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TTPABUTEJILCTBO MOCKBBI
JAETIAPTAMEHT 3APABOOXPAHEHMUSI TOPOJIA MOCKBBI

NNPHUKA3

L5 S 2O/ N 94K

O MocKoBCKOM ropoackom
HEe3aBUCHMOM 3THYECKOM
KOMHUTETE

B coorserctBuu ¢ denepanbHbiM 3akoHOM ot 12 ampens 2010r. Ne 61-03 «O6
OOpallieHWH JIeKapCTBEHHBIX CPENCTB», IMpUKa3oM MUHHCTEPCTBA - 3APaBOOXPAHEHMS
Poccwuiickoit @enepaumm ot 01 anmpens 2016 roma Ne 200u «O6 yTBep)KIeHHH TPABHII
Haajexanen KIMHUYECKOH npakTtukuy, HamuonanbHeM craHmapToM Poccuiickoi
Qenepaunu I'OCT P 52379-2005 «Hamnexamas KIMHWYECKas MPaKTHKAy,
XenbcuHckol  [lexnapanueir BcemupHoit MenuumHckoi Accomuammu ot 2013r,
MexXnyHaponHbIMH TapMOHU3UPOBAHHBIMH TPEXCTOPOHHHMH PEKOMEHAILMIMHU 10
nramnexawen kmmHandeckoi npakrtuke (ICH GCP) ITIPUKA3BIBAIO:

1. Co3ngars MOCKOBCKMI TOPOACKOH HE3aBUCHMBIH STUUYECKUN KOMUTET (nanee
- MI'DOK) na 6ase I'ocynapcTBEHHOro OOMIKETHOrO YUYpPEXHEHHs ropoaa MOCKBBI
«eHTp KOOpPIMHAUMH W TPOBENEHMS KIMHHUYECKMX MCCIICIOBaHMH JIeKapCTBEHHEBIX
npenapaToB Ul MEIMLIMHCKOro NpuMeHeHus JenapraMeHTa 3,upaBooxpaHeHm ropoja
Mockse» (I'BY «IKITKH A3M»).

2. Vreepmuth Ilonoxenme MIDK (mamee - IlonoxeHHe) COLNIACHO
TIPUJIO’KEHHUIO K HACTOSIIIEMY TPUKa3y.

3. Hasnayute npencenareneM MIOK Xypaenesy M. B., n.M.H., npodeccopa,
IJIABHOTO BHELITAaTHOIO CHENMAlIMCTa KIMHHYecKoro apmakonora Jlemapramenra
3paBOOXpaHEHUsl ropona MOCKBBI, 3aMECTUTENs OUPEKTOpa LEHTpa KIMHUYECKOH
dapmakosiorun HayuHOro IeHTpa 3KCIEPTH3Bl CPEACTB MEAMIUHCKOTO NPHMEHEHHS
Mmuuznpasa Poccuu.

4. [Ilpencenaremo MI'OK M.B. JKypasJieBoii:

4.1. Onpenenuts coctaB MI'OK B coOTBETCTBUHU C TpeOOBaHHWAMH HACTOSIIETO
npvkasa B cpok a0 30 nexadops 2016 r.

4.2. Ob6ecneunts pabory MI3K B COOTBETCTBUM ¢ ' YTBEPXKIECHHBIM
[Tonoxenuem ¢ 16 suBaps 2017 r.

5. Jupexropy IBY «UKIIKHM J3M» E.JL. EpjgomieHko opraHu3oBaTh
MaTepralbHO-TEXHUYeckoe obecrieuenue aearensaoctu MITOK.

6. KoHTponpk 3a BBIIIOTHEHUEM HACTOSIIETO MpHKa3a BO3JIOXKUTL HA 3aMECTHTEIS
pykoBoauTens JlenapraMenTa 3apaBooxXpadenus ropoga Mockssl Antunosy F0.0.

Munuctp IlpaBuresnnbcrea MoCKBBI,
pyxoBoautean /lenmapramenrta

3ApaBOOXpaHeHus ropoa2 MockBbI AMN. Xpunynx




IIpunoxenue
K npukady Jlenapramenrta
3paBOOXpaHenHs ropona MocKBb!

or 5. S/ A/ Ne FYS

IHOJIO)KEHUE
MOCKOBCKOTI'O I'OPOACKOI'O HE3ABUCHUMOI'O
- I THYECKOI'O KOMUMTETA

1. O0He MOJIOKEHNS

1.1. Hacrosimee ITonoxenue onpenenser GyHKUHMOHATIbHBIE U OpraHU3al{HOHHbIE
BOIIPOCHI AEATEIFHOCTA MOCKOBCKOI0 rOPOJICKOTO HE3aBUCHMOI'0 STHYECKOTO KOMHUTETA
(manee — MI'OK) mpH IIaHUpPOBAHUHU ¥ NPOBENCHUHM HMCCIEIOBAaHMM JIEKaPCTBEHHBIX
npenapaToB Ul MEIUIMHCKOrO INpUMEHEHMs C Yy4YaCTHEM UYelloBeKa B KayeCTBE
CcyOBeKTa HCCIeNOBaHUS (lajiee —~ MCCIENOBAHWS) B MENMIMHCKMX OPraHH3aIMsaxX
roCyJapCTBEHHOM  CHCTEMBI  3/pPaBOOXpaHEHHs ropoga Mocksel  (manee —
TOABENOMCTBEHHbIe yupexaeHmsa). MIDK sBisercs aBTOHOMHBIM, HE3aBUCHMBIM
OpraHoM M TIpU3BaH OOecneynBaTh 3alIUTy IpaB, O€30IaCHOCThL U OXpaHy 3J0POBBA
BCEX YUaCTHUKOB HUCCIENIOBaHUM.

MI'DK gBnsieTcs HE3aBHCHMBIM STHUECKMM KOMHMTETOM, OOpa3sOBaHHBIM Ha
pPETMOHANBHOM YPOBHE.

1.2.B  cBoeii gmesrensHoctTH MI' DK  pyKOBOACTIBYETCS  CIEHYIOIMMM
HOPMAaTHBHBIMY IPABOBEIMY aKTaMM:

o Xenbcuuckon Jlekmapauueir BcemupHoil MemuumumHckod  Accouuaiivu
(mepecmotp 2013r.);

s MenepanbHbiM  3akoHOM 0T 12.04.2010r. Ne 61-®3 «O6 obpamenun
JIeKapCTBEHHBIX CPEACTBY;

¢ MexIyHapoTHBIMHU TapMOHU3UPOBAHHBIMY TPEXCTOPOHHUMH PEKOMEHIAUUAMHU
110 Hauiexanei ximandeckoit npakruke (ICH GCP);

o IIpukasoM MuHKCcTepcTBa 31apaBooxpaHenns Poccuiickoit denmepanuu OF
01.042016 r. Ne 200H «O6 yTBEpXKICHHMM IpaBHI HaAJEXKAIeH KIMHAYECKOH
TIPAKTHUKW;

« HaumonansapM crangapToM Poccumitckoit ®@enepanun I'OCT P 52379-2005
«Hannexainas KITUHUYECKas IIPaKTHKa;

» Pexomenmammsamu  KomureraMm 1o  3THKE, HPOBOIALIMM  3KCIIEPTH3Y
ouoMenMIMHCKUX uccinenosanuii BO3; ,

+ CranpaptaeiMu Onepamyonnsvu [Iponexypamu (COIT) MI'OK;

+ "acrosuwM [lonoxeHueMm; '

* UHBIMM HOPMATUBHO-IIPABOBLIMU JTOKYMEHTaMH B cepe 3ApaBOOXPAHEHHS.

1.3. Bce mccenemoBaHus, MPOBOAAIMECS B IOABEIOMCTBEHHBIX YYPEKIECHUIX,
JOIKHEl GBITE 0mo6pensl MI'OK 1o Hauana BKIIOYEHMS YYaCTHHKOB WCCIENOBaHMS H
npoBomuThcs Tox HamsopoM MIOK Bmmote mo0 wmx okonyawms. Hepomyctmmo
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BKJTFOYEHME MALMEHTOB B MCCIENOBAaHHE A0 MOJNYYEHHMs IHCHbMEHHOTO On00peHHus
MI'OK. HenomycTUMBl OTKJIOHEHMSI OT IPOTOKONA MCCIIENOBAHUS MJIM €ro U3MEHEHHE
6e3 TpeaBaPUTENHHOTO MICEMEHHOTO OI0OpEeHNs cOOTBeTCTBYIOIMX nonpasok MI'OK,
KpoMe TeX CilydyaeB, KOTAa HEOOXOmMMO YCTPaHHTH HEHNOCPEACTBEHHYIO YyTIpo3y
CyOBEKTaM UCCIeOBAHMS MM KOT/la U3MEHEHHs KacaloTCa TOJIbKO aqMHUHUCTPATUBHBIX
MJIM TEXHUYECKUX aCIIeKTOB MCCIIE0OBaHUS.

1.4. Oprauu3auioHHOe ¥ MaTepHaIbHO-TEXHIYECKOE 00eCIeUeHHE AeITeIbHOCTH
MI'DK ocyumecTBisiercss 1 oCynapcTBeHHBIM OIOIDKETHBIM — YUpeXJIeHHEM Tropofa
MockBbl  «lleHTp KOOpIOMHAIMK ¥ TPOBEACHHA KIMHHYECKHX HCCIIEIOBaHHUM
NEKapCTBEHHBIX ~MpernapaToB Uis MEIWIMHCKOro IpuMeHeHus JlemaprameHTa
3paBOOXpaHeHus ropoaa MOCKBED). '

2. CtpykTrypa u nopsgok ¢popmuposanusa MI'OK

2.1. B cocraB MI'OK Bxomsar npencenarens MI'OK, 3amecTuTens npeacenaTens
MIDK, otBercrBeHshuii cekperapp MIOK u unesst MIOK. Cocras MI'OK
yTBepXnaercs npencenarenem MI'OK.

2.2. Ipenceparens MI'DK Ha3HayaeTcss M OCBOOOXIAETCS OT HOJDKHOCTH
JlenapTaMeHTOM 3ApaBOOXpaHeHHs ropoaa MocCKBBI.

2.3. Ilpencenarens MI'OK fobkeH MMETh BBICLIEE MENMIMHCKOE 00pa3oBaHUE,
ONBIT paboThH B NIPAKTMYECKOM MEIHLMHE HE MEHEE 5-H JIET, OMBIT PabOTHI B KadeCTBe
yjeHa HTUUECKOr0 KOMHTETa He MeHee 2-X JIeT, YYEHYyl0 CTelieHb KaHauaara
MEIUIMHCKUX HayK WIH JOKTOpa MEIUIMHCKHX HayK.

2.4. B coctar MI'OK BrirOUaroTCs JIMia, o0nagaomye HeoOX0IUMMBIM OIBITOM 1
xkpanudUKaKedl U1 JKCIEPTHOM ONEHKM HayYHbIX, MEIMUIHMHCKUX W 3THYECKHX
acriexToB mccaemoBanmii. MI'OK Ho/DKEH MMETh B COCTaBe:!

» He MeHee MATH wieHoB (Bkmoyas npencenarenss MI'OK, ero samecturens u
oTBeTcTBeHHOro cexperaps MI'OK);

* KaK MHHMMYM OJHOTO WiEHa, YbH MHTEPECH! JeKaT BHE CHEPEI HAYKH;

e XaKk MHHMMYM OJHOTO WYieHa, KOTOpbIi IIPeICTaBJeT OOIIECTBEHHBIE
OprasM3alyHu.

Tpe6oBanust K cocraBy ¥ kBamubpukamuu dnesos MI'OK ompemenszores COII
MI'OK.

2.5.YnenctBo B MI'DK sBnserca mobposonsnbM. Kanmumatel B ynensr MIT'OK
HaNpaBISIOT 3a88KK Ha npuasaTHe B MI'OK ¢ npmioxennem Guorpaduu IpeacenaTento
MI'DK. Tlo pesymsrataM coOeceloBaHMs C TOTCHUHAIBHBIMM  KaHIUJaTaMu
npexacenarens MI'OK mnpuHMMaeT pelieHue O BKIIOYCHWM B COCTaB MIDK #u
yrBepxnaeT cocra MI'OK.

2.6. OcHOoBaHueM I Tpekpaimienus 4dieHcTBa B MIOK sBigercs 3asBka OT
gynena MI'DK, nocne yero mpencenarens MI'OK yTBepknaeT OOHOBJIEHHBIM CHHMCOK
ynenoB MI'OK.

2.7. Ind paccMOTpeHMs JOKYMEHTOB O TPOBEJEHMM HCCIENOBaHHH B -
TIO/IBEIOMCTBEHHHIX yupexaeramnsx MI'OK Bnpase npuBieKaTh IpeACTaBUTeNEH TaHHbBIX
yUPEXAEHHMI sl Y9acTUs B 00CYyKAeHUH NOKYMEHTOB HCCIIEI0BaHMU.

2.8. Ilna pelmeduss chenuatbHeIX BompocoB MIDK  moxer npHBiexarh
HE3aBHCUMBIX JKCIEpTOB, He spisiommxcs dneHamu MIOK, koropele MOryT
y4yacTBOBaTh B OOCYKIEHMH JOKYMEHTOB HUCCIIENOBaHUS, HO HE NMPUHUMAIOT y4acTus B
HWTOrOBOM FOJIOCOBaHUH. ‘
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3. ®ynxuuun MI'IK

3.1. MI'OK:

3.1.1. ocymecTBASE€T KOHTPOJIb 32 COONIONEHHMEM J3TUYECKMX HOPM IpH
MIPOBEACHUU UCCTEIOBAHUA U IIpaB yYaCTHUKOB MCCIIENOBaHUA;

3.1.2. Ha OCHOBaHUM HayyHOH Omorpaduu uccnenoBarens ¥ HHOH TOKyMEHTALUN
OLIEHMBAET  COOTBETCTBME  KBaTM(UKALMH  HCCHENOBATENsS  IIAHUPYEMOMY
WCCIEI0BAHUIO;

3.1.3. B mporecce uccaeA0BaHUs MEPUOAUYECKH PacCMaTpUBAET AOKYMEHTALMIO
U OLIEHHBAET IPOBOAMMOE HCCIIEI0OBaHME (HE pexe OHOTO pa3a B IOA);

3.1.4. moxer noTpeboBaTh OT OpraHU3aTOpa MCCIENOBAHUs IPETOCTABUTH
YYaCTHUKY MCCIIENOBaHHS IOIOJNHUTENbHbIE CBEleHUS 00 HCCIENOBAHUM, IIOMHMO
uHopmanH, coepxameiica B ”HQOPMALIIOHHOM JINCTKE NalUeHTa, eClH, IT0O MHEHHUIO
MI'DK, 3TO MO3BOJMT IOBBICUTH CTEINEHb 3allUTHI NpaB U 0€30IaCHOCTH yYaCTHHKA
WCCIIeOBAHMUS;

3.1.5. oueHMBaeT pasMep M NOPSAIAOK OCYIIECTBJIEHMs BBILIAT YYacTHUKaM
UCCNIENOBAHUS ¢ 1IN0  BBIABICHHWS HEOOOCHOBAHHOH  3aMHTEPECOBAHHOCTH
YYaCTHUKOB MCCJIEIOBaHMS WM IIPUHYXJEHMS HX K Y4YaCTHIO B HCCIICOBaHHH.
HNudopmanums, kacaromasics BBIUIAT YYaCTHUKaM HCCIIE[OBaHMs, BKJtOYas METOMBI,
CYMMBI U Tpad¥K BBITIIAT, OTpaKaeTcs B MHPOPMALUMOHHOM JIMCTKE MAlMEHTa,

3.1.6.cornacoBbIBaET NONPABKY B IIPOTOKOJI UCCIENOBAHHUS,

3.1.7. cobupaeTr ¥ NpUHMMAeT K CBEAECHMIO JONONHHUTENbHYIO HH(OpMauuio Oe3
HEOOXOAMMOCTH OTIOTHUTENFHOIO OR00peHus:

3.1.7.1. undopmauuio mo OE30IACHOCTH, KOIJa OHA He BJ€YET H3MEHEHHS
IpOTOKONa  MCCHeNoBaHHS W MHGOpPMaluM, IPEAOCTAaBIAEMON  CyOBeKTaMm
HcceI0Banus, v

3.1.7.2. uadopManiuio nNo U3IMEHEHHUM, KacarIUMCsa TONBKO aAMMHHACTPATUBHBIX
WM TEXHHYECKHX aCIIEKTOB MCCIENOBaHUs (HampuMep, 3aMe€Ha MOHUTODPA, U3MEHEHHE
HOMepa Tenedona);

3.1.8. W3BELIAET BCE 3aMHTEPECOBAHHEIE CTOPOHBI 0 CBOUX
PEIIEHHSX/3aKIIFOUEHNAX, KacalomIMXCsl UCCIENOBaHMs, O TPHYMHAX TIPUHATHSI
PEILEHHI/3aKITIOUEHIH 1 0 IOpsAAKe 00)KaIOBaHNUs €T0 pelleHNH/3aKTIOUEHU I,

3.1.9. ocyiecTBiseT AesTenapHocTh B cootBercTBHM ¢ COIl, paspabaTeiBacMbIMU
v yreepxmaembiMu MIOK, J1OKyMeHTHpPYeT CBOXO paboTy, BeIeT MPOTOKOIBI
3aceanui, a Takxe cobmonaer GCP u HopMaTHBHBIE TPEOOBAHHUS;

3.1.10. comepiraer WHBIC [EHCTBUA, HAMPAaBJIICHHBIE Ha WCIIOJHEHUE CBOUX
GYyHKUMH ¥ TIOJHOMOYHH B COOTBETCTBMH C 3aKOHOIATENLCTBOM Poccuiickoit
Oenepalyu.

3.2. TIpu 3THYECKOM 3KCIepTH3e IuTasupyeMoro ucciaenosanus MI'OK usydaer
npeacTaBieHHbIe JOKYMEHTHI I TOr0, YTOObI OLIEHUTh PUCK U OXKUAAEMYIO NIOB3Y AT
YYaCTHHKOB HCCJIEJOBaHHMS W  ONpPEAENUTh, SABISETCA JM  OXHUAAEMBIA  PUCK
06OCHOBaHHLEIM II0 CPaBHEHHMIO C MOJB30HM OJIl HMCOBITYEMBIX, W HACKOJNBKO BaXXHa
nHdoOpManus, KoTopas OymeT NONydeHa IO pesyibIaTaM Hccienopanms. Ilpasa,
6e30MacHOCTh W 3[0POBBE HCHBITYEMBIX SBISIIOTCS IPEAMETOM IIEPBOCTENEHHOM
Ba)KHOCTH M JIOJDKHBI IIPEBAIIMPOBATH HAll UHTEPECAMH HAYKU M OOIIeCTBa.

3.3. MI'3K ¢ 0coOGBIM BHUMAHUEM paccMaTpHUBAET T€ MCCIEAOBaHHUs, B KOTOPBIC
MOTYT OBbITh BKJIFOUEHBI YA3BUMBIC HCIIBITyeMBblE, TO €CTh JIMIA, Ybe HOOPOBONBHOE
corylace Ha YyacTHE€ B MCCJIEJOBAHMM MOXET OBIThb pE3yNbTaTOM HX Ype3MEepHON
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3aMHTEPECOBAHHOCTH WM CaHKLMI €O CTOPOHBI PYKOBOACTBA B Cliyyae OTKasza OT
yyacTHs B HccienoBaHWU. KpoMme TOro, X ysS3BUMBIM HCHBITYEMBIM OTHOCATCS MIETH,
ocTaBuIvecss 0e3 IONeUYeHHs poauTeneii, OOoJbHblE HEM3NEUNMMBIMH 3a00JICBaHUSIMU;
JMlla, COAep)Kaurecs B JOMax MpecTapenblX; 0e3paboTHblE M Maloo0eCHeyeHHBIE;
MalMEeHThl B HEOTJIOXXHOM COCTOSIHWH; NPEACTABUTENIM HAlMOHANBHBIX MEHBIIMHCTB;
6e370MHBIE, OEXEHIIbI, HECOBEPIICHHOJETHHE, a TaKXe JIMla, He CIOCOOHBIE Jarb
HHGOPMHUPOBAHHOE COTJIACHE.

3.4. MI'OK paccmaTpuBaeT U IIPUHHMMAET pELIEHHE HAa OCHOBAHMHM CIEXYIOIIMX
JIOKYMEHTOB:

- IPOTOKOJ1a UCCIIEAOBAHNUS;

- OpOIIIOpBI UCCIEN0BATENS;

- ¥H(GOPMAIOHHOT O JINCTKA NALMEHTa,;

- CcBefeHMii 00 ombiTe paboThl HMCCIEHNOBATENEH IO COOTBETCTBYFOIIHM
CHELMATLHOCTIM U UX ONBITE pabOoThl MO MPOBEACHUIO UCCIIEOBaHHH;

- CBeNeHWH O MEIMHMHCKMX OpTaHM3alliiX, B KOTOPBIX IIPENIIOJaraercs
TpoBeZieHHEe HCclieoBaHMs (ONHOE ¥ COKpallleHHOE HaUMEHOBaHHUS, OpraHM3alliOHHO-
npaBoBas GopMa, MECTO HAXOXKIECHHUS ¥ MECTO OCYINECTBIECHHUS AEATENLHOCTH, TENEPOH,
Tenedaxc, aapec dIEKTPOHHON NOYTH! KaXKIO0H MEIUIMHCKOM OpTraHM3aliK);

- CBEJIEHHI1 0 IIpenoNaraeéMbIX CpOKax NpOBEACHUS UCCIIENOBaHHMS,

- KOIIMH JOroBOpa 0053aTeNbHOTO CTPaXOBaHMs, 3aKIFOYEHHOI0 B COOTBETCTBUU
C TWIOBHLIMH TIPAaBUJIAMH OO0A3aTENPHOTO CTPAXOBAHUS, C YKa3aHMEM IIpeNeIbHON
YLICIIEHHOCTH TallAEHTOB, YUYaCTBYIOLIMX B UCCIIEIOBAaHUH,

- HHGOpMAIK O COCTaBE JIEKaPCTBEHHOIO Mperapara.

Jna pacemotpenus MI'OK 3asBuTenieM MOryT OBITH IIPEACTABIECHBI APYTHeE
JOKYMEHTBI ¥ MaTepuallbl HCCIENOBaHHWs, B TOM 4YHCIIE MaTepuaibl, COJEpKaline
ONMCaHMe [EHCTBUI, HANpaBJICHHBIX Ha MpPHUBJICUYEHHE MALMEHTOB, 3J0POBBIX
H06pOBONBLEB K YYaCTUIO B MCCIIENOBaHMH; IMChMEHHBIE MaTepUalsl, KOTOprle OyayT
TNpeOCTaBIIEHB] YUACTHUKAM HCClIE0BaHHs ; NHGOPMALMS O BRIIIATAX W KOMIICHCALIUX
YYaCTHHKaM HCCIIeOBAHHSA; TeKyllas Bepcus HaydHOH Ouorpaguu mccienmosaTens H
(unu) Opyrue MaTepHasl, TONTBEPIKAAIOIINE €r0 KBaIuHKalHUIO.

3.5. Tlo pesynpTaraM pacCMOTPEHHS NOKYMEHTOB, yKa3aHHBIX B INyHKTe 3.4
Hactosimiero IHonoxenus, MI'OK npruBMMaeT OQHO U3 CIEAYIOIIMUX PEIICHHM:

3.5.1. BEImaeT 3aKkinoueHue 06 ogoOpeHnH NPOBENEHUS UCCIENOBAHNS,

3.5.2. BBHIAET 3aKFOUYEHHE O HEBO3MOXXHOCTHY OJIOOPEHHUS UCCIIEA0OBaHMS,

3.5.3. peKoMeHIyeT BHECTH W3MEHEHHWs B IIPEIACTABIEHHBIC JOKYMEHTBI LA
Lesnei nocaeayolleil BIAaYH 3aKII0UeHUA 00 0N0OPEHNH IPOBENCHHS UCCIeNOBaHHUS;

3.5.4. oTMeHseT WiIM NPHOCTAHABIMBAET paHee BBJIAHHOE 3aKIIOYEHHE 00
0100pEHNU TPOBENEHHS UCCIIEAOBAHMS.

3.6. MI' DK He3zaMeaJUTEIHFHO B NMHCEMEHHOM BHIE COOOIIAET HCCIENOBaTENIO,
OpraHm3aTopy HCCIEHOBAHUS O CBOMX DpEIIECHMSX, KaCaloIUXCs HCCICNOBaHMA H
NpUYHHAX TPUHATHS PELLICHUN.

3.7. Eciii npoTOKOJ IpenyCMaTpUBaeT HEBO3MOXKHOCTD MOJTyYeHHs COIIacusi Ha
y4acTHe B MCCIIECNOBAHNM Y TIALMEHTa MIIM €r0 3aKOHHOTO TMPENCTaBUTEeIL 10 MOMEHTa
BKJIIOYEHMS TALMEHTa B HCCIENOBAaHME, B TOM YHCIIE IPU HEOTJIOXKHBIX COCTOSHHSX,
MIDK momkeH yOemuThcs B TOM, YTO MpEICTaBIEHHBIH NPOTOKON M (MiM) Apyras
JOKYMEHTAIlMs COOTBETCTBYIOT 3THYECKMM HOpMaM, a TaKKe HMHbIM 0O0s3aTelbHBIM
TpeGOBaHUSM JJIS] TAKUX UCCIIENOBAHUM.
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4. Pernament pa6orst MI'IK

4.1. 3acemanmsa MI DK mnpoeomsrcs npeacenateneM MIOK wunu no ero
nopydenuto 3amectureneM npeaceaarens MI'OK no mepe Heo6X0IuMOCTH, HO HE peXe
ONHOTO pa3a B kBaprau. [lopsimok opraHu3anuy nposeneHus 3acemanmit MIJK,
PaccMOTpEHMsT JHOKYMEHTOB W TPHHSTHS 110 HUM pEIIeHHs, CPOKH PacCMOTPEHHS
JOKyMeHTOB, moctynaomux B MI'OK, B dacTu, He yperyivpoBaHHOM HAacCTOSMM
IonoxenueM, onpenensroress COIT MI'OK.

3acenanus MI'OK MoOryT npoBOAMTBECS KaK OYHO, TaK U C HCIOJIL30BAHHMEM
cpencTB TenekoMMyHukamuu. @opMmy mpoBeaeHus 3acemanuss MI'OK  omnpenenser
npexacenareas MI OK B coorBerctBuu ¢ COIT MI'OK.

4.2. 3acenanne MI'OK cunTaeTcs npaBOMOYHBIM, €CIIM Ha HEM NIPUCYTCTBYET He
MeHee TMOJIOBUHBI ero uneHoB. Pemenne MI'OK npuHuUMaeTcs OTKPBITHIM IOJOCOBAaHUEM
TIPOCTHIM OOJNBIIWHCTBOM TOJIOCOB. B Cilydae paBeHCTBa rOJI0COB PELIAIOIIUM SBIAETCS
rojioc mpencenarenscrByromero Ha s3acegaHud MI'OK. YyacTBoBaTe B rojOCOBaHHH
uMeroT npaso wiensl MI'OK, koTopble HE3aBUCHUMBI OT CyOBEKTOB paccMaTpUBaeMOro
HCCIIeIOBAaHUS.

4.3. Pemenns/3axnouenns MI'OK odopmisiores nporokxonoM 3acenanus MI'OK,
KOTOpPBIt monanuchiBaeTcs npeacenareneM MI'OK unm 3aMecTuTeneM mNpeacenares
MI'2K, Bo3rmasnsaeinuM 3acefanne MI'IK, unenamu MI'OK, npuHIMaBIIMMH yUacTHE
B PaCCMOTPEHHH.

4.4. Ynen MI'DK, He cormacHbli ¢ IpPHUHATBIM pELIECHUEM, MMEET IIpPaBo B
ITUCBMEHHOM (opMe M3JIOKUTh cBOoe 0co00e MHEHHE, KOTOpOe mpuiaraercs X
npotokony 3acenanus MI'OK u gBiseTcst €ro HEOTHEMIIEMOM YaCThIO.

4.5. Tpencenarenp MI'JK:

4.5.1. opranmzyet padoty MI"OK u Bozriasiser 3acenanust MI 9K

4.5.2. pacnpenenser obs3aHHOCTH Mex Xy wieHamu MI'OK 1 koopaueHupyer ux
paborty;

4.5.3. nomnuceiBaeT npoTokonsl MI'IK;

4.5.4. KOHTPOJHPYET CBOeBpeMeHHOe yBenomiienue uneHos MI'OK o gare, mecte
¥ TIOBECTKE MPENCTOAIEr0 3aceNaHMms; '

4,5.5. npuHMMaeT Mephl 1O TPENOTBPAILECHHIO W/WIM  YPEryIMpOBaHHMIO
KoH(}auKTa MHTepecoB y wieHoB MI'OK, onpenendet uieHos MI'OK, KoTopbie uMerOT
TPaBO y4acTBOBAaTh B I'OJIOCOBAHMH MO KOHKPETHOMY HCCIIENOBAHHUIO C YUE€TOM ITyHKTa
4.2 nacrosmero ITonoxenus.

4.6. 3amecrurenb npeaceaarens MI'IK:

4.6.1. no nopyuenumto npenacenarens MI'OK Bosrnasiuser zacenanus MI'OK B ero
OTCYTCTBUE;

4.6.2. UCIIONHAET UHBIE 00S3aBHOCTH O ITopy4YeHuo mpeacenaterst MI'OK.

4.7. OTBeTcTBEeHHbII cexperaps, MI'JK:

4.7.1. oCylecTBIAET NOKYMEHTATBHO-TEXHUUECKOE OOeclieyeHre AeATENbHOCTH
MI'OK;

4.7.2. vapopmupyet wieHoB MI'OK u npurnameHHpIX JHIl O AaTe, BPEMECHU U
mecte nposenenys 3acenanus MI'OK He nosnHee, 4em 3a 3 pabouux JHA OO JAThl €T0
MIPOBEACHUS;

4.7.3. opopmiiseT noBectKy 3acenanus MI'OK;
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4.7.4. Beper npotokon 3acenanus MI'OK;
4,7.5. HanpaBiseT KONMM pEHICHUH/3aKMOYeHMH, ITPOTOKOJIOB, BBHIMHUCOK U3
npotokosoB MI'OK 3avHTepecOBaHHBIM JIUIAM.

4.8. Ynenst MI'JK:

4.8.1. UMEIOT 1IPaBo:

4.8.1.1. BosrnaBisaTh paboyue rpynmnsl, dopmupyemsie MI'OK;

4.8.1.2. mpennaraTh KaHOUAATYyphl NpPWINAINEHHBIX JIMI[ IS Yy4YacTus B
saceganusx MI'OK;

4.8.1.3. y4acTBOBAaThH B IOATOTOBKE MaTepHANIOB 110 pacCMATPUBaeMbIM BOTIPOCAM;

4.8.1.4. npencTaBIATH CBOIWO TO3ULUIO IO pe3ynbTaTaM pPacCMOTPEHHBIX
MaTepHajioB NpU IpoBefeHNH 3acenanus MI'OK;

4.8.1.5. BeritTa u3 cocraa MI'OK 1o coOCTBEHHOMY XKeNaHMIO;

4.8.2. o6s3aHBbI:

4.8.2.1. muyHO yuacTBoBaTh B pabore MI'OK M nmpucyTCTBOBaTh Ha 3aceNaHMsIX
MI'DK;

4.8.2.2. B cilydyae HEBO3MOXHOCTH IO YBOXHTENBHOM NPHYMHE NMPUCYTCTBOBATH
Ha 3aceganud MI'DK, 3abnaroppeMeHHO MpPOMHGOPMUPOBATE 00 3TOM Mpencenarens
MI'OK unu 3amectutens npencenarens MI'OK;

4.8.3. He BIpaBe AeNErupoBaTh CBOH IIOJIHOMOYHS APYTHM JIMLIAM.

4.9. I'naBHbIH Hcclen0Bareib:

4.9.1. ocymectsiseT kommyHukaipo ¢ MI'OK B cOOTBETCTBUH ¢ TPEOOBAHUSIMU
COII MI'3K;

492. no Hayana HCCICNOBaHUS IIOIAy4YaeT IIMCBMEHHOE M JaTHPOBAHHOE
onobpenne MI'OK npoTokona MCClen0oBaHus, MHCHMEHHON (OopMbI HHPOPMHUPOBAHHOTO
corylaciss ¥ ee TOCIeNyIoIIUX peNaKiyii, Mep, HalpaBlICHHBIX Ha TpPUBICUYCHHE K
Y4aCTHIO B MCCIIEJOBaHMU (HampuMep, PeKIaMHBIX OOBABIECHHHA), W MOOBIX APYTHX
MCbMEHHBIX MAaTepHalioB, KOTOpBble IIPEANONaraeTcs IMPEeAOCTaBUTh YYacTHUKAM,
paszMepa U NOpsIKa BBIIIAT YYaCTHUKAM HCCIIeNOBaHMH;

4.9.3. npenocrasnser MI'OK nocneqHIon pefakuuio Opolutopsl HCCaeA0BaTeNs U
Apyryio IOCTynHy HHopManuio o 6GesomacHoctd. Ecnu Opormrtopy HcciaeqoBaTens
JIONOJHAIOT B X0Je Mccnenosanus, npeaocrapiger MI'OK HOBy10 penakumio Opourops
HCCIIEOBaTeNs;

49.4. npenoctasnser MIOK akTyanpHyl0 BEPCHIO MPOQECCHOHATBHON
6uorpaduu I 1aBHOTO HCCIeTOBaTENs W/UIA APYrof COOTBETCTBYIOIIECH TOKYMEHTALMH;

4.9.5. no 3ampocy MI'OK npenocraBiseT Qpyrue HOKYMEHTBl, KOTOpBIE MOTYT
norpebosarscs MI'OK Juist BEIIONHEHHS €ro 00s3aHHOCTEH;

4.9.6. B TeueHUE MCCIENOBaHUS MPEAOCTABIIET IEPHOAUYECKHE OTUSTHl O XOle
HCCIIeI0BaHuS; :

4.9.7. mocne OKOHYaHMs MCCIENOBaHMS NpPEAOCTABISIET MTOrOBBIM OTYET O
TIPOBEIEHHOM MCCIIEI0BaHNUH;

4.9.8. pezamemuTesbHO coodniaer B MI'OK:

498.1. 006 OTKJIOHEHHAX OT TIPOTOKOJAa MM HM3MEHEHUSIX IIPOTOKOIA,
NMpPOM3BEAEHHBIX [UIsl yCTPaHEHUs HEMOCPEICTBEHHOM yrpo3bl CyOBEeKTaM HCCIIeIOBaHNS;

4.9.82. 00 HW3MCHEHMSX, YBEIMUMBAIOLIMX PHCK 11 CyOBEKTOB H/WJIH
CYIIECTBEHHO BIMSIOIINX Ha NPOBEICHUE UCCIICIOBaHN;
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4.9.8.3. 060 Bcex HEXeNaTeNbHBIX PEAKIHAX, KOTOPHIE SBJIAIOTCS OJHOBPEMEHHO
CephE3HbIMU M HEeNPeIBUICHHEIMU;
4.9.8.4. 0 HOBBIX JAHHBIX, KOTOPbIE MOTYT CBHIETEIbCTBOBATH O BO3pPACTaHHUHM
pucKa Jyis CyObeKTOB WK HeOIaronpHsITHO MOBIHUATE Ha X0 HCCIEAOBAHUA.

5. 3akJrouuTeJIbHbIC MOJIOKEHHUSA

5.1. JIns xomMmyHuKaun u Hanpasiesus B MI'OK 1OKyMEHTOB MCHOJIB3yeTCst
3JIeKTPOHHBIH aapec: ec(@zdrav.mos.ru, obmuit Tenedon/daxc: (499) 144 00 28.

5.2. MI'OK obecneunBaeT XpaHEHUE NOKYMEHTOB, CBSI3aHHBIX C IPOBEACHHEM
HCCIIeIOBaHUS, KaK NIPaBUJIO, B TEUEHUE TPEX JIET MOCHE 3aBEPIICHUS UCCICNOBaHUs U
npencraBjieHre TaKUX NOKYMEHTOB TPETbUM JIMHAM C COOMIOAEHHEM TpeOOBaHMIl -
3aKoHoAarenpcTBa Poccuiickoit denepaliuy 0 NEPCOHANBHBIX JAHHBIX, KOMMEPYECKOH,
rOCyAapCTBEHHOH ¥ MHOM OXpaHsAeMOH 3aKOHOM TaiHe.




