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OELEPAJIBHAA CITY>XKBA MO HAL30PY B COEPE 3[1PABOOXPAHEHNA
MPUKA3

MockBsa

22 ceHTs6ps 2025 1. Ne 5228

O Komuccum ®epepansHoi cnyxbbl No Haa3opy B chepe 34paBOOXPaHEHNS MO KavecTBYy
NMMYHOBMONOrMYeCKNX NeKapCTBEHHbIX NpenapaTos

B cooTBeTCTBUM C ab3aLieM BTOpPbIM NyHKTa 8 MNpaBua Bbiayn pa3peLlleHns Ha BBOA B MpaK 4aHCKNI
060poT cepumn nam NapTMm MMMyHOBMONOrMYECKOro IEKapCTBEHHOMO NpenapaTa, a TakXXe Bblaayu
hefepanbHbIMU FOCYAapPCTBEHHbIMU BIOAXKETHLIMU YYPEeXAEHUAMU, YKa3aHHbIMW B YacTu 4 cTaTbn 52.1
depepanbHOro 3akoHa "0O6 obpalleHnn IeKapCTBEHHbIX CPEACTB", 3aKJ/Il0YEHNS 0 COOTBETCTBUMN CEPUN UK
napTuu MMMyHOBMONOrM4eCKOro NeKapCTBEHHOMO NpenapaTta TpeboBaHMAM, yCTaHOBIEHHLIM MpU ero
roCyAapCTBEHHOW perncTpaunumn nnn perncTpaunm, yTeep)XaeHHbIX NocTaHoBeHMeM MpaBuTeNbLCTBa
Poccunckon ®epgepaumm ot 31 Masa 2025 r. Ne 815, npukasbiBato:

1. CozgaTb Komuccuio degepanbHon ciyxbbl Mo Hag3opy B chepe 34paBOOXPaHEHUS MO Ka4yecTBy
MMMYHOBMONOrNYECKNX NIEKAPCTBEHHBIX NPenapaToB.

2. YTBepauTb npunaraemoe MonoxeHune o Komnccmm ®egepanscHon cinyxbbl no Hag3opy B chepe

34 paBOOXPaHEHNS MO Ka4yeCTBY MMMYHOBMOIOrMYECKMX JIEKAPCTBEHHbIX MPEnapaToB..

3. MpusHaTb yTpaTuUBLWINM CMAy Npuka3 ®enepanbHON Cyx6bl N0 HaA30py B Chepe 34paBOOXPaAHEHUS OT
29 Hos16psa 2019 r. Ne 8967 "O Komuccun ®egepanbHon cnyxbbl Mo Hafa30py B chepe 34paBOOXPaHEHMS MO
Ka4yecTBY MMMYHOBMONOrMYECKNX JIEKAPCTBEHHbIX MpenapaToB” (3apernctpupoBaH MMHUCTEPCTBOM
tocTuumm Poccuinckon ®epepaumm 5 gekabpsa 2019 r., pernctpaumoHHbin Ne 56698).

4. Hactoawwun npukas gencreyet go 10 uioHa 2031 r.

PykoBoaunTenb A.B.Camoinnosa
YTBEpXOeHo

nprka3som ®enepasnbHON cnyxbbl

no HaJ30py B chepe 34paBOOXPaHEHNS
0T 22 ceHTAbpa 2025 r. Ne 5228

MonoxxeHue o Komuccun ®enepanbHoi cnyxbbl No Haa30py B chepe 3[paBOOXPAHEHNS MO KaYecTBy
MMMYHOOMOIOrYECKUX IEKAPCTBEHHbIX MpernapaToB

1. Komuccna ®enepanbHon cnyxbbl No Haa30py B chepe 3paBOOXPaHEHNS MO KaYecTBY
MMMYHOBMONOrMYeCKNX NeKapCTBEHHbIX NpenapaToB (fanee - KoMnccms) cozfaHa B Lensx onpegeneHms
obbema NPOBOAMMBIX NCMBITAHWIA Ka4eCcTBa MMMYHOBMOIOrMYECKOro JIEKapCTBEHHOMO NpenapaTa
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KOHKPETHOIr0 HauMeHOBaHMA 1 NPOU3BOAUTENS (C YHETOM IeKapCTBEHHOWN (hOpMbl U A03UPOBKM) Ha
COoO0TBETCTBUE TPebOBaHNAM HOPMATVMBHON AOKYMEHTALUN UK HOPMATUBHOIO LOKYMEHTa MO KayeCTBY B
paMKax npoBefeHuns hefepasbHbIMU FOCYAAPCTBEHHBIMW BIOXKETHLIMU YHPEXAEHUAMM, HAXOAAWMMMNCA B
BeAeHMn MMHNCTepPCTBa 34paBooxpaHeHns Poccuinckon ®epepaumm n (nnn) ®enepanbHon Cy>x6bl no
Hag30py B chepe 34paBOOXPAHEHUS, aKKpPeAUTOBaHHLIMM B COOTBETCTBUN C 3aKOHOLATESIbCTBOM
Poccuinckon ®epepaumm 06 akkpeouTaumm B HaLMOHaIbHON CMCTEME aKKpeamTaLmnmn, UCNbITaHWA KayecTBa
NMMYHOBMONOrMYeCKUX NEKAPCTBEHHbIX MPENapaToB C LieSibio BblAayy 3aKJII04EHNS 0 COOTBETCTBUN CEpUM
UM NapTUM UMMYHOBMONOrNYECKOr0 IEKapCTBEHHOMO NpenapaTa TpeboBaHNAM, YCTaHOBEHHbLIM NPU €ro
roCyaapCTBEHHOW PerncTpauum nnn pernctpaunn (oanee - o6bem NpoBOANMbIX UCMbITAHWIA KaYeCcTBa
MMMYHOBMOM0rMYeCcKoro IeKapCTBEHHOr0 NpenapaTa, pefepanbHbie YHpPEXXAEeHNS).

2. KoMmnccus B CBOEN OeSTENbHOCTY PYKOBOACTBYETCA NonoxeHnaMy defepasibHOMO 3akoHa OT 12 anpens
2010 r. Ne 61-03 "O6 obpalleHnmn nekapCTBEHHbIX CPeACTB", MOCTaHOBAeHMEM [paBuTensCTBa Poccniickom
®epepaumm oT 31 mas 2025 r. Ne 815 "O nopsiake BBOAA B FpakAaHCKUN 060poT IeEKapCTBEHHLIX CPEACTB
AN MeANLUNHCKOrO NPUMEHEHNS" Y MHBIMM HOPMATUBHBLIMW NPaBOBbLIMW akKTaMu, @ TakXXe HaCTOoALUM
MonoxxeHnem.

3. CocTtaB Komuccum yTBepxxaaeTcs pykopoamtenem denepanbHol Cy>x0bbl No Haa3opy B cdepe
3[lpaBOOXpaHeHNs B KonnyecTse He MeHee 10 YenoBex.

4. B cocTtaB KoMmunccum BXogaTt npefacenatens KoMuccum, 3amectTuTesb npeacenartens Komumccun,
OTBETCTBEHHbIN cekpeTapb Komuccum, 4neHsl Komuccuu,

5. Mpencenatens Komuccun:

ocyllecTBaseT obliee pyKOBOACTBO AEATENbHOCTLI0 KoMuccum n opraHnsyeT ee paboTy;

BeLeT 3acefaHus Komuccuu;

onpenenseT nopsaaok paboTel Komuccnu;

B C/ly4ae paBHOro pacnpeaesneHns roaocos obnafaeT NpaBoM peLlatoLLero roaoca npu NpUHATUN peLleHns
06 06beMe NPOBOAMMBIX UCMBITaHWUIA Ka4ecTBa MMMYHOBMONOrMYECKOro IEKaPCTBEHHOrO NpenapaTa;
NOAMUCLIBAET peLleHns Kommccun.

6. B oTcyTCcTBUE Npencenatens KoMuccum ero hyHKLMM OCYLLLECTBASET 3aMecTUTeNb npeacenaTens
Komuccun.,

7. OTBETCTBEHHbIN CeKpeTapb Komuccuu:

OCYLLECTBJIAET NOATrOTOBKY 3acedaHuin KoMmccum, BKatoYas opopMeHne N pacchbinky He06X0aMMbIX
LOKYMEHTOB;

CBOEBPEMEHHO YBEAOMASAET Y1eHOB KoMuccum 0 MecTe, faTe, BpPEMEHW NPOBEAEHUS 3acedaHns Komuccuu;
BeeT 1 ohopMngeT NPOTOKO 3acefaHnsa Komuccmn;

OCYLLeCTBAAET NHble OENCTBMA OpraHN3aLMOHHO-TEXHMYECKOro XapakTepa no obecneyeHnto 4edaTeNbHOCTH
Komuccum B COOTBETCTBUM C HACTOALWLMM [TON0XKEHEM 1 NopyYeHnaMun npepcenatens Kommccuu.

8. YneHbl Komuccuu:

JINYHO MPUHUMAIOT y4acTue B paboTe Komuccum, nepegaya CBOUX NOJIHOMOYMIA APYrM NULAM
3anpeluaeTcs;

Y4aCTBYIOT B MPUHATUMN peLlleHnid no onpegeneHnto obbeMa NpoBOANMbIX UCMbITaHWIA KaYecTBa
MMMYHOBMOMOrMYeCcKoro IeKapCTBEHHOr0 NpenapaTa;

BHOCAT NpeaNioXeHns no sonpocam pabotel Komuccuu,

9. i3meHeHMe cocTaBa KoMUCCUM OCYLLIECTBASIETCA MO PeLLeHno pykoBoanTensa denepanbHol Ciy»xbbl No
Hag30py B chepe 34paBOOXPAHEHUS.

10. OcHoBHOW hopMON AeATENbLHOCTU KoMccum aBnsoTCa 3acedaHus.

11. 3acenaHna Komuccum npoBoaaTCa no Mmepe HeobxoaAnMocCTw.

12. 3acepaHusa Komuccum npoBOAATCSA O4HO MM B (hopMaTe BULEOKOHMEPeHL MM (Npy Haanynm
TEXHNYECKON BO3MOXXHOCTN).

13. NMpuHATKe pelleHns no onpegeneHnto obbeMa NPOBOANMBIX NCMbITAHWIA KayecTBa
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MMMYHOBMONOrMYECKOr0 JIEKAPCTBEHHOMO NpenapaTa KOHKPETHOr0 HaMMEHOBaHUS U NPon3BoANTENS (C
Yy4eTOM JIeKapCTBEHHON (POPMbI 1 LO3MPOBKYK) OCYLLECTBAARTCS KoMMcCcmMen B COOTBETCTBUN C NOPAAKOM
OUEeHKMN 06beMa UCMbITaHUI Ka4yeCcTBa MMMYHOBNONOrNYECKMX SIeKaPCTBEHHbIX MPenapaTos,
yTBEpXXAeHHbIM OefepansHoi cny>x60om No Haa3opy B chepe 34PaBOOXPAHEHNS, B COOTBETCTBUN C
NyHKTOM 8 MpaBun BblAayn pa3peLleHns Ha BBOA, B Fpax4aHCKMA 060poT cepun nam napTum
MMMYHOBMONOrMYECKOro JIEKAPCTBEHHOMO NpenapaTa, a TakXKe BblAayn defepaibHbiMu
roCyaapCTBEHHbLIMM BIOOXKETHBIMW YYPEXXAEHNSMM, YKa3aHHbIMK B YacTu 4 cTaTbn 52.1 PepgepasibHOro
3akoHa "O6 obpalleHnn NeKapCTBEHHbIX CPeacTB", 3aK/0YEHMNA 0 COOTBETCTBUN CEPUN WA NAPTUM
MMMYHOBMOMOrM4ECKOro IEKapCTBEHHOMO NpenapaTa TpeboBaHNAM, YCTaHOB/IEHHbLIM MPU ero
rocyapCTBEHHON perncTpauumn nam perncTpaumm, yTeepXxaeHHbIX NocTaHoBAeHeM MpaBuTenbLCTBa
Poccninckon ®egepaumm ot 31 mas 2025 r. Ne 815.

14. Komuccmsa nmeet npaso:

npuBnekaTb, K paboTe KoMuccnm He3aBMCUMBbIX 3KCNEPTOB B 06/1aCTU NPON3BOACTBA U KOHTPOS KavyecTBa
MMMYHOBMONOrMYECKUX NIeKapPCTBEHHLIX NPenapaTos;

3aC/ylWwmBaTh NPeAcTaBMTeNEN OpraHn3aLmMm, OCyLLeCTBAALWEN NPOU3BOACTBO MMMYHOBNOIOrMYECKOro
JleKkapCTBEHHOro npenapata B Poccunckon depepaunn, nam opraHnsaunm, ocyLwecTBASIOWEN BBO3
MMMYHOBMOMOrM4eCKOro IeKapCTBEHHOMO NpenapaTa B Poccuinckyto ®efepaumio;

3anpawnBaTh 1 Moay4aTb MHGOPMaLmMio, Heobxoanmyto ansa paboTel Komuccum, oT peaepalibHbIX OpraHoB
NCNONHUTENLHOW BNACcTKW, OpraHu3aLMi, ocyLeCcTBASIOWMX NPOM3BOACTBO UMMYHOBMONOr NYECKNX
JIeKapCTBEHHbIX NpenapaToB B Poccunckon Gepepaunn, opraHu3aUnii, oCyLLeCTBASAIOWMX BBO3
MMMYHOBMONOrMYeCKUX eKapCTBEHHLIX NpenapaToB B Poccuiickyto Pepepaunto, opyrux cybbekToB
obpaLleHns MMMYyHOBUONOrMYEeCKMX IEKAPCTBEHHbIX MpenapaTos.

15. KoMnccmns npuHMMaeT pelleHmns OTKPbITbIM F0JI0COBaHUEM MPOCTbIM 60bLUMHCTBOM FO/10COB.

B cnyvae npoBefeHMs 3a04HOr0 roI0CoBaHUs YieHam KoMUCcCmMmn ans NpUHATUS peLleHnini HanpasBasTCs
BlonneTeHn ons ronocoBaHums.

16. PeweHuna Komuccum npaBoMOYHbI, €C/I1 Ha 3aceiaHnum NpucyTcTByeT He MeHee MoJI0BUHbI COCTaBa
Komuccun,

17. Kaxxabin 4yneH KoMmmccmm nmMmeeT oAuH ronoc.

18. Mpu NpuHAaTKMK pewweHns ob onpeneneHun obbLeMa NPOBOANMbIX UCMbITAHMIN KayeCTBa
MMMYHOBMOIOrMYECKOr0 IEKAPCTBEHHOMO NpenapaTa KoM1ccnsa yynTbiBaeT NPeAJIOKEHNS 3KCMEPTOB,
3KCMEePTHbIX OpraHn3aLnin (B ciyvyae nx NpuBAEYEHNS).

19. PeweHuna Komuccum no onpeneseHnio obbema npoBoAMMbIX UCMbITAHUA KavyecTBa
NMMYHOBMONOrMYECKUX SIeKaPCTBEHHLIX NMpenapaToB 0hOpMAAIOTCS B OAHOM 3K3eMnaspe, NOANUCLIBAOTCA
BCEMU YNeHaMn KoMumccumm, NpucyTCTBYOWMMUN Ha 3acefaHnn, U UX KOMUW HanpasasioTca B pefepalsibHble
yupeXxaeHus ans opraHunsauuy paboT No NPoBEAEHNIO UCALITAHWA UMMYHOBMONOrNYECKUX IeKapPCTBEHHbLIX
npenapaTos.

20. ®epnepanbHag cnyxba no Hag3opy B chepe 34paBOOXPAaHEHUS pa3MeLlaeT pelleHns Komuccum Ha
CBOEM O(hMLMaNILHOM CaliTe B MHPOPMALNOHHO-TENEKOMMYHMKALMOHHON ceTn "MHTepHeT" ¢ cobnoaeHnem
TpeboBaHWIN 3aKoHOAATeNbCTBa Poccninckon degepaunn 0 KOMMEPHECKON N MHON OXPaHSEMON 3aKOHOM
TalHe.
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