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06 yreep:xaennn Ilonoxenust o CoBere no 3THKe

B coorsetcTBUM cO crathelt 17 @enepansroro 3axona or 12 anpensg 2010 r.
Ne 61-@3 «O6 obpamiern 1eKapCTBEHHEIX CPENCTBY (Cobparne 3axkonomarTenscTBa
Poccutickoit ®enepamun, 2010, Ne 16, cr. 1815; Ne 31, ct. 4161; Ne 42, cr. 5293;
Ne 49, c1. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct. 3446) u nyuxkToM 5.2.146
Ionoxenus o Munncrepcte 3mpaBooxpaHeHds Poccuiickoil Qenepawy,
YTBEPHICHHOTO riocTaHoBNeHHeM IIpaButenscta Poccuiickoit ®enepaunn ot 19
uroHs 2012 r. Ne 608 (CoGpanue 3axoHomatenscta Poccuiickoii ®enepamun, 2012,
Ne 26, cr. 3526), npu ka3 siBaio:

1. Cospmats Coser mo 3THKe.

2. YtBepauts Ilonoxenue o CoBete 0 3THKE COMIACHO TIPUIIOKEHHUIO.

3. OpraHH3aIMOHHO-TeXHUYeCKoe obecreyenre aesTensHOCTH CoBeTa 1o

STHKE BO3NIOXMTL Ha JlenapTaMeHT rocyIapCTBEHHOTO PEryNHpOBaHHS obpartuerns
JNIEKapCTBEHHBIX CPEJICTB.

Munsuctp B.H. CkBop1iosa



Ipunosxenue
K MpuKasy MHHUMCTEPCTBA 30paBoOOXpaHeHMS
Poccuiickoii, ®eneparyu

ot « 47 » /@;4’?72‘ 2047r. Ne ﬂ/

Ilono:xenue o CoBere 1o 3THKE
I. Obure nomoxenus

1. CoBeT mo 3THKe ABNAETCS MOCTOSHHO ACHCTBYIOUIMM OpPTaHOM, CO3ZAHHBIM
MunuctepcTBOM  3mpaBooxpanenus — PoccHiickoit Qenepanun  (nanee -
MUHHCTEPCTBO) WIS  NpoBemeHMA  >THYecKol 9KCIIEPTH3Bl  BO3IMOXKHOCTH
MPOBENICHUA  KITMHUYECKOTO  HCCHENOBAHHS JIEKAPCTBEHHOTO npenapara g
MEAULIMHCKOIO NPUMEHEHHs (J1ajlee — STHYeCKas 3KCIIEPTH3A).

2. CoBeT mo 3THKe NEUCTBYET B HensX 3aIIUTEl JXW3HU, 300POBBS H IIpaB
IIaLIMCHTOB,  MNpUHUMAKIUMX  y4YacTHEe B  KIHHUYECKUX HCCNeAOBAHUIX
JIEKapCTBEHHBIX NPENapaToB Ajid MEAHIMHCKOIO NPUMEHEHH .

3. B cBoeit mesrenbrocT CoBeT MO 3THKE pyxosoacTByercs KoHCTHTyHuel
Poccuiickoit ®enepariny, denepanbHBIME 3aKOHAMH, yKa3zaMH ¥ pacnopsKeHHIMH
Ilpesunenta Poccuiickoii ®enepary, NOCTAHOBIECHHAMH U pacrnopske HHAMU
HpasutenscrBa Poccuiickoi @enepanyy, TPUKA3aMU MuHucTepcTBa, HopMamn
MEXTyHApOOHOI'O NpaBa U HacToAIUuM [loJ10XkeHHeM.

4. OCHOBHBIMU NpHMHIUIIAME JeSTENbHOCTH CoBeTa mo sTHKe SBISIOTCH
HE3aBHCHMOCTS, IMIaCHOCTD, CIPaBEUIHBOCTD, COOTMIONCHHE IIpaB H cBOOON YenoBeka
W TpaXlanuHa, NpaB IOPHIWYECKHX JHL, OGBEKTHBHOCTD, KOMITETEeHTHOCTb,
OTBETCTBCHHOCTB JKCNEPTOB 3a MPOBEAEHHE H KAUeCTBO STHYECKOI 3KCIIEPTH3EI.

5. OcHoBHBIMH 3aa9aMu COBETA 110 3THKE SIBISIOTCS:

1) nposemenwe sTHueckoit IKCHEPTH3BI  JOKYMEHTOB, CBA3aHHBIX C
TIPOBEACHHEM  KIIMHUYECKOrO HCCIICHOBAHHI  JIEKAPCTBEHHOTO openapata g
MEJHULMHCKOIO IPUMEHEHNS,

2) BBlJA4a 3aKMIOYEHHT 06 STHUECKOMH 00OCHOBAHHOCTH BO3MOXHOCTH WM
HEBOSMOXHOCTH MPOBENEHHS KIUHUYECKOTO MCCIIEOBAHUY JIEKapCTBEHHOI0
npernapara i1 MEAUHHHCKOTO TIPUMECHEHHS.

6. CoBeT 1o 3THKE B COOTBETCTBHH C BO3NIONKEHHBIMH Ha HEro 3aflauaMu HMeeT
Mpago:

1) mnonmysate moxymeHTHI, HeOOXOmMMblE [N TIPOBENEHHSA BTHYECKON
IKCIIEPTH3BI;

2) 3anpamuBate y Munnctepersa HemocTaomye MaTepHalbl, HEOOXOAUMbIe
AJ1s TIPOBEIEHHA 3THYECKOH 3KCIIEpTU3EL.



II. CocrtaB CoBeTa 1o 3TuKe

7. CoctaB CoBeTa no 3TUKe yTBEpXIAaeTcs NpUKa3oM MHUHHCTEpCTRA.

8. CoctraB CoBeta 1o 3Tuke GOPMHUPYETCS M3 MPEHCTABUTENEH MeTUIIMHCKHX,
Hay4YHBIX OpraHusalmii, o0pa3oBaTebHBIX yUpexxIeHUH BEICILIETO
npodeccHoHaNbHOro 00pa3oBaHUA, a TaKKe MpeACTaBUTeNeld OO6ILEeCTBEHHbIX
OpraHM3alMid, PENHIMO3HBIX OpraHu3alMifi W CpPeACTB MAacCOBOH HH(OPMAIMU
(nanee — 3KkcHIepTHl).

Yucno mpencTaBuTenell METUIMHCKUX OpPraHH3alMi He MOXET MPEBBINIATH
MOJIOBUHY OT of1uero yucna sxcnepros CoBeTa 1o 3THUKeE.

9. UsmeHenua u pomonHeHMsa B cocTaB CoBeTa MO 3THKE YTBEPXOAHOTCH
nprka3oM MUHHCTepCTBA.

10. B coctas CoBera no 3THUKe BXOAAT IIpelcelaTelb, €ro 3aMEeCTUTENH U
yneHs! CoBeTa 110 3THKE.

11. Ilpencenatens CoBera 10  3THKe  Ha3HadaeTcs  MUHHCTPOM
3apaBooxpaHeHus Poccuiickoit @enepanuy u3 qucna 3xcreproB CoBeTa IO 3THKE,
HMEIOIIMX BBICIIEE MEJUIMHCKOe oOpa3oBaHHe, Y4YEHYI0 CTeNeHb KaHIWIATa
MEIMUUHCKUX HayK MWJIM J[OOKTOpa MEeIMLUHHCKMX HayK K ONBIT paboThl Mo
NpOBEIEHHIO KJIIMHMYECKHX MCCIeNOBaHUH JIEKapCTBEHHBIX IIpErapaToB s
MEIHLIMHCKOTO INMPHMEHEHHUS U PaspelleHMI0 BONPOCOB, CBS3aHHBIX C 3TUYECKUMH
aclmeKTaMy KIMHUYECKHX HUCCIENOBaHUMl JIEKapCTBEHHBIX IpeNnaparoB  Ajs
MEIUIHHCKOTO NNPUMEHEHHA.

12. Ilpencenarens CoBeTa Mo 3THKE MMeET ABYX 3aMecCTHTENeH, Ha3HaYaeMbIX
MuHuctpoM 3apaBooxpaHeHHs Poccuiickoii @enepaniyi.

13. Ilpencematens CoBera mo 3THKe OCyLIeCTBNIsgeT obuiee pyKOBOJACTBO,
onpejnenser HamnpaBleHus paborel CoBeTa Mo 3THUKE, OpraHU3yeT ero paboTy,
pacnpenendeT o043aHHOCTH MeXIy skcrepramu CoBeTa MO 3THKE, OCYLIECTBISET
KOHTPOJIb 32 IPOBEIEHUEM 3THYECKOH 3KCITEPTH3EL

B otcyrciBue mnpencemarens CoBeTa MO 3THKE OOS3aHHOCTH MipeAcelaTells
UCNOJIHAET OAMH M3 ero 3aMecTHTenel, UMEOMUN BhICIIee MEAMULIMHCKOE
obpas3oBaHme.

14. B cocraBe CoBeTa 10 3THKE MOTYT CO30aBaThCsl SIKCIEPTHEIE IPYIINEL.

II1. Tpe6oBaHus Kk KBaNU(UKALMU U ONBITY PabOTHI
IO 9KCMEPTHOMN OLEHKE HAyYHBIX, MEIUITUHCKHUX U DTHYECKUX
acleKTOB KIMHUYECKHX HCCIeOBaHUM JIeKapCTREHHBIX IIpenapaToB
JUTS. MEAULIMHCKOT'O IIPUMEHEeHUS

15. K akcniepram CoBeTa 10 STHKE NPEABABISIOTCS CleAyIolue TpeboBaHHS K
KBaJIU(UKAIMH U ONBITY paGOTHI [TO SKCHEPTHOMN OLIEHKE HAyYHBIX, MEIULIMHCKHX U
3THYECKUX aCIIeKTOB KIHHHYECKUX UCCIIeNOBaHUH J1eKapCTBEHHBIX NpenapaToB I
MEOUIIUHCKOrO HpHMEHEeH!SI:



1) Ansi mUL, MMEIOIIMX BhICIIEE MEAUIMHCKOE 06Pa30BaHHUE:

a) HaJIMYHe BBICIIETO MPO(GECCHOHANEHOTO O06pa3oBaHHs [0 OOHOH W3
CIEAYIOmUX crenuainbHocTeH: «Jleuebnoe nenow, «Ilemmatpus», «Memuxo-
NPOGHUIAKTHYECKOE el0», « CTOMATONIOTH»;

6) HajHYMe MOCIEBY30BCKOro M (MNIM) [OHNOJMHUTENBHOIO npogeccHOHANTLHOTO
06pa3oBaHus, CePTUHHKATA CELHATHCTA,

B) HAJW4YME OMBITAa paGOTH MO MPOBENEHUIO KIHHHYECKHX MCCIIETOBAHMI
JIEKapCTBCHHBIX NPENapaToB MANg MeJULMHCKOTO MpPHMEHEHHS M pa3pelleHHeM
BOMNPOCOB, CBA3AHHBIX C OSTHYECKHMH acleKTaMH KIHHHYECKHX HCCIIeROBaHU
TieKapCTBECHHBIX NIPENApaToB AJisl MENULHHCKOTO NPUMEHEHHUS;

2) IUisS UHBIX JIML;

a) HaJIMYKe BHICUIETO MPO(ECCHOHATBLHOTO 06pa3OBaHHS;

0) Hanuyue ombiTa paGOThl M 3HAHWH B O6NACTH 3THYECKUX H IPaBOBBIX
acIEeKTOB 3aLIUTHI IIPaB U CBOGOIBI YeNlOBEKa H IpaXkIaHHHA.

IV. Tlopsanok nearensnoctd CoBeTa IO 3ITHKE

16. 3acenanus coBeTa Mo 3THKE npoBopATcs npencenarejieM CoOBETa [0 3TUKE
HIH 110 ero MOpYYeHHIO 3aMeCTHTeNeM Mpeiceiatens CoBeTa 1Mo 3THKe He pexe
JABYX pa3 B MeCil M OGOPMISIOTCS MPOTOKOJIOM, KOTOPBIY TOAMHUCHIBAETCS
npeacenateseM COBETA IO 3TUKE UIIM €ro 3aMEeCTUTEIIEM.

Martepranel k ouepemHbIM 3acemaHusM COBETA MO 3THKE HarfpaBlIgioTCH
skcniepTaM CoBeTa MO 3THKe JenapTaMeHTOM MHHHCTepCcTBa, OTBETCTBEHHBIM 3a
OpraHu3alMOHHO-TeXHH4YeCKoe obecrieuenue CoBeTa IO 3THKE, HE MO3MHEE YeM 3a
Tpy pabo4uX JHS O Ha3HAYEHHOTO CPOKa 3aCeNaHHs.

17. 3acenanne CoBeTa Mo 3THKE CUHUTaeTCd [MPaBOMOYHLIM, €CJIH Ha HeM
IIPUCYTCTBYET HE MEHEe MONIOBUHBI €0 WICHOB.

OxcnepT CoBeTa 1o 3THKe 0653aH y4aCTBOBATh B €r0 paboTe U MPUCYTCTBOBATH
Ha 3acenanuax CoeTa 1o 3THKe JUGO B cIydae HEBOIMOXHOCTH 110 VBaXXHUTENLHOH
OpHiHHE TPUCYTCTBOBATh HA 3acCelaHUU 3a0laroBpeMeHHO MPOMHQOPMUPOBATH
npeacenatess CoBeTa Mo 3TUKE WIH/H €r0 3aMeCTHTENS.

OxcnepTsl CoBeTa IO 3THKE Y4acTBYIOT B €ro paboTe IUYHO, AellerHpOBaHME
[TOJIHOMOYUH He JOIIyCcKaeTes.

18. Okcnepter CoreTa MO 3THKE, YYaCTBYIOLIUE B TUIAHUPYEMOM KIIMHHYECKOM
HCCNICNOBAHUM JIEKAPCTBEHHOI'O Ipenapara I MEIUIMHCKOTO NpUMEHEHHS, He
OPUBJIEKAIOTCA K 3THYECKOMH 3KCIEpTH3e.

19. Pemenne CoBeTa MO 3THKe NPUHHAMAETCS OTKPBITBHIM TOJIOCOBAHUEM
IpPOCTHIM GONBIIMHCTBOM TI'OJOCOB TPHCYTCTBYIOIIMX Ha 3aceNaHHH SKCIIEPTOB
CoBeTa 1o 3THKE.

Oxcnieptel CoBeTa [0 3THKE, y4acTBYIOUIHE B IJIAHHPYEMOM KJIMHUYECKOM
VCCIICIOBAHHH JIEKADCTBEHHOTO IMIpeliapata hjid MEIMUMHCKOTO NpUMEHEHHA, K
TOIOCOBAHUIO 110 pe3yNbTaTaM 3THYECKOH DKCIIEPTH3EI He AOMYCKAIOTCS.
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B cnyyae paBeHCTBa TONOCOB NpPUHATHIM CYMTAETCA pEIIEHME, 33 KOTOPOE
IIpOrOJIOCOBA [IpeJIceNaTeNbCTBYIOMuM Ha CoBeTe 0 3THKe.

20. Pemenms CoBera mo 3THKe OQOPMIAIOTCS 3aKIIOYEHHSMH 3THUYECKOM
3KCTIEpPTHU3bl, KOTOpble TIONMUCEHIBAIOTCA mpencenaTeneM CoBeTa M0 STHKe,
3KCTIEPTaMH, NPHHHMABIIMMH YYacTHE B MPOBEJCHUM 3THYECKOH 3KCIEPTH3BI, H
HampasisoTca B MUHHCTEPCTBO He no3fHee 5 [Hel mocie 3acemanus.

21. Okcnept CoBeTa 10 3THKE, He COITIACHBIN C MPHHATHIM pellleHHEM, HMeeT
NpaBo B MHCBMEHHOM HOpMe H3JIOKUThH CBOE 0COGOE MHEHHE, KOTOPOE MPUIIAraeTCs
K COOTBETCTIByIOIEMY 3akmodeHHI0o CoBeTa [0 3THKE M SABISEICS €ro
HEOTBEMJIEMOH YaCThIO.

22. Undopmauus o cocrae CoBeta IO 3THKE U TNAaHAX €ro paGOTHI
pasmeriaeTcsi B dopMe CoOOOIIEHHS B COOTBEICTBYIOWIEM pa3fielle Ha caiite
MunuctepcTsa B cetr MHTepHer.

Mudopmauus o Texymedt ngestensHoctd CoBera MO 5THKE pasMellaercs B
QopMe coollueHHs B COOTBETCTBYIOLEM pasjielie Ha calite MuHUCTEpCTBa B ceTH

HnrepHeT B Tedenue Tpex paboynx IHell co OHS MpOBENEHMS 3acenanus CoBeTa mo
STUKE.



