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06 yrBepxaennu Ilonoxenns o CoBere no 3THKE

B cootBeTcTBHM co craTheit 17 PepepanpHoro 3akona ot 12 ampens 2010 r.
Ne 61-@3 «O6 obparneHnH JieKapcTBeHHBIX cpeacTB» (CobpaHue 3aKOHONATEIBCTBA
Poccuiickoit ®@engeparuu, 2010, Ne 16, ct. 1815; Ne 31, ct. 4161; Ne 42, ct. 5293;
Ne 49, cr. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct. 3446) u myskTOM 5.2.146
IMonoxenus o MuHucrtepctBe 3apaBooxpaHeHuss Poccuiickoii @exnepanuy,
yTBepXAeHHOro nocraHoBieHueM IIpasutensctBa Poccuiickoit ®epepanuu ot 19
uions 2012 r. Ne 608 (CoGpanue 3akoHonatensctBa Poccuiickoit @enepanuu, 2012,
Ne 26, cT. 3526), npuka3siBal:

1. Coznate CoBerT 110 3THKE.

2. VtBepauts Ilonoxenue o CoBere 10 3THKE COTTIACHO MPUIIOKEHHIO.

3. OprasuzallOHHO-TEXHHUYECKOe olecrieuenne nesTejibHOCTH Cosera IIo
3THKE BO3JOXMTH Ha JlemapTaMeHT rocyJapCTBEHHOIO PeTyIUpOBaHUS OOpalieHus
NeKapCTBEHHBIX CPEICTB.

Mmunuctp B.M. CxBopnosa
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[Ipunoxenue
K npuKasy MUHHUCTEPCTBA 3/IpaBOOXPAHEHUS

Poccutiickoii, Penepanuu
ot « /9 » M 2044r. NeSGZ

ITonoxxenue o CoBere o 3THKE
I. O6mue nmonoxeHus

1. CoBeT MO 3TUKE SBISETCSA MOCTOSHHO NEHCTBYIOLIMM OPraHoOM, CO3JaHHBIM
MuHuCcTepcTBOM  37paBooxpaHenus Poccuiickoit @epepauuu  (manee —
MuUHUCTEPCTBO) I IIPOBEIAEHWS OSTHYECKOW  OKCIIEPTHU3Bl  BO3MOXHOCTH
IIpOBENCHUSI KJIIMHUYECKOIO0 HCCIeOBaHUs JIEKQpCTBEHHOTO TMperapara I
MeIULIMHCKOTO IPUMEHEHHS (Jaee — dTHdeckas 3KCIepTu3a).

2. CoBeT 1O 3THKE AEHCTBYeT B LEJNAX 3alMTHl XU3HH, 3JOPOBbS M TpaB
MallUEeHTOB,  [IPHHUMAIOIIMX  y4YacTHE B  KIHMHUYECKMX  HCCJIEIOBaHMUSIX
JIEKapPCTBEHHEBIX IIPETapaToB LI MEIUIIUHCKOrO IPUMEHEHHUS.

3. B cBoeit nearenpHOcTH CoOBeT MO 3THKE pyKOBOJCTByeTcs KoHcTHTyIMEdH
Poccuiickoit ®efepanuy, peneparbHEIMU 3aKOHAMH, YKa3aMH U PaCIOpsHKEHUSIMHU
IIpesunenra Poccuiickodi ®enepanuu, MOCTAHOBICHUSIMH M PACTIOPSKEHHUIMH
IIpaBurensctBa Poccuiickoit ®eneparuy, mpukazamu MuHUCTEpCTBA, HOpPMaMu
MEXIyHapOoJHOro npaBa U HacTtosmuM I TooxkeHuem.

4. OcHOBHBIMM TIpHHUUIIAMH JesSTeabHOCTH CoBeTa MO OSTHKE SBISIOTCS
HE3aBHCUMOCTB, ITaCHOCTH, CIIPaBEIMBOCTE, COONIIOIEHUE IPaB U CBOOO YelloBeKa
U TpaXIaHWHA, IIpaB MIOPUAWYECKUX JIHL, OOBEKTUBHOCTHb, KOMIIETEHTHOCTD,
OTBETCTBEHHOCTH 3KCIIEPTOB 3a NPOBEJCHUE U KAYECTBO 3TUYECKOM SKCIIEPTHU3EL.

5. OcHoBHBIME 3a1a4aMu COBeTA I10 ATHUKE SBISIOTCS:

1) TnpoBeleHHME OTHYECKOM OSKCIEPTU3BI JOKYMEHTOB, CBS3aHHBIX C
[IPOBEICHHEM KIMHUYECKOr0 HCCIENOBaHUSA JIEKapCTBEHHOIO TIpemapara Jyid
MEIULIMHCKOTO IpUMeHEHHS;

2) BBIZaYa 3aKIIOYEHHS OO 3TUYECKOM OOOCHOBAHHOCTH BO3MOXHOCTH WM
HEBO3MOXHOCTH TPOBEJeHWs KJIMHUYECKOTO UCCIENOBAaHUSA JIEKAPCTBEHHOTO
npenapara Ui MEAULIUHCKOro IPUMEHEHH.

6. CoBeT 10 3THKE B COOTBETCTBUM C BO3JIOKEHHBIMH Ha HEro 3afadaMy UMeeT
IIpaBo:

1) momyyath JOKYMEHTHI, HeOOXOAMMEBIE Ui IIPOBENEHHS BTHYECKOM
3KCIIEPTHU3HL;

2) sanpammBaTe y MUHHCTEpPCTBa HeJOCTAlONINE MATEPUANLI, HEOOXOIUMbIE
IJISL IPOBENECHUS STHIECKOM SKCIEPTU3EI.
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I1. CocraB CogeTa o 3THKE

7. CoctaB CoBeTa 1o 3THKE yTBepXAaeTcs Mpuka3oM MUHHCTEPCTBA.

8. CoctaB CoBera 1o 3THKe (OpMUpPYETCS U3 NpEICTaBUTEICH MEIULMHCKUX,
Hay4YHBIX OpraHu3alui, 06pa3zoBaTEIBHBIX y9IpexxIeHUN BBHICILIETO
poeCCHOHANBHOTO 00pa3oBaHus, a Takke IIpeJCTaBUTeNed OOIeCTBEHHBIX
OpraHU3anuil, PETMIHO3HBIX OpraHM3aldii W CPeACTB MaccOBOM HHGOpPMaluu
(manee — 3KCHIepTEHI).

Yucno mnpencraButeleil MEIWIMHCKUX OpraHW3aldii HE MOXET IPEBBIIIATH
TIOJIOBHHY OT 00m1ero yucia 3xcreptoB CoBeTa Mo 3THKE.

9. NUsMmeHeHus u gononHeHus B cocTaB CoBeTa Mo 3THKE YTBEPXKHAIOTCH
npukazoM MuHucCTEpCTBA.

10. B cocraB CoBera mo 3THKe BXOIAT INpeIceNaTellb, €ro 3aMeCTUTENH U
wieHsl CoBeTa I10 3THKE.

11. Ilpencematens CoBera no 3THKE Ha3HadaeTcs  MUHHCTpPOM
3apaBooxpaHeHus Poccuiickoit ®enepanuu w3 gucna skcrnepToB CoreTa MO 3THKE,
MMEIOIINX BhICHIEE MeIMIMHCKOoe oOpa3oBaHUe, YYEHYIO CTelleHb KaHIWJIaTa
MeIMLIMHCKUX HayK WIM JOKTOpa MEIUIIMHCKAX HayK M ONBIT paboTH 1o
IPOBEICHUIO KIIMHHYECKMX MCCIENOBaHMA JIeKapCTBEHHBIX IIpenapaToB IS
MEJULUHCKOrO TIPUMEHEHNS W Pa3peIlLeHUI0 BOIIPOCOB, CBA3AaHHEIX C 3TUYECKUMU
aclleKTaMi KJIMHUYECKAX MHCCIIEJOBAaHWI JIEKApCTBEHHBIX IIpeNapaToB  JUIs
MEIUIIUHCKOTO IPUMEHEHUS.

12. IIpencenatens CoBeTa Mo 3THKE UMeeT OBYX 3aMecTUTelled, HasHaYaeMBIX
MunaucTpoMm 31paBooxpaHeHus Poccutickoit ®enepanuu.

13. Ilpencemarens CoBeTa 10 3THKE OCYIIECTBIseT oOIlee pPYKOBOACTBO,
omnpefensieTr HamnpasieHus paborsl CoBeTa N0 3THKE, OpraHH3yeT ero pabory,
pacnpezienseT o6sS3aHHOCTH MexXJy SkcrmepTamu CoBeTa IO 3THKE, OCYIIECTBIAET
KOHTPOJIb 32 IIPOBEJIEHUEM STHYECKOM IKCIEPTU3EL.

B otcyrcreue npencepatens CoBera mo 3THKe OOS3aHHOCTH IpeAceaaTells
UCIIOJIHAET OJMH M3 €ro 3aMecTUTeNleid, WMEIONIUi BBICIIEE MeIUIIMHCKOE
oOpa3zoBaHue.

14. B cocraBe CoBeTa 110 3THKE MOTYT CO31aBaThCs 3KCIIEPTHBIE TPYIIIIHL.

III. TpeGoBanus Kk KBaTUGHUKAIIMK U OIBITY PAOOTEI
I10 KCIEPTHOM OLIEHKE HAYYHBIX, MEIUIIMHCKUX U dTHYECKUAX
aCIeKTOB KIIMHUYECKUX KCCIIEOBaHUIl JIeKapCTBEHHBIX IIpeNapaToB
JUIE MEJULIMHCKOrO IPUMEHEHUS

15. K axcniepram CoBera 110 3THKE NPEXBABIAIOTCS CIIEAYIOIIME TPEGOBAHU K
KBaTMGUKAIMY U OILITY paGOTHI 110 3KCTIEPTHOM OlleHKE HAYYHBIX, MEJUIIUHCKUX H
3TUYECKUX ACIEKTOB KIMHUYECKHX HCCIIEJIOBAaHUHN JIEKAPCTBEHHBIX IPENApaToB Jjis
MEIUIUTHCKOrO IPUMEHEHHS:



1) u1s UL, IMEIOIMX BBICHIEe METUIIHHCKOE 0Opa3oBaHue:

a) HaAW4YMe BRICIIETO TMpPo(eCCUOHANEHOr0 00pa3oBaHMsS 1O OXHOM u3
crenyomux crneumaibHocteii: «JleueOHoe peno», «llemmarpus», «Memnuko-
npodunaKkTUIECKOe 1eli0», « CTOMATOIOTHS»;

0) Hanu4Ke IOCIIeBY30BCKOTO U (HJIH) JOMOJHUTEILHOTO NPOodheCcCHOHAIEHOro
obpazoBanus, cepTUdUKaTa CrenuanucTa;

B) HaIM4He OMBITa paboTHl 10 TMPOBEACHHIO KIMHWYECKUX HCCIeIOBaHUMA
JIEKQpCTBEHHBIX IIpPenapaTroB MM MEOULNHHCKOrO IPUMEHEHUS M pa3pelleHHeM
BONPOCOB, CBA3aHHEIX C S3THYECKAMH AacCIleKTaMH KIMHUYECKUX HMCCIeI0BaHui
JIEKapCTBEHHBIX IPENapaToB IS MEAULHHCKOTO IPUMEHEHNS;

2) nJig UHBIX JINII:

a) HaJlU4¥e BBICIIETO MTPpodheCcCHOHANEHOr0 00pa3oBaHNS;

6) Hanuuue omeiTa pa0oOTBI U 3HAHUM B O0JACTH STHYECKHX H TPABOBEIX
acIeKTOB 3alIUTHI TIPaB U CBOOOIEI YeJIOBEKA U IPaXkIaHHHA.

IV. Ilopsinok nestensHOCcTH COBETa 10 3THKE

16. 3acenaHus coBeTa 1o 3THKe NMpoBoAATCH mpencenatesieM CoBeTa IO 3TUKE
WIH II0 €ro IOpYyYeHHIO 3aMecTuTelleM mnpencenartens CoBeTa IO 3THKe He pexe
JBYX pa3 B Mecill U O(OpPMISIIOTCS HPOTOKOJIIOM, KOTOPBIM IOAMHCHIBAECTCS
npencenateneM CoBeTa IO 3TUKE WIH €T0 3aMECTHTENIEM.

Marepuansl k odepeqHeIM 3acefaHusM CoBeTa TO STHKE HAIPABIAIOTCS
skcriepTaM CoBeTa IO 3THKe AenapTaMeHTOM MUHHCTEPCTBA, OTBETCTBEHHBIM 3a
OpraHM3allHOHHO-TeXHHUYecKoe obecnieueHre CoBeTa I0 STHKE, HE MO3JHEE YeM 3a
TPH paboynX JHS A0 HA3HAYEHHOI'O CPOKa 3ace/laHus.

17. 3acemanuve CoBeTa HO 3THKE CYMTAETCS NPABOMOYHBIM, €CIM HAa HEM
IIPUCYTCTBYET HE MEHEE MOJIOBHHEI €TI0 WICHOB.

Oxkcnept CoBeTa 110 3THKe 0043aH y4acTBOBATh B ero paboTe U MPUCYTCTBOBATh
Ha 3acefaHusaX CoBeTa o 3THKe MO0 B CiIydae HEBO3MO)XHOCTH T10 YBAXKHUTEILHOM
NpUYHHE NPUCYTCTBOBATE HAa 3acelJaHuM 3a0J1aroBpeMEHHO IPOUH(POPMHUPOBATH
npencenarens CoBeTa M0 3THKE WIH/H €TI0 3aMECTUTENIS.

OxcrniepThl CoBeTa 10 3THKE YYacTBYIOT B ero paboTe NHYHO, [HeJIerHpOBaHUE
IIOJITHOMOYHH He TOMyCKaeTCH.

18. Okcneptel CoBeTa N0 3THKE, YYACTBYIOIIUE B ILIAHUPYEMOM KIMHUYECKOM
HCCIIEIOBAaHUH JIEKApPCTBEHHOIO Ipernapara i MeIUIMHCKOrOo MPHMEHEHMs, He
TIPUBJIEKAIOTCS K 3TUYECKOH DKCIIepTH3E.

19. Pemenue CoBeTa no 3THKE NPUHHUMAETCS OTKPBITEIM TOJOCOBAHUEM
IPOCTHIM GONBUIMHCTBOM TOJOCOB IIPUCYTCTBYIOIIMX Ha 3acelaHUH 3KCIIEPTOB
CoBera 110 3THKE.

Oxcneptsl CoBeTa IO 3THKE, YYACTBYIOIIHME B INIAHMPYEMOM KIHHHYECKOM
HCCNeJOBaHUH JIEKAPCTBEHHOIO Ipenapara IS MeAWIMHCKOrO TpPHUMEHEHHS, K
T'OJIOCOBAHHUIO 110 pe3yJIbTaTaM STHYECKOM SKCIIEPTU3EI He JOITYCKAIOTCH.
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B ciydae paBeHCTBa TrOJOCOB IPUHATHIM CYMTAETCS DEHIEHHE, 3a KOTOpPOe
TIPOroJIocoBall NpeaceAaTenbCTBYromMi Ha CoBeTe 1Mo 3TUKE.

20. Pemrenusa CoBera Mo 3THKe OGQOPMISIOTCS 3aKIIOYEHUSIMM STHYECKOU
SKCIIEPTH3bl, KOTOpble MOAMKUCEHIBatOTCS mpexcenareneM CoseTa MO 3THKe,
JKCIEpPTAaMH, TPUHUMABIINMHU yJacTHe B IIPOBEJCHHM JTHYECKOH IKCIIEPTH3BI, H
HAIpaBsoTcS B MUHUCTEPCTBO He MO3/Hee 5 JHEH Mocie 3aceaHus.

21. Oxcnept CoBeta MO 3THKE, HE COTJIACHBIM C MPUHATHIM PEIICHHEM, HMEET
IIpaBO B MUCEMEHHOU $HOpMe U3NOXKHUTH CBOE 0COD0E MHEHHE, KOTOPOE IIPUIIaraercs
K COOTBETCTByIleMy 3akmiodeHnto CoBeTa 10 3THKE H  SBISETCS  €ro
HEOThEMJIEMOM 4acCTEIO.

22. WUndopmanus o cocraBe CoBeTa MO 3THKe M INIaHaX €ro paboTHI
pasMeinaercsi B ¢opMe COOOIIeHHs B COOTBETCTBYIOIIEM pa3fieie Ha CaWTe
MuHuctepcTBa B ceTd VIHTEpHeT.

Nudopmanus o Ttexkymeid nestenbHocTH CoBeTa IO 3THKE pa3MeEINacTcs B
dbopMe cooOlIIeHHs B COOTBETCTBYIOIIEM pa3jesie Ha caiite MUHHCTEpCTBA B CEeTH
HHTepHET B TeYeHHE Tpex paboumx HHe# co IHs mpoBeleHUs 3acenanus CoseTa 1o
ATHUKE.



