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O Komuccun ®enepabHoii ciy:k0b1 10 HaA30pYy B cdepe 3ApaBoOXpPaHEHHS 11O
Ka4ecTBY MMMYHOOHOJIOTHYECKMX JIeKAPCTBEHHBIX NIPENapaToB

B COOTBETCTBHH ¢ MyHKToM 9 ITpaBui BeIjauM pa3pelieHHs Ha BBOJ B IPaIaHCKUH
060pOT CepUH WM NapTHH HMMYHOGHOIOTHYIECKOro JIEKAPCTBEHHOTO NpemnapaTa, BblAadH
3aK/TIOUEHHS] O COOTBETCTBUY CEPHH WM TAPTHU HMMYHOOHOIIOTHYECKOT'0 JIeKapCTBEHHOTO
mpemnapata TpeGOBAHWSM, YCTAHOBIEHHBIM NIPH €r0 TIOCYJapCTBCHHOH PErMCTpaly,
yTBEpXKIEHHBIX TocTaHOBNeHHeM [IpaBuTenbcTBa Poccuiickol deneparun ot 26 HOAOPA
2019 1. Ne 1510 (OWIMaNBHBIA WHTEPHET-TIOPTAl NPaBOBOH HHOpMAIHH
http://www.pravo.gov.ru, 28 Hos6ps 2019 r., Ne 000120191 1280015),npu ka3 bl Balo:

1. Cosnats Komuccuro ®efiepanbHoii ciy 05l [0 Hafi30py B Chepe 3ApaBOOXPaHEHHA
T10 KaUeCTBY MMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX MTPETIapPaTOB.

2. Vreepauth mpuiaraemoe Ilonoxenne o Kommccun DenepanbHOr CItykObl 110
Ham30py B chepe 3ApaBOOXPaHEHHS 10 KaueCTBY HMMYyHOOHOIOTMYECKHX JIEKaPCTBEHHBIX
penapaTos.

3. KOHTpOJb 32 UCTIOTHEHHEM HACTOAIIEro PUKa3a OCTABIIAIO 33 COOOM.

PyxoBoauTens M.A Mypaiuko

27,

MUHBCTEPCTRO 10CTHIHY POLCHBCKON SEAEPALMA

BAPETUCTPHPOBAHO
Perucrpaumontsii M6 695

or ' OF etz f ful2F. "




[Tpunoxenue
K npukasy OenepanbHoi CiyxKObI
110 HaA30pYy B cdepe 34paBOOXpaHEHUS]

or XY 7. 20191. Ne K967

Iosoxenne o Komuccnu ®egepanbHoii ciry:k0b1 o Haa30py B cepe
3APaBOOXPAHEHHS 110 KAYeCTBY HMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHbBIX
npenapaToB

1. Komuccus ®enepansHoil ciyxObl MO HaJ30py B cdepe 3ApaBOOXpPaHEHUS IO
KauecTBY MMMYHOOHOJIOTHYECKAX JIEKApCTBEHHBIX mpemaparos (manee - Komuccus)
co3maHa B LeNdX onpeAeleHus o0beMa NPOBOAMMBIX HCIHBITaHHM — KavecTBa
MMMYHOOHOJIOTHIECKOTO JIEKapCTBEHHOrO IIpenapara KOHKPETHOTO HaWMEHOBAaHUA H
TIpoM3BOAUTENS (C YYEeTOM JIeKapCTBeHHON (OpPMBI M JO3MPOBKM) Ha COOTBETCTBHE
TpeGOBaHMSIM HOPMATHBHOM NOKyMEHTAallMH B DaMKaX TPOBENEHHS (elepanbHBIMU
roCyJapCTBEHHBIMH  OIO/UKETHBIMH  YUPEXACHHSMH, HAXOASMIUMUCA B  BEICHUM
MunncTepcTsa 3apaBooxpaHenus Poccuiickoit @enepannu u denepansHoi ciyxObl 10
Hana3opy B cdepe 3IpaBOOXpaHEHMS, AKKPEIUTOBaHHBIMH B COOTBETCTBHM C
3aKkoHOJaTeNsCTBOM Poccuiickoit @enepanyiy B HallMOHATBHOH CHCTEME aKKpeXUTalMY,
UCMBITAHMI KayecTBa HMMMYHOOMOJIOTHYECKUX JIEKapCTBEHHBIX IIPEnapaTroB ¢ LENbHO
BBIJAYM 3aKTIOUYEHHS O COOTBETCTBMM CEPHH WIM INapTUH HMMMYHOOHOJIOTMYECKOro
JIEKapCTBEHHOrO Iperapara TpeGOBaHMSAM, YCTAHOBIEHHBIM IIPH €ro IoCYyIapCTBEHHOH
perucTpanuy (nanee — 00beM MPOBOAUMBIX HCIIBITaHHH kKaueCTBa IMMYHOOHOJIOTHYECKOro
JIeKapCTBEHHOTrO Tpernapara, GpefepaibHble YUpeKIeHHU).

2. KoMmuccus B CBO€H 1eITeIBHOCTH PYKOBOACTBYETCS N0JI0XKeHHsIMH DeepaabHOro
3akoHa or 12 ampens 2010 r. Ne 61-®3 «O6 obpaleHHH I€KapCTBEHHBIX CPEACTBY
(Co6panne 3akoHoparesnscTa Poccuiickoit Genepammu, 2010, Ne 16, cr. 1815; 2019, Ne 31,
ct. 4456), nocranosyenreM [IpaButenscrsa Poceniickoi ®eneparyu ot 26 Hos6ps 2019 .
Ne 1510 «O mopsagke BBoAa B IpaXJaHCKHHA 0OOPOT JIEKAPCTBEHHBIX IpenapaToB VLA
MEIMIMHCKOrO TPHMEHEHU» U MHBIMM HODMAaTHBHBIMHM IIPABOBBHIMH aKTaMM, a TAKXKe
HacrosumM [TomoxenueM.

3. CocraB Kommccuu yrtBepxnaercs pykoBozuteneM PenepaibHoi CiayxObl Mo
Haz30py B cdepe 3ApaBOOXpaHEHHs B KOIMUECTBE HE MeHee 10 yernoBex.

4. B cocras Komuccun BxoasT npeacenatens KoMuccuu, OTBETCTBEHHBIN CEKpeTaph
Komuccun, 4nensl Komuccnn.

5. Ilpencenarens Komuccuy OCYMIECTBIIACT CIEAYIOIINE TOTHOMOYHS:
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pykoBoauT pabotoi Komuccun;

BeleT 3acenaHua Komuccuy;

onpeaenseT nmopsaaok pabotsl Komuccuu,

B CJIy4Yae PaBHOIO PAacCIIpefieNIeHHs TOlI0COB 00/1afaeT MpaBoM PEIIAOINEro rojaoca
NpH NpUHATAXM  peuleHus o006 oObeMe IPOBOAMMBIX  HCNBITAHUHA — KadecTBa
UMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOTO TIpenapaTta;

noanuceiBaeT pemenus Komuccuu.

6. OTBeTCTBEHHBIH cexpeTaps KoMuccuu:

OCYIIECTBIAET IOATOTOBKY 3acemanuii Komuccuu, Bkmodas odopmieHHe H
PacChUIKY HEOOXOAUMBIX JOKYMEHTOB;

CBOEBPEMEHHO YBeToMIsieT WwieHoB KoMuccnn o Mecte, 1ate, BpeMeHH! NIPOBEICHHS
sacenaHus KoMuccuu,

BeJleT U 0(popMIISET IPOTOKOJ 3acenanus Komuccuu,

OCYILECTBIAET HHbIE AEHCTBHS OPraHU3alMOHHO-TEXHHYECKOTO XapakTepa IO
00eCIeUeHNI0 MeATeNIbHOCTH KOMHCCHH B COOTBETCTBHM ¢ HactosmuM llomoxenueM u
Hopy4eHUsAMHU npeacenarens Komuccu.

7. Unensl Komuccuu:

JIMYHO MPMHMMAIOT ydacTHe B pabore Kommccuy, mepesiada CBOMX IOJHOMOYHN
JpyTUM JIMLaM 3ampeiiaeTcs;

y4acTBYIOT B TMPHHATHH pelleHU#l II0 ONpeAeNeHHI0 00beMa IPOBOAUMBIX
UCIBITAHNIH Ka4eCTBa HMMYHOOMOJIOTUUECKOT0 JIEKapCTBEHHOIO Mpemnapara;

BHOCAT MpeJjioKeHns 1o BonpocaM pabotel KoMuccum.

8. Usmenenne cocraBa KoMHCCHM OCYHIECTBISIETCS IO PELIEHHIO PYKOBOIUTEINS
denepalbHOM CTy>XOBI IO HA30pYy B cdepe 34paBOOXPAHEHHUS.

9. 3acenanns KomMuccuu npoBoasTCs Mo Mepe HeoOX0IMMOCTH.

10. OcHoBHOI hopMoit nesTenbHOCTH KoMuCcCHH SBIAIOTCS 3acelaHu.

11. 3acenanus Komuccuu npoBoastcs npeacenareneM Komuccuu.

12. TlpuHsATHE pelleHUs [0 ONpENeNeHHI0 00beMa NPOBOAUMBIX HCIBITAHMHA
KauecTBa  MMMYHOOHOJOTHYECKOTO  JIEKAPCTBEHHOro  Ipemapara  KOHKPETHOrO
HAVMEHOBAHMS M TPOM3BOAMTENA (C yYeTOM IeKapcTBEHHOH (OpMBI M JTO3UPOBKH)
ocymecTBisieTcss KoMuccueit B COOTBETCTBHH C MOPSAKOM OLIEHKHM 00beMa HCIBITaHHH
KauecTBA HMMMYHOOHOJOIMYECKUX JIEKApCTBEHHBIX IIpENapaTtoB, YTBEPXKICHHBIM
denepanpHOii cyx60ii Mo HaA30pY B cdepe 31paBoOOXPaHEHNs], B COOTBETCTBUH C yHKTOM
9 IlpaBun BeIIAaYM paspellleHHs Ha BBOJ B IPaXIaHCKUH 00OPOT CepHM HIIM TapTHH
AMMYHOOHMOJIOTHYECKOTO  JIEKapCTBEHHOTO  IIpemapara, BblJaud  3aKIIOYeHHs O
COOTBETCTBHH CEPHHM WM NMApTHH MUMMYHOOHOJIIOTMYECKOro JIEKapCTBEHHOrO IIpenapara
TpeOOBaHUAM, YCTAHOBNEHHBIM MPH €I0 FOCYapCTBEHHON PETUCTPALMK, YTBEPKACHHBIX
noctaHoBienreM IlpaButensctBa Poccuiickoit ®enepamuu ot 26 Hosabps 2019 .
«O mopsaKke BBOAA JIEKAPCTBEHHBIX MNpPENApaTroB IS MEAHULMHCKOrO NPHMEHEHHUs B
TpaXXIaHCKUI 000poT».




13. KoMHccHs IMEET IIPaBo:
npuBieKaTs k pabore KoMHCCHM HE3aBHCHMBIX 3KCIIEPTOB B 00J1aCTH POU3BOACTBA

1 KOHTPOJIS Ka4eCTBa HIMMYHOOHONIOTHIECKUX JIeKapCTBEHHBIX IPENapaToB;

3aC/yIIMBATh MpENCTABUTENIeH OpraHH3allkH, OCYHIECTBISIOIEH MPOM3BOACTBO
MMMYHOGHOIIOTMYECKOTO JIeKapCTBeHHOro npemapara B Poccuiickoi ®esepalmd, WK
OpraHM3allid, OCYWIECTBIAOMmEH BBO3 ~MMMYHOOHOJIOTHYECKOTO  JIEKApCTBEHHOTO
npemnapara B Poccuiickyio @epnepanuio;

3ampalInBaTh H TI0Ny4aTh UHGOpMaLHo, HeobxonuMmyo s paborsl Komuccuu, ot
eiepabHBIX OpPraHOB HCIIONHHTENBHOM BJACTH, OPraHU3allMi, OCYNIECTBIAIOLIHX
MPOU3BOACTBO HUMMYHOOHOJIOTMYECKHMX JIEKapCTBEHHBIX IIPENIapaToB B Poccuiickoii
denepaly,  OpraHU3alUi,  OCYIIECTBIAIOMMUX  BBO3 HMMYHOOHONIOTHYECKUX
JleKapCTBEHHBIX Mpenapatos B Poccuiickyio ®esepallvio, APYTHX CyOBEKTOB obpaiteHus
MMMYHOOHOJIOrIEeCKUX JIEKaPCTBEHHBIX MPenapaToB.

14. Komuccus NPHHUMAET pelmIeHHs OTKPBITHIM TOJIOCOBAaHHEM IIPOCTHIM
OOJIBIIMHCTBOM I'0JIOCOB.

15. Pemenns KoMuccuyn IIpaBoMOYHBI, €CIIM Ha 3aC€AaHUM NPHCYTCTBYET HE MCHEC
noJoBHHEI cocTaBa Komuccuu.

16. Kaxagrii uwien KoMuccuy UMeET OJTUH roJIoc.

17. Tpy TpHHSTHM peleRus 00 ompeleneHHH o0beMa IMPOBOAMMBIX HCIIBITAHMM
KauecTBA HMMMYHOOHOJOIHYECKOro JIeKapcTBEHHOro mnpenapara KoMuccus y4YHTHIBACT
TpeUIOKEHHs SKCTIEPTOB, SKCTIEPTHBIX OPraHu3alluii (B CITyYae UX [PHBICYCHHS).

18. Pemenns KoMuccum 1o omnpeneieHH0 o0beMa NPOBOJAMMBIX HCIIBITAHHH
KauecTBa HMMYHOOMONOTHYECKHUX JeKapCTBEHHBIX MPenapatoB O(QOpMISIOTCS B ONHOM
3K3eMIISApE, IMOANHUCHIBAIOTCA BceMH wWieHamu Komwuccnu, NpHCYTCTBYIOIMMH Ha
3acelaHuU.

19. ®epmepansHas ciayx6a 10 Haa3opy B cepe 3ApaBOOXpaHEHHS pasMeIlaeT
pemenns Kommccum Ha cBoeM oQuIMaTeHOM  cadite B HMHQOpMAIMOHHO-
TeNeKOMMyHHKaIoHHO#  cet  «UHreper» ¢ cobmonenueM  TpeGoOBaHMH
3akoHOZaTenscTBa Poccuiickoit ®esepanuid 0 KOMMepYeckolf M HHOH OXpaHseMOH
3aKOHOM TalHE.




