MuHucrepcTBO 31paBOOXpaHEHU 7

Poccuiickoit Penepanuu 1487234

®EIEPAJIBHAA CHY2KBA 11O HAIBOPY
B C®EPE 3[IPABOOXPAHEHHA

(POC3JIPABHAI30P)
IIPUKAS3
, MockBa
AQZeaﬂééfa&zggL . FIEF

O Komuccun PenepaibHoii ciayx0bl 10 Haf30py B cepe 31paBOOXPAHEHH 10
Ka4ecTBY HMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX NIPENapaToB

B coOTBeTCTBHH ¢ IyHKTOM 9 [IpaBuit BEIIAUH pa3pelieHHs Ha BBOA B [PaXIaHCKUH
060pOT Cepry WM NAPTHHA KMMYHOOHOIOTHYECKOro IeKapCTBEHHOIO IIpenapara, BhAaiH
3aKJIIOUEHHS O COOTBETCTBUM CEPUH HITH [TAPTHH IMMYHOOHOJIOTHIECKOTO JICKAPCTBEHHOTO
mpernapaTta TpeGOBaHHsAM, YCTAHOBJEHHBIM IIPH €ro TOCYJapCTBEHHOH pErMCTpaLuy,
yTBEpXICHHBIX OCTaHOBNeHHeM IIpaButenbcTBa POCCHACKOH denepauun oT 26 HOAOPA
2019 1. Ne 1510 (OdHuMaNLHEIA HMHTEPHET-IOPTAl IIPaBOBOH HMH(OpPMALMH
http://www.pravo.gov.ru, 28 Hos6ps 2019 r., Ne 000120191 1280015), i pu ka3 b Balo:

1. Coznats Komuccuro ®efiepanbHoii ciryx6Bb! 10 HaA30py B chepe 3ApaBOOXPaHEHUS
TI0 KAaYECTBY MIMMYHOOHOIOTHYECKHUX JIEKaPCTBEHHBIX NPENapaToB.

2. Vreepauts mpusiaraemoe llonoxerne o Kommccun DenepalbHOH CITy)ObI IO
HAI30py B chepe 3APaBOOXpaHEHHS 110 Ka4yeCTBY HMMYHOOHOIOTHYECKHX JIEKAPCTBEHHBIX
penaparos.

3. KOHTPOJIb 3a HCTIOTHEHHEM HACTOSIIEro IPHKa3a OCTABIIAIO 32 COOOM.

PykoBoaurens M.A Mypaiko
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[Ipunoxenue
K nipukaszy OenepanbHOH CITyKObI
110 HaJ30py B cdepe 3ApaBOOXpaHEHUA

or XY 7. 2019 1. No K67

Ionoxenne o Komucenn ®eaepanbHoii c1yx0bl o HAA30py B cdepe
3APaBOOXPAHEHHS 110 Ka4ecTBY HMMYHOOMOIOrHYECKHX JIeKapPCTBEHHbBIX
NpenapaToB

1. Komuccus DenepanbHoit ciyxObl MO HaJ30py B cdepe 3IpaBOOXpaHEHUS IO
KauecTBy HMMMyHOOHOJOTHYECKMX JIEKApCTBEHHBIX mpenapatoB (nanee - Komuccns)
co3faHa B LeNdX ONpelelieHdss o0beMa NpPOBOAMMBIX MCIBITAHHM  KayecTsa
MMMYHOOMOJIOTHYECKOr0 JIEKapCTBEHHOIO IIpernapara KOHKPETHOrO HAauMEHOBAaHHA H
IpoM3BoAMTENS (C YYeTOM JIeKapCTBEHHOH GOpMBI M JO3MPOBKH) Ha COOTBETCTBHE
TpeGOBaHUSIM HOPMATUBHOM [OKYMEHTAallUH B paMKaxX MPOBENEHHs (elnepanbHbIMK
rOCYJapCTBEHHBIMA  OIOJDKETHBIMU  YUPEXKIECHUAMH, HaXOJSMIIMMHUCS B  BEACHHH
MuHnucTepcTBa 3paBooxpanenus Poccuiickoit ®enepanun u PenepansHolt CiryxObI 10
Haa30py B cdepe 3ApaBOOXpPAHEHMS, AKKPEAWTOBaHHBIMH B COOTBETCTBHH C
3aKOoHOHaTeNsCTBOM Poccuiickoit denepaliiy B HAMOHAIBHOM CHCTEME aKKpeIUTaluW,
UCNBITAHUN KayecTBA HMMYHOOHOJIOTHMYECKUX JICKAPCTBEHHBIX IIPEMapaToB C LENbIO
BEITAYM 3aKIIOUEHUS] O COOTBETCTBMM CEPHM WM IapTHH HMMYyHOOHOJIOTHYECKOIO
JNIEKapCTBEHHOrO Ipernapara TpeOOBaHHUAM, YCTAHOBICHHBIM IIPH €r0 roCyAapCTBEHHOM
peructpanuy (najee — 00beM IPOBOAMMEBIX HCIIBITAHUH Ka9€CTBAa MMMYHOOHOIOTHIECKOTO
JIEKapCTBEHHOTO TIpenapara, (herepatbHble yIpexKIeHHs).

2. Komuccus B cBO€l 1eTeNLHOCTH PYKOBOCTBYETCS NOJI0XKeHUuAMH PeiepaabHOTOo
3akoHa oT 12 ampens 2010 r. Ne 61-®3 «O6 oOpallleHHH JIE€KapCTBEHHBIX CPEACTBY
(Cobpanue 3axononarenscrsa Poccuiickoit @enepanuu, 2010, Ne 16, c1. 1815; 20 19, Ne 31,
ct. 4456), noctanosnenneM IIpasutenscTsa Poccuiickoit @enepaiiuu ot 26 Hos6ps 2019 T.
Ne 1510 «O mopsake BBoJa B IpaXXJaHCKHHM 0OOpOT JIEKApCTBEHHBIX MPETapaToB I
METUIMHCKOr0 NMPHUMEHEHUsS» ¥ WHBIMA HOPMAaTHUBHBEIMM IIPABOBBIMM aKTaMH, a TaKXe
HactosmuM [lomoxenuem.

3. CoctaB Kommccuu yTtBepxkmaercs pykoBoputeneM PenepalbHoi CiayXObl 1o
HaJ30py B chepe 3ApaBOOXpaHEHHs B KOTHIECTBE He MeHee 10 denoBex.

4. B cocras Komuccun BXoasT npecenatens KoMuccuu, OTBETCTBEHHEIH CEKpeTaph
Komuccun, uiensl Komuccuu.

5. IIpencenatens KomMuccuu oCyIECTBILET CEAYIOIINE TOTHOMOYHA:




pykoBoauT pabotoit Komuccuw,

Bener 3acenanud Komuccuu;

omnpeenseT nopsnok padorsl Komuccuu;

B CJIy4ae PaBHOIO paciipefielieHHst ToJIocoB 00saaeT NPaBoOM pPeUIaloINero rojuoca
NpH IpUHATAM  peuleHuss o6 o0beMe INPOBOAMMBIX  WCHBITAHUH  KagecTBa
MMMYHOOHOJIOTYECKOTO JIEKAPCTBEHHOTO TIpernapara,

IOMUCkIBaeT pemenus Komuccuu.

6. OTBeTCTBeHHBIH cekpeTapb Komuccum:

OCYIIECTBISET IOATOTOBKY 3acemaHuii Kommuccuu, BKmodas oQopmieHHe H
PacCBUIKY HE0OXOAUMBIX JOKYMEHTOB;

CBOEBPEMEHHO yBeoMIseT wieHoB Komuccnu o MecTe, ate, BpeMEeHU IPOBEICHUS
3acegaHus Komuccuu;

BeJieT 1 oopMIIseT poTokoi 3acenanus Komuccnu,

OCYLIECTBIAET WHBIE [eHCTBHS OpraHM3allHOHHO-TEXHUYECKOTO XapakTepa II0
obecreyeHnI0 MesTenbHOCTH KoMuccuy B COOTBETCTBUH ¢ HactosmuMm IlonoxenueMm u
opy4eHUssMHU npezacenatens Komuccuu.

7. Unennl Komuccun:

JIMYHO TIPUHHUMAIOT ydyacThe B pabore Komuccuu, mepefada CBOMX IIOJHOMOYHIM
JpyTUM JIUIaM 3alpelaercs;

y4acTBYIOT B TMPHHSTHH peLIeHAH II0 OIpejeneHHI0 o0beMa IPOBOJUMBIX
WCIBITAaHUM KauecTBa MMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOIO IIperapara,

BHOCAT IIpeJIOKEHUS 110 BoripocaM paboTel Komucchu.

8. Usmenenne cocraBa KoMuCCHHM OCYIIECTBISIETCS II0 PELIEHUIO PYKOBOAUTENS
denepanbHO# CITyXOBI TT0 HAA30PY B cepe 3ApaBOOXPAHEHHUS.

9. 3aceganusa Komuccuy mpoBoAATCs 1Mo Mepe He00OXOAUMOCTH.

10. OcHoBHOI#1 opMoii AesTenbHOCTH KoMUCCHH SBIISIOTCS 3acelaHus.

11. 3acenanns Komuccuu mposoastcs npencenareneM Komuccuu.

12. TlpuHATHe pelIeHHA IO ONPEAENeHHUIO 00BbeMa NpPOBOJHMBIX HCIBITAHUM
KauecTBa  MMMYHOOHOJIOTHYECKOTO  JIEKapCTBEHHOI0  Ipemapara  KOHKPETHOTO
HA¥MEHOBAHMS M TPOU3BOAMTENA (C YYETOM JIEKAPCTBEHHOH (OPMBI M JO3HPOBKH)
ocymiecTBisieTcss KoMuccHell B COOTBETCTBUHM C IOPSIKOM OLEHKH 00BbeMa HCIHBITAHHA
Ka4ecTBa HMMYHOOMOJIOTHYECKUX JIGKApCTBEHHBIX  IIPENapaTroB, YTBEP)KICHHBIM
MenepanbHOH ciyx00# 110 HaA30py B cdepe 3ApaBOOXPaHEHHS, B COOTBETCTBHH C ITyHKTOM
9 IlpaBun BBIAAUM paspelleHHs Ha BBOJ B TPaXAaHCKUHA OOOPOT CEpUU WM MapTHH
MMMYHOOHOJIOTMYECKOTO  JIEKApCTBEHHOTO  NpenapaTra, BBIIa4YM  3aKIIOYCHUS O
COOTBETCTBHH CEPHH WJIM MAPTHUH UMMYHOOHMOJIOIMYECKOIO JIEKAPCTBEHHOIO IMpenapata
TpeOOBAHUIM, YCTAHOBJEHHBIM IPH €0 TOCYAapCTBEHHOW PETHCTPALMH, YTBEPXKISHHBIX
nocTaHoBlIeHueM IlIpaButensctBa Poccuiickoit ®Denepamuu or 26 HosOps 2019 T.
«O mopsnKe BBOAA JIEKAPCTBEHHBIX NPENAPaTOB Ui METUIIMHCKOTrO MPUMEHEHUs B
TpakIaHCKH 060poT».



13. Komuccusa uMeeT IIpaBo:

npuBiekars K pabore KoMuccnu He3aBUCUMBIX SKCIIEPTOB B 00J1aCTH MPOU3BOJCTBA
1 KOHTPOJIS Ka4eCTBA MIMMYHOGHOIOTHIECKHX JICKapCTBEHHBIX NPETIApaToB;

3aCNyIIMBATh IMpeACTAaBUTENCH OpraHM3allMM, OCYIIECTBIAIOIEH MNPOU3BOICTBO
MMMYHOGHOIIOTHYECKOTO JIeKapCTBeHHOro mpemapata B Poccuiickoit ®eepalwd, WK
OpraHM3allid, OCYLIECTBISIOMIEH BBO3 ~HMMMYyHOOHOIOTHYECKOTO  JIEKapCTBEHHOTO
npemnapara B Poccuiickyio @enepanuio;

3alpalliBaTh U I0My4aTh HHMOpMaLIo, HeobXonuMyto uist paboTsi Komuccuu, ot
(efepanbHBIX OPraHOB HCIONHUTENBHOM BIIACTH, OPraHHM3alMK, OCYIIECTBISIOMHAX
MPOM3BOJACTBO HMMYyHOOMONOTHYECKHMX JIEKAPCTBEHHBIX MPENaparoB B Poccuiickoit
denepauny,  OpraHU3alMi,  OCYIIECTBIIONMX  BBO3 UMMYHOOHOJIOTHYECKUX
JleKapCTBEHHBIX Tipenapatos B Poccuiickyio ®enepaluio, Ipyrux cyObeKTOB obpareHus
UMMYHOOHOJIOTMIECKUX JIEKAPCTBEHHBIX MPEnapaTos.

14. KoMHccHss NpHHMMAeT peIeHHs OTKPBITHIM TOJOCOBAHHUEM IIPOCTBHIM
OONBIIMHCTBOM I'0JIOCOB.

15. Pemenus KoMuccuu mpaBOMOYHBI, €CIIM Ha 3aC€IaHUU NMPUCYTCTBYET HE MEHEC
MOJIOBUHBI cocTaBa Komuccum.

16. Kaxnprit unen Komuccuy uMeeT OIMH I'OJI0C.

17. Tlpu NpuHATMM pemieHus 06 OmpeeNneHHH 00beMa MPOBOAMMBIX HCIIBITAHUM
KauecTBA MMMYHOOHOJIOTHYECKOTO JIeKapcTBEHHOro mnpemapata Komuccus y4YMTBIBACT
TIpeIOXeH s SKCIIEPTOB, SKCIIEPTHBIX OPTaHU3alKH (B CIIyvae ux [IPUBJIEYEHHUS ).

18. Pemenus KoMmuccuu IO oOmpefeieHHI0 o0beMa IPOBOJMMBIX HCIIBITAHUH
Ka4yecTBa HMMYHOOMOIOIHYECKUX JIEKapCTBEHHBIX MPenapartoB O(QOpMISIOTCS B OJHOM
SK3eMILIApE, IMOANMHUCHIBAIOTCA BceMH wieHamM KoMHCCHH, NPHUCYTCTBYIOIIMMH Ha
3acelaHuU.

19. ®enepanbHas cnyxb6a mo Haa3opy B chepe 3ApaBOOXpaHEHHA pa3MEINaeT
pemenns Komuccum Ha CcBOeM —OQUIManbHOM —cadite B MHQOPMAIMOHHO-
TeNeKOMMYHHKAIOHHOH  cetd  «UHTepHeT» ¢ cobmosneHueMm  TpeboBaHHi
3akoHoMaTenbcTBa Poccuiickoit Defepaidd O KOMMEPYECKOH M HMHOH OXpaHsAeMOH
3aKOHOM TaWHE.




