCS UCCIICAOBAHMS U TPUUMHAX IPHUHATHUS PEIICHUH.

3.7. Ecnu mpoToKoN MpeaycMaTpuBaeT HEBO3MOXHOCTH IIOJyYEHHs COIJIacusi Ha ydacTHe B
UCCIICIOBAaHUM y TalMeHTa WIM €ro 3aKOHHOTO IPEICTaBUTENS J0 MOMEHTA BKJIIOYCHMS NalMeHTa B
UCCIIC/IOBAaHME, B TOM YHCJE IPH HEOTIOXKHBIX cocTosHusAx, MIDK nomkeH yOeauTbCs B TOM, UTO
NPE/ICTaBICHHBINA MPOTOKOJ U (MJIM) Apyrasi TOKYMEHTAlUsl COOTBETCTBYIOT ATUYECKUM HOPMaM, a TaKkKe
MHBIM 00513aTeNIbHBIM TPEOOBAHUAM I TAKUX UCCIIEIOBAHUU.

4. Pernament padorsl MI'JK

4.1. 3acenanus MI'OK npoBoasrtes npencenareiaem MI'OK uinm o ero nopy4eHuio 3aMecTUTeIeM
npencenarenss MIDOK mo mepe HeoOX0oaMMOCTH, HO HE pexe OAHOTO pa3a B kBaptan. [lopsmok
opraHmsanuu nposeneHus 3acenanuii MI'OK, paccMoTpeHHs JOKYMEHTOB U MPUHATHUS 10 HUM PEILEHUs,
CPOKH pacCMOTPEHHMsI JOKyMEHTOB, nocrynaroumx B MI'OK, B yactu, He yperyMpoBaHHON HACTOSALIUM
[TonoxenueMm, onpenensitorcst COIT MI'OK.

3acemanuss MIOK Moryr mnpoBoauTbcsd Kak OYHO, TaK M C HCIOJIb30BAaHUEM CPEICTB
TenekoMMyHukauuu. ®opmy mnposenenus 3acenanus MIOK ompenensier npeacenatens MIOK B
coorsercTBum ¢ COIT MI'OK.

4.2. 3acenanne MI'OK cuuTaercss npaBOMOYHBIM, €CJIM Ha HEM MPUCYTCTBYET HE MEHEe MOJOBHHBI
ero uieHoB. Pemenne MI'OK npuHuMaeTcss OTKPBITHIM T'OJIOCOBAHUEM IMPOCTHIM OOJIBIIMHCTBOM T'OJIOCOB.
B ciydae paBeHCTBa ToJIOCOB DELIAIOLIUM SIBJISETCS TOJIOC NPEACENATENbCTBYIOLUIETO HA 3aceJaHUU
MI'OK. YyacTBOBaTh B rOJIOCOBaHUM UMEIOT NpaBo wieHbl MI'OK, KoTOpble HE3aBHCHMBI OT CyOBEKTOB
paccMaTpuBaeMOro UCCIEA0BaHuU.

4.3. Pemenus/zakmouenuss MIDK odopmisatores npotokosnom 3acepanuss MIDK, kotopsrii
noanuceiBaercs npenceparenem MI'DOK wmnm 3amectutenem npencemarenss MI'OK, BosrmasisBminMm
3aceganre MI'OK, wienamu MI'OK, npuHuMaBImMMy ydyacTue B pacCCMOTPEHUM.

4.4. Ynen MI'DK, He cornacHelii ¢ NPUHATHIM pELICHHEM, UMEET MpaBO B MUCbMEHHOW (opme
U3JI0KHUTh CBOE 0CO00€ MHEHME, KOTOpoe Ipuiaraercs K mpotokony 3acenanuss MI'OK u sBisiercs ero
HEOTHEMJIEMOH YacCThIO.

4.5. llpencenarens MI'OK:

4.5.1. opranusyet pabory MI'OK u Bosrnasmiser 3acenanus MI'OK;

4.5.2. pacnipenensier o0s3aHHOCTH Mex 1y wieHamu MI'OK u koopaunupyer ux pabory;

4.5.3. moanuceiBaeT npotokossl MI'OK;

4.5.4. KoHTpOJHMpYeT CBOEBpeMEHHOE yBenomieHue uieHoB MIDK o pare, mecre W moBecTke
IIPEJICTOALLETO 3acCEeqaHMs,

4.5.5. mpuHUMaeT Mepbl M0 MPEAOTBPAIICHUIO W/WIH YPETyJIUpOBAaHUI0O KOH(IUKTAa UHTEPECOB Y
wieHoB MI'OK, ompenenser wienoB MI'OK, koTtopsle MMEIOT IIPaBO y4yacTBOBAaTh B T'OJIOCOBAHUU IO
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4.6. 3amectutens npenaceaatens MI'OK:

4.6.1. no nopyuenwuto npenacenarens MI'OK Bosrnasmser 3acenanust MI'OK B ero orcyrcrBue;

4.6.2. ucrionHseT NHBIE 00s13aHHOCTH MO opy4eHuto npezacenarens MI'OK.

4.7. OtBeTrcTBeHHBIN cekperapb MI'OK:

4.7.1. ocymiecTBIsET JOKYMEHTAILHO-TEXHIYECKOe o0ecrnieueHue aesarenbHoctu MIOK;

4.7.2. uapopmupyet wienoB MI'OK u npuriameHHbIx JuI| 0 AaTe, BpEMEHU U MECTE MPOBEICHUS
3aceqanust MI'OK He mo3aHee, yem 3a 3 pabouuX JTHS 10 AAThI €T0 MPOBEICHUS;

4.7.3. opopmitsier noBecTKy 3acenanust MI'OK;

4.7.4. Beget npotokoi 3acenanust MI'IK;

4.7.5. HampaBiseT KONMM PELICHUN/3aKII0YeHUH, MPOTOKOJIOB, BHIMUCOK U3 MpoTokosoB MIDK
3aMHTEPECOBAHHBIM JIUIAM.

4.8. Ynenst MI'OK:

4.8.1. uMeroT MpaBo:

4.8.1.1. Bo3rnaBnsATh pabouune rpymnmsl, popmupyemsie MI'IK;

4.8.1.2. npeanarath KaHIAUAATYPHI IPUTIIAICHABIX JTUI 7151 y4acTus B 3acenanusx MI'OK;

4.8.1.3. yyacTBOBaTh B OJArOTOBKE MaTepPHajIOB MO PACCMATPUBAEMBIM BOIIPOCAM;

4.8.1.4. mpencTaBiIATh CBOIO TO3UIUIO IO pe3yJbTaTaM PpACCMOTPEHHBIX MAaTepUajoB IpH
nposeaeHuu 3acenanus MI'OK;

4.8.1.5. BoriiTi u3 coctaBa MI'OK mo coOCTBEHHOMY KENaHUIO;

4.8.2. 00s13aHBbL:

4.8.2.1. nmuuHo ydacTBOBaTh B pabote MI'OK u npucyrcTBoBath Ha 3acenanusax MIOK;

4.8.2.2. B ciiydae HEBO3MOXXHOCTU MO YBa)KUTEIIbHOW MPUYMHE MPUCYTCTBOBATh HA 3aCeIaHHU
MIDK, 3abnaroBpemeHHO mpouHpOpMUpOBaTE 00 3ToM mnpexacenarens MIDOK wunm 3amecturens
npeacenarens MI'OK;

4.8.3. He BIpaBe JeNIeTHPOBATH CBOU MTOJIHOMOYHS IPYTUM JIHIIAM.

4.9. I'maBHBII UCCIEN0BATEND:

4.9.1. ocymectBnsieT kommyHukanuio ¢ MI'OK B cootBeTcTBUU ¢ TpeboBanusimu COIT MI'OK;

4.9.2. 10 Hayvama WCCIENOBAaHMs IMOJy4aeT NMUCHbMEHHOE W JaTupoBaHHOe omoOpenue MIOK
MPOTOKOJIA HCCIIEOBAaHUs, MUCbMEHHOW (opMbl MHPOPMUPOBAHHOTO COTJIACHS U €€ TMOCIETYIOIINUX
pelaKIuii, Mep, HANpPaBJICHHBIX Ha MPHUBJICUYCHHE K YYaCTHUIO B UCCICIOBaHWU (HAIIpUMEp, PEKJIAMHBIX
OOBSIBJICHHI), W JIOOBIX JPYIMX MUCHMEHHBIX MaTEpPHANIOB, KOTOpPBIC MPEAINOJAraeTcsi MpPeIOCTaBUTh
y4acTHHKaM, pa3Mepa U MOopsAKa BRIIIAT YYaCTHUKAM HCCIIEIOBAHUH;

4.9.3. mpenocraBnser MI'DK mnocnemHioro penakuuio OpOUIIOPBl UCCIENOBATENS U JIPYTYIO
IocTynHyo uHpopMmainuio o Oe3omacHoctd. Ecnmu Opomrtopy wuccieqoBatens TOMONHSIIOT B XOJeE
uccienoanusi, npeaoctaisier MI'OK HOBYO peaakIuio OpOoLIopsl HCCIEI0BATENS;

4.9.4. npenocranser MI'DK akryanpHyio Bepcuio mnpodeccuoHanbHoil Ouorpaduu I'naBHOrO
UCCIIeIOBATENS U/WIIH IPYTOi COOTBETCTBYIOIIEH TOKYMEHTAIINH;

4.9.5. mo 3ampocy MI'DK mpenoctaBisier Apyrue JOKYMEHTBI, KOTOpPbIE MOTYT MOTPEeOOBATHCS
MI'OK 11t BEITOJTHEHHUS €0 00A3aHHOCTEM;

4.9.6. B TeUeHHUE UCCIICIOBAHUS MIPEAOCTABIISIET IEPHOANUECKHUE OTYETHI O XOJI€ UCCIICIOBAHHS,

4.9.7. mocrne OKOHYaHWSI HCCIEAOBAaHUS NPEIOCTABISET HMTOTOBBIH OTYET O TMPOBEJACHHOM
UCCIICJIOBAHUH;

4.9.8. HezamemurensHo coodmaer B MI'OK:

4.9.8.1. 00 OTKJIOHEHHUSAX OT MPOTOKOJA WM HU3MEHEHHUAX MPOTOKOINA, MPOU3BEACHHBIX IS
yCTpaHEHUs HETIOCPEICTBEHHOM yTpo3bl CyObEKTaM HCCIIECIOBAHHUS,

4.9.8.2. 00 U3MEeHEeHH X, YBETUUUBAIOIINX PUCK JUISI CYOBEKTOB U/UITU CYIIECTBEHHO BIUSIONIMX Ha
MIPOBEJICHUE HCCIIEIOBAHUS;

4.9.8.3. 000 Bcex HeXKeNaTeNbHBIX PEAKIUSIX, KOTOPhIE SBISIOTCS OJHOBPEMEHHO CEPhE3HBIMH U
HeIpeIBUICHHBIMH;



4.9.8.4. 0 HOBBIX JaHHBIX, KOTOpPBIE MOTYT CBHJAETEILCTBOBATH O BO3PACTAaHUHM pUCKA IS
CyOBEKTOB MM HEOJIArONMpUsATHO MOBIHUATH HA X0 HCCIIEIOBAHUS.

5. 3akaounTeJabHbIE MOJIOKEHUA

5.1. Jlng koMMyHHMKauuu W HanpasiieHuss B MI'OK noxkymMeHTOB MCHONb3yeTcs 3JIEKTPOHHBIN
aznpec: ec@zdrav.mos.ru, oomwmii Tenedon/daxc: (499) 144 00 28.

5.2. MI'DK obecrieunBaeT XxpaHeHHE JOKYMEHTOB, CBSI3aHHBIX C IPOBEICHUEM HCCIICOBAHMS, KaK
[IPaBWJIO, B TEUEHHE TPEX JIET IOCJE 3aBEPLUEHUS MCCIEAOBAaHUSA U NPEACTABICHUE TaKUX JOKYMEHTOB
TPeTbUM JIMLAM C coOirofeHueM TpeboBaHMK 3akoHojarenbcTBa Poccuiickoit  ®Pexpepauuu o
[IEPCOHAIIBHBIX JAHHBIX, KOMMEPUYECKOU, TOCYJapCTBEHHOM U UHOW OXPaHsAEMOU 3aKOHOM TalHE.



