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Mpuka3 [lenapTameHTa 34paBooxpaHeHns r. Mocksbl oT 25.11.2016 N 948
(pen. ot 27.12.2019)
"O MOCKOBCKOM rOPOACKOM HE3aBUCKM...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHusi: 22.04.2022

NMPABUTENIbCTBO MOCKBDbI
AENAPTAMEHT 3PABOOXPAHEHUA TOPOLOA MOCKBbI

NMPUKA3
oT 25 HOsI6ps 2016 r. N 948

O MOCKOBCKOM roroailCKOM HESABUCUMOM 3TUHECKOM KOMUTETE

CHucoK U3MEHSIOIMUX JOKYMEHTOB
(B pen. nmpuka3os JlemaprameHnTa 31paBooxXpaHeHus I. MOCKBBI

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

B cootBerctBUM ¢ @PenepanbHbiM 3akoHOM OT 12 ampenst 2010 r. N 61-®3 "O6 obpameHun
JIEKapCTBEHHBIX CpeACTB", mpukazoM MuHHCTepcTBa 3apaBooxpaHeHus: Poccuiickoit ®@eneparnuu ot 1
anpens 2016 roma N 200 "OO yTBepKIEHUM TIPaBWI HAJISKANIEH KIMHUYECKOM MPAKTUKH'",
HammonansubiM ctangaprom Poccuiickoit @enepanuu 'OCT P 52379-2005 "Hannexaiasi KIMHUYECKAst
npaktuka", XenbcuHckod Jlexnapanueil Bcemupnoit Menununckoit Accouuwauuu ot 2013 .,
MexXIyHapOIHBIMH TapMOHU3UPOBAHHBIMU TPEXCTOPOHHUMH PEKOMEHJAIUSMU [0 HaJJIeKallen
xkinuHudeckoi npaktuke (ICH GCP) npukasbiBao:

1. Co3mate MOCKOBCKHI TOpOACKON HE3aBUCHMBIN dTHYeCKH KomuTeT (nayee - MI'OK) Ha 6aze
['ocynapcTBeHHOTO OOHKETHOTO YupekaeHus ropoga Mocksbl "HayuHo-uccienoBaTeabCKuil HHCTUTYT
OpraHM3alfy 3ApPaBOOXPAaHEHUS W MEAMIIMHCKOIO MeHeIKMeHTa JlemapTameHTa 3apaBOOXpaHEHUs
ropoga Mockss!" (I'BY "HUN O3MM JI3M").

(B pen. mpukasa JlenaprameHTa 3apaBooxpaneHus I. Mockssl ot 27.12.2019 N 1143)

2. YtBepauth [lonoxenune MI'OK (nmanee - TlonoxkeHue) coryiacHO MPHIIOKEHUIO K HACTOAIIEMY
MIPHUKA3y.

3. Hasnauute npencematenem MIDK Xypasnesy M.B., a.m.H., mnpodeccopa, TIaBHOTO
BHEIITATHOTO CHEIHaTUCTa KIMHUYECKOTo QapmMakosora JlemapraMeHTa 3apaBOOXpaHEHHsS Tropoja
MoCKBBI, 3aMeCTUTENS TUPEKTOPa LIEHTpa KIMHUYecKol (papmakonorun HaydyHoro neHTpa sKcrepTH3bl
CPEICTB MEIUIIMHCKOTO TpuMeHeHus Mun3apasa Poccun.

4. Ilpencenatento MI'OK M.B. XKypasnesoii:

4.1. Onpenenuth coctaB MI'OK B cooTBeTCTBUM ¢ TpeOOBaHUSIMH HACTOAIIETO MPUKa3a B CPOK J0
30 nexabps 2016 T.

4.2. O6ecnieunts padboty MI'OK B cooTBeTcTBHHU ¢ yTBEpKAeHHBIM [lonoxenuem ¢ 16 ssaBaps 2017
5. Hupektopy [T'ocymapcTBeHHOro OOJDKETHOrO YyupexaeHus "HaydHo-uccienoBaTenbCKuid

WHCTUTYT OpraHu3alMd  3JPAaBOOXPAHEHUS W  MEIUMIMHCKOrO  MeEHemkMeHTa JlemaprameHta
3npaBooxpaHeHus ropoga Mocksel" AkcenoBoit E.M. obecnieunts opranuzamuto padotst MI'OK, a Taxxke
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Mpuka3 [lenapTameHTa 34paBooxpaHeHns r. Mocksbl oT 25.11.2016 N 948
(pen. ot 27.12.2019)
"O MOCKOBCKOM rOPOACKOM HE3aBUCKM...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHusi: 22.04.2022

MaTepHalbHO-TEXHUUECKoe obecrnieueHue aesarenpnoctu MIOK.
(n. 5 B pen. npukasa Jlemapramenra 3apaBooxpanenusi . Mocksbl ot 27.12.2019 N 1143)

6. KoHTposib 3a HMCHOJIHEHHEM HACTOSIIEr0 MpHKa3a BO3JOXKUTh HAa HadalbHUKA YTIPaBIICHUSA
JellaMd U KOOpAMHALMU JesTeNbHOCTH JlemapTameHnTta 3apaBooxpaHeHus: ropoga MockBbl HukoHoBa
E.JL
(n. 6 B pen. nmpukasa JlemapramenTa 3apaBooxpanenusi . Mocksbl ot 27.12.2019 N 1143)

Munuctp [IpaBurenbctBa MOCKBBI,
pykoBoautels [lenapramenta
31paBOOXpaHeHus ropoaa MocCKBsI
AN. Xpunyn

[Ipunoxxenne

K npuka3zy Jlenapramenra
31paBOOXpPaHEHUS ropoaa MOCKBbI
oT 25 Hos16pst 2016 1. N 948

NOJNIOXXEHUE
MOCKOBCKOIO rorOACKOIro HESABUCUMOIo 3TUHECKOIo KOMUTETA

CrHuCcOK N3MEHSIONIUX TOKYMEHTOB
(B pen. mpukasoB JlemaprameHTa 31paBooxpaHeHus I. MOCKBBI
ot 14.09.2017 N 662, ot 26.01.2018 N 40, ot 27.12.2019 N 1143)

1. O6wWwme nonoxeHus

1.1. Hacrosiee Ilonoxxenue omnpenenser (yHKIMOHAJIbHbIE W OPraHU3AllMOHHBIE BOMIPOCHI
NesITeIbHOCTH MOCKOBCKOTO T'OPOACKOrO HE3aBUCHMMOI0 3THuYeckoro komurera (maiee - MI'OK) npu
IUIAaHUPOBAHUHU W TMPOBCACHHUU I/ICCHGI[OBaHI/If/'I JICKAPCTBCHHLIX IMpCrapaTroB AjId MCEOAUIUHCKOTO
NPUMEHEHHs C Y4acTHEM 4YelloBeKa B KauecTBe CyOBbEeKTa HCCIe[OBaHMs (fajiee - HCCIel0BaHUs) B
MEAUIMHCKUX OpraHU3alusiX TOCYJapCTBEHHOH CHCTEMBbI 37paBoOXpaHeHMs] ropoaa MOoCkBHI (najnee -
MOJIBEIOMCTBEHHBIE yupexaeHus). MI'OK sBisiercss aBTOHOMHBIM, HE3aBHCUMBIM OPTaHOM U TPU3BaH
obecreynBaTh 3alIUTy IIPaB, OE30MaCHOCTh U OXPaHy 30POBbs BCEX YUYACTHUKOB HCCIIEIOBAHUM.

MI'OK sBiseTcs HE3aBUCUMBIM 3TUUCCKUM KOMUTCTOM, 06pa3OBaHHBIM Ha pEruoOHaJIbHOM YPOBHC.

1.2. B cBoeit nearenpHocTH MI'OK pyKOBOJICTBYETCS CIEAYIOIIMMH HOPMATUBHBIMU IPAaBOBBIMU
aKTaMu:

- XenscuHckoi [exnapanueit Bcemupnoit Menununckoit Accormanuu (nepecMmotp 2013 r.);

- ®enepanbHbIM 3aK0HOM OT 12.04.2010 N 61-D3 "O6 obpalieHun JeKapcTBEHHBIX CPEACTB";
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(I'Ip%v;lkaoaTﬂ;n?gT;gf;)Ta 3ApaBooxpaHeHuns r. Mocksbl oT 25.11.2016 N 948 [lokyMeHT NpeaocTasnen KoHcynbTaHTIioc

"O MOCKOBCKOM FOPOACKOM HE3ABMCHM... Aata coxparerus: 22.04.2022

- MexayHapoJHbIMU TApMOHU3UPOBAHHBIMHU TPEXCTOPOHHUMH PEKOMEHIAIMSAME TI0 HaJIexalen
ximandeckoi npaktuke (ICH GCP);

- mpuKkazoM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 01.04.2016 N 2001 "O6
YTBEP>KJICHUU TTPaBUJI HAJIJIEXKaIEH KITMHUYECKON IPaKTUKU'";

- Haumonanbubim cranpaprom Poccuiickoit ®@epepanuu ['OCT P 52379-2005 "Hapnexaias
KJIINHUYECKas IIPaKTUKa';

- Pexomennmanusmu  KomuTeTam 1O 93THKE, MPOBOASIIMM OSKCIEPTH3Y OMOMEIUIIMHCKHX
nccienosanniit BO3;

- CrannaptabeiMu Onepanmonsnsivu Iponenypamu (COIN) MI'OK;
- HactosuM [lonoxenuem;
- HHBIMM HOPMATHUBHO-TIPaBOBBIMU JJOKYMEHTaMU B c(epe 3/1paBOOXPaHEHUSI.

1.3. Bce wccienoBaHusi, TPOBOJSIIMECS B IOJBEAOMCTBCHHBIX YUPEKACHUSAX, MOTYT OBITh
omobpenst MI'OK no Hauama BKIIOUEHHUS YYaCTHUKOB HCCIEAOBAHUS M IMPOBOAMTHCS IOJ HAI30POM
MI'OK BmiIoTh 10 MX OKOHYaHUs (MPH OTCYTCTBHU B TMOJBEIOMCTBEHHBIX YUPEKICHUSIX HE3aBUCHMOTO
TUYECKOTO KOMUTETA).

HpI/I OTCYTCTBHUU B IMOABCAOMCTBCHHBIX YUYPCKICHUAX [[enapTaMeHTy 3APaBOOXpPAaHCHUA TIopoaa
MOCKBBI HE3aBHUCHUMBIX STHYSCKUX KOMHUTETOB HCOOIIYCTUMO!

- BKJIIOYCHHE TAIlMeHTOB B HCCIEAOBaHUE O MONY4YeHHs] MUChbMEHHOro omobpenus MIDOK wnm
WHBIM ITUYECKUM KOMHUTETOM, CO3JaHHBIM W JICUCTBYIOIIMM B COOTBETCTBHUU C 3aKOHOAATEIHCTBOM
Poccuitckoit denepanuu;

- OTKJIOHEHHE OT IPOTOKOJIA HCCIENOBaHMS WM €ro HU3MEHEHHe Oe3 INpeaBapUTEIbHOIO
MUCBbMEHHOTO0 O0JI0OpPEHUsI COOTBETCTBYIOHNIMX MomnpaBok MIDK Wi HMHBIM STHYECKUM KOMHUTETOM,
CO3JJaHHBIM U JCHCTBYIOIUM B COOTBETCTBHH C 3aKOHOAATENILCTBOM Poccuiickoi denepannu, KpoMe Tex
CllyyaeB, KOTJa HEOOXOJMMO YCTPAaHUTh HEMOCPEACTBEHHYIO YIrpo3y CyOBeKTaM HCCIEIOBAHUS WIIH
KOI'/Ia U3BMEHEHHUS KacaloTcs TOJbKO aIMUHUCTPATUBHBIX UM TEXHUYECKUX ACIIEKTOB HCCIIEA0BaHNUS.

(m. 1.3 B pen. npukasa /lenapramenTa 3apaBooxpanenus r. Mockssl oT 26.01.2018 N 40)

1.4. OpraHuzailuoHHOE H MaTepHATbLHO-TEXHHUYECKoe obecneueHue aestenbHoctn MIDOK
OCYILIECTBIISAETCS I'ocynapcTBeHHBIM O10JKETHBIM YUPEXKIEHUEM ropoja MockBBI
"HayuHo-uccienoBaTenbCKiuil MHCTUTYT OpraHU3alliy 3IpaBOOXPAaHEHUs] U MEIULIMHCKOIO MEHEI)KMEHTA
JlemaprameHTa 31paBooXpaHeHus ropoga MocksbI".

(B pen. mpukasa [lemapramenTa 3a1paBooxpanenus r. Mocksbl oT 27.12.2019 N 1143)

2. Ctpyktypa 1 nopsaaok coopmupoBaHusa MIrIK
2.1. B cocrap MI'DK Bxomar mnpeacemarens MI'DK, 3amectutens mnpeacempatenss MIOK,

orBeTcTBeHHbIN cekperapp MI'OK u unenst MI'OK. Cocra MI'DOK yTBepknmaercs mnpencenarenem
MI'DK.
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2.2. lIlpencemarens MI'DK HazHauaercs M OCBOOOXIAeTCs OT JOJDKHOCTH JlemaprameHTOM
3I[paBOOXpaHeHHs TOpoaa MOCKBEI.

2.3. llpencenatens MI'OK nomkeH MMETh BBICIIEE METUIIMHCKOE OOpa3oOBaHME, OIMBIT PadOTHI B
NPAaKTHYECKOH MEAWIMHE HE MEHee 5 JIeT, ONBIT padoThl B Ka4EeCTBE WICHA STHYECKOrO KOMHTETa HE
MeHee 2 JIeT, YICHYIO CTeNeHb KaHI11aTa MEIUIIMHCKUX HAyK WIH JOKTOPa METUIIMHCKUX HAYK.

2.4. B cocra MI'OK BkimrovaroTcs juIa, 001a1aroime Heo0X0IMMbIM OIBITOM M KBadu(pUKaIuei
JUTSL HKCTIEPTHOM OLICHKH HAYYHBIX, METUIIMHCKUX M ATUYECKUX acneKToB uccienoBanuii. MI'OK nomken
HMETH B COCTaBE:

- HE MeHee IATU wWieHOB (Bkitouas npexacenarenss MI'OK, ero 3amectutens U OTBETCTBEHHOIO
cekperaps MI'OK);

- KAK MUHUMYM OJIHOTO 4JICHA, YbM HHTEPECHI JIXKAT BHE Cephl HAYKH;
- KAK MUHUMYM OJIHOT'O 4IE€HA, KOTOPBIN MpeACTaBiIseT O0IIECTBEHHbIE OpraHU3ally.
TpeboBanwus k cocraBy u kBanudukanuu wienoB MI'OK onpenenstores COIT MI'OK.

2.5. Unencteo B MI'OK sBisiercss nodpoBosbHbIM. Kannuaatel B uieHsl MIOK HampaBistoT 3as1BKU
Ha mnpuaitue B MIDOK c¢ mnpunoxenuem Ouorpadum mnpeacemarenro MIDOK. Ilo pesynapratam
cobeceroBaHUs C TOTCHIMAIBHBIMH KaHauaaTamMu mnpeaceaarenb MIDK npuHMMaer pemieHue o
BKiItoueHuu B coctaB MI'OK u yrBepxkaer cocta MI'OK.

2.6. OcHoBaHnueM Jyis mipekpaienus wieHctBa B MI'OK sBisiercs 3asBka ot wiena MI'OK, nocie
gero npeacenatesis MI'OK yrBepxkmaeT 0OHOBJICHHBIH criucok wieHoB MI'OK.

2.7. [ns paccMOTpEeHHs JOKYMEHTOB O TIPOBEACHHM HCCIECJOBAHMM B II0JBEJOMCTBEHHBIX
yupexknenussx MI'DK BmpaBe mnpuBiekarh MpeICcTaBUTENENH JaHHBIX YUYPEXKACHUM Jid y4dacTHsl B
00CYXJIEHUH TOKYMEHTOB HCCIIEIOBAHUS.

2.8. Jlns pemienus crenuanbHbIX BoripocoB MI'OK MoxkeT nmpuBiekaTh HE3aBUCUMBIX 3KCIIEPTOB, HE
apisttoruxcst uaeHaMu MI'OK, koTopele MOTYT ydacTBOBaTh B 0OCYAEHUU JOKYMEHTOB HCCIIEI0OBaHMS,
HO HE NPUHUMAIOT y4acTUsl B UTOTOBOM I'OJIOCOBAHUMU.

3. ®yHkumumn MK

3.1. MI'OK:

3.1.1. OC}’H.ICCTBJ'ISIGT KOHTPOJIb 34 CO6J'II-0I[€HI/I€M 9TUYCCKUX HOPM IIpU MPOBCACHHUU UCCIICAOBAHUA
" IIpaB YYaCTHUKOB UCCIICAOBAHUA.

3.1.2. Ha ocHoBaHMM Hay4yHOM Ouorpaduu HCCiIeOBaTeNls W WHOW JOKYMEHTAI[MH OLEHHBAET
COOTBETCTBHE KBAM(UKALIMH UCCIIEA0BATENS INIAHUPYEMOMY HCCIIEIOBAHUIO.

3.1.3. B mportecce uccienoBaHusl MEPUOAUYECKH PACCMATPUBAET JOKYMEHTAIIMIO U OIIEHHUBAET
MIPOBOIMMOE UCCIIEIOBaHKE (HE PeXe OJHOTO pas3a B TON).
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3.1.4. Moxer mnoTpeboBaTh OT OpraHU3aToOpa HMCCIECJOBAHUS TPEIOCTABUTh YYACTHHUKY
UCCJICJOBAaHHS JIOTIOTHUTENIBHBIC CBEICHHUS 00 HMCCIICIOBAaHUM NMOMUMO MH(OpMaINu, COAepsKaleics B
MH(POPMALIMOHHOM JIUCTKE NalMeHTa, eciad, 1no MHeHnto MI'DK, 3TO NO3BOJHMT MOBBICUTH CTENCHb
3aIIMTHI IpaB U 0€30MMaCHOCTH YYaCTHUKA UCCIICIOBAHUSL.

3.1.5. OuenuBaer pazMep U NOPSJIOK OCYIIECTBICHUS BHIIUIAT YyYACTHUKAM HMCCIEIOBAHUS C LIEIbIO
BBISIBIICHUSI HCOOOCHOBAaHHON 3aMHTEPECOBAHHOCTH YYAaCTHUKOB WCCIICIOBAHMS WIHM NMPHHYKICHUS UX K
Y4acTurO B HCCJIICOBAHUMU. I/IH(i)OpMaL[I/ISI, Kacaromasacsa BBIIIAT YYaCTHHUKaM HCCIICAOBAHUSA, BKIIHOYAA
METO/IbI, CYMMBI U Tpa(yK BBIILIAT, OTPaXaeTcsi B HH(OOPMAIMOHHOM JINCTKE MAIUCHTA.

3.1.6. CornacoBbIBaeT MONPABKU B IPOTOKOJI UCCIIEA0BaHUS.

3.1.7. Cobupaer 1 NpUHUMAET K CBEJICHUIO JIOMOJIHUTENbHYI0 MH(pOpMaluio 06e3 HeoOX0IUMMOCTH
JIOTIOJIHUTEIBHOIO 0J100pEHUS:

3.1.7.1. Hudopmanuio mno O€30MaCHOCTH, KOTJa OHAa HE BIEYEeT HW3MEHEHHS MPOTOKOJa
UCCIIeIOBaHMS ¥ HH(DOPMAIIHH, TIPEIOCTABIIIEMON CYObEKTaM HUCCIICIOBAHMS.

3.1.7.2. HHdopmanuo 10 HU3MEHEHUSAM, KaCAIOMUMCS TOJbKO aJIMHUHUCTPATHUBHBIX HJIH
TEXHUYECKHX ACIIEKTOB UCCIICIOBAHUS (HAIPUMEp, 3aMeHa MOHUTOPA, I3MEHEHHE HoMepa TesreoHa).

3.1.8. M3Bemiaer Bce 3aMHTEPECOBAHHBIE CTOPOHBI O CBOMX PEIICHUSX/3AKITIOYCHHX, KaCaOIIIXCs
WCCIICIOBAHMS, O TPHYMHAX TMPUHATHS PEHICHUI/3aKIIOYCHU W O TOpSAIKe OOYKAJIOBaHUS €ro
pelIeHUN/3aKTI0YeHUH.

3.1.9. OcymectBiger nesaTenbHOCTh B coorBerctBUM ¢ COII, pa3pabareiBaeMbIMU U
yrBepkaaeMbiMu  MI'OK, nokymeHTupyer cBoro paboTy, BeOeT INPOTOKOJbl 3aceaHhi, a Takxke
cobmopaaer GCP u HopMaTuBHBIE TPeOOBaHUSI.

3.1.10. CoBepuiaer HHble JAEUCTBHS, HalpaBI€HHbIE Ha MWCIOJHEHHE CBOMX (QYHKUUH U
MOJJTHOMOYMH B COOTBETCTBUH C 3aKOHOIaTeNIbcTBOM Poccuiickoit deneparum.

3.2. Ilpu »THUeckol 3KcnepTH3e IaHupyemoro uccienosanuss MI'OK usyuaer npencraBicHHbIE
JOKYMEHTBI JUIsl TOTO, YTOOBI OLIEHUTh PUCK M 0XKHMJAEMYIO TOJIb3Yy Ul YYaCTHUKOB HCCIIEIOBAaHUS U
OIIPEJICNINUTh, SIBIISETCS JIM 0KUJaeMbIil pUCK 0OOCHOBAHHBIM IO CPABHEHUIO C MOJIB30H JUIsl HCIIBITYEMBIX,
U HAcKOJBbKO BakHa MH(OpManus, KoTopas OyIeT moilydeHa 1o pe3ynbraTtam uccienoBaHus. Ilpasa,
0€30IaCHOCTh U 3/I0pPOBbE HCIBITYEMBIX SBJISIOTCS MPEAMETOM IMEPBOCTENIEHHONW Ba)KHOCTH U JIOJIKHBI
MIpeBaJINPOBATh HAJl UHTEPECAMU HAYKH U OOIECTBA.

3.3. MI'BK ¢ 0coObIM BHHMaHHEM pacCMaTpUBAaeT T€ HCCIENOBAHHS, B KOTOPbIE MOTYT OBITh
BKJIFOYCHBI YSA3BHUMBIC MCIIBITYEMBIC, TO €CTh JIMIA, YbC I[O6pOBOJ'IBHO€ corjiacu€ Ha YydJaCTue B
UCCIIEIOBAaHUH MOXET OBITh pPe3yJIbTaTOM WX YpPEe3MEPHOW 3aMHTEPECOBAHHOCTU WIIM CAHKIMH CO
CTOPOHBI PYKOBOJCTBAa B Cly4ae OTKa3a OT y4YacTHs B HCCIeIOBaHWU. Kpome TOro, K ysA3BHUMBIM
UCIBITYEMBIM OTHOCATCS JI€TH, OCTaBIIUECs O€3 TMOMNeYeHUs PpOAUTENeH, OONbHbIE HEM3JICUUMBIMU
3a00JI€BaHUSAMHY; JIMIA, COJIEpPIKAIIMECS B JIOMax IpecTapenbix; 0e3padoTHhIE M Majgo00eCTIeYeHHBIE,
MAlMeHThl B HEOTJIOXKHOM COCTOSHUU; TMPEACTABUTENM HAIMOHAIBHBIX MEHBIIUHCTB; O€3J0MHBIE,
OeXeHIIbI; HeCOBEPIIEHHOJIETHHUE, a TAKXKE JINIA, HE CIIOCOOHBIE JaTh MH(POPMHUPOBAHHOE COTJIACHE.
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3.4. 3asgBuTens Brnpase HanpaBuTh B MI'OK 1O0KyMEHTBI, IPEIyCMOTPEHHBIE HACTOSIIIUM ITYHKTOM.
(ab3ar BBeneH npuka3om JlemapramenTa 3npaBooxpanenusi r. Mocksbl ot 14.09.2017 N 662)

MI'OK paccMmaTpuBaeT U IPUHUMAET PELLICHUE HA OCHOBAHUH CJIEIYIOIIUX JOKYMEHTOB:
- IPOTOKOJIA UCCIICJOBAHNS;

- OpOILIIOPHI UCCIIEIOBATEIIS;

- ”H(GOPMAIIMOHHOT'O JIUCTKA MAIUEHTA;

- CBeJICHUI 00 orbITe pa6OTBI HCCeI0BaTeIeH 10 COOTBCTCTBYIOIIHUM CIICHUAIBHOCTAM H UX OIIBITC
pa6OTBI 110 IIPOBCACHUTIO HCCHeﬂOBaHHﬁ;

- CBEJICHUI O MEUIIMHCKUX OPraHU3alUsAX, B KOTOPBIX MPEINOaraeTcsi IpoBeAeHUE UCCIE10BaHUs
(mosiHOE M COKpallleHHOE HAauMEHOBAHUS, OpPraHU3alMOHHO-IIPaBOBas (opMa, MECTO HAXOXKACHUS U
MECTO OCYIIECTBJICHHUSI NEATENbHOCTH, TenedoH, Tenedakc, aapec OSISKTPOHHON MOYTHl KaKION
MEIULMHCKONW OpraHu3aIim);

- CBGI[@HI/Iﬁ O IpcarnojraraCMbaIX CpoKax MpoOBCACHUA UCCICAOBAHUSA,

- KOIIMK A0roBopa 00513aTEILHOIO CTpaxoOoBaHus, 3aKIHOYCHHOI'O B COOTBCTCTBHH C THIIOBBIMH
IMpaBUJIaMH 00513aTeIILHOIO CTpaxoBaHus, C YKa3aHUCM HpGIIGJILHOfI YUCJIICHHOCTHU ITallMCHTOB,
Y49aCTBYIOIIUX B UCCIICAOBAHUU

- “H(OpMAIIMU O COCTaBe JICKAPCTBEHHOTO Ipenapara.

Hns paccmorpenuss MIDK 3asgButeneM MoOryT OBITh MpPEACTAaBICHBI JAPYrHE€ JOKYMEHTHI H
MaTepuaibl UCCIIEOBaHMs, B TOM YHCIE MaTepualbl, COAepKalllie ONUCaHNe JAeUCTBUN, HApPaBICHHbBIX
Ha TPHUBJIEYEHUE TMALMEHTOB, 3/I0POBBIX JOOPOBOJIBLEB K Y4YaCTHUIO B MCCIEIOBAHWU; MHCbMEHHbBIE
MaTepuaibl, KOTOpble OyAyT MpeAoCTaBICHbl yYaCTHUKAM HCCIeA0BaHUs; MH(OpMalLKsg O BbIIUIATAX U
KOMIICHCAIMSX YJYaCTHUKAM MCCIEOBAaHUs; TeKyllas Bepcus HaydHOM Oumorpaduum uccienoBarens U
(unn) npyrue Marepuanbl, MOATBEPKIAOIIUE €T0 KBATU(PHUKALHIO.

3.5. Ilo pe3ynbraraM paccMOTpEHHUs AOKYMEHTOB, YyKa3aHHbIX B IIyHKT€ 3.4 HacCTOSIIETrO
[Tonoxenus, MI'OK npuHrMaeT 0JHO U3 CIAEAYIOUINX PEIICHUN:

3.5.1. Beiaer 3axitoueHue o0 0J00peHUH TPOBEACHUS HCCIIeI0BAHHUS.
3.5.2. BrigaeT 3akiI04eHHE 0 HEBO3MOXXHOCTH 0JI00pEHUS HCCIIEI0BaHUS.

3.5.3. PexomMeHyeT BHECTH M3MEHEHUS B MPEJCTABIECHHbBIE JOKYMEHTBI JUIS LEIei mocaeayroniei
BBIJIa4H 3aKIIFOUCHUS 00 0J0OpEeHNH TPOBEACHUS UCCIICTOBAHMUS.

3.5.4. OTMmeHseT win MPUOCTAHABINBACT PAHCC BbIJAHHOC 3aKJIFOUYCHUC 00 OI[OGpeHI/II/I IMPOBCACHUA
HUCCICIOBaHUs.

3.6. MI'OK He3amennuTeIbHO B NMHUCBMEHHOM BHJE COOOIIAET HCCIEAO0BATEN0, OPraHU3aToOpy
MCCJIEIOBAHMS O CBOMX PELICHUSX, KACAIOLIUXCSI UCCIIEeI0OBAaHUS, U IPUYUHAX PUHATHUS PELICHHH.
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3.7. Ecaum mpoTOKOJ mMpeaycMaTpuBaeT HEBO3MOXKHOCTh IIOJIYUEHMsI COTJIacMsi Ha YyYacTHE B
HCCIEA0OBAHUM Yy NALMEHTa WIM €ro 3aKOHHOTO IMPEACTABUTENS 1O MOMEHTa BKJIIOUEHHUs MallMeHTa B
UCCJICIOBAaHKME, B TOM YHCIE MPU HEOTIOKHBIX cocTossHUsX, MI'DOK momkeH yOenuTbcs B TOM, UTO
MIpe/ICTaBICHHBIN MPOTOKOI U (WJIM) Apyras TOKYMEHTAllUs COOTBETCTBYIOT STUYECKHM HOpMaM, a TaKxKe
WHBIM 00s13aTEIIbHBIM TPEOOBAaHUSM JJIsI TAKUX MCCIICTOBAHU.

4. PernameHT pa6otbl MK

4.1. 3acenanua MI'OK nposoasrcs npeacenaresnem MI'OK uinu no ero nopy4eHuro 3aMeCTUTENEM
npeacenarenss MI'DOK mo mepe HEOOXOIWMOCTH, HO HE pEXe OJIHOro paza B KBapTal. llopsmok
opranmsanuu nposeaeHus 3acenanuit MI'OK, paccMOTpeHns TOKYMEHTOB U MPUHATHUS 110 HUM PELICHMUS,
CPOKHM pacCMOTPEHHMS TOKYMEHTOB, nocrynaromux B MI'OK, B yactu, He yperyaupoBaHHOM HACTOSALIUM
[Tonoxenuem, onpenensitorcst COIT MI'OK.

3acemanuss MI'DK Moryr mnpoBOAMTBCS Kak OYHO, TaK M C HCIOJIb30BAHHEM CPEJCTB
tenekoMmyHukauu. dopmy mnposenenus 3acemanus MIDK onpenenser mnpencenartens MIDOK B
cootBercTBuu ¢ COII MI'OK.

4.2. 3acenanne MI'OK cunrtaercs mpaBoOMOYHBIM, €CJIM Ha HEM IPUCYTCTBYET HE MEHEE I1OJIOBUHBI
ero wieHoB. Pemenne MI'OK mnpuHMMaeTcst OTKPBITBIM T'OJOCOBAHUEM IPOCTHIM OOJBIIMHCTBOM
royiocoB. B cilyuae paBeHCTBa TOJIOCOB PELIAIONIMM SBISETCS TOJIOC MPEACEAATEeNbCTBYIOIIETO Ha
3acenanuu MI'OK. YuacTBOBaTh B roiocoBaHUM UMEIOT IpaBo wieHbl MI'OK, KoTopble He3aBUCUMBI OT
CYOBEKTOB pacCMaTpHBAEMOT0 HCCIICAOBAHHUS.

4.3. Pemenus/3akmouenuss MI'DOK odopmisitoress mpotokonom 3acemanus MI'OK, kortopsrit
noanuceiBaerca npeacenareneM MIOK wnm 3amecturenem npenceaarens MIDK, Bo3srimaBiasBmmim
3acenanne MI'OK, unenamu MI'OK, npruHUMaBImIMMHU yyacTue B pACCMOTPEHHUH.

4.4. Ynen MI'OK, He coryacHblii C MPUHATHIM pEUIEHHEM, UMEET MpaBO B MUCbMEHHOU (opme
U3JI0KHUTh CBOE 0CO00€ MHEHHE, KOTOpOoe Mpujaraercs K nporokoiy 3acenanuss MI'OK u sBisercss ero
HEOTBEMJIEMOM YaCThIO.

4.5. Ilpencenarens MI'OK:

4.5.1. Opranuzyet paboty MI'OK u Bosrnasmiser 3acenanus MI'OK.

4.5.2. PactipenenseT 06s13aHHOCTH Mex 1y uieHaMu MI'OK u koopauHupyeT ux paboTy.
4.5.3. [loanuceiBaet mporokosibl MI'OK.

4.5.4. Kontponupyer cBoeBpeMeHHOe yBenomiieHHe wieHoB MI'OK o nare, mecre m moBecTke
IPEJCTOSIIEr0 3acelaHMsl.

4.5.5. llpuHrMaeT Mepsl N0 MPEAOTBPAIICHUIO W/UIH YPEeTryIUpOBaHUIO KOH(IIMKTA UHTEPECOB Y
wieHoB MI'OK, onpenenser uwieHoB MI'OK, KOTOpele MMEIOT NMPaBO y4acTBOBaTh B T'OJIOCOBAHHUH IO
KOHKPETHOMY HMCCJIEIOBAHUIO ¢ yueTOM IyHKTa 4.2 Hactosuero [lonoxenns.

4.6. 3amectutens npencenarenss MI'OK:

www.consultant.ru CrpaHuua 8 u3 10
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

(I'Ip%v;lkaoaTﬂ;n?gT;gf;)Ta 3ApaBooxpaHeHuns r. Mocksbl oT 25.11.2016 N 948 [lokyMeHT NpeaocTasnen KoHcynbTaHTIioc

"O MOCKOBCKOM FOPOACKOM HE3ABMCHM... Hata coxparenms: 22.04.2022

4.6.1. Ilo nopyuenuto npeacenarenss MI'OK Bosrnasnser 3aceganust MI'OK B ero orcyrcTBHE.
4.6.2. icnonuseTt nHbple 00s3aHHOCTH 110 TTopy4eHuto npeacenarens MIOK.

4.7. OtBetrcTBeHHBIN cekperapb MI'OK:

4.7.1. OcymecTBiseT JOKyMEHTAIbHO-TeXHUYECKOe obecrieueHue aestenbHoctn MITOK.

4.7.2. Uadopmupyet wienoB MI'DK u npuriameHHpIx JUI] O JaTe, BpEMEHH U MECTE MPOBEICHUS
3acenannst MI'OK He mo3Hee yem 3a 3 pabouyux JHS 10 AaThl €r0 MIPOBEICHHUS.

4.7.3. OdopmasieT moBecTKy 3acemaanus MIOK.
4.7.4. Benet npotokou 3acenanus MI'OK.

4.7.5. HampaBinsieT KOIUU pPEIICHUI/3aKII0YeHUH, MTPOTOKOIOB, BBIMUCOK W3 MpoTokoioB MI'OK
3aWHTEPECOBAHHBIM JIULAM.

4.8. Unenst MI'OK:

4.8.1. Umerot npaBo:

4.8.1.1. Bosrnasnsate padoune rpynmsl, popmupyemsie MI'OK.

4.8.1.2. [IpeanaraTe KaHAUATYPHI IPUIIALICHHBIX JIUIL U1 ydacTus B 3aceganusx MI'OK.
4.8.1.3. YyacTBOBaTh B [IOATOTOBKE MAaTEPUAIIOB 110 PACCMaTPUBAEMBbIM BOIIPOCAM.

4.8.1.4. IlpencraBisTh CBOI MO3ULMI0 IO pPE3yjbTaTaM pPACCMOTPEHHBIX MAaTEpUAIOB IIPH
npoBeaeHuu 3acenanus MI'OK.

4.8.1.5. Boriitu u3 cocraBa MI'OK 1o coOcTBEeHHOMY JKENaHUIO.

4.8.2. O6s13aHBI:

4.8.2.1. JInuno ydactBoBath B pabote MI'OK u npucyrcTBoBath Ha 3aceganusax MI'OK.

4.8.2.2. B cnyyae HEBO3MOXHOCTU IO YBAKUTEIbHOW NpPUYMHE IMPUCYTCTBOBATh Ha 3acedaHHUU
MI'OK 3abnaroBpemeHHO mpouHpopMupoBaTth 00 3TOoM mpenacenatenss MIDOK wnm 3amecturens
npencenarens MI'OK.

4.8.3. He BnpaBse nenerupoBaTh CBOM IOJIHOMOYUS APYTUM JINLIAM.

4.9. I'maBHBIN HCCIEeI0BATEND:

4.9.1. OcymectBisier kommyHukaiuio ¢ MI'OK B cootBercTBuu ¢ TpedoBanusmu COIT MI'OK.

4.9.2. Jlo Hayana HCCIEIOBAaHMS IOJIy4aeT MUCBMEHHOE W JaThpoBaHHOe ono0peHne MIDK
MPOTOKOJIa HCCIIEOBAaHUs, MUCbMEHHON (hopMbl MH(GOPMHUPOBAHHOTO COIJIACHS M €€ IOCIeAYIOUINX
penaKuHﬁ, MCpP, HAIIPABJICHHBIX Ha MPUBJICUCHUC K YYACTHIO B HCCIICIOBAHUU (Haan/IMep, PEKIIaMHBIX
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OOBSIBIIEHUI), W JIOOBIX JAPYIMX MHCbMEHHBIX MaTEpHalIOB, KOTOPHIE IMPENIoaracTcs MpeaoCTaBUTh
Y4aCTHUKAM, Pa3Mepa U MOPsAKa BRIILIAT Y4aCTHUKAM UCCIIEIOBaHUM.

4.9.3. IlpenocraBigser MI'DK mnocnenHio pemakiui OpoOIIIOpbl HCCIEAOBATENs U JIPYrYIO
nocTynHylo uHpopmanuio o Oe3omacHoctd. Ecnu Opomrtopy wucciaenoBaTens TOMOJIHSIIOT B XOZe
uccienoBanwsi, npeaoctarisier MI'OK HOBYIO peakiuio OponItopsl UCCIIeI0BATEIIS.

4.94. TlpenocraBmsier MI'DK akryanpHyro Bepcuto mpodeccruoHanbHOl Ouorpaduu [ maBHOTO
MCCIIEIOBATENS W/UITH IPYTrOi COOTBETCTBYIOIIEH JTOKYMEHTAIIHUH.

4.9.5. Tlo 3anpocy MI'DK mpemocTaBisieT npyrue JOKYMEHTBI, KOTOPbIE MOTYT IOTPeOOBATHCS
MI'OK naiist BEIOTHEHHSI €0 00s13aHHOCTEH.

4.9.6. B Teuenue HUCCIICAOBAHUA ITPCAOCTABIIACT IICPUOAUICCKHUEC OTUCTBI O XO0AC UCCICAOBAHMA.

4.9.7. Ilocne OKOHYAaHUS HCCIENOBaHUS IPEJOCTABISET HMTOIOBBIM OTYET O IMPOBEIECHHOM
HCCIICIOBAaHUH.

4.9.8. HezamemmmrensHo coodaer 8 MI'OK:

4.9.8.1. OO0 OTKIOHEHHUSX OT MPOTOKOJIA WM H3MEHEHHUSAX IPOTOKOJIA, MPOU3BEACHHBIX IS
YCTpaHEHHSI HEMOCPEICTBEHHOU YTPO3bl CYOBEKTaM UCCIIEOBAHUS.

4.9.8.2. O0 U3MEHEHHUAX, YBEIMUMUBAIOIINUX PUCK A7l CYOBEKTOB /WM CYIIECTBEHHO BIIUAIOIINUX HA
MIPOBEACHUE UCCIICIOBAHUS.

4.9.8.3. 0060 Bcex HEXKENATEIbHBIX PEAKIMIX, KOTOPBIC SBISIOTCS OJHOBPEMEHHO CEPhE3HBIMU U
HENPEIBUICHHBIMH.

4.9.8.4. O HOBBIX JaHHBIX, KOTOpPHIE MOTYT CBHUAETEIbCTBOBaTbH O BO3PACTAaHUM PHUCKA IS
CyOBEKTOB WM HEOJIArOMPHUATHO MOBIUSATH HA X0 UCCIICIOBAHMS.

5. 3aknunTenbHbIe NOJIOXEeHUNA

5.1. lna xommyHukanuu v Harnpasienus B MI'OK 1okyMeHTOB MCTIONIB3yETCs AJIEKTPOHHBIN aIpec:
ec@zdrav.mos.ru, oomuii Tenedon/dakc: (499) 144-00-28.

5.2. MI'OK obecnieunBaeT XpaHeHHUE TOKYMEHTOB, CBA3aHHBIX C MPOBEACHUEM HUCCIICIOBAHUS, KaK
MPaBUIJIO, B TEUEHHE TPeX JIET MOCJe 3aBEPIICHUs MCCIEIOBAHUS M MPEJICTaBICHUE TaKUX JTOKYMEHTOB
TPEeThUM JIMIIAM C coOdioJeHneM TpeboBaHmii 3akoHomarenbcTBa Poccuiickoit  denepanuu o
MEePCOHANBHBIX JaHHBIX, KOMMEPUECKOH, TOCYapCTBEHHOM 1 MHOM OXpaHsAEMOii 3aKOHOM TaifHe.
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