MHUHHCTEPCTBO 3JPABOOXPAHEHHA
POCCUHNCKOHN ®EJEPAIIMHU

(Munsapas Poccun)
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Mocksa

06 JxcnepTHO-KBAAMPHKAUHOHHOH KOMHCCHH
MunucTepeTBa 34paBooxpaHesus Poceniickoii ®eaepanun
N0 AaTTECTALHH IKCNEPTOB HA NPaBO NPOBEJeHHA IKCIEPTH3IbI
JIEKAPCTBEHHBIX CPEJCTB A1 MeAHUHHCKOTO NPHMEHEH U

[IpukaseBamw:

1. Cozpate  OxcnepTHO-KBaNMM(HUKALMOHHYIO  KOMHCCHIO  MUHHCTepcTBa
3npaBooxpaHenus Poccuiickoii ®enepauuu 1o aTTecTalMW 3KCIEPTOB Ha IpaBo
NPOBEACHHUS IKCIIEPTH3B! IEKAPCTBEHHBIX CPEJCTB A MEIHLMHCKOTO NPHMEHEHHU .

2. YTBepauth:

Ionoxenne o6 DxcnepTHo-KBanMQUKALKMOHHON KOMHccHMM MHHHCTEpCTBa
3apaBooxpaHeHus Poccuiickoit ®enepauuu no arTrecTtaldyd 3KCNIEPTOB Ha TpaBo
IIPOBENEHHA IKCIEPTH3El JE€KapCTBEHHBIX CPEACTB AN MEAULWHCKOTO MPHMEHEHHUS
COrNIaCHO NPHJIOXKeHHUIo Ne 1;

cocTaB DKCIIEPTHO-KBaTHDHUKALIHOHHOM KOMMCCHH MunncrepcrBa
3npaBooxpaHeHus: Poccuiickod Pepepauuy no aTTecTalUMK 3KCIEPTOB Ha TpaBo
NpPOBEEHH 3KCIIEPTH3El JIEKAPCTBEHHBIX CPENCTB IS MEAULMHCKOro NMPUMEHEHUS
COTIACHO MpPHIIOXEHMIO Ne 2.

3. IIpusHaTh YTpaTHBILUMHU CHITY:

nprka3 MUHHCTEpPCTBA 3ApaBOOXPaHEHHUs U COLMaNbHOTO pa3BuTUA Poccuiickok
@epepauund oT 1 anpens 2011 r. Ne 260a «O6 DxcrnepTHO-KBanU(pUKaUMOHHOH
KOMHCCHH MHHHCTEpPCTBA 3[PaBOOXpaHEHHs M coLManbHOro paisuTusa Poccuiickoit
Qefepaili MO aTTeCTalldd Ha TNpaBO MpPOBENEHMS 3IKCMEpPTU3bl JIEKapCTBEHHBIX

CPEACTB»;
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nprKa3 MEHKHCTEPCTBA 34PaBOOXpaHe ks U CoLralbHOro pa3BuTHa PoccUAcKoOn
Mengepauun ot | ampens Ne 26la «0O6 yTBepkAeHMM coOCTaBa OKCIEPTHO-
KBaJIHOUKAUHOHHOH KOMHCCHM MUHHUCTEpCTBAa 3ApPaBOOXPAaHEHHS H COLHANBHOTO
pa3BuTua Poccuiickoil @enepalMu no aTTecTalldd Ha NpaBO NMPOBEASHHS 3KCIEPTH3E
JIeKapCTBEHHBIX CPEACTB AJA MEJUIMHCKOTO IPUMEHEH U,

MuHuCTp B.N. Cxsopuosa



Ipunoxenue Ne 1
'K npuxasy MHHUCTEPCTBA 3{PaBOOXPAHECHHS
Poccuiickoit depepaun
ot « (I utfme. 2014t Ne /4

Ilonosxxkenne
00 IkcuepTHO-KBANHPHKALHOHHOH KOMHCCHH
MunHucTepCcTBA 34paBooxpanenus Poccuiicko @exepannu
MO ATTECTAIMH JKCNEPTOB HA NPABO NPOBEACHHS IKCIEPTH3bI
JieKapCcTBEHHBIX CPeJACTB AJIA MeAHUHHCKOro NPHMeHeHHS

1. DxcneprHo-kBanddukranuoHHas KoMHccHd MHHMCTEpCTBA 34pPaBOOXpaHEHH
Poccuiickoii Peagepauud mno arrecTaluMyd 3KCIEPTOB HaA IpaB0 IPOBEJICHHA
SKCIIEPTHU3Hl JIEKADCTBEHHBIX CPEACTB JANS MEAULMHCKOrO NpHMEHEHHA CO3JaeTcH
I OIpefeneHHs YPOBHA NpodecCHOHANBLHON MOATrOTOBKM KAHIMJATOB B 3KCIEPTHI
M JKCIEepPTOB  (eluepajibHOro  TOCYJApCTBEHHOTO  OIO/KETHOro  y4pexAeHHA
MunuctepcTsa  3apaBooxpaHeHuss  Poccmiickoit  Denepauu#, — CO34aHHOTO
Ui oGecrieyeHuss UCIIOIHEHHUA NMOJHOMOYHE 1O BBIJaYe pa3pelleHH Ha MPOBeAeHHE
KIHHHYECKHX HCCIEAOBAHMM JIeKapCTBEHHBIX MpenapatoB ¥ (MIH) rocyaapCTBEHHON
PErHCTPALMH JIEKAPCTBEHHEIX NPENapaToB AN MEAHIMHCKOTO MPUMEHEeHMs, a TaKXe
aTTECTAIMH JKCIEPTOB Ha IPaBO IIPOBEJACHHA SKCIEPTH3BI JICKAPCTBEHHBIX CPEACTB
AT MeIHIHHCKOrO npuMeHeHHus (majnee cooTBeTcTBeHHO — Kommuccusa, Kanaupar
B 3KCIIEPTHI, 3KCIIEPT, ATTECTALIHA).

2. B cBoeit nearensuoctH KoMuccus pyKoBoACTBYeTCs delepalbHbIMU 3aKOHAMH,
akramu Ilpesupenra Poccmiickoit ®emepauuy, IIpaButenscrsa Poccuickoi
denmepanmy, MuHHcTepeTBa 3ApaBooxXpaHeHus Poccuiickoii Penepauun (nanee —
MunuctepcTBo), HacrosmuMm [Tonoxenuem. '

3. KoMuccus ocyliecTBIAET clieAyomue QyHKLMH:

a) pacCMaTpHBAaeT 3asBJIEHHS KaHAWIATOB B 3KCHEPTHI H  3KCIEPTOB
Ha NPOXOXKACHUE aTTECTalllU;

0) mpoBepseT IpeNCTABICHHBIE KaHAWAATAMH B JKCHEPTHl H JKCIEPTaMHU
AOKYMEHTEI Ha KOMILIEKTHOCTB, NOJHOTY U JOCTOBEPHOCTE JaHHBIX;

B) IPOBOJUT OLIEHKY IpeACTABIEHHBIX KaHIHUIAaTaMH B JKCIIEPTHI ¥ IKCHEPTAMH
CBElICHUH Ha COOTBETCTBHE TpeOOBaHUAM, IPEABIABIAEMBIM K 3KCIIEPTY;

T') IPUHUMAET pelIeHHe O TMPOXOXKAEHHH AaTTeCTaluH KaHIHIaTOM B 3KCIEPTHI
HUJIH 3KCIIEPTOM;

Jl) TUCEMEHHO YBENOMIIAeT KaHJUJATOB B JKCHEPTHl M JKCIEPTOB O HOILyCKe
K TECTHPOBAHUIO 3HAHHH, IIPAKTHYECKHX HABBIKOB U coOeceNOBaHHIO, JaTe H BPEMCHM
UX IIPOBEeACHHUS MIM 00 OTKase B JONMycKe K JalnbHeHIIUM MpPOLEeLypaM aTTeCTAllHU
C MOTMBHPOBaHHBEIM 0DOCHOBaHHEM IIPHYKH OTKa3a B AOITYCKeE;
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) Opragu3yeT M I[POBOAUT TECTHPOBAaHME 3HAHWM, MNPaKTHYECKUX HAaBBIKOB
B cobeceoBaHMe KaHAHIATOB B JKCIEPTHl M JKCHEPTOB 110 BOIpPOCaM OOpalleHHs
JIEKapCTBEHHBIX CPEJICTB C LENBIO ONpefeNeHus YpPOBHA HX npodecCHOHANEHOH
MIOATOTOBKHY;

XK) paccMaTpuBaeT oOOpalleHHs KaHAWAATOB B OKCIEPTEL H  OKCIEPTOB
TI0 BOIIpOCAaM aTTECTallMH;

3) MOArOTABIMBACT IpPEIJIO’KeHHA [0 COBEPLICHCTBOBAHMIO TEOPETHYECKHX
3HAHWH H MPaKTHIEeCKUX HABBIKOB 3KCIEPTOB,

1) yTBEpKJaeT B LENAX TEeCTHPOBAHHA 3HaHMH M MNPAKTUYECKHX HAEBBIKOB
SKCIEPTOB IepevYeHb BOMPOCOB [UIS OIpeAeNcHus YpOBHA npo¢eCCHOHAIBHOM
IOArOTOBKHU 3KCIIEepTa.

4. Komuccus uMeeT I1paso.

a) NPOBOIUTH 3aceAaHus;

6) bopmupoBare H3 uMcia yneHoB Kommccum W npHBIEYEHHBIX CIEUMAIHCTOB
SKCIIEPTHBIE TIPYNNEl B 3aBHCHMOCTH OT NpodHis HpodeCCHOHANBHOH MOArOTOBKH
H 06JacTH 3HAHUH SKCHEPTOB UM OIEHKH NPE/ICTABICHHBIX CBEICHHH HA COOTBETCTBHE
UX TpeGOBaHHUAM, NPENBABIAEMEIM K SKCIEPTY, O PE3YNbTaTaM KOTOPOH IKCIEPTHHIE
TPYIIBEl COCTABISIOT MOTHBHPOBAaHHbIE 3aKIIOUYEHHs H MPEACTABIAIOT INPEACEAATENIO
KoMuccun.

5.CoctaB Kowmuccun ¢opmupyercs u3 mnpeacTaBuTencdi MHUHHCTEPCTBa,
Hay4YHBIX, OOpa3oBaTENBHEIX M HHBIX OpPraHU3allMi, [eATEeNIBHOCTh KOTOPBIX
HENOCPEACTBEHHO CBf3aHa ¢ BONPOCaMH JKCIEPTH3B! JIEKAPCTBEHHBIX CPEICTB,
U yTBepKAaeTcs IpHuKasoM MUHHCTEPCTRA.

6. PykoBoacteo pa6oroit KoMuccuu ocyntecTBisger npeaceaarenb KoMUCCHH.

IlpeacenaTensb OCYIIECTBIAET KOHTPONS 3a peanusanueil npueATHIX KoMmuccuen
peilleHd#, opramusyer paboTy M mnpeiceZareNscTBYeT Ha 3acefaHmix Kommccuy,
pacnpezensaeT o0A3aHHOCTH MeX Ty wieHaMu Komuccuy.

B otcyrcreue npexncesatens Komuccun ero  00A3aHHOCTH — MCHONHAET
ero 3aMecTUTEb.

7. Obecneuenne peaTensHOCTH KOMHCCHH, B TOM 4HCJIE IIOArOTOBKAa MaTEPHAIOB
K odepegHOMy 3acefjaHuio Komuccud, BKIo4Yas NpHueM K o6paboTKy 3asBiieHHMH
M JOKYMEHTOB OT KaHJMJATOB B 3KCIEPTHI U JKCIIEPTOB, YBENOMIEHHE HX O HOMYCKe
WITH OTKa3e B IOMYCKe K TECTHPOBAHHIO H cOOECeROBAaHHIO OCYIHECTBIAET JlenapTaMeHT
rOCyJapCTBEHHOTO PerylnupoBaHus ofpalineHus JeKapCTBEHHBIX CpeAcTB MHUHHCTEPCTBA
(manee — lemaprameHT).

8. 3acemanma Komuccum mnpoBoadrcs 1O Mepe TNOCTYIUIEHHA 3asBIECHKM
¥ JOKYMEHTOB OT KaHAHUIATOB B 3KCIEPTHl H DKCIEPTOB.

9. 3acenanue KoMuccum cuuTaeTcs IPaBOMOYHBIM, €CJIH HA HEM IPHUCYTCTBYET
HE MeHee NBYX TpeTeH oT obiero yucna yieHoB Komuccun.
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10. KoMuccua 1o pe3ynsTaTaM TpOBeACHHBIX TECTHPOBaHHA M cobecelOBaHMA
C KaHIUJATaMH B 3KCIIEPTHl H SKCIIEPTaMH IPUHHMAET OXHO U3 CIEAYIOIINX PeIIeHHHM!

a) aTTeCTOBaH Ha IMpaBO MPOBENCHHS DJKCIEPTU3Bl JIEKAPCTBEHHBIX CPEICTB
C y4eToM cepTH¢HKaTa CIeNHANINCTAa;

§) He aTTECTOBAH HA NPaBO [IPOBEJSHHUA SKCIEPTH3EI JIEKAPCTBEHHBIX CPEACTB.

11. Pemenne KoMHCCHHM NpHHMMAETCS OTKPBHITHIM TI'OJIOCOBAHMEM IIPOCTHIM
GONBIIMHCTBOM TOJIOCOB IPHMCYTCTBYIOMIMX Ha 3acefaHHM wieHoB Komuccun. B ciyyae
paBeHCTBAa TOJOCOB INPUHATHIM CYHMTAETCA peEIIeHHe, 3a KOTOpOE IpOroJiocoBal
npeAceAaTeNbCTBYIONIMH Ha 3acejaHul KoMuCccHH.

Pemenns KoMHCCHH OQOpMIsIOTCA IIPOTOKOJNAMH, KOTOpble HNOANHCHIBAIOTCH
NpefcefaTeNbCTBYIOLIMM Ha 3acellaHMd KoMHCcHM, OTBETCTBEHHEIM CEKDETapeM
KoMuccuu ¥ IpucyTCTBYIOUIMMH Ha 3aceJaHMH WieHaMyd KoMHCCHH.

Unen KomMHMccHH, He COIVIaCHBIH € IIPHHATBEIM peEILIeHHEM, HMECT IIpaBo
B IMHCEMEHHOM BHJAE H3JIOKHTh CBoe ocoboe MHEHMe, KOTOpOEe IpHaracrcs
K COOTBETCTBYIOLIEMY NPOTOKOIy 3aceanus Komuccuu.

12.Tlo pesynpTaTaM NpPOBEAECHHOTO TECTHPOBAHHS 3HAHWH M IPAKTHIECKUX
HAaBHIKOB KAHJUAATOB B OKCHEPTHl M IKCHEPTOB duieHaMH KOMHMCCHH TOTOBHTCA
3aKII0YeHHEe Ha KaXAOro KaHAHJaTa B DKCIEPTHl H JKCMEpPTa, COLepiKallee CBEACHUA
0 pesynpTaTaX MPOMAEHHOrO0 TECTHPOBAaHUS 3HAHMH H MPaKTHYECKHX HaBBIKOB
H OLIEHKY YPOBHsA NMpOheCCHOHANBHOM MOATOTOBKM KaHAKAATa B OKCIIEPTH H 3KCIepTa
K MPOBEAESHHIO 3KCIIEPTH3E! JIEKAPCTBEHHBIX CPEJCTB AN METHIIHHCKOrO NPHMEHEHHA,
KOTOPOE TOMNHCHIBAETCA NpelcenaTelbCTBYIOUM Ha 3acedanud  KomHccuu
U NPUCYTCTBYIOMMMH YieHamMu KoMuccuu.

13. Martepuanel 3acenaHuid KoMuccHHM, B TOM 4YHCIIE IPOTOKOJIBI 3aceJaHHH
KomMuccun, xpansarca B JenapraMeHTe B TEYECHHE IIATH JIET.



[Npunoxenune Ne 2
K npukasy MUHHCTEPCTBa 3APABOOXPAaHEHUS
Poccuiickoit @enepauyu

OT « /j’» .[// Mo 20141 Ne /7

Cocras

JKCnepTHO-KBAJHPHKALHOHHOH KOMHCCHH
Mununcrepersa 3apaBooxpatenns Poccniickoii ®enepaunu
M0 ATTECTAUMHU IKCIIEPTOB HA NPAaBO NPOBEAEHH I IKCNEPTH3bI
JIEKAPCTBEHHbIX CPeACTB AN MeIHIHHCKOTO MPpHMeHEHH

HypHes
Anppeit AMuTpreBny

PoMaHoOB
dununn AnekcaHApOBHY

llemyxoBa

Anna AHTOHOBHA

Anekceesn
Koncrantun Bukroposuy

Ap3aMacues
Esreunii BeunaMuHOBUY

ApYTIOHOB
["'puropuii [lagnoruy

- uMenun  H.H.

yneH-koppecnoaedT PAMH, na.M.H., mnpodeccop
PYKOBOAUTENE naGopaTopuu JIeKapCTBEHHOM
rokcukonorun OIBY  «HayuHo-uccen0BaTeNbCKuH
uHCTHTYT uM. B.B. 3axycosa» PAH (mpexncenarens)
(1o coriacoBaHHIO);

3aMeCcTUTENlh  JHpeKTopa —  HayalbHUK  OTAeNa
perucTpalun JIeKapCTBEHHBIX npenapaTos
JlemaptaMedTa TOCYJapCTBEHHOTO  perylHpOBaHHS

obpalneHHust JIeKapCTBEHHBIX CpeAcTB  MuH3apasa
Poccun (3aMecTUTEND NIpeiceaTens);

pedepeHT Jenapramenra roCYapCTBEHHOrO
perynupoBaHus oOpallleHus JIeKapCTBEHHBIX CPEACTB
Munszapasa Poccuy (0TBETCTBEHHBIHA CEKPETaph);

AM.H., Tnpogeccop pykoBoguTenb JabopaTopuu
nexapcTBeHHOW Tokcukonorun PIBY  «Hayuno-
HCCNEA0BATENLCKUA HHCTHTYT HM. B.B. 3axycosa»
PAH (1o cornacoBaHHUIo);

npogeccop, A.M.H., 3aBeayowuii naboparopueit GPI'BY
«Poccuiickuit KapAHOJIOrHYeCKHA Hay4YHO-
TpOM3BOACTBEHHEIM Komiuieke» Munsapasa Poccun
(o cornacoBaHuio);

npodeccop, J.M.H., 3aBCIYOIIMHA xadenpoit
BHYTpeHHUX OGome3Heil u obmie QusHoTepanuu
I'BOY BIIO «Poccuiickuit HalMOHANBHBIA
UCCIIEIOBATENBCKUM ~ MEOHULUMHCKHH  YHMBEDCHTET
ITuporoa» Munsagpasa  Poccuu
(1o cornacosaHulo);



bepnsnn
Anexcannp CeMeHOBHY

["'epacuMoB
Aunapelt Hukonaesud

Kepnes
Bnagumup [TaBnosuy

Koanor
Hran ['enppruxoBuy

Muxaiinosa
Haranesa AnexcanipoBHa

[loTanuHa
Onsra I'eopruesna

Capyuxosa
Haranes IletposHa
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A.X.H., Tpod., WIEH-KOPPECIIOHAEHT MexIyHapoJHOH
akaZeMHd HayK YH(OpMAaTH3aLMH, HH(POPMaUMOHHBIX
NMPOIIECCOB M TEXHONOTHH, 3aBefyHOLINH Kagenpou
obweid u Guooprammueckoit xumuyd, ['BOY BIIO

«MOCKOBCKUHA roCyfapCTBEHHBIN MeIHKO-
CTOMATOJNIOTHYECKHUH YHUBEPCUTET MMEHH
A.Wl. EBnokuMoBay MuH3apaBa Poccuu

(110 cornacoBaHHIO);

3aBeAyIOMMH KadeApsl MeIULIMHCKOH MHQPOPMATHKH
H CTaTHUCTUKH MeJHKO-TIpohHAaKTHIECKOTO
dakynsrera I'BOY BITO Ilepsrii  MockoBckui

roCyAapCcTBEHHBIH MEAUIIMHCKHHA YHUBEPCUTET
umenu V.M. Ceuernosa MuH3apasa Poccun
(o cornacoBaHMIo);

npodeccop, A.MH., 3aBelylolMi  nabopaTopuu
(apMaKOKMHETHKH OI'BY «HayuHo-

uccnenoBaTebcKuil  MHCTUTYT WM. B.B. 3akycosa»
PAH (1o cornacosaHHIO);

Kageapoi
daxynbreTa
HallMOHaJbHBIH

YHUBEPCHUTET
Poccuu

J.M.H., npogdeccop, 3aBEYIOLHHA
(bapMakoIoruu NeIHaTpUYECKOro
I'BOY BIIO «Pocculickui
MCCIIEOBATENBCKUE  MEAMLUHCKMHA
umenn H.M. [luporosa»  Mun3zpasa
(1o cornacosaHuIo);

n.¢.1., npodeccop, 3amectuTens aupekropa OIBY
«Hay4yHo-uccienoBaTelbCKMH ~ MHCTHTYT  BaKIIMH
v  ceBoporok  uM. MV Meunukosan  PAMH
(Mo cornacoBaHuIO);

a.G.H.,, gupextop lleHTpa HayuyHBIX HCCIENOBaHHH
1 paspabotox LleHTpa KOJNAEKTHBHOI'O IOJb30BAHUA
(HayuHo-o6paszoBatensHoro ULeHtpa) OI'BOY  BIIO
«Poccuiickuii  yHUBepcHUTeT  ApYxXOBl  HapoaoB»
(rmo cornacoBaHuo);

sageqyrowas  kadenpoit I'BOY  BIIO  Ilepsriii
MocxkoBckHH rocyzapcTBEHHEIA MEIHMLIMHCKHH
yuuBepcuteT uM. U.M. CeueHoBa Munsnpasa Poccun
(o coracoBaHMIO);



Yayr
Brnagumup BacunseBuu

VYpriBaeB
Jleonun Bukroposuy

QupcoB
AnexcaHnp AnexceeBuy

XoxnoB
Anexcanzp JleoHHa0BHY

Hopus
HNocud bopucosuy

yneH-koppecnonaeHT PAMH, n.M.H., npodeccop,
3aMecTHTeIb JMPEKTOpa [0 HayyHoH M neuebHOH
pabore ®I'BY «HWUU dapmakonoruu» Cubupckoro
ornenenrns PAMH (no cornacoBaHuio);

A.M.H., npogeccop, 3aMeCTUTEND AUpeKTOopa
no Hay4HOH pabote OI'bY «HayuHo-
HCCllel0BaTeNbCKUA HHCTUTYT BUPYCOJIOTHH
uM. JI.1. Manosckoro» Mmun3znpasa Poccuu
(IO cornacoBaHuUIO);

yreH-koppecrionaeHT PAMH, mm.H., npodeccop,
UPEKTOP OI'BY «HayuHo-HccnenoBaTenbCKui
MHCTUTYT 1O H3bICKAHWIO HOBBIX AHTHOHOTHKOB
umeny I'.@. Tayze» PAH (o cornacopaHuio);

I.M.H., npogeccop, 3aBeYIOLIMH xabenpon
KJIHH{YECKOH thapMaKonoruy 'BOY BITO
«Spocnaeckas rocyaapcTBeHHas MeAHUHAHCKas

axagemus» Munsapasa Poccuu (o COTNIACOBaHHIO);

A.6.H., npodeccop, BeAylIMHA Hay4HbIH COTPYIHHK
naGopaTopuy Qapmakosoradeckoro ckpuHudra PI'bY
«HayuHo-uccnenoBaTe/lbCKui MHCTHTYT
uM. B.B. 3akycosa» PAH (1o cornacoBanmuio).




