[MPABUTEJIBCTBO MOCKBBI
JEITAPTAMEHT 3APABOOXPAHEHUSA I'OPOJA MOCKBBI

IIPUKA3

L5 /L 2O/E Ne 92K

O MocKoBCKOM ropoackom
HEe3ABHCHMOM 3THYECKOM
KOMHTeTe

B coorsercTBiu ¢ ®enepansubiM 3akoHoM ot 12 anpens 2010r. Ne 61-®3 «06
oOpallieHHH JIEKapCTBEHHLIX CPEACTB», NPHKa3oM MMHHCTEpCTBa - 3APaBOOXPAHEHHA
Poccuiickoit @enepauuu ot 01 anpens 2016 rona Ne 2000 «O6 yTBepiKaeHHH TIpaBHI
Hajulexalell KiIMHWYeCKol npakTHKWy, HauwowansHelM cTaHaapToMm Poccuiickoit
@enepauun TOCT P 52379-2005 «Hamnesxamias KIMHMYECKas NpaKTHKay,
Xenocunckoi [Jlexnaparnuedt BeemupHo#t Mepununckoit Accommamuu ot 2013r,
MexnyHapoaHbIME  TapMOHH3HPOBAHHBIMH TPEXCTOPOHHHMH pPEKOMEHJALMAMH T10
Haexamen kinandeckol npaktuke (ICH GCP) IPHKA3BIBAKO:

1. Co3snare MockoBckHi TOpoICKOH He3aBUCHMBIH 3THYECKHI KOMHTET (nanee
- MI'3K) na 0ase T'ocymapctBenHoro OromKeTHOro yupexaeHus ropoga Mockssl
«llenTp KOOpOMHAUMM W MPOBEJACHHUS KIMHHYECKHX HCCIENOBaHHWH JEeKapCTBEHHBIX
TIpenapaToB /i1 MeAWIMHCKoro pumenenns [lenapramenra anpamoxpaﬂmuﬂ ropoja
Mocksbi» (I'BY «LIKITKH [I3M»).

2. Vreepmuts Ilomowenwe MIDK (manee - Ilonoxenwe) cornacHo
NPHIOKEHHUIO K HACTOAIIEMY TpHKa3y.

3. Hasnaunte npencenarenem MIDK JKypasnery M. B., n.M.H., nmpodeccopa,
FIABHOrO BHEWITATHOI'O cCHenWanucra KauHudyeckoro dapmakonora J[lenapramenta
3ApaBOOXpaHeHus ropoja MOCKBbI, 3aMECTUTENs AUPEKTOpa LEHTPa KIMHHYECKOH
tapmaxonoruy HayuHoro ieHrpa 3KCNEpTH3BI CpPEICTB MEIHLMHCKOrO NPHMEHEHWS
Mmunszapasa Poccuu.

4. Ilpencenaremo MI 3K M.B. Kypasnesoii:

4.1. Onpenenuth coctas MI'DK B cooTBeTcTBHH ¢ TpeOOBaHWAMM HACTOALIETO
npuxaza B cpok go 30 nexadpsa 2016 r.

4.2. Ob6ecrnieunte pabory MIBK B COOTBeTCTBHHM C ~ YTBEPKIOEHHBLIM
[Tonoxenuem ¢ 16 ausaps 2017 r.

5. Hupextopy IBY «IKIIKM [I3M» E.ILl. Esjgoumiedko opraHu3oBarth
MaTepHalbHO-TEXHUYeCKoe obecneuenne aearenbaoctn MITOK.

6. KoHTponk 3a BRITTONIHEHMEM HACTOSIIErO MPHKa3a BO3NOKHUTL HA 3aMECTHTENs
pykoBoautens JlenapramenTa 3apasooxpaHerus ropoga Mockeel Autunosy FHO.O.

Musaucrp [pasureancrsa MockBbl,
pykosoautens dlenmapramenta
3apaBooxpanenus ropoaz Mockebi / ; A.H. Xpunyn
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[Ipunoxenne
K npukaly Jlenapramenta

3/IpaBOOXpaHEHHA ropoaa Mocksbl
or 5. /LN FYX

HNOJOXKEHHE
MOCKOBCKOI'O I'OPOJACKOI'O HEBABUCHUMOI'O
3THYECKOTI'O KOMHUTETA

1. ObuIHe NOJIOKeHHS

1.1. Hactosmee [Tonoxenue onpefenser (pyHKIMOHANLHEIE H OPTaHU3AIIMOHHBIE
BOTTPOCHI AEATENEHOCTH MOCKOBCKOr0o rOpPOICKOro HE3aBHCHMOT'0 3THYECKOTO KOMHTETA
(manee — MI'DK) npH niaHHpOBaHHH W NPOBENEHHM HMCCIENOBAHMH JeKapCTBEHHBIX
npenapaTtoB A8 MEIMLHHCKOro NPHMEHEHHS ¢ YYacTHeM dYeloBeka B KadecTBe
cyObeKTa MCCIeAOBaHMA (Janee — HCCHENOBaHMA) B MEIMIMHCKMX OpraHM3allHmax
rocyAapCcTBEHHOH  CHCTeMBl  34paBooxpaHenuss ropoja Mockeel  (manee -
NMOJBENOMCTBEHHbIE yupekaenus). MIDK sBnsercs aBTOHOMHBIM, HE3aBHCHMBIM
OpraHoM M TpH3BaH obecneyMBaTh 3AUIMTY Npas, 6e30macHOCTh W OXpaHy 3/0pOBbA
BCEX YIaCTHMKOB MCCIeI0BaHMM,

MIDK sBnsercs He3aBHCHMBIM O3THYECKHM KOMMTETOM, 00pa3oBaHHBIM Ha
PErHOHANEHOM YPOBHE.

1.2.B  ceoeii pmesarensHocth MIJK  pykoBoaciByerca  ClAENyIOUIHMH
HOPMAaTHBHBIMH TIPABOBRIMH aKTAMM:

+ Xenscuuckoii  [Jexkmapauweit Beemupnol  MepuuuHckod  Accouuaunu
(nepecmotp 2013r.);

« MepepanbHbiM  3akoHOM oT 12.04.2010r. Ne 61-®3 «O6 obpaiienun
NIEKAPCTBEHHBIX CPeICTBY;

¢ MexayHapoIHEIMH TAPMOHH3HPORAHHBIMH TPEXCTOPOHHHMH pPEKOMEHAALIMAMH
110 Hagnexamei KnuHuudeckoi npaktuke (ICH GCP);

« [Tpukazom MuHKcTepcTBa 3apaBooxpaHeHns Poccuiickoli ®@emepaumm  oT
01.04.2016 r. Ne 200u «OG yTBep)KASHHM TIpaBHJI HaLJeKalleH KIHHAYECKOH
MPaKTHKIY,

« HaumonansueiM crangaptom Poccwiickoii @enepaumn I'OCT P 52379-2005
«Hannexaias KiMHHYECKas NIPAKTHKAY;

« Pexomenmaumamu KomuTeramM 10  3THKE, TPOBOAALIAM  3KCIEPTH3Y
froMenHIMHCKUX Hecnenosannid BO3;

 CranpaptaeivMu OnepauuonisiMu ITponenypamu (COIT) MI'3K;

« HacrosummM [Nonoxenuem;

* MHBIMH HOPMATHBHO-NIPABOBEIMHU JIOKYMEHTAMH B COEpe 31paBOOXPaHEHHS.

1.3. Bce wMccnemoBaHus, NpoOBOAAIIHECH B MOIBEAOMCTBEHHBIX YUpPeXACHHAX,
ponxusl O6biTe onobpensl MIOK no Havana BKIIOYEHHA YYACTHHKOB MCCNENOBAaHHA H
nposoauThcad moa Hamzopom MIBK Brnote no HX OKoHuaHH#s. Henonycrumo
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BKJTIOYEHHME TAUMEHTOB B HCC/EOBAHHE [0 TNOMYYeHHS ITHChMEHHOTO ON00peHHs
MI'3K. HeponycTHMb! OTKIOHEHHS! OT NMPOTOKONA HMCCIEAOBAHHSA MIIM €r0 U3MEHEHHE
Be3 npeaBapHTENBHOTO MHCBMEHHOTO 0100peHns COOTBETCTBYIOWMX nonpasok MIJK,
KpOMe TeX CiydaeB, Korja HeoOXomuMO YCTPaHHTh HeNOCPEACTBEHHYIO YIposy
CyOBEKTAM MCCNEAOBAHHA MM KOTla H3MEHEHHs KacarTca TONBKO aqMHHUCTPATHBHBIX
HIIH TEXHHYECKHX aCTIEKTOB WCCNIEN0BaHHA.

1.4. Oprany3auroHHOe ¥ MaTepHATBHO-TEXHHYECKOE 0becTieyeHHe AeATENbHOCTH
MI'3K ocymectsasiercs [ocynapcTBeHHBIM OIO/DKETHBIM  YUPEKACHHEM Topoja
Mockssl  «lleHTp KOOpAHHAUWM M TPOBEAEHUA KIMHWYECKHX MCCIIeOBaHMH
NEKapCTBEHHBIX MpEenaparoB [ns MeAWIWHCKOro npumeHenus [lemapramenta
3ApaBoOXpaHeHud ropona MocKBbI».

2. CtpykTypa h nopsagok popmuposanna MI'IK

2.1. B cocrae MI' 3K Bxonsr npeacenarens MI'IK, 3amecTHTeNb NpeicenaTens
MIDK, orteercrBennmniii cekperapp MIDK u unemst MIDK., Cocrae MIDK
yreepinaerca npeacenarenem MI 3K,

2.2. Mpencenatens MI'DK HasHadaerca © 0CcBOOOKIAeTCs OT JODKHOCTH
JlenapramMeHTOM 37paBoOXpaHeHus ropona Mocksbl.

2.3. Ipencenarens MI'IK joipked uMeTh BbICIIEE MEMIMHCKOE 00pasOBaHME,
onbiT paboTEl B MPaKTHYECKON MeIHLMHe He MeHee 5-H NeT, ombiT paboThl B KayecTne
ygeHa OSTHYECKOr0 KOMHTeTa HE MeHee 2-X JIeT, Y4YeHyl CTelleHb KaHaujaata
MEIHIHHCKMX HayK WIH JOKTOpa MEAHIIHHCKHX HayK.

2.4. B coctas MI 9K exntouaroTces nuua, obnanaronme HeoOXogMMbIM ONBITOM H
kBanuUKALMEd O19 3KCNEPTHOH OLEHKH HayJHBIX, MEOHIHHCKHX W 3THYECKHX
acnexkToR Hecnenosanuii. MI'3K nomkeH HMeTE B COCTaBE:!

+ He MeHee NATH wieHoB (Bikmouas npencenarens MI'ODK, ero samectutens u
oTBercTBeHHOr0 cexperaps MI'DK);

* KaK MMHUMYM OJIHOIO 4ieHa, YbH WHTEPECH! IekKaT BHe Chepbl HAyKu;

* KAK MHHMMYM OJHOTO 4ieHa, KOTOpEI mpeacTaBiser oOIIeCTBEHHBIC
OpraHU3alyH.

Tpebopanus k cocrasy ¥ kBammdmkaumu wienop MI'OK onpepensiores COIl
MIDK.

2.5.Ynencteo B MI'IK sensercs mobposonsheM. Kaumunars! B ynens MITOK
HATPaBNSOT 3a98ku Ha npuHaATHe B MI'OK ¢ npunoxenuem Guorpaguu npencenaresio
MI'3K. Tlo pesynerataM cobecefoBanus ¢ TOTEHUMAIBHBIMK  KaHIMJaTaMH
npencenatens MIDK npuEMMaer pemeHHe 0 BKmoueHMH B cocras MIDK u
yreepicaaer coctas MIOK.

2.6. OcHoBauMeM Id TipekpaileHns unenctsa B MIOK smnsercs sadeka oT
ynena MIDK, nocne uero npencemarens MI'DOK yrBepiaaer 0OHOBIEHHEIH CIHCOK
unenor MIJK.

2.7. lns  paccMOTpPEeHHsA [OKYMEHTOB O TpPOBEAEHHH HCCnenoBaHuil B -
TO/IBEIOMCTBEHHBIX yupexaenusx MI'OK snpase npusieKarh NpeACTaBUTENEH TaHHBIX
yUpekKAeHHH [UIA y9acTHa B 00CYKIEHHH JOKYMEHTOB HCCIIEIOBaHHA.

2.8. Jlna pewenus cneuwansHelX BompocoB MIOK  mMoxer mpuBIEeKarth
HE3ABMCHMBIX 3KCIEpTOB, HE HABIAIOIINXCS UIeHaMH MI'2K, xotopeie wmoOryr
yuacTBOBATh B OOCYMIEHWH MOKYMEHTOB MCCIEAOBAHHUSA, HO HE MPUHUMAKOT y4acTHa B
HTOTOBOM T'OJIOCOBaHHH.

NPABHTENBRCTEO
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3. Oynkuuu MIIK

3.1. MT'3K:

3.1.1. ocymiecTBiseT KOHTpONb 3a cofNIIOfIeHHEM 3THYECKHMX HOPDM @pH
MpOBEIEHUH HCCNEOBAaHUA U NIpaB Y9aCTHHKOB HCCIIENOBaHuU;

3.1.2. Ha ocHOBaHUHU Hay4HOH Ouorpaduu wccnenoBaTeNls H HHOH NOKYMEHTAlIHH
OLIEHMBAET  COOTBETCTBHE  KBAMWUKAUMM  HCCNeloBaTeNs  [UIAHMPYEMOMY
MCCNeN0BAHNIO;

3.1.3. B mpouecce HccneloBaHUs MepHOAMYECKH PAacCMATPHBAET JNOKYMEHTALMIO
H OLIEHHBAET MPOBOIHMOE HCCNEIOBaHNE (HE PEKe OMHOrO pasa B roa);

3.14. moxer notpeboBaThb OT OpraHM3aTOpa HCCNENOBaHWA IMPENOCTABHTH
VUACTHHKY HCCICIOBAHMS [ONONHMTENbHLIE CBeleHHA 00 HCCIeNoBaHWH, NOMHMO
WHbOpMAaLKK, coepKamencs B HHQOPMALHOHHOM JIMCTKE NalMenTa, eclii, o MHEHHIO
MI'3K, 3T0 MO3BOJMHT MOBBICHTE CTENEHB 3alMThI MpaB U OE30MacHOCTH y4acTHHKA'
UCCIIeIOBAHNASA;

3.1.5. olleHWBaeT pazMep W TMOPANOK OCYIIECTBIEHHS BBIMJIAT YUYacTHHKaM
MCCNEIOBAHHS ¢ LEeNBK  BEIABNEHHS  HEODOCHOBAHHOM  3aHHTEPECOBAHHOCTH
YYACTHHKOB MCCNENOBAHHA WIH IIPHHYMKAEHHS HX K YYacTHIO B HCCIENOBaHHH.
Hudopmanms, xacaromascs BeINIAT YYaCTHMKAM HCCIENOBaHMsA, BKIHOYas METO/BI,
CYMMBI M rpadyK BBITUIAT, OTpaxaeTcs B HHPOPMALMOHHOM NHCTKE MalMeHTa;

3.1.6.cornacoBeIBaeT NONPaBKH B NPOTOKOJ HCCIIEA0BaHHA,

3.1.7. cobupaer ¥ NPHHAMAET K CBEAEHMIO JAONONHHTENBHYI0 HH(popMaimio 6e3
HeoOXOIHMOCTH IOTIOHATENLHOTO OA00pEHH:

3.1.7.1. mudopmauno no Oe30MacHOCTH, KOTJa OHAa HE BJECYET H3MEHEHUH
MpoTOKONAa  MCCIefoBaHMS ¥ HHGQOpMalUWH, MPERoCTaBiIseMol = CcyOBeKTam
MCCel0Banus,

3.1.7.2. undopmMannio 1o U3IMEHEHHAM, KacalolHUMCsA TONbKO aIMHHHCTPATUBHBIX
WM TEXHWYECKHX AcTleKTOB WCCIeNoBaHuA (HampHMep, 3aMeHa MOHWTOpA, H3MEHEHHE
HOMepa TenedoHa);

3.1.8. W3BELIAET BCE 3aHHTEpPECOBaHHEIE CTOPOHBI 0 CBOMX
pElIEHHSX/3aKNI0YeHHAX, KAacaroluXcs WCCNENOBaHus, O MNpHYHHAX TPUHATHA
pelleHHil/3aKTIOYeHHH 1 0 NopsAaKe 00XaNoBaHuA ero peleHni/3aKToYeHHI;

3.1.9. ocyimecTenseT AeaTenbHOCTE B cootBercTBul ¢ COIl, paspabareiaeMbiMy
u yreepkmaembivd  MI'DK, nokymenTtupyer cBoro paboTy, BeIET NPOTOKOIBI
sacenanuii, a taxxke cobmopaer GCP u HopmatueHbie TpeboBaHHA;

3.1.10. cosepuiaer HWHBIE NOEHCTBH#A, HalpaBleHHbIE Ha MHCMONHEHHE CBOMX
GyHKUMIT ¥ TOJHOMOYHMH B COOTBETCTBMM C 3aKOHOJATeNbCTBOM Poccuickoi
(Denepalu.

3.2. Ipm sTigeckoli IxcrepTH3e miaHkpyeMoro uccneposanus MI'JK usyuaer
TnpeicTaBIeHHEIe TOKYMEHTH! [ TOro, 4ToOB! OLIEHHTh PHCK U OXKMIAEMYEO TONB3Y AN
YYACTHHKOB HCCIENOBaHMS M  OMpPEMENHTh, HBIAETCS JM  OXHIAEMBIH  PHCK
000CHOBaHHBIM [0 CPAaBHEHHK) € TIONB30H IS HCHBITYEMBIX, H HACKOIbKO BayKHA
undopmanus, kotopas Oyder momydeHa To pesyisrataM Hccnenosanms. Ilpasa,
Ge30nacHOCTE M 3[0POBHE HMCHBITYEMBIX ABIAIOTCH TPEAMETOM MEPBOCTENEHHOH
BAYKHOCTH M [OJKHBI IPEBATHPOBATH Hal HHTEPECaMH HayKy U ofiecTea.

3.3. MI'3K ¢ ocofsiM BHHMaHHEM paccMaTpHBAET Te MCCIeOBaHMsA, B KOTOPEIE
MOTYT OBITh BKITIOYEHBI YS3BHMbIE HCITBITYEMBIE, TO €CTh JHId, Ybe H0OpOBOIBHOE
COrJIacCHE Ha YYacTHE B MCC/IEJIOBAaHHM MOKET OBITh PE3yNbTATOM HMX 4pe3MepHOH

NPABHTENBRCTEO
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3aMHTEPECOBAHHOCTH MM CAHKIMH CO CTOPOHBI PYKOBOJCTBA B ClIydae OTKasza oT
yuacTHs B HccnenoBanuu. Kpome Toro, K yd3BMMBIM HCIIBITYEMBIM OTHOCATCHA IETH,
ocraBiiHecs Oe3 monedyeHms poauTened, OONbHbIE HEW3NEYMMBIMHM 3a00NEBAHHAMM,
nMla, colepkallHecs B JoMax mnpectapensix; 0e3paboTHble M ManoobecneyeHHEIE,
MalMeHTbl B HEOTJOKHOM COCTOSHWHW; NPEICTABHTENH HAlMOHAIBHBIX MEHBIIMHCTB,
BesnoMHbie, OexeHllbl; HecOBepIIeHHOJIETHHE, a TAaKKe IHlia, He cnocoOHele narh
nHOPMUPOBaHHOE COTNACHE.

3.4. MI'3K paccmarpuBaer M NMPHHHMAET PEIIEHHE HA OCHOBAHHM CHEIYIOLIHX
DOKYMEHTOB:

- MPOTOKOJA MCCNENOBAHMA;

- HpouIopsl UCCTeJ0BATENSA;

- HH(OPMALMOHHOIO JINCTKA NMauHeHTa,

- cBegeHuii 006 onbiTe paboTEl HcciemoBaTeneld M0 COOTBETCTBYHOLIMM
CNENMANEHOCTAM M MX ONbITE paboThHl N0 NPOBEIEHHIO HCCNEIOBAHHH

- CBeMeHHMH © MEeNUUMHCKMX OpraHu3alusgx, B KOTOPHIX MNpEeanoiaraercs
TIPOBEIEHME UCCNIEIOBaHUS (ITOHOE W COKpalieHHOe HAaMMEHOBAHHSA, OPraHH3alMOHHO-
npasosas GOpMa, MECTO HAXOMKACHHS W MECTO OCYILIECTBICHHS EATENBHOCTH, TeNedOH,
Tenedaxc, agpec MEeKTPOHHOH NOYTH! KaKI0H MeIHIIHHCKOH OpraHn3aniH ),

- CBEJIEHUIT 0 TpeamoIaraeMeIX CpoOKax IPOBEIeHHA HCCHEN0BAHUA;

- KOTTHH NIOToBOpa 0043aTe/IbHOr0 CTPaXxoBaHHs, 3aK/IHOYCHHOTO B COOTBETCTBAM
C THMNOBBLIMH TIpaBHJIaMH 00s3aTENBHOTO CTPaXOBaHHS, € YKa3aHHWEM MpelebHOH
YUCIEHHOCTH TIAIHEHTOB, YYaCTBYIOUIHMX B HCCAECNOBAHHM,

- HH(OPMALIHH O COCTaBE JIEKapCTBEHHOTO MIPENnapara.

Ina paccmotpenns MIDK 3asputeneM MoryT ObITH NIpEJICTABIEHBl ApYTHE
HNOKYMEHTHEI M MaTepHalbl HCClelOBaHMA, B TOM 4YHCIE MaTepuansl, comep)kaiime
ONMMcaHWe NeHCTBHI, HANpapAeHHBIX Ha MPHBIEYEHHE MALMEHTOB, 3J0POBBIX
n06GPOBONBUER K YYAaCTHIO B MCCICIOBAHHM; NTHChMEHHBIE MaTephalibl, KOTOphle GymyT
MPeAOCTABIEHEl YYaCTHUKAaM HCCIeToBaHusA; HH(OPMAIIM 0 BEIIIATAX H KOMIIEHCALIHAX
VUAaCTHHKaM WMCC/e10BaHHA; TeKyllas BepcHs HayuHoil Guorpaduu uccienosatens u
(waW) Apyrye MaTepHansl, MOATBEPKAAOIINE ero KBATHOHKALHIO.

3.5. o pesynpTaTam paccMOTpeHHS MOKYMEHTOB, YKa3jaHHBIX B NyHKTe 3.4
nacrosawero Monoxenna, MI'OK npHHHMaeT 0QHO U3 CIESAYIOLUIHX PEILICHHH:

3.5.1. eeigaer 3akmodeHue 06 o1oOpeHkK NpoBeIeHHA HCCTIENOBaHMS,

3.5.2. BEIIAET 3aK/H0YEHHe 0 HEBO3MOKHOCTH 000pEeHH HCCTeIOBaHU;

3.5.3. pexoMeHOyeT BHECTH MH3MEHEHHs B MNpPENCTABICHHBIE AOKYMEHTHI IJIA
ueneil nocneayolel Belgaus 3akmoveHna 06 0100peHNH MTPOBENEHHSA UCCTIS0BAHMS;

3.54. ormeHseT WM TPHOCTAHABIMBAET paHee BbIJAHHOE 3aKIo4YeHHe 00
0100peHHH NMPOBEICHHA HCCIIEN0BaHM.

3.6. MI' 3K HezaMe[/IHTENsHO B MHCBMEHHOM BHAE coolluaeTr uccaemaoBaTenio,
OpraHM3aTopy MCCIENOBaHHA O CBOMX PEIIEHHSX, KacarolUXCcd HCCIeloBaHHA H
NPAYMHAX TPHHATHA PeLleHHI.

3.7. Ecnm npoTOKO/ NpefycMaTpHBAaeT HEBO3MOKHOCTD TNMONYYeHHS COrlacHs Ha
yyacTHe B MCCIEHOBAHHWH Y TMAlMEHTa WM €ro 3aKOHHOIO NMpejicTaBUTeNs N0 MOMEHTa
BKJIIOYEHHS TALUMEHTa B MCCIeOOBaHHEe, B TOM YWCe TIPH HEOTJOMHBIX COCTOSHMSAX,
MIDK nomxeH ybemmThcs B TOM, YTO NMpEACTABNEHHBIH IIPOTOKON W (WiM) Ipyras
JIOKYMEHTALMS COOTBETCTBYIOT 3THYECKMM HOpPMaM, a TakKe HHbIM 00s3aTenbHbIM
TpeOOBAHUAM JUTH TAKMX MCCIIENOBaHMH,

NPABHTENBRCTEO
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4. Pernament padorer MI'IK

4.1. 3acemanus MI3K mnpoeomsrcs npeacenareneM MIDK wunu no ero
MopydeHno 3aMectuteneM npeicearens MI'OK no mepe HeobXoIHMOCTH, HO HE pexe
ofHOro pasa B Kpapran. [lopsnox opraHuzalMyM npoBefeHus 3acemanuii MIIK,
pacCMOTPEHMS HNOKYMEHTOB W TIPHHATHA 110 HHMM pELUeHHs, CPOKM PacCMOTPeHHs
nokymenTop, nocrynarowimx B MI'DOK, B wactu, He yperynupoBaHHOH HacTOAUIMM
IMTonoxenuem, onpenensores COIT MI'BK.

Jacenanug MIDK Moryr npoBOAMTBCS KaK OYHO, TaK M C HCHONB30OBAHHEM
CpeicTs TenekoMMyHMKammu. @opmy nporeneHus 3acemanus MIDK onpenenser
npeacenarens MI 3K B cootercTRHr ¢ COIT MI'3K.

4.2, 3acenanue MI'DK cuutaercs npaBoMOYHBIM, €C/IH Ha HEM IIPHCYTCTBYET He
MeHee NoJOBHHBI ero wieHos. Pemenne MI'3K npuHrMaeTes OTKPBITEIM FONOCOBAHUEM
NpocTEIM BONBIIMHCTBOM rolocoB. B ciyyae paBeHCTBA rolOCOB PEILAOLIMM ABISETCA
rojlioc NpeacenaTenbCTByIOMIero Ha sacemanuy MIDK. VyacTeoBaTh B rosiocoBaHHM
umeroT npaso uieHbl MI'OK, kotopble He3aBHCHMBI OT CyOBEKTOB paccMaTpHBaeMOro
HCCEeNOBaHUA.

4.3. Pemenns/zaxmouenns MI'IK odopmasiores npoTokonoM sacenaans MIIK,
KOTOpEIH TommuceiBaeTes npencenareneM MI'DK uMnu 3aMecTHTeneM mpeicenarelit
MI 3K, pozrnmasnasikmM 3acenanue MIJK, wienamu MIJ3K, npuHHMaBIIUMHE yUacTHe
B PACCMOTPEHHH.

4.4. Unen MIDJK, He cornacHelii ¢ NPHHATHEIM pelleHWEM, HMEeT TpaBo B
MUCEMEHHOM dopMe W3MOXKUTE CcBoe ocoboe MHEHME, KOTOpOE MpHAaraercs K
npotokony 3acefnanns MI DK 1 aBnsercs ero HEOTLEMIEMOM 9acThIO.

4.5. Ipencenarens MI'IK:

4.5.1. opranmsyet paboty MI'3K u Bosrnasnser 3acenanus MI 3K

4.5.2. pacnpenenser obs3aHHOCTH Mexny wieHaMu MIOK u koopamHupyer ux
paboTy;

4.5.3. noamuceiBaet npotoxkonsr MIT'OK:

4.5.4. KoHTpONMpPYET CBOEBpeMeHHOe yaenomaenue wieHos MI'OK o nare, mecre
W TIOBECTKE MPEeACTOAILEro 3ace]aHus;

4.5.5. npWHMMAaeT Mepsl MO INPeNOTBPAllleHHI0 HWHIM  YPeryJiHpoBaHHIO
koH(nuKTa HHTEpecoB y dieHoB MI'OK, ompenenser unenos MI'OK, xoropbie nMeroT
NpaBo yYacTBOBATH B OJIOCOBAHMH 10 KOHKPETHOMY HCCIEJOBAHHIO ¢ YYETOM IyHKTA
4.2 nacrosmero Ionoxenus.

4.6. 3amecrurens npeaceaarens MI'IK:

4.6.1. no nopyyenuio npeacenarens MI'IK Boarnapnser 3acenanus MI'OK B ero
OTCYTCTBHE;

4.6.2. ucronHseT uHble 00j43aHHOCTH 110 opyYennio npeaceaarens MIOK.

4.7. OrBeTcTBeHHbIH cekperaps, MI'IK:

4.7.1. ocyumiecTBIAeT NOKYMEHTAIBHO-TEXHHYECKOEe obDeclnedyeHHe NedTellbHOCTH
MI'3K;

4.7.2. nadopmupyer unenor MI DK ¥ npurnanieHHslx JHIl O Jare, BpEMEHH H
MmecTe nposenenns sacefanus MI'3K He mo3nuee, yem 3a 3 pabouux JHSA N0 HATHI €r0
NPOBEASHUA;

4.7.3. ohopmnsier nosecTky 3aceganus MIOK;
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4.7.4. Bemer npotokon 3acenanud MI DK
4.7.5. HanpaBifseT KONMH pELISHW/3aKI0Y€HHH, NPOTOKOJIOB, BBIMHCOK W3
nporoxkonos MI'OK saunTepecoBaHHbIM THLIAM.

4 8. Ynennt MI'IK:

4.8.1. uMeroT npago:

4.8.1.1. Bo3rnaenars pabouue rpynnsl, Gopmupyemsie MI'IK;

4.8.1.2. npennaraTh KaHAWAATYPEl IIPUTIAIIEHHBIX JIML JUIS  Y49acTHA B
sacenanusx MI2K;

4.8.1.3. ygacTBOBATE B MOATOTOBKE MaTEpHANIOB M0 pacCMaTPHBAEMBIM BOTIPOCAM;

4.8.1.4, npencraBiATE CBOK TMO3HIMK [0 pe3ynbTaTam paccMOTPEeHHBIX
MaTepHanoB MpH npoeeneHun saceanus MI 5K

4.8.1.5. BeiiiTi 13 cocraga MI 3K mo co6cTBEHHOMY JKelaHHIO,

4.8.2. 0ba3aHbI:

4.8.2.1. mmno yyacTtoBark B padore MI DK u nmpHcyTcTBOBaTh Ha 3acefaHMsX
MI 3K

4.8.2.2. B ciyyae HEBO3MOJKHOCTH MO YBKHTEIBHOH MPUYMHE IPHCYTCTBOBATH
Ha 3acenanun MI DK, zaGnarospemenHo npouHdopMupoBath o6 3TOM npencenarens
MI 3K unu zamectutens npeaceaareins MI'OK;

4.8.3. He Bnpase AENErUpoBaTh CBOM MOJTHOMOYHA IPYTHM JIHIAM.

4.9, I'nagublii HCCAeA0BATEIb:

4.9.1. ocymectaaser kommyHukaumo ¢ MI'OK B coorBeTcTBHM C TpeDOBaHHAMH
COIl1 MI'3K;

4972, no Hayala HCCIeNOBaHHA [IOMy4aeT IMHCbMEHHOE M JaTHPOBaHHOE
onobpenre MI DK npoTokona uecnenoBanusa, MUCHMEHHOH GopMbl HHOOPMUPOBAHHOTO
cornachs W ee TMOCNeNyHOLIMX pelaKiii, Mep, HalpaBleHHBIX Ha NpPHUBIEYCHHE K
YYaCTHIO B MCCJIE[OBaHMM (HanmpuMmep, PEKNaMHBIX OOBABNCHHI), W MOOBIX APYrHX
NMHChbMEHHBIX MATEPHANIOB, KOTOpBIE TpEANOiaraeTcd MNpeNoCTaBHTh YHaCTHHKAM,
pazmepa ¥ MopsiKa BBIILIAT YYaCTHUKAM MCCIIEI0BAHMI;

4.9.3. npenocrasnser MI DK nocneqnion pefakuuio Spowopsl HecneaopaTess 1
apyrywo goctynuyioo uudopMauxio o OesonacHoctu. Ecnmu Gpommopy mecnenoBarens
NOTMONHAT B X0[e Hccnenosanus, npemocrasnger MI DK HOBY1O penaxiiiio Opouopbl
MCClIeN0BaTeN;

4.9.4. nmnpenocrasiser MIDK akTyaneHyio BepcHio npodeccHOHanbHOM
6uorpaduu [ 1aBHOro MCCneaOBaTENs W/HIA APYTOH COOTBETCTBYIOIIEH TOKYMEHTALIMH,

4.9.5. no sanpocy MI'DK mpenocraBiseT Apyrde AOKYMEHTHI, KOTOpBIE MOTYT
notpebosarbes MI'IK s BRINONHEHHA ero 00s3aHHOCTEH;

4.9.6. B TedyeHWe HCCIENOBAHUS IMPENOCTABNAET INEPHOAMYECKHE OTYETBl O XOAE
HCCIIEIOBAHHA,

4.9.7. noclie OKOHYaHHMA MCCIENOBAHWA ITPEJOCTABIAET MTOrOBBIH OTYET O
NPOBEIEHHOM HCCIEAOBAHHH;

4.9.8. nezamenuTensHO coobuaer B MITIK:

498.1. o6 OTKJIOHEHMAX OT TIPOTOKOJNA HMIH HM3MEHEHHAX [POTOKONA,
MpOU3BEAEHHBIX /U1 YCTPAHEHHs HEMOCPEICTBEHHOM Yrpo3bl CyOBeKTaM HCCIeN0BaHU,

4982 o6 WIMEHEHMHX, YBENMUYMBAIOMIMX DHCK 1 CYOBEKTOB W/HIH
CYIIECTBEHHO BJIMAIOLIMX Ha NPOBEJCHHE HCCISI0OBAHN;

NPABHTENBRCTEO
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4.9.8.3. 000 Bcex HexenaTelbHBIX PeaKUuax, KOTOpble ABAAIOTCA OXHOBPEMEHHO
CepLE3HBLIMU U HENPENBHAEHHBIMH;
4.98.4. 0 HOBBIX NAHHBIX, KOTOPBIE MOIYT CBHAECTENLCTBOBATH O BO3pPacTaHMH
pHcKa g cyObeKTOB Wiy HebaaronpuaTHo MOBIHATE Ha X0/1 HCCIISOBaHHS.

5. 3aKI0YHTEIbLHBIE NOJOKEHHA

5.1. JIna xoMMmyHHKaiuu ¥ Hanpasienus 8 MI'DK noxymenToB mcmonssyercs
3NeKTPOHKLIA anpec: ec(@zdrav.mos.ru, obmuii Tenedon/daxc: (499) 144 00 28.

5.2. MI'DK obecneunBaer XpaHeHHE NOKYMEHTOB, CBA3aHHBIX C IIPOBEJEHHEM
HCCNeNoBaHuA, KaK NPaBHIo, B TE€YEHHE TPeX JIeT MNocje 3aBepllieHHs UCCHEeN0BaHus 1
NpencTaBleHde TakUX MTOKYMEHTOR TpEeThMM JiHiaMm ¢ cobmojeHueMm TpeboBaHHH
sakoHogarenscTBa Poccuiickoii Menepaiuu o nepcoHanbHEIX JaHHBIX, KOMMepYecKOH,
rocynapcTBEHHON H HHOH 0XpaHseMoi 3aKOHOM TaiHe.
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