JokyMmeHT npepgocTtaBneH KoHcynbTaHTloc

3apeructpupoBaHo B MuHiocTte Poccun 7 despana 2013 r. N 26897

MMWHUCTEPCTBO 34PABOOXPAHEHWA POCCUMCKOWN ®ELEPALIUN

MPUKA3
0T 29 HoAbpA 2012 r. N 986H

OB YTBEPXXAEHWUM NMNOJIOXKEHNA O COBETE NO 3TUKE

CrnnCOK U3MEHAIOLLUX AOKYMEHTOB
(B pea. Mpukasa MuH3sgpasa Poccum ot 07.05.2018 N 202H)

KoHcynbTaHTItOC: NpuMmeYaHme.

depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-®3 craTtba 17 ®epepanbHoro 3akoHa ot 12.04.2010 N
61-d3 m3norKeHa B HOBOWM pedakuMu. YNOMAHYTOW B HUMKecnedylowem absaue Hopme ctatbun 17
npekHel peaakumm cCoOoTBETCTBYET HopMma cTatbM 39.1 HOBOM peaaKLmm 3aKoHa.

B cootBeTctBMM co cTatbelt 17 PepepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6
obpalLeHnm nekapcTBeHHbIx cpeacts” (CobpaHue 3akoHogaTenbcTBa Poccuitckoit ®eapepaymm, 2010, N
16, ct. 1815; N 31, c1. 4161; N 42, cT. 5293; N 49, c1. 6409; 2011, N 50, ct. 7351; 2012, N 26, cT. 3446) n
nyHktom 5.2.146 TMonoxkenns o MuHUCTepCTBE 34paBoOXpaHeHMAa Poccuitickon Pepepaunu,
yTBEPXKAEHHOrO noctaHoBneHnem lMpasutenbctea Poccuiickon ®egepaumm ot 19 mnioHs 2012 r. N 608
(CobpaHue 3akoHogaTenbcTBa Poccuiickon degepauum, 2012, N 26, cT. 3526), npMKasbiBato:

1. Co3patb CoBeT no 3TUKe.
2. Y1BepaunTb MNonoxeHne o CoseTe Mo 3TUKE COrIaCHO NPUIONKEHMUIO.

3. OpraHusaumMoHHO-TexHNYeckoe obecnedyeHme aeatenbHOCTM COBeTa MO 3TMKE BO3/I0XMWUTL Ha
JenapTameHT rocyfapCTBEHHOrO peryimpoBaHus obpalleHns NeKapcTBEHHbIX CPeACTB.

MuHucTp
B.1.CKBOPLLOBA

MpunnorkeHue

K NpuKasy MUHUCTEPCTBA 34PaBOOXPAHEHUSA
Poccuiickoin ®epepaumm

oT 29 HoAbps 2012 r. N 986H

MONOXEHUE O COBETE NO 3TUKE

CNM1COK M3MEHAIOLLMX LOKYMEHTOB
(B pea. Mpukasza MuH3gpasa Poccun ot 07.05.2018 N 202H)



I. O6wue nonoxkeHunsa

1. CoBeT no 3TUKe ABAAETCA MOCTOAHHO AENCTBYIOLMM OpraHom, co3gaHHbiM MUHUCTEPCTBOM
34paBooxpaHeHna Poccuiickoli depepaumm (oanee - MWHUCTEPCTBO) ANA NpPOBeLEHUA 3TUYECKOW
3KCNEePTU3bl BO3MOMKHOCTU NPOBeAeHNA KANHUYECKOro NCCaeaoBaHMA NeKapcTBEHHOro npenaparta Ans
MeANUMHCKOTo NpUMeHeHua (ganee - aTudeckas sKkcnepTunsa).

2. CoBeT no 3TMKe [AEWCTBYeT B LENAX 3aliuTbl W3HW, 340P0OBbA W MNpaB MaLUEHTOB,
NMPUHUMAIOLLMX Yy4acTMe B  KAMHMYECKMX WCCIe0BaHMAX JIeKapCTBEHHbIX MpenapaTos  And
MEANLIMHCKOTO NPUMEHEHUA.

3. B cBoelit pesatenbHoctv CoBeT MO 3TUKe pykoBoacTeyetcs KoHcTUTyumeit Poccuitckol
depepaunn, denepanbHbIMM 3aKOHaMM, YKasaMu U pacrnopskeHuamu [pesmngeHTa Poccuiickoi
dPepepaumn, nNOCTAaHOBAEHUMAMMU U pacnopsakeHuamn [pasutenbctBa Poccuiickon ®Pepepaunm,
npuvkasamu MUHUCTEPCTBA, HOPMAMM MEXAYHAPOAHOro NpaBa M HacToAWMUM MNonoxKeHnem.

4. OCHOBHbIMM MpUHUMNAMKM JeATenbHOCTM CoBeTa MO 3TUKE SABAAKTCA HE3aBUCMMOCTD,
rMacHoOCTb, CNpaBea/IMBOCTb, cOBAtOAEHWE MPaB U cBOHOA, YENOBEKA M FPaXKAaHMHA, NPaB lOPUANYECKUX
v, OB6BEKTUBHOCTb, KOMMETEHTHOCTb, OTBETCTBEHHOCTb 3KCMEPTOB 3a MNPOBEAEHME WU KayecTBO
3TUYECKOI 3KCMepTU3bI.

5. OcHoBHbIMK 3aaa4amm CoBeTa N0 3TUKE ABNAIOTCA:

1) npoBeAeHWE 3TUYECKON 3KCMEepPTU3bl AOKYMEHTOB, CBA3aHHbIX C NPOBEAEHUEM KIUHUYECKOro
nuccnefoBaHUA 1eKapCcTBEHHOro NpenapaTa A8 MeANLMHCKOrO NPUMEHEHNSs;

2) Bblga4a 3aKn4yeHuAa 06 3TMyeckoit 0BOCHOBAHHOCTM BO3MOMKHOCTM MAM HEBO3MOMKHOCTU
nposeaeHnAa KAMHUYECKOro unccnengoBaHMA  NeKapCTBEHHOro npenapata  Ana  meauumnmHCKOro
NMPUMEHEHNA.

6. CoBeT N0 3TUKe B COOTBETCTBMUM C BO3NOKEHHBIMM HA HErO 3a4a4amMmm MMeet npaso:
1) nony4yaTtb JOKYMEHTbI, H806X0,£I,VIMbIe ana nposeaeHnA 3TUYECKoM 9KCNepTn3bl;

2) 3anpawusaTtb Y MuWHUCTEpPCTBA HefocCTalowme matepuasbl, HEO6XOAMMbIe ana nposeneHnA
3TUYECKoM IKCNEepPTU3bl.

Il. Coctas CoBeTta no aTuke

7. Coctas CoBeTa Mo 3TUKe YTBEPKAAETCA NPUKazoM MUHUCTEPCTBA.

8. CoctaB CoBeTa no 3Tuke dopmMmupyeTca U3 nNpeactaButTeneit MeauMUMHCKUX, HayYHbIX
opraHu3aumii, 06pa3oBaTeibHbIX yYperKAeHWI Bbicllero npodeccuoHanbHoro obpasoBaHMA, a TaKxkKe
npeacrasuTenein 06LLECTBEHHbIX OpPraHM3auuii, PeaUrMosHbiX OpraHMsauuin U CpeacTs MaccoBOW
nHbopmaunm (aanee - akcnepThbl).

Yucno npep,CTaBMTeneﬁ MegnUNHCKNX opraHM3au,m7| HE MOXET NpeBbIWaTb NO/TOBUHY OT O6|J.I,EI'O
Yncna akcnepTos CoseTa no aTukKe.

9. U3meHeHunA n gononHeHuA B cocTaB CoBeTa Mo 3TMKe YTBEPXKAAKOTCA NPpMKazom MuHKUCTepCTBa.
10. B coctaB CoBeTa No 3TMKe BXOAAT npeacenartesib, ero 3amectutenm n yaeHbol CoBeTa no sTuKe.

11. Npeacepatens CoBeTa NoO 3TWUKe HasHavyaeTca MUHUCTPOM 34paBOOXpPaHeHus Poccuinckol
®epepaunn ns uncna skcneptos CoBeTa MO 3TUKE, MMEKOLIUX BbiCLiee MeauLMHCKoe obpa3oBaHue,
YUYEHYIO CTeneHb KaHANAATa MEAUUMHCKUX HayK UAM JOKTOpPa MeAMUMHCKMX HayK M onbIT paboTbl no



nposeaeHNo  KANHUYeCKUxX MCCﬂe,CI,OBaHVII‘;I NNeKapCTBEHHbLIX NpenapatoB Anad MeauunHCKoro
npumeHeHnAa WU pPa3peleHno BOMPOCOB, CBA3adHHbLIX C 3TUYECKMMU aCNeKTaMn KAUHUYEeCKUX
MCCHEAOBaHMVI NEeKapCTBEHHbIX NpenapaTtos ANA meaunLumMHCKOro npumMmeHeHuA.

12. Mpeacepatens CoBeTa NO 3TUKE MMeeT ABYX 3aMecTuTesnie, HasHavyaemMblXx MUHUCTpOMm
3apaBooxpaHeHua Poccuiickoit Peaepaumu.

13. TMpeacegatens CoBeTa MO 3TMKe ocylecTeaseT obliee pyKOBOACTBO, onpeaenser
HanpasneHus pabotbl CoBeTa NO 3TUKe, OpraHU3yeT ero paboTy, pacnpesenseT 06A3aHHOCTU MeXAy
aKkcneptamu CoBeTa No 3TUKe, OCYLLECTBAAET KOHTPO/1b 33 MPOBEAEHUEM STUYECKOW SKCMepTU3bl.

B oTcyTcTBME Npeacenatens CoBeTa no 3TMKe 06A3aHHOCTH npeacenartenAa UCNONHAET OAUH U3 ero
3amecTuTenen, MMEPOLLI,VIVI BbiCLLee megnumnHCKoe o6pa303aHme.

14. B coctase CoseTa no 3TnKe MOTyT CO34aBaTbCA 3KCNepPTHbIe rpynnbl.

lll. Tpe6oBaHMA K KBanuduKaumMm u onbiTy paboTbl
MO 3KCNEePTHOI OLLeHKe Hay4HbIX, MeAULMHCKUX U 3TUYECKUX
ACMeKTOB KANMHUYECKUX UCCNIeA0BaHUI IeKapCTBEHHbIX
npenaparos A9 MeAULMHCKOro NpUMmeHeHus

15. K akcneptam CoBeTa Mo 3TUKe NPeabABAATCA c/eayloume TpeboBaHUA K KBainduKkauum m
onbITy PaboTbl MO 3KCNEPTHOM OLEHKE Hay4HbIX, MEANULMHCKMX U ITUYECKUX ACMEKTOB KANHUYECKUX
nccneaoBaHUM IEKapCTBEHHbIX MPEnapaTos A8 MeAULMHCKOro NPUMMEHEHUS:

1) ana anu, Umerowwmx Bbicliee MeauLnHCKoe obpasoBaHme:

a) Hanunume Bbicwero npodeccMoHanbHoro o6pa3oBaHMA MO OAHOW W3 cAeayioLmx
cneumnanbHocteit:  "/leuebHoe  pgeno"”, "Meguatpua", "MeguKo-npodbunaktnyeckoe  geno”,
"Ctomartonorus";

6) HanMuMe NOCNEBY30BCKOrO M (MAM) LAONONHUTENLHOTO MPOPECCUOHANLHOTO 06pPa3oBaHMs,
cepTMduKaTa CneymanncTa;

B) Ha/n4ymne onbiTa paGOTbI no nposeaeHUo KANHUYECKUX MCCﬂe,ﬂ,OBaHMﬁ NEeKapPCTBEHHbIX
npenapatos Ana meaunumMHCKOro npMMeHeHuna n paspeleHnem BOonpocos, CBA3aHHbIX C 3TUYECKMMU
aCneKTaMun KTMHNYECKNX MCCﬂe,D,OBaHMVI NEKapPCTBEHHbIX NpenapaTos ANA MeaULMHCKOTro NnpuMeHeHUA;

2) Ans MHbIX nL;
a) HaaMume Bbicwero npodeccMoHanbHoOro obpasoBaHus;

6) Ha/n4ymne onbiTa pa6OTbI M 3HaHUI B 06/1aCTM 3TUYECKUX U NPaBOBbIX aCNEKTOB 3alUNTbI NMPaB K
CBOGOp,bI 4yesioBeKa U rpaXaaHuHa.

IV. Nopapok aeatenbHoctn CoBeTta No aTUKe

16. 3acepaHua coseTa MO 3TUKe npoBoOAATCA npeacenatenem CoseTa no 3TWMKe MAW NO ero
Nnopy4vyeHUIo 3amecTutTenem npeacenartena CoseTa no 3TUKe He pexe AByx pa3 B mecAau “n Od)OpM}'IFIIOTCFI
NMPOTOKOJ/IOM, KOTOprVI noanncbiBaeTcA npeacenaTtesiem CoBeTa N0 3TUKe UAKN ero 3aMecTUTeIEM.

MaTepuanbl K odyepeHbIM 3acefaHUAM CoBeTa no aTuke HaNpaBAAKTCA 3KCNEPTamM Coseta no
3TUKe AenapTamMmeHTOM MMHMCTepCTBa, OTBETCTBEHHbLIM 3@ OPraHN3aUMOHHO-TEXHUYECKOE obecnevyeHune
CoseTa No 3TUKe, He NO34Hee Yem 3a TpU pa60lmx AHA 0O Ha3HAYeHHOro CPpOKa 3acedaHunAa.

17. 3acepaHune CoBeTa No 3TUKe cymTaeTca NPaBoOMOYHbIM, €CNI Ha HEM NPUCYTCTBYET HE MEHEE



NOJZ1I0OBUHbI €ro YNeHOB.

Kkcnept CoBeTa Mo 3TMKe 06s3aH yyacTBoBaTb B ero paboTe M MPMCYTCTBOBaTb Ha 3acedaHMUax
CoBeTa Mo 3TMKe NMBO B C/Ay4yae HEBO3MOMKHOCTW MO YBAXKWUTENbHOM MPUYMHE MNPWUCYTCTBOBATb Ha
3acegaHuMm 3abnaroBpemeHHO npouHPopMMUpoBaTh npeacedatens Coseta MO 3TUKe uAW/mM  ero
3amecTuTens.

KcnepTtbl CoBeTa MO 3TMKe y4acTBYIOT B ero paboTte AMYHO, AeNernpoBaHMe MOAHOMOYMI He
AonycKaeTca.

18. 3KCI'IeprI CoBeTa no 3TuKe, ydyacTeyrouwme B naaHMpyemom KANMHUYECKOM UnccneanoBaHun
NNEKAPCTBEHHOrNo npenapata 414 MeAUUMHCKOro npumeHeHuAa, He NpPUBAEKAOTCA K 3TUYECKOM
JKCnepTU3eE.

19. PeweHune CoBeTa No aTuKe NMPUHUMAETCA OTKPbITbIM r0J1I0COBaHNEM MPOCTbIM 60NbWNHCTBOM
r0/10COB NPUCYTCTBYOWKUX Ha 3aCeJaHNN SKCNepTOB CoseTa No 3TUKe.

3KCFIeprI CoBeTa no 3TuKe, ydyacTBywowme B NJIaHNPyeEMOM  KIMHUYECKOM UCCneaoBaHUA
NNEKApPCTBEHHOrNo npenapata A4na MeagUUUHCKOro npumeHeHuAa, K TroJ1I0COBaHUIO MO pe3ynbTaTam
3TUYECKOM 9KCNEepPTU3bl HE AOMNYCKAKOTCA.

B cnyvyae paBeHCTBa ro/sI0COB MPUHATbIM CYMTAETCA pelleHue, 3a KOTopoe Nnporoaocosan
npep,ce,u,aTeanTByrou.l,m‘/‘l Ha CoBeTe No 3TuMKe.

20. PeweHuna CoseTa No 3TMKe Od)OpMI'IHI'OTCFl 3aKNOYEHMAMM ITUYECKOMN 9KCNepTn3bl, KOTOpPbIE
noanncbiBakOTCA npeacenarenem CoBetTa no 3TuKe, KCNnepTamuy, nNpuHMMaswWmMMmmn y4yactme B
nposegeHnn 3TMYeCKoM 3KCNepTMsbl, N HanpasaawTcA B MUHUCTEPCTBO He no3gHee 5 ,D,HEVI nocne
3acegaHunA.

21. 3KCI’lepT CoBeTa No 3TMKe, He COrTaCHbIM C NPUHATbIM pelwleHnem, UMeeT Npaso B NUCbMEHHOM
d)opN\e N3/10XKNTb CBOe ocoboe MHEHME, KOTOpPOE npunaraeTcA K COOTBETCTBYHOWEMY 3aK/IHOYEHUIO
CoBeTa Mo 3TMKe U ABNAETCA er0 HEOTbEMIEMOM YaCTbiO.

22. YTpatun cuny. - MNpukas Munsgpasa Poccum ot 07.05.2018 N 202H.
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