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IMoJ105keHHNSA O COBETE 10 3THKE, CO3JaHHOM B He.ﬂﬂX BbIIAYH 3AKJIOYCHUSA
00 3THYeCcKOoi 000CHOBAHHOCTH BO3MOKHOCTH NpoBEACHHUSA
KJIAHHYECKOro HCCJICAOBAaHUA OHMOMEIHIIHHCKOI0 KJIETOYHOI0 NpoaAyKTa,
NMOpPAAKA ero AesiTeJIbHOCTH H Tpeﬁonanm‘i K KBaJIH(l)ﬂKaIIHl/l
H OIBITY paﬁoTbI IKCHEePTOB COBETA MO 3THKE

B coorBerctBuM ¢ yacTamMul wum 5 crareu 14 @enepalibHOrO  3aKoHA
or 23 wumons 2016r. Ne 180-®3 «O OHMOMEIUIMHCKUX KIETOYHBIX MPOXYKTaX»
(Cobpanme 3akoHomarenscta Poccmiickoit ®@enmepamma, 2016, Ne26, cr. 3849)
U IOMIIYHKTOM 5.2.207" Tlonoxenus o MuHHCTEpCTBe 37paBooXpaHenus Poccuiickoit
®efepanyy, yTBEPXKIEHHOro mocTaHoBleHreM [Ipasutensctia Poccumiickoit denepanuy
ot 19 urons 2012 r. Ne 608 (Cobpanue 3akonoxarenscta Poccutickoit ®enepanuy, 2012,
Ne 26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, c1. 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, ct. 491; Ne 12, ct. 1763; Ne 23, cr. 3333; 2016, Ne 2, ct. 325; Ne 9, ct. 1268,
Ne 27, c1. 4497; Ne 28, ct. 4741; Ne 34, ct. 5255; Ne 49, cr. 6922; 2017, Ne 7, ct. 1066),
NpUKa3BIBalo:

Vrisepmuts mpuinaraeMoe IlonoxeHHe O COBETE MO ITHKE, CO3JAHHOM B LEJAX
BBIIAUM 3aKiIO4eHHs 00 OTHYecKoW OOOCHOBAaHHOCTH BO3MOXHOCTU IIPOBEACHUS
KIIMHAYECKOTO WUCCIIENOBAHUS OWOMEIMIIMHCKOTO KJIETOYHOro IPOAYKTa, BKIIOYAs
TIOPAZIOK €T0 JeATeNbHOCTH U TpeGOBaHMSI K KBAMM(HKAIMHI U ONBITY paboTHl 9KCIIEPTOB
COBETAa T10 ATHKE.

J1.B. KocTennukos

HayanpHHX
O6mero oraeja
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YTBEPXIEHO
nprKa3oM MHUHHCTEPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit @enepanuu
oT «27» anpensa 2017 r. Ne 1911
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0 COBETE I0-3THKE, CO3AaHHOM B 1leJIfIX BbIAAYH 3aK/II0YeHHS 00 ITHYECKOH
000CHOBaHHOCTH BO3MOKHOCTH NPOBEACHHNA KJIMHHYECKOr0 HCCJIeJ0BaHUA
OHOMEIMIIHHCKOr0 KJIETOYHOr0 NPOAYKTA, NOPAJOK €ro AesiTeJIbHOCTH
H Tpe0OBaHHA K KBAJTH(PHKALINH H ONBLITY paboThl IKCNEPTOB

1. O6mue monoxeHus

1. CoBer IO 3THKE, CO3JAaHHBIA B LEISX BBIAAYM 3aKJIFOUYEHHUS 00 3TUYECKOM
O0OCHOBaHHOCTH  BO3MOXHOCTH  MPOBEJCHHUS  KIMHHUYECKOTO  HCCIIEIOBAaHUS
OMOMEIMIIMHCKOTO KJIETOYHOro Impoxaykra (mamee — CoBeT IO 3THKE), SIBIISIETCS
IIOCTOSHHO JIEHCTBYIOIIMM OpPraHOM, CO3ZaHHBIM MUHHCTEPCTBOM 3ApaBOOXpPaHEHUS
Poccmiickoit ®enmepauyu (manee — MHMHHCTEPCTBO) Ui MPOBENEHUS ITHYECKOU
9KCIIEPTH3EL BO3MOXHOCTHU IIPOBEICHUS KIIMHUYECKOTO HCCIIEIOBaHHUS
OMOMEeIUIIMHCKOTO KJIIETOYHOI'O MPOAYKTA (Jajiee — STU4ecKast IKCIepTH3a).

2. CoBer 1o 3THKE NEHCTBYET B LENAX 3alIUThl KU3HH, 3JOPOBbS U IIPaB
NAIMeHTOB,  NPUHHUMAIOIIMX  y4YacTHe B KIWHHYECKUX  HCCIENOBAHMAX
OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa.

3. B cBoeit gesarensHocTH COBeT IO 3THKE pyKOBOACTBYeTCS KOHcTUTyIHEH
Poccuiickoit ®@enepauuu, ¢enepalbHBIMH 3aKOHAMH, yKa3aMH H PpacIOpsHKEHHAMH
Ilpesunenta Poccmiickoii ®@enepanuy, NOCTAHOBIEHUSAMH M  PpaclOpsHKEHUSIMHU
IlpaButensctBa Poccuiickoii @epepanuy, IMpuka3amMd MuUHHCTEPCTBA, HOpPMamH
MeXyHapOHOro MpaBa U HacTosauM IlonoxeHuem.

4.  OCHOBHBIMH NpUHIUIAMHU JAedaTedpHOCTH CoBeTa IO 3THKE SBIAIOTCA
HE3aBUCHUMOCTD, ITTaCHOCTh, CIIPaBEJIMBOCTh, COOMIOAEHHE IIpaB U CBOOOJ] YyenoBeka U
rpaXIaHWHA, TNpaB IOPUAWYECKHX JIHI, OOBEKTUBHOCTh, KOMIIETEHTHOCTb,
OTBETCTBEHHOCTDH SKCIIEPTOB 32 IPOBEICHUE U KAYECTBO STUIECKOM IKCIIEPTU3HI.

5. OcHoBHbIMU 3af1auamMul CoBeTa 110 ATUKE SBIISIOTCA:

1) nDpoBeneHHe H3TUYECKOM JKCHEPTHU3bl JOKYMEHTOB, CBS3aHHBIX C
NpoBeACHUEM KIIMHHYECKOTO HCCIIeI0BaHUs OMOMEIMLIUHCKOTO KIETOYHOTO MPOIYKTa;

2)  TOATOTOBKa 3aKNIIOYEHHS 00 3TUYECKOH OOOCHOBAaHHOCTH BO3MOXKHOCTH
WIM HEBO3MOXXHOCTH INPOBEAECHUS KIMHUYECKOTO HCCIeOBaHHS OHOMETULUHCKOTO
KJIETOYHOT'O IIPOJyKTa.

6. CoBer mo 3THKE B COOTBETCTBUH C BO3JIOKCHHBIMH Ha HEro 3ajadaMu
MMeeT IpaBo:

1) nmomy4yaTp JOKYMEHTH, HEOOXOAMMBIE i1 TIPOBEIEHUS DTHYECKOU
SKCIIEPTHU3HI;

2) zampammuBaTh Yy MuUHHCTEpCTBA MaTepHalibl, HEOOXOOUMBIE IS
IIPOBEACHUS STUYECKON FKCIEPTUSBL.




I1. ITopsinmok hopmupoBanuss CoBeTa IO 3THUKE

7.  Tlepcomanenbii coctaB CoBeTa IO 3THKE YTBEPXKJACTCsS IPHKA30M
MuHucrepcTBa.
8. CocraB CoBera mo »dTuke (QopMmHupyeTcs U3  NpeACTaBUTENEH

OOIIECTBEHHEIX OpraHM3alldi, MEJUIMHCKHX, Hay4HBIX M  00pa3oBaTeNbHBIX
OpraHmM3aliii, a TaKKe 3aUHTEPECOBAHHBIX (elepalbHBIX OPraHOB MCIONHHUTEIBHOM
BiIacTH (manee - skcrepThl). KonmudecTBO mpeacTaBUTENEH MEAMLIMHCKMX ¥ HAYYHBIX
OpraHu3anuii COCTaBIsAeT He Golee IONOBHHBI OT OOIIEro YMCia 3KCIEPTOB. O61ee
yuciio wieHoB CoBeTa o 3THKe HE MOXKET IPEBBILIATh 15 YelloBek.

9. Usmenenns B coctaB CoBeTa 10 OTHKE BHOCATCS MPUKa30OM
MuHucTEpCTBA.

10. CocraB CoBera Imo 3THKe COCTOMT M3 mpexaceaarens CoBera mo 3THKe,
nByX 3amecTuteneii npexcenatens CoBeTa MO 3THKE, OTBETCTBEHHOrO CeKperaps
Cogerta 110 3THKE H WieHoB CoBeTa 10 3THKE.

11. TIlpencenarens CoBeTta o 3THKE Ha3HavyaeTcs MunucTpoM
3apaBooxpaHenus Poccuiickoit ®enepaiu u3 uyucia skcneproB CoBeTa IO 3THKE,
HMEIOIIMX BEICIIEE MeOWLHUHCKOe o0pa3oBaHHe, Y4YeHYI0 CTeleHb KaHIuAaTa
MEIUIMHCKHX HAYK WM JOKTOpa MEAMIIMHCKUX HAayK U OIMBIT pabOTHI MO INPOBEJICHHUIO
KIMHHYECKHX  HCCIENOBaHMK OHOMEOWIIMHCKUX KJIETOYHBIX MPOAYKTOB  HIIH
JIEKapCTBEHHBIX IMpPENapaToB Ui MEIUIUHCKOrO IIPUMEHEHHS M Ppa3pellieHHIO
BOIIPOCOB, CBS3aHHBIX C OTHYECKMMH AacleKTaMH KIMHWYECKHX MCCIIe0BaHUH
OHOMEIUIIMHCKUX KIETOYHBIX IIPOAYKTOB WIIM JIEKAPCTBEHHBIX IIpeNaparoB I
MEeIULIMHCKOIO IPUMEHEHHUSI.

12. TIlIpepcenarens CoBera IO 3THKE OCYILIECTBIsIET oOINee pPyKOBOJCTBO,
ompepensier HanpaBieHus pabotel CoBera IO 3THKe, OpraHU3yeT €ro pabory,
pacnpezensieT 00s3aHHOCTH MexAy sKkcmepramMu CoBeTa NHO 3THKE, OCYHIECTBISET
KOHTPOJIb 33 IIPOBENECHUEM ITUYECKON IKCIIEPTHU3HI.

B orcyrctBue mnpencenatenss CoBera MmO 3THKe OOS3aHHOCTH TMpecenaTelis
HCIOJIHIET OAHH U3 €ro 3aMeCTHTEIICH.

13. B cocraBe CoBera IO 3THKE MOTYT CO3JaBaTbCi NPU HEOOXOAMMOCTH
sKcnepTHhle rpynnel. CocTaB M MONOXKEHHE 00 3KCHEPTHBIX IpYIIax YTBEPXKAAIOTCA
npexncenarenem CoeTa 110 3THKE.

II1. TpeGoBanus K KBATU(HUKAIIAA H OIBITY PabOTHI KCIIEPTOB

14. K unenam CoBeta 1o 3THKe NPEIBIBIIAIOTCS CleAyIolye TpeOOBaHus:

1) mns Jun, MMEIMUX BhICIIEe MEAWIUHCKoe oOpa3oBaHHE, - HallMuue
cepTH(HKaTa CIIEIHANNCTA;

2) AN MHBIX JIMIT:

a) HaJIMYKMe BhICIIEr0 00pa30BaHus;

0) Hay4Ke orbITa paboTH! ¥ 3HAHUM B O0JIACTH STHYECKUX M IIPABOBBIX aCIIEKTOB
3aIlUTHI IPaB U CBOOO] rpakJaHUHA.




IV. Ilopsaok nesrensHocTH COBETA IO ITHKE

15. 3acemanus coBeTa Mo 3THKE MPOBOAATCA NpexacenareneM CoBera MO dTHKE
WIA N0 ero IOpydYeHHUIo 3amecturenieM mnpencenarens CoBera mo 3THKE IO Mepe
HEOOXOMUMOCTH U OQOPMIAIOTCS  HPOTOKOJIOM, KOTOPBIH  IOJNHCHIBAETCA
IpeJIce 1aTeNbCTBYIOINM Ha 3acefaHuy CoBeTa 10 3TUKE MM €r0 3aMECTUTENEM.

16. 3acemanme CoBeTa MO STHKE CUMTAETCS NPaBOMOYHBIM, €CIIM Ha HEM
IIPUCYTCTBYET HE MEHEE JIByX TPETEH €ro YICHOB.

17. Ha mnepBom 3acemanuu CoBeTa IO 3THKE OIpeAeNaeTcs MOPALOK
npoBeieHUs 3acenanuit CoBera o 3THKe U perjiaMeHT pabotsl CoBeTa 1o STHKe.

18. Marepuansl k odepenHsiM 3acefanusaM CoBeTa MO 3THKE HaANpaBIIAIOTCA
skcriepraM CoBeTa IO J3THKE JenapTaMeHTOM MMHHCTEpCTBAa, OTBETCTBEHHBIM 3a
OpraHM3allMOHHO-TeEXHIHIecKoe obecnieuenne CoBeTa MO 3THKE, He NIO3JHEE YeM 3a TpU
pabourx IHSA A0 HA3HAYEHHOI'0 CPOKa 3aceqaHus.

19. DOkcmepr CoBera mo 3THKe 00s3aH y4acTBOBaTb B €ro pabore u
IIPHCYTCTBOBaTh Ha 3acefaHusx CoBeTa Mo 3THKE JHMOO B CiIydae HEBO3MOXXHOCTH IIO
YBOXUTENBHOW IpUYMHE MPUCYTCTBOBaTh Ha 3acelaHHU  3abiaroBpeMEHHO
nponHpOpMHUpOBaTh Ipeacenarens CoBera MO 3THKE HWIH/H €ro 3aMeCTHUTEI.
Okcrepthl CoBeTa MO 3THKE YYacTIBYIOT B €ro paboTe JHUYHO, [JelerdpoBaHUe
ITOJIHOMOYHUH He JOITyCKaeTCsl.

20. Oxkcneptsl CoBeTa O 3THKE, YYACTBYIOLIUE B INIAHUPYEMOM KIIMHUYECKOM
UCCIeIOBaHUHM OMOMEIUIIMHCKOTO KJIETOYHOTO NPOAYKTa, HE IIPUBIEKAlOTCH K
TUYECKOH IKCIIEPTHU3E.

21. Pemenne CoBeTa mO 3THKE NPUHHUMAETCA OTKPHITBIM T'OJOCOBaHHEM
IPOCTHIM OOJNBIIMHCTBOM I'OJIOCOB IMPUCYTCTBYIOIIMX Ha 3aCeJaHMH.

22. 3xcneptsl CoBera Mo 3THKE, YUaCTBYIOIIHE B INTAHUPYEMOM KITHHHYECKOM
UCCIIeIOBaHUHM OWOMEIUIMHCKOrO0 KJIETOYHOrO0 NPOAYKTa, K TOJOCOBAHHIO IIO
pe3ysibTaTaM 3TUYECKOM SKCIIEPTU3HI HE AOIYyCKAIOTCS.

23. Oxcneptsl CoBeTa 10 ATHKE, HAXOAAIIMECS B 3aBUCHMOCTH OT 3asBUTEINA
WIA 3aUHTEPECOBaHHbIE B Pe3yNbTaTaX 3TUYECKOH SKCIEePTHU3bI, NOJKHHBI 3asiBUTH 00
aToM Ipencenaremo CoBeTa Mo 3TUKE WM JIMILYy €ro 3amenjaromeMy. B aToM ciydae,
naHHble 3KcrepTsl CoBeTa MO 3THKE HE y4dacTBYIOT B 3acegaHMu CoBeTa IO 3THKE
¥ HE Y4aCTBYIOT B I'OJIOCOBaHUHU.

24. B cnmywae paBeHCTBa TOJIOCOB  peIIAlOUM  SBJISETCS  TOJIOC
IpeJiceaTeNIbCTBYIONIEro Ha 3acefaHui CoBeTe MO 3TUKE.

25. Pemenus Coera mo 5THKe OGQOPMIISIOTCS IPOTOKOJIOM 3acelaHus
OTHYECKOr0 KOMHMTETa, K KOTOPOMY IpWJaraercsi 3akiIO4eHHe, KOTOpbIe
NOAMUCHIBaIOTCA MpeacenareneM CoBeTa MO 3TUKE WM 3aMECTHTENIEM Npeacenarels
CoBera 110 3THKE, peCEAATEIECTBOBABIINM Ha 3aceJaHuy, wieHaMu CoBeTa 1o 3THKe,
MPUHUMABIIMMH YIaCTHE B PACCMOTPEHUHU. '

26. Oxkcnepr CoBeTa N0 3THKE, HE COTVIACHBIN C MPUHATHIM pelIeHHeM, UMeeT
IIpaBO B MHUCHMEHHOH (opMe M3IOXUTHh 0c000e MHEHHWE, KOTOpOe MpHiaraeTcs K
npoToKoiy 3acefanus CoBeTa M0 3TUKE U ABJISETCS €ro HEOThEMIIEMON YacThIO.

27. WHbopmaius 0 cocTaBe coBeTa IO 3THKe, IUIaHax ero paboThl U TeKyIlen
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HeATENBHOCTH  pasMelllaeTcss Ha  oQHIHManrbHOM  caiite  MuHucCTepcTBa B
HHPOPMALHOHHO-TEJIEKOMMYHHUKAlMOHHOH ceTH «VIHTepHET» B yCTaHOBJIEHHOM HM

nopsaKe.”

* YacTs 6 craten 14 MenepanbHoro 3akoHa ot 23 mioHsa 2016 r. Ne 180-D3 «O GHOMEAMLMHCKUX KJIETOYHBIX TIPOAYKTaX»
(Cobpanue 3axonomarenbcTBa Poccuiickoli @eneparum, 2016, Ne 26, cr. 3849)




