[okyMmeHT npepoctasneH KoHcynbTaHTINt0C

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

MWHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKON ®EAEPALIUM

MNPUKA3
oT 29 HoA6pA 2012 r. N 986H

Ob YTBEPKAEHNU NONTOXKEHUA O COBETE MO 3TUKE

CNnCOK M3MEHALWMNX AOKYMEHTOB
(8 pea. Mpukasa MuH3gpasa Poccum ot 07.05.2018 N 202H)

KoHcynbTaHTIAOC: NpUmeyaHue.

depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-®3 ctatba 17 ®egepanbHoro 3akoHa ot 12.04.2010 N 61-
®3 n3noxKeHa B HOBOM pefaKLmMn. YNOMAHYTOM B HUKecneaytowem ab3aue Hopme cTaTbm 17 npexHen
peaakLmnm cooTBEeTCTBYeT Hopma cTaTtbk 39.1 HoBOM peaakumm 3aKoHa.

B cootBetctBMM co cTatbelt 17 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6
obpalleHMn nekapcTBeHHbIx cpeacts"” (CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®eaepaumm, 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 TonoxeHms o MuHUcTepcTBe 34paBooxpaHeHuAa Poccuitckoii  Depepaumu,
YTBEPXKAEHHOro nocrtaHosneHuem lNpasutenbcrtsa Poccuitckon Pepepaumm ot 19 mioHa 2012 r. N 608
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit depepauymm, 2012, N 26, cT. 3526), nprKasbiBato:

1. Co3patb CoBeT no 3TUKeE.
2. YTBepauTb MonoxeHne o CoBeTe NO 3TUKE COMIAaCHO NPUAOXKEHUIO.

3. OpraHM3aumMoHHO-TeXHUYeckoe obecneyeHne featenbHocTM CoBeTa MO 3TUKE BO3/I0XKWTb Ha
[lenapTameHT rocyAapCcTBEHHOMO PeryinpoBaHua 06paLleHna NeKapcTBEHHbIX CPEeACTB.

MwuHunctp
B.1.CKBOPLIOBA

MpunoxkeHune

K NpuKasy MUHUCTEePCTBA 340aBOOXPAHEHMUSA
Poccuiickoin Pepepaumn

0T 29 HOosbpAa 2012 r. N 986H

NONIOXKEHUE O COBETE NO 3TUKE

CNM1COK M3MEHSAIOLLMX AOKYMEHTOB
(8 pea. Mpukasa MuH3apasa Poccum ot 07.05.2018 N 202H)
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|. O6wme nonoxkeHma

1. CoBeT No 3TUKe ABAAETCA MOCTOAHHO AENCTBYHOLWMM OPraHOM, CO3A4aHHbIM MUHUCTEPCTBOM
3/paBooxpaHeHua Poccuiickon degepauumn (aanee - MUHUCTEPCTBO) AN NPOBEAEHMA 3TUYECKOM
3KCMNepTMU3bl BOSMOXKHOCTU NPOBEAEHNA KIMHUYECKOTO MCCAeA0BaHUA IEKAPCTBEHHOMO npenapaTta gaa
MeAULIMHCKOro NpUMeHeHUA (aanee - aTMYECKas sKcnepTmsa).

2. CoBeT No 3TMKe AEeNCTBYET B LesX 3aLlMTbl XKM3HW, 340P0BbA M NPaB NaLNEHTOB, MPUHMMALOLLMX
yyactue B KAMHUYECKUX UCCNeA0BaHMAX IEKAPCTBEHHbIX NPenapaTos 414 MegULUUHCKOro NPUMEHEHMA.

3. B cBoen peatenbHocT CoBeT Mo 3TWUKe pykoBoacTeyeTca KoHcTuTyumelt Poccuinckolt
depepaunn, denepanbHbIMM 3aKOHAMM, YKasamMu W pacrnopsaxkeHuamu [pesmaeHTa Poccuiickolt
depepaunn, MOCTaHOBAEHUAMMU W pacnopaxeHuamu [pasuTenoctBa Poccuiicko ®depepaumu,
npukasamu MunHUCTEPCTBa, HOPMamMn MeXAyHapoAHOro Npasa n HactoAwmMm MNonoxxeHnem.

4. OCHOBHbIMW NpUHLUMNaMK aeaTenbHocTM CoBeTa Mo 3TUKE ABAAKTCA HE3aBUCUMOCTb, FNacHOCTb,
CnpaBeanMBoCTb, cobloaeHne npas M cBo6OA YenoBeKa W rpaxaaHuHa, NpaB HPUANYECKMX UL,
06bEKTUBHOCTb, KOMMETEHTHOCTb, OTBETCTBEHHOCTb 3KCMEPTOB 3a NPOBeAeHME U KayeCTBO 3TUYECKOW
3KCMepTu3bl.

5. OcHOBHbIMM 3aga4amm CoBeTa Mo 3TUKe ABAAIOTCA:

1) nposegeHune 3TUYeCKOM 9KCNEPTU3bl AOKYMEHTOB, CBA3aHHbLIX C NpoBeAeHNEM K/IMHNYECKOIo
nccnengoBaHMA NeKapPCTBEHHONO nNpenaparta 4na meanumMHCKOro npuMeHeHuA;

2) Bblaaya 3aKnoyeHus 06 3TMYECKOW O0BOCHOBAHHOCTU BO3MOMHOCTM MAU HEBO3MOMKHOCTU
NpoBeAeHNUA  KAMHWMYECKOrO MWCCNeAO0BaHMA  NeKapCTBEHHOro mnpenapata  Ans  MeAWMUMHCKOro
npUMeHeHus.

6. CoBeT No 3TMKe B COOTBETCTBUM C BO3/IOXKEHHBIMW Ha HEFO 3a4a4aMn MMeET NpPaBo:
1) nonyyaTtb 4OKYMEHTbI, HEObX04MMbIE AN1F NPOBEAEHNA STUYECKON SKCNepTU3bI;

2) 3anpawunsaTtb Y MuUHUCTEpPCTBA HepoCTatowme matepuasl, HeO6XO,CI,MMbIe ana nposeaeHuA
3TMYeECKOM IKCNepTn3bl.

Il. CocTtaB CoBeTa no 3TuKe

7. CocTtaB CoBeTa No 3TUKe yTBepKAaeTca NpMKasom MuHucTepcTBa.

8. CoctaB CoBeTa no 3TUKe dopmupyeTca U3 npeacTaBuTener MeaUUMHCKMX, Hay4yHbIX
OpraHusaLmin, obpasoBaTesbHbIX YYPEKAEHWNIN BbiClIero nNpPodeccnmoHasbHOro obpasoBaHMA, a TaKKe
npeacrasuTenield obLWECTBEHHbIX OpraHM3auumii, PeNnrmosHbIX OPraHU3auuin U CcpeacTB MAcCOBOM
MHbopmauun (ganee - skcnepThbl).

Yucno I'Ipep,CTaBI/ITeI'IEI‘/JI MeaNLNHCKNX OpraHl/I3aLI,VIlZ HE MOXET npeBbilaTb NOZIOBUHY OT O6LL|,€I'0
YnCNa aKCNepToB CoseTa no sTuKe.

9. l3ameHeHunA n gononHeHua B coctaB CoBeTa No 3TUKe yTBepKaatTcA npnkasom MuHucTepcTaa.
10. B coctas CoBeTa No 3TUKe BXOOAT npeagcenaTtenb, €ero 3aMecTntTenn n 4YaeHbl CoseTa no sTuKe.

11. Npepcenatens CoBeTa NO 3TMKe HasHadvaeTcs MWHUCTPOM 3apaBooxpaHeHua PoccuiicKkomn
depepaunn us yncna skcnepto CoBeTa MO 3TUKE, MMEIOLLMX BbiCLIEe MeAUULMHCKOe 06pa3oBaHue,
YUYEHYIO CTEMeHb KaHAMAaTa MeAMULMHCKMX HAyK UAN JOKTOpa MEeAMLMHCKMUX HayK M onbIT paboTbl no
NPoBEAEHMIO KNMHUYECKUX UCCNEeL0BaHNIA NEKAaPCTBEHHbIX MPenapaToB A1 MeAULMHCKOrO NPUMEHEHUA


consultantplus://offline/ref=AC110C83CD7E70D3FDD99F8E4249E311B836DC9D14724EC27103D6v8C0I

N paspeweHnto BOMPOCOB, CBA3aHHbIX C 3TUYECKMMU acCneKTaMn KANHUYeCKUx MCC}'Iep,OBaHVIﬁ
NNeKapCTBEHHDbIX NMpenapaTos ANnAa MegnumnHCKOro npnmeHeHuaA.

12. Mpepacepatens CoBeTa MO 3TUKE MMeET ABYX 3amMecTuTesneld, HasHadaembix MUHUCTpoOM
34paBooxpaHeHunsa Poccuiickon ®egepaumm.

13. Npeacenatens CoBeTa No 3TUKe OCYLLECTBASET 0bLLee PyKOBOACTBO, onpeaenseT HanpaBaeHus
paboTtbl CoBeTa MO 3TWUKe, OpraHu3yeT ero paboty, pacnpegensetr 06aA3aHHOCTU MeXKAY SKcnepTamu
CoBeTa No 3TUKe, OCYLLLECTBAAET KOHTPO/1b 32 NPOBeAeHNEM STUYECKOM SKCNepTU3bI.

B OTCYyTCTBUE Nnpeacenartena CoBeTa no 3TMKe 06A3aHHOCTH npeacenartena NCNoONHAET oaunH U3 ero
3aM6CTMT6ﬂeﬁ, MMEI-OLLI,MVI Bbiclee meanUNHCKOE o6pasoBaHme.

14. B coctae CoBeTa No 3TUKe MOTyYyT CO34aBaTbCA 3KCNEPTHbIE rpynmnobl.

lll. TpeboBaHuUA K KBanndUKaLum u onbiTy paboTbl
No 3KCMEepPTHOM OLLeHKe HAay4YHbIX, MegULUHCKUX U 3TUYECKUX
aCMeKTOB KJAMHUYECKUX UCCNef0BaHWNI NeKapCTBEHHbIX
npenaparos AN MeAULLUHCKOro NpUMeHeHusa

15. K akcneptam CoBeTa Mo 3TUKE NpeabaABAAOTCA cnepyowme TpeboBaHMA K KBaANPUKaLMK 1
ONbITy PaboTbl MO 3KCNEPTHON OLEHKE HAYYHbIX, MEAULIMHCKUX U STUYECKUX ACMEKTOB KAMHUYECKUX
nccnefo0BaHUM NeKapCTBEHHbIX NPenapaToB A1A MeANLUHCKOrO NPUMEHEHUA:

1) ana any, MmeroLmMx Bbicliee MeanUMHCKoe obpasoBaHme:

a) Hanuume Bbicwero npodeccMoHanbHOro 06pasoBaHMA MO  OAHOW W3 CcAedytolWmx
cneumanbHocten:  "JleuebHoe  geno", "Meawnatpua”, "Meguko-npodunaktmyeckoe  geno",
"CromaTonorua";

6) HanMuMe nNoOCAEeBY30BCKOTO M (MM) AOMNONHUTENBHOTO MNPOdECCMOHaNIbHOrO 06pa3oBaHus,
cepTudmKaTa cneumnanmcTa;

B) Hananyme onbiTa paGOTbI no nposegeHno KANHNYeCKUX MCCﬂe,ﬂ,OBaHMﬁ NNeKapPCTBEHHDbIX
npenapatos Ana megunumHCKOro npmMmMeHeHunAa n paspeweHnmem BOMpoCcoB, CBA3AHHbIX C 3TUYECKMMMU
aCneKkTamMmmn KINMHUYECKNX MCCJ'IELI,OBaHMﬁ NeKapCTBEHHbIX NMpenapaTos ANnA MeEANUUNHCKOIO NpUMeHeHuA,

2) AN MHbIX AnL;:
a) Hannuue Bbiclero NnpodeccnoHanbHoro obpasoBaHms;

6) Hannume onbiTa PaboTbl U 3HAHUI B 061ACTU STUYECKUX U NPABOBbLIX aCMEKTOB 3aLMUTbl NpPaB U
cB0bHOAbI Ye/I0BEKA U FPAXKAAHMHA.

IV. NMopapokK pearenbHoct CoBeta No 3TUKe

16. 3acepaHna coseTa MO 3TUKE nposogATCA npeacenatenem CoBeTa nNoO 3TUKe MAW NO e€ro
nopy4yeHUto 3amecTuTtesiem npeacenatena CoBeTa No 3TUKe He pexe AByX pa3 B MmecAau n OCI)OpMﬂHIOTCH
NMPOTOKOJ/IOM, KOTOprﬁ noAanncCbiBaeTCA npegceaatenem CoseTa N0 3TUKe UK ero 3aMeCcTUTENEM.

MaTepunanbl K ovyepegHbIM 3acefaHNAM CoseTa No aTUKe HaMNpPaB/AKTCA 3KCNEepTam CoseTa no
3TUKe genaptameHTom MUHUCTEePCTBA, OTBETCTBEHHbIM 32 OpPraHM3auMOHHO-TEXHUYECKoe obecneveHune
CoseTa No 3TUKe, He NO34Hee Yem 3a U pa60t-w|x AHA 00 HAa3HA4YE€HHOro CpoOKa 3acedaHuA.

17. 3acepaHue CoseTa no 3TUKe c4YUTaeTcA NPaBoOMOYHbIM, €CZIn Ha HEM MPUCYTCTBYET HE MEHEE
NOJZIOBUHbI €ro 41EHOB.



JKkcnept CoBeTa No 3TUKe 06M3aH yyacTBOBaTb B ero paboTe M NpMCyTCTBOBATb Ha 3acedaHuAX
CoBeTa Mo 3TUKe NMBO B C/ydae HEBO3MOMKHOCTU MO YBAXKMTE/NbHON MPUUYMHE MPUCYTCTBOBATb Ha
3acegaHun 3abnaroBpemeHHO npouHbopmuposaTte npeacepatena Coseta no 3TMKe wau/m ero
3amecturens.

3KcnepTtbl CoBeTa NO 3TMKE y4yacTBYIOT B ero paborte /IMYHO, AenernposaHMe MoJIHOMOYUI He
Jonyckaerca.

18. dkcneptbl CoBeTa MO 3TMKe, yyacTBylowMe B MNJAHMPYEMOM KAMHUYECKOM UCCAefOoBaHUU
JIEKapCTBEHHOrO npenapaTta A4a MeAMUMHCKOTO MPUMEHEHMA, He MPUBNEKAIOTCA K 3TMYECKOM
aKcnepTm3e.

19. PeweHne CoBeTa No 3TUKe NMPUHUMAETCA OTKPbITbIM ro/I0OCOBaHMEM NPOCTbIM 60NbLWNHCTBOM
ros10COB NPUCYTCTBYIOLWNX Ha 3acedaHnm akcnepTos CoBeTa no aTuKe.

dKcneptbl CoBeTa NO 3TMKe, y4yacTBylOWME B MJAHUPYEMOM KIMHUYECKOM WCCAea0BaHUM
JIeKapCTBEHHOrO npenapata Aaa MeAMUMHCKOro MNPUMEHEHUA, K TOJIOCOBAaHMI0O MO pe3y/abTaTam
3TUYECKOW KCNEepPTU3bl He A0MNYCKatoTCA.

B cnyyae paBeHCTBA ron0COB MNPUHATBIM CYMTAETCA pelleHWe, 3a KOTopoe Mporosiocosan
ﬂpep,CEAaTEJ'IbCTByIOLLI,MVI Ha CoBeTe Mo 3TUKe.

20. PeweHuna CoseTa No 3TMKe Od)OpMI'IFHOTCFI 3aK/IOYEHMAMM ITUYECKOMN 3KCNepTn3bl, KOTOpPbIE
noAanucbIBaOTCA Npeacenartesiem CoBeTa no 3TUKe, KCNnepTamu, npuHMMaBLWLNMUN y4aCTUe B nposeaeHnn
3TMUYECKOM 9KCNepTu3bl, U HanpasnATcA B MMHUCTEPCTBO He no3aHee 5 ,u,Heﬁ nocne 3acegaHuA.

21. 3kcnepT CoBeTa Mo 3TUKE, HE COTNACHbIN C NPUHATLIM peLleHnem, MMeeT NPaso B MMCbMEHHOM
dopme M3N0KUTL CBOe 0coboe MHeHWe, KOTOPOE MPUIaraeTca K COOTBETCTBYIOLLEMY 3aK/IHOUYEHMIO
CoBeTa Mo 3TUKe 1 ABMIAETCA €ro HEOTbEM/IEMOM YaCTbIO.

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