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IToJ10:xeHHsI O COBETE 110 3THKE, CO3AaHHOM B He.ﬂﬂX BbIJAYH 3AKJIIOYCHAA
00 3THYeCKOH 000CHOBAHHOCTH BO3MOKHOCTH NpoBEACHHUN
KINHHYECKOT0 HCCJIICAOBAHUSA OHOMEIHIMHCKOr0 KJIETOYHOIo MpoOAYKTa,
NnOopsiiKa ero AeATeJIbHOCTH N TPEGOBaHHﬁ K KBaJ'lPI(l)I/IKalllfll/l
H OIIBITY paﬁoTbI IKCNEPTOB COBETA MO 3THKE

B coorBerctBuM ¢ duactamMul u 5 crareu 14 @enepalibHOTO  3aKOHA
or 23 woHgs 2016r. Ne 180-®3 «O OHOMEOMUMHCKHMX KIJIETOYHBIX IPOTYKTax»
(Cobpanue 3akoHomaTenscrTBa Poccumifckoit ®emeparmu, 2016, Ne26, cr.3849)
1 IOOIIYHKTOM 5.2.207" Tlonoxenus o MuHHCTEpCTBE 3ApaBOOXpaHeHHds Poccuifckoi
delepalliy, YTBEPKAEHHOrO HocTaHOBIeHHeM IIpaBuTenbcTBa Poccuiickoit denepanun
ot 19 utons 2012 r. Ne 608 (Cobpanue 3akonopatensctBa Poccuiickoit ®enepanuy, 2012,
Ne 26, cr. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 33, cr. 4386;
Ne 45, ct. 5822; 2014, Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, cr. 4969;
2015, Ne 2, c1. 491; Ne 12, ct. 1763; Ne 23, cr. 3333; 2016, Ne 2, c1. 325; Ne 9, ct. 1268,
No 27, ct. 4497; Ne 28, ct. 4741; Ne 34, c1. 5255; Ne 49, ct. 6922; 2017, Ne 7, cr. 1066),
MpUKa3bIBalo:

Vrisepauth npuiaraemoe Ilomoxkenue o coBeTe MO ITHKE, CO3JaHHOM B LEJAX
BBIAYM 3aKIIOYEHHS 00 3THYECKOW OOOCHOBAaHHOCTH BO3MOXXHOCTH IIPOBEICHMUS
KJIMHAYECKOr0 MCCIIETOBAaHUS OHOMEIHMLMHCKOrO0 KJIETOYHOrO0 IPOJYyKTa, BKIIOYas
TIOPAZIOK €To JeATeNFHOCTH W TpeGOoBaHMS K KBATH(QHKAIMK U ONBITYy pabOTHl 9KCIEPTOB
COBETa I10 3THUKE.

J1.B. KocTtenHrKoB

HayanbpHMK
O6mero oraeja
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YTBEPXXJIEHO
IpHKa3oM MHHHCTEpPCTBA 34paBOOXPaHEHHS
Poccuiickoit ®enepannn
oT «27» anpens 2017 r. Ne 1911

RN
he Ioaoxenne

0 COBETe NMO-3THKE, CO3JAHHOM B LeJIfIX BbIAAYH 3aKII0YeHHA 00 3THYecKO#
000CHOBAHHOCTH BO3MGKHOCTH NPOBEACHAN KIHHHYECKOro HCC/IeJOBAHUA
OHOMEAHIIHHCKOr0 KJIeTOYHOr0 NPOAYKTa, NOPSAOK ero JAesiTeJJbHOCTH
H TpeboBaHHus K KBAJIH(PHKALHNH H ONBITY paboThI IKCNIEPTOB

I. O6mue monoxeuus

1. CoBer IO 3THKe, CO3TAHHBIN B IEIX BBIAAYM 3aKIFOYEHHS 00 STHYEeCKOH
OOOCHOBaHHOCTH  BO3MOXHOCTH  MPOBEACHUS  KJIMHUYECKOTO  HCCIEeIOBaHUs
OMOMEIUIIMHCKOTO KJIeTOYHOro mnpoaykra (masee — CoBeT mHO 3THKeE), SBISETCS
IIOCTOSIHHO JIEMCTBYIOIIMM OpPraHOM, CO34aHHBIM MUHHCTEPCTBOM 3IpaBOOXpPaHEHHUS
Poccuiickoit ®enmepaumu (nanee — MHMHHCTEPCTBO) IS NPOBEACHHUS OSTHYECKOU
SKCIEPTU3EI BO3MOXHOCTH IIPOBEACHUS KJIIMHUYECKOIO HCCIIeI0BaHUS
OHOMEOUIIMHCKOTO KIIETOYHOT'O MPOIYKTA (J1ajee — STh4eckas IKCIepTH3a).

2. CoBet 1o 3THKE AEHCTBYET B LENAX 3allUTHl XXU3HH, 3MOPOBbS U IIpaB
AIMEHTOB,  IPUHUMAIOIUX  y4YacTHE B  KJIMHHYECKHX  HCCIEHOBaHMAX
OMOMEIULIMHCKOr0 KJIETOYHOr0 MPOAYKTa.

3. B cBoeit nestenpHOocTH COBET MO 3THKE pyKoBoJCTBYeTcs KoHcTuTymmei
Poccmiickoit ®enepauuu, ¢enepalbHBIMH 3aKOHaMH, YKa3aMH H pPaclOpsHDKEHHSIMU
Ilpesunenta Poccuiickoii @enepanyy, MTOCTAHOBIEHUSIMH H  PpacloOpsHKEHUSMU
IlpaButensctBa Poccmiickoit ®epepanuy, mnpukazaMu MuUHHCTEPCTBA, HOpPMaMu
MeKIyHapOoAHOro mpasa U HacrosauM [lomoxeHnueMm.

4. OCHOBHBIMU NpHHOUNAMH JAesTenbHOCTH CoBeTa MO 3THKE SABIAIOTCH
HE3aBUCHMOCTb, [NIaCHOCTb, CIIPaBEIMBOCTh, COOIIO/IEHUE TpaB U CBOOO ueloBeKa H
rpaXJaHWHa, MpaB IOPHUAMYECKHX JIHI, OOBEKTUBHOCTh, KOMIIETEHTHOCTb,
OTBETCTBEHHOCTD SKCIIEPTOB 3a IPOBEJIEHHE U KAYECTBO 3TUYECKOMN SKCIEPTH3LL.

5. OcuoBHbIME 3aa4amMi COBETA 1O 3TUKE SBISIOTCA:

1) mpoBemeHuHe STUYECKOW IKCHEPTU3Bl JOKyMEHTOB, CBS3aHHBIX C
poBeJeHNEM KIMHHYECKOTO HCCIIe0BaHU OMOMEIUIIMHCKOTO KIIETOYHOTO MPOIyKTa;

2) [OATOTOBKA 3aKMIOUYEeHUS 00 STUYECKOH OOOCHOBAaHHOCTH BO3MOXKHOCTH
W1 HEBO3MOXHOCTHU IIPOBEAECHUS KIMHHUYECKOTO MCCIIEIOBaHUS OHOMEIULIMHCKOTO
KJIETOYHOT'O MPOAYKTA.

6. CoBer 10 3THKe B COOTBETCTBHH C BO3JIOXKCHHBIMH Ha HEro 3ajadyaMiu
HAMeEeT MpaBo:

1) nmomydarb [OOKYMEHTHI, HEOOXOAMMBIE JUIS TPOBEIEHUS OSTHYECKOM
SKCIIEPTH3BL;

2) zanpammBath y MuHHCTEpCTBa MarepHalbl, HEOOXOOWUMBIE IS
MIPOBEACHHUS STUUECKON SKCIEPTUSBI.




I1. TTopsmox ¢popmupoBanuss CoBeTa IO 3TUKE

7.  TlepconamsHblii coctaB CoBeTa IO 3THKE YTBEPXKIACTCS IIPHKAa30M
MuHucTepcTBa.
8. Cocta CoBera mno »THKe QopMHpyeTcs W3 INpPEACTaBUTENEH

OOLIECTBEHHBIX  OpraHu3alliii, MEJULMHCKHX, Hay4yHHIX M 00pa3oBaTelbHBIX
OpraHM3aliii, a TakkKe 3aMHTEPECOBAHHBIX (elepalbHEIX OPraHOB HCIIOIHUTEIBHOM
Bractd (Janee - skcrepTsl). KonudecTBo mpenctaBuTened MEAMLIMHCKUX M Hay4YHBIX
OpraHM3alMii COCTaBIsAeT He Gonee MONOBHHEI OT obmero uucna sxcnepros. Obmee
yyciio wieHoB CoBeTa 1o 3THKE He MOXKET NPEBBIIIATh 15 JeroBex.

9. Usmenenns B coctaB CoBeTa IO 3THKE BHOCATCA IPUKA30M
MuHHCTEPCTBA.

10. CocraB CoBera Mo 3THKe COCTOMT M3 Ipenacenatenss CoBeTa mO 3THKE,
IByX 3amecTutened mnpencenarens CoBera IO 3THKE, OTBETCTBEHHOIO CeKpeTaps
CoserTa 110 3THKE H WIeHOB CoBeTa Mo 3THKE.

11. TIlpencenarens CoBeTta o 9THKE Ha3Ha4daeTcs MunucTpoM
3apaBooxpaHenus Poccuiickoit ®enepanuu u3 yucna skcreproB CoBeTa IO 3THKE,
HMEIONIMX BBICIIEE MENUIMHCKOe o0pa3oBaHHe, YYEHYI0 CTeleHb KaHIuAara
MEIHUIMHCKHUX HAyK WIM JOKTOpa MEAMITMHCKHUX HAyK U OIBIT paboThl IO NPOBEJCHUIO
KIMHAYECKMX  MCCIEAOBaHMM OHOMEOUIIMHCKMX  KIETOYHBIX TMPOAYKTOB  WIH
JIEKApCTBEHHBIX MpENapaToB i MEIUIMHCKOIO TIPUMEHEHUS M  Pa3peLICHHIO
BOIIPOCOB, CBA3aHHBIX C DJTHYECKMMH AacleKTaMM KIMHUYECKHX MCCIIEeI0BaHMM
OMOMENHUIIMHCKUX KIETOYHBIX MNPOAYKTOB WM JEKapCTBEHHBIX IIPENapaToB sl
MEIUILIHHCKOrO IIPUMEHEHHUS.

12. TIlIpeacemarens CoBeTa IO 3THKE OCYLIECTBIIIET OOIlee pPyKOBOJCTBO,
ompenenser HampaBneHus pabotel CoBeTa mO 53THKe, OpraHu3yeTr ero pabory,
pacnpeznenser o0s3aHHOCTH MeXITy skcmepraMu CoBeTa IO 3THKE, OCYIECTBISET
KOHTPOJIb 32 IPOBEACHHUEM ITUYECKOM IKCIIEPTH3HI.

B orcyrctBue mnpencemarens CoBera mo 3THKe OOSA3aHHOCTU MpeicenaTes
UCIIOIHAET OOUH U3 €r0 3aMeCTHTEIIEH.

13. B cocraBe CoBeTa 1m0 3THKE MOTYT CO3JaBaThbCid IIPH HEOOXOIUMOCTH
akcrepTHele rpynnbl. CocTaB U MOJOXEHHE 00 3KCIEPTHHIX IPYINax yTBEP:KAAIOTCA
npenceaarenem CoBeTa IO STHKE.

II1. TpeGoBanus K KBATH(PHUKAIIMHA U ONBITY PabOTHI 9KCIIEPTOB

14. K unenam CoBeTta 10 3THKE MIPEIBABISIOTCS CIEyIONINe TpeOOBaHuU:

1) mma num, WMEONMX BhICHIee MeOWLIUHCKOoe oOpa3oBaHHe, - HalM4uue
cepTu(HKaTa CIIEIUAINCTA;

2) A7t MHBIX JIUIT;

a) HaJIMYHMe BHICIIET0 00pa30BaHHUS;

0) Hai4Ke onbITa paboTHl U 3HAHUHN B 00JIACTH STUYECKUX U MMPABOBBIX ACMEKTOB
3alUTHI TIPaB U CBOOOJ IpakJaHHUHA.




IV. Ilopsimok aearensHOocTH COBETa IO STHUKE

15. 3acemaHus coBeTa IO 3THKE MPOBOAATCS npeacenareneM CoBeTa Mo 3THKE
WIA 0 €ro IMOpY4YeHHIO 3aMmecTureneM mpencenarens CoBeTa MO 3THKE IO Mepe
HEOOXOAUMOCTH M OQOpPMIISIOTCS  HPOTOKOJIOM, KOTOPBI  IOANMCHIBAETCS
IpeIceAaTeNbCTBYIOMMM Ha 3aceiaHui (CoBeTa 110 3THKE WIIH €TI0 3aMECTUTENEM.

16. 3acezanne CoBera MO ITHKE CUYUTAETCS IPABOMOYHBIM, €CIM Ha HEM
IIPUCYTCTBYET HE MEHEE ABYX TPETEH €ro YIeHOB.

17. Ha mnepBom 3acemanmum CoBeTa IO D3THUKE OIpeAeiAeTCs MOPIAOK
npoBeieHUs 3acenaHuil CoBeTa 0 3THKe H peryiaMeHT paboTsl CoBeTa 1o 3THKe.

18. Marepuansl k odepeaHbIM 3acefaHusM CoBeTa MO 3THUKE HaNpaBiAIOTCA
skcriepram CoBeTa IO 3THKE JAemapTaMeHTOM MUWHHCTEpCTBa, OTBETCTBEHHBIM 3a
OpraHH3alMOHHO-TeXHH4YecKoe obecnieueHre CoBeTa 10 3THKE, HE MO3JHEE YeM 3a TpH
pabounx AHA O Ha3HAYEHHOI'0 CPOKa 3aceJaHusl.

19. Oxcmepr CoBera mo 3THKe 00s3aH ydacTBOBaTb B ero pabore u
IIPUCYTCTBOBaTh Ha 3acefaHusax CoBera 1o 3THKe JUOO B cilydae HEBO3MOXXHOCTH IO
YBOXHTENIBHOM TIpHYMHE MPUCYTCTBOBaTh Ha  3acefaHWHM  3abyiaroBpeMeHHO
npouHbopMUpOoBaTh Ipernceparens CoBeTa IO HTHKE WIH/H €ro 3aMeCTUTENS.
Okcreptel CoBeTa IO S3THKE YYacTBYIOT B €ro paboTe JMYHO, JelerHpOoBaHHE
ITOJITHOMOYHi1 He IOy CKAaeTCsl.

20. Oxkcneptsl CoBeTa NO 3TUKE, YYAaCTBYIOIKE B INITAHUPYEMOM KIIMHUYECKOM
HCCIIEJOBAaHNA OHOMEAMLIMHCKOTO KIJIETOYHOTO TNPOAYKTa, HE TMPHBIEKAIOTCI K
STUYECKOM SKCIIEPTH3E.

21. Pemenne CoBera MO OSTHKE NPHUHHUMAETCA OTKPBITHIM TI'OJIOCOBaHHEM
HPOCTHIM GOJIBIIIMHCTBOM I'OJIOCOB IPUCYTCTBYIOLINX Ha 3aCeaHMH.

22. Oxcneptsl CoBeTa N0 3THUKE, yUaCTBYIOUIHE B INITAHUPYEMOM KITMHAYIECKOM
WCCIIeIOBaHUH OHOMEIUIMHCKOIO KJIETOYHOTO MpPOAYKTa, K TOJIOCOBaHHUIO IO
pe3ysibTaTaM 3TUYECKOH IKCIIEPTU3EI HE JAOITyCKalOTCS.

23. Okcneptel CoBeTa 10 3THKE, HAXOAAIIMECS B 3aBUCHMOCTHU OT 3asBHTEIS
WIH 3aWHTEPECOBAaHHBIE B pe3yJIbTaTaX 3TUYECKON SKCIEepPTH3bl, AOJDKHBI 3asdBUTH 00
aToM mnpeacenateno CoBeTa MO 3TUKE WIH JHIy €ro 3amemaromeMy. B aToMm ciyudae,
naHHble skcnepTsl CoBeTa 10 3THKE HE Y4YacTBYIOT B 3acefaHuu CoBeTa MO JTHKE
¥ HE YYaCTBYIOT B F'OJIOCOBaHUH.

24. B cmydyae paBeHCTBa TOJIOCOB peHMIAOIIMM  SIBJISAETCH  TOJIOC
Ipe/ice1aTeNbCTBYIONIEro Ha 3acejanui CoBeTe MO THKE.

25. Pemenus CoBera no »3THKe OGQOPMIISIOTCS MPOTOKOJIOM 3acedaHus
OTHYECKOr0  KOMHUTETa, K KOTOPOMYy IMIpWiaraeTcsi 3aKiI04eHHe, KOTOpBIE
MOAMUCHIBAIOTCA IpeacenareneM CoBeTa IO 3TUKE WM 3aMECTUTENIEM MNpejcenaTels

CoseTa 110 ITUKE, ITPEACCAATCIIbCTBOBABIINM HA 3aCCAaHUH, YICHAMU Coseta no OTHKE,

IIPHHAMABIINMH y4acTUE B PACCMOTPEHHUH.
26. Oxkcmept CoBeTa 1O 3THKE, HE COITIACHBIM C NPUHATHIM pELICHHEM, HMEET
IpaBO B IHUCBMEHHOH (opMe HU3I0XHUTh 0co00e MHEHHEe, KOTOpOe Ipuiaraercs K
IpoTOKOITy 3aceaHus CoBeTa 10 3THKE U ABJIAETCS €r0 HEOThEMIIEMOM YacCThIO.
27. HWudopmanus o cocTaBe COBeTa IO ITHKE, IUIaHaX ero paboThl U TeKyIei
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IEATEIbHOCTH  pasMelliaeTcs Ha  o¢unuManbHOM  caiite  MMHHCTEPCTBA B
HHGOPMALIHOHHO-TEIEKOMMYHHKAIHOHHON ceTH «VIHTepHET» B yCTaHOBICHHOM MM

nopsaxe.”

* Yacrs 6 crathi 14 ®epepansHoro 3akoHa ot 23 mions 2016 r. Ne 180-03 «O GuomMe AMUMHCKUX KIETOYHBIX MPOJYKTaX»
(Cobpanme 3axoHOomaTenbcTBa Poceuickolt @eneparmun, 2016, Ne 26, cr. 3849)



