JokymeHT npepoctasneH KoHcynbTaHTINIOC

3apernctpmupoBaHo B MuHiocte Poccum 7 pespansa 2013 r. N 26897

MWUHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKON ®EAEPALIUM

NMPUKA3
oT 29 HoA6Gpa 2012 r. N 986H

OB YTBEPXAEHUUN NOJTIOXKEHUA O COBETE MO 3TUKE

Cn1COK U3MEHSIOLLMX JOKYMEHTOB
(8 pea. Mpukasa MuH3apasa Poccun ot 07.05.2018 N 202H)

KoHcynbTaHTlAOC: NpuMmeyaHme.

depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-®3 ctatba 17 PegepanbHoro 3akoHa ot 12.04.2010 N 61-
®3 n3noxeHa B HOBOM peaakunn. YNOMAHYTON B HUMKeCeaytolwem ab3ale Hopme cTaTbu 17 npexkHe
penakLumnm cooTBeTCTBYET HOpMa cTaTbk 39.1 HOBOM peaakumMm 3aKoHa.

B cootBeTctBUM co cTaTbhelt 17 depepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-d3 "06
ob6paleHnm nekapcTeeHHbix cpeacts” (CobpaHue 3akoHogaTtenbcTBa Poccuitickon Peapepaunm, 2010, N
16, cT. 1815; N 31, cT. 4161; N 42, c1. 5293; N 49, cT. 6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446) 1
nyHktom 5.2.146 TMonoxkeHns o MuHUCTEpCTBE 34paBooxpaHeHMa Poccuiickont dPepepaumu,
YTBEPKAEHHOro noctaHoBneHuem MpasutenbcTBa Poccuiickon Peapepaumm ot 19 mioHs 2012 r. N 608
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit depepaumm, 2012, N 26, c1. 3526), nprKasbiBato:

1. Co3patb CoBeT no sTuUKe.
2. YtBepaunTb MonoxeHne o CoBeTe NO 3TUKE COMIAaCHO NPUAOKEHUIO.

3. OpraHM3auMOHHO-TeXHUYeCcKoe obecneyeHne geatenbHocT CoBeTa MO 3TUKE BO3/IOXKWUTbL Ha
[enapTameHT rocyapCTBEHHOrO PeryMpoBaHMsa 06palleHmns NeKapCTBEHHbIX CPeaCTs.

MwuHuctp
B.1.CKBOPLIOBA

MpunnoxkeHune

K NpuKasy MUHUCTePCTBA 34PpaBOOXPAHEHMUSA
Poccuitckoin ®egepaumm

oT 29 HosbpAa 2012 r. N 986H

NONOXEHWUE O COBETE NO 3TUKE

Cnu1CcoK M3MEHAIOLWMX JOKYMEHTOB
(8 pea. Mpukasa MuH3gpasa Poccum ot 07.05.2018 N 202H)
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|. O6wme nonoxkeHmsa

1. CoBeT No 3TUKe ABNAETCA MNOCTOAHHO AEWCTBYHOLWMM OPraHOM, CO34aHHbIM MuUHUCTEpPCTBOM
3apaBooxpaHeHna Poccuitickon Pepepaunn (ganee - MUHUCTEPCTBO) ANA NpoBedeHUA 3TUYECKOW
3KCNepTU3bl BO3MOXHOCTU NPOBEAEHMA KNMHUYECKOTO MCCNel0BaHUA eKapCcTBEHHOro npenaparta Ans
MeANLUNHCKOTO NPUMeHeHun (Janee - sTUYECKan IKcnepTumsa).

2. CoBeT No 3TUKe AENCTBYET B LLEeNAX 3aLMTbl *KU3HW, 340Pp0BbA U NPaB NaLMeHTOB, NPUHUMALOLLUX
y4yacTue B KAMHUYECKUX UCCNEAOBAHMAX NIEKAPCTBEHHbIX NPENapaTos 414 MeAULMHCKOTO NPUMEHEHMA.

3. B cBoen peatenbHoct CoBeT Mo 3TUKe pykosoacTeyeTcA KoHcTuTyumeit Poccuitckol
depepaunn, degepanbHbIMM 3aKOHAMM, YKasamu W pacnopsaxeHuammn [lpesnaeHta Poccuiickol
depepaunn, nNOCTAaHOBAEHMAMM U pacnopsaeHmamn [lpasutenbctBa Poccuiickoit Deaepauumy,
npukasamm MuUHUCTEPCTBA, HOPMaMKU MEXAYHAaPOAHOro NpaBa 1 HacToAwMm MNonoxeHnem.

4. OCHOBHbIMHU npuHUnnamum oeAaTenbHOCTU CoseTa no aTMKe ABNAKTCA HE3aBMCUMMOCTb, IMACHOCTb,
cnpaBeaInBoOCTb, CO6I'IPOLI,€HME npas wu CBO6OLI| 4yesnoBeKa W rpaxagaHuHa, npas LPpUgnN4Yeckunx nuu,
O6'b€KTVIBHOCTb, KOMMNETEHTHOCTb, OTBETCTBEHHOCTb 3KCNEPTOB 3a NpoBedeHNE N Ka4YecCTBO 3TMYEeCKoM
9KCNEepPTU3bI.

5. OcHOBHbIMM 3aga4amm CoBeTa Mo 3TUKE ABAAKOTCA:

1) npoBeAeHME 3TUYECKOMN IKCMEepPTU3bl AOKYMEHTOB, CBA3aHHbIX C MPOBEAEHUEM KAUHUYECKOro
nccaea0BaHUA IEKaPCTBEHHOro npenapara 414 MegUUMHCKOro NpUMeHeHus;

2) Bblga4a 3aK/14eHUA 06 3TMyeckoi 06OCHOBAHHOCTM BO3MOMKHOCTU WU HEBO3MOXHOCTU
nposeaeHNA  KIMHUMYECKOro wuccneaoBaHmMA  NeKapCTBEHHOro npenapata  A4a4 MeaAuunHCKoro
npuMeHeHUA.

6. CoBeT No 3TMKe B COOTBETCTBUM C BO3/IOXKEHHbIMW Ha HEro 3aA4a4aMmn MMeeT NpaBo:
1) nonyyaTtb 4OKYMEHTbI, HEObX04MMble A8 NPOBEAEHNA STUYECKON SKCNepTU3bI;

2) 3anpawuBatb Y MWHMCTEPCTBA HegoCTaloWMe maTepuasbl, HeobxoamMmble ANA NpoBeAeHUs
STUYECKOWM 3KCNepTU3bI.

Il. Coctas CoBeTa no 3Tuke

7. CocTtaB CoBeTa No 3TUKe yTBepKAaeTca NpMKkasom MuHucTepcTBa.

8. Coctas CoBeTa no 3TMKe dopmupyeTca U3 npeacTaBuUTese MeOUUMHCKUX, Hay4HbIX
opraHusaumii, ob6pasoBaTe/ibHbIX yUpeXAeHMI Bbicliero npodeccuoHanbHoro obpasoBaHus, a TaKkKe
npeacrasuTeneil 06LWEeCTBEHHbIX OpraHM3auMii, PEeNUMrMosHbIX OpraHM3auuit U CpPeacTB MacCoBOW
nHbopmauum (aanee - akcnepTbl).

Yucno I'Ipep,CTaBI/ITeIIEI‘/JI MeaNUNHCKNX OpraHl/I3aLI,VIﬁ HE MOXET npesBbilaTb NOZIOBUHY OT 06|.|.|,ero
4YnCna akCcnepTos CoseTta no aTukKe.

9. U3ameHeHuA n gononHeHua B coctaB CoBeTa No 3TUKe YTBEPHKOAKTCA NPUKA3OM MI/IHI/ICTepCTBa.
10. B coctas CoBeTa no 3TUKe BXOOAT npeagcenaTtenb, €ero 3aamMecTuTenn n 4YnaeHbl CoseTa no sTuKe.

11. Mpeacepatens CoBeTa NO 3TMKE HasHavyaeTcs MUHUCTPOM 3apaBooxpaHeHuUs Poccuiickol
depepaunn 13 yncna akcneptos CoBeTa NO 3TUKE, UMEIOLLMX BbiCllee MegULMHCKOe obpa3oBaHue,
YYEHYIO CTeneHb KaHAMAATa MEeAUUMHCKMX HayK UAN AOKTOpa MEeAULIMHCKMX HAyK M onblT paboTbl no
NpoBeLEeHMIO KIMHUYECKUX UCCNeA0BAHNI NEKAPCTBEHHbIX NPENapaToB A58 MeAULMHCKOTo NPUMEHEHNA
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N paspeweHnto BOMPOCOB, CBA3adHHbIX C 3TUYECKMMU aCMEKTaMU KANHUYECKUX MCC}'Ie,CI,OBaHMlz
NEKapPCTBEHHbIX NpenapaTos AnAa MeguumnHCKOro npumeHeHuA.

12. MNpepcepatens CoBeTa MO 3TUKE WMMeET ABYX 3amecTutenei, HasHayaembliXx MWHWUCTPOM
34paBooOXpaHeHus Poccuiickoit depepaumm.

13. Npeacenatens CoBeTa No 3TUKe OCYLLECTBASET 0bLLee PyKOBOACTBO, onpeaenseT HanpaBaeHus
paboTbl CoBeTa No 3TMKe, opraHM3yeT ero paboty, pacnpeaensetr 0683aHHOCTU MexAy 3KcnepTamu
CoBeTa Mo 3TUKe, OCYLLLeCTB/IAET KOHTPO/1b 33 NPOBEAEHNEM STUYECKOM IKCNEepTH3bI.

B otcytcTBME npeacenatens CoseTa No 3TUKe 064A3aHHOCTU NpeacenaTens UCMNOJIHAET OAMH U3 ero
3aMecTUTeNIen, UMetoLLNI Bbiclee MeanLMHCKoe obpa3oBaHume.

14. B coctase CoBeTa No 3TUKe MOTyYyT CO34aBaTbCA 3KCNEPTHbIE rpynnol.

Ill. TpeboBaHUA K KBanudpUKauum 1 onbiTy paboTbl
No 3KCNEepTHOI OLEeHKe HayUYHbIX, MeAULUMHCKUX U ITUYECKUX
ACMNEeKTOB KANHUYECKUX UCCNe0BaHNIT NeKapCTBEHHbIX
npenaparos A7 MeAULUHCKOro NpMMeHeHus

15. K akcneptam CoBeTa No 3TUKe NPeabaABAAOTCA ceaylowme TpeboBaHUA K KBaauduKaumm u
onbITy pa60Tb| no 3KCI'IepTHOVI oueHKe Hay4HblX, MegNUUNHCKUX U ITUYECKUX aCneKToB KIUHUYECKUX
NccneaoBaHUM IEKAPCTBEHHbIX MPENapaToB A1A MeANLMHCKOTO NPUMEHEHUA:

1) ana any, Mmerowwmx Bbicliee MeanUMHCKoe obpa3oBaHme:

a) Hanuume Bbicwero npodeccuoHanbHOro o06pa3oBaHMA MO  OAHOW W3 CAedyolmx
cneumnanbHoctei:  "/leuebHoe  pgeno"”, "Meauatpua", "MepguKko-npodunakTuyeckoe  aeno',
"Cromartonorua";

6) HanMuMe NOCNEBY30BCKOrO M (MAM) AOMNOAHUTENLHOTO NpPodeccMoHanbHOro 06pasoBaHus,
cepTMdUKaTa CneumanuncTa;

B) Ha/n4ymne onbiTa pa60Tb| no nposegeHno KANHNYeCKUx VICCI'Ie,CI,OBaHVIﬁ NNeKapPCTBEHHDbIX
npenapatos A4na MeauuUHCKOro npmmeHeHuAa U paspelleHnem BOMpPOoCOoB, CBA3AHHbIX C 3TUHECKMMU
aCneKTamMmun KINMHUYEeCKnxX VICC]'Ie,CI,OBaHVIﬁ NIeKapPCTBEHHbIX NpenapaTtos Ana meaAnUMHCKOro npuMmeHeHusa;

2) ANA VHbIX NLL:
a) Hanuume Bbicwero npodeccuoHanbHoro 06pasoBaHus;

6) Ha/n4yume onbita pa6OTbI M 3HaHWUI B 06/1aCTM 3TUYECKUX U NpPaBOBbIX aCNEKTOB 3alUTbl NpPas U
CBO60[J,bI YyesioBeEKa U rpakaaHuHa.

IV. NMNopapok pearenbHoctn CoBeta No 3TUKE

16. 3acepaHna coseTa MO 3TUKEe nposogATCA npeacegatenem CoBeTa NoO 3TWUKe MAX MO ero
NOpPy4YeHUIO 3amecTuTesiem npeacenatena CoseTa No 3TUKe He pexe AByX pa3 B mecAaly n Od)OpM}'IFHOTC’r'I
NMPOTOKOJ/IOM, KOTOprﬁ noanncbiBaeTCA npegcenatesem CoseTa N0 3TUKe NUAK ero 3amecTuTenem.

MaTepmanbl K o4yepeaHbIm 3acedaHnAM CoseTa No aTuKe HAMNPaB/IAKOTCA 3KCNEPTam Coseta no
3TUKe genaptameHTom MUHUCTEPCTBA, OTBETCTBEHHbIM 32 OPraHM3aUMOHHO-TEXHNYECKoe obecneyeHune
CoseTa No 3TMKe, He No3gHee Yem 3a Tpu pa60‘-WIX AHA 0O Ha3HA4YeHHOro CPpOKa 3aceadaHunA.

17. 3acepaHune CoseTa No 3TUKe CcYMTAETCA NPaBOMOYHbIM, eCZIn Ha HeM MPUCYTCTBYET HeE MeHee
NOJZIOBUHbI €ro 41eHoB..



3KcnepT CoBeTa no 3TnKe obs3aH y4acCTBOBaTb B €ro pa60Te M NPUCyTCTBOBATb HA 3aceaHUnAX
CoseTta no 3ThKe nnbo B c/lydae HeBO3MOXKHOCTKU Nno yBa)KVITeanOVI npuynHE NpUCyTCTBOBATb Ha
3acedaHunn 3a6l'IaI'OB|DEMEHHO I'IpOMH(bOpMMpOBaTb npeagcenartena CoBeta no 3TuKe MIWI/M ero
3aMecTuTenAa.

3KCI’leprI CoseTa no 3TuKe Yy4aCTBYHOT B €ro pa60Te TMYHO, OenernpoBaHue NOJIHOMOYUI He
AonyCKaeTcA.

18. dkcneptbl CoBeTa MO 3TMKe, yyacTBylowMe B MNJAHUPYEMOM KIAMHUYECKOM UCCAefO0BaHUU
NIEKApCTBEHHOrO npenapaTta Aa8 MeAULMHCKOTO MNPUMEHEHUA, He TMPUBAEKAKTCA K 3TUYECKOM
3KcnepTm3e.

19. PeweHne CoBeTa No 3TUKe NMPUHUMAETCA OTKPbITbIM ro/I0OCOBaHMEM NMPOCTbIM 60NbLNHCTBOM
ron0CcoB NPUCYTCTBYHOLWKMX Ha 3aCedaHNN 3KCNeEPTOB CoseTa no sTuKe.

3KCI'IeprI CoBeta no 3TuKe, ydacTeyrowme B MAaHMpyemom K/IMHUYECKOM UcCcnenoBaHUn
NEeKapCTBEHHOrNo npenaparta 4Ana MeauumnmHCKOro npuMeHeHUA, K Tro/I0COBaHUKO MO pe3ynbTaTam
3TMUYeECKOM 3KCNepTn3bl HE 4ONYCKAKOTCA.

B cnyyae paBeHCTBa rO/IOCOB MPUHATBIM CUYATAETCA pelieHuWe, 3a KOTOpoe MNpOoro/ocoBan
npeacenatenscTeyolmii Ha CoBeTe Mo aTuKe.

20. PeweHus CoBeTa Mo 3TMKe OPOPMIAIOTCA 3aK/IIOYEHUAMMU STUYECKOM IKCMEPTU3bl, KOTopble
nognucelsatotca npeacenatenem Coseta no 3TUKe, SKCNepTamun, NPUHUMABLLNMMM yYacTue B NpoBeaeHUN
3TUYECKOM 3KCNepTU3bl, U HanpaeasatoTcs B MUHUCTEPCTBO He no3aHee 5 gHel nocne 3acegaHus.

21. 3KCI'IepT CoBeTa No 3TUKE, He COrNacHbIN C NPUHATbIM pelleHnem, MMeeET NPaBo B NUCbMEHHOM
d)opme N3M10KNTb cBOe ocoboe MHEeHUE, KOTOpPOE npunaraetca K COOTBETCTBYHOWEMY 3aK/HOYEHUIO
CoBeTa No 3TMKe U ABNAETCA ero HEOTbEM/IEMOM YaCTblO.

22.YTtpatnn cuay. - Npukas Munsgpasa Poccum ot 07.05.2018 N 202H.
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