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MuHHCTEePCTEO 3APABOOXPAHEHUS
Poccniickoii ®enepannu

POEJEPAJIBHASA CJIYKBA 110 HAI3OPY
B COEPE 3)IPABOOXPAHEHI/I}I

MHHHCTEPCTHO mcruuuu Poccm'fcxoﬁ OEALPALH

AL cenmsadpt ALLE IAPEMUCTPUPOBAHG. | 524 F

Pernctpaunonnnii @ 3 909
or "2 & W(Q_ﬁ’.

O Komuccuu ®enepaibHoi ciry:6b1 10 HAA30py B cpepe 3ApaBoOOXpaHEHHS 110
Ka4ecTBY HMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX NpenapaTos

B cootBeTcTBHY C ab3alieM BTOPHIM IMyHKTa 8 IIpaBuil BeIAaYH pa3pelieHns Ha
BBOA B TPaXITAHCKUH O0O0OpOT cepUHM WIM TapTHHM HUMMYHOOHOJOTHYECKOrO
JICKapCTBEHHOI'O Mperapara, a TakXke BblJa4ul ¢efepalbHbIMU T'OCYapCTBEHHBIMH
OIO/KETHBIMH YUPEXJIECHUSIMH, YKa3aHHbIMHU B 4acTH 4 ctatbu 52.1 DenepaibHoro
3akoHa «O6 ofpallleHuN JIeKapCTBEHHBIX CPEICTBY», 3aKIHOYEHHS O COOTBETCTBHH
CepUH WIM TapTHHM HMMMYHOOMOJIOTHYECKOro JIeKapCTBEHHOTO IIpermapara
TpeOOBaHMSAM, YCTAaHOBJIEHHBIM IIPH €ro TrOCYNapCTBEHHON perucTpauyud Il
perucTpaliy, YyTBEpXACHHBIX IIocTaHoBiIeHWeM [IpaButenbcrBa Poccuiickoit
Qenepaumu ot 31 mast 2025 1. Ne 815, npuka3piBalo:

1. Cospmate Komuccuio ®epepanbHoil ciy>x0pl 0 Han30opy B cdepe
3[paBOOXPAaHEHUs II0 Ka4eCTBy HMMYHOOHOIIOTHUYECKHMX  JIEKapCTBEHHBIX
IIpenaparToB.

2. Y1Bepauth npunaraeMoe Ilonoxenue o Komuccuu ®enepansHoit ity xObI
IO Haa3opy B cdepe 3ApaBOOXpaHEHHsS II0 Kad4eCTBY HMMMYHOOHOJIOTHYECKHX
NIeKapCTBEHHBIX NIPENapaToB.

3. IlpusHaTh yTpaTUBIIMM CHITy Ipuka3 PenepanbHOU CiryXObI 110 HAA30py B
cdepe 3npaBooxpaneHus o1 29 Hos6ps 2019 r. Ne 8967 «O Komuccun ®enepanbHoit
cIyx0pl 1O  Hag3opy B cdepe  34paBOOXpaHEHHS IO  KavyecTBY
MMMYHOOHMOJIOTHYECKUX  JIEKApCTBEHHBIX  IIpenapatoB»  (3aperucTpupoBaH
MunucrepctBoM roctuuuu  Poccuiickoil ®exmepaumu 5 gekabps 2019 r,
perucTpauoHHbIN Ne 56698).

4. Hacrosmuii npukas aeiicteyer 7o 10 urons 2031 r.

leZ% A.B. CamoiinoBa

PyxoBogutens




YTBepxkaeHO
- npukasoM DenepanbHoi CITyXOBI
10 HaJ30py B cdepe 3apaBOOXPaHEHUS

ot « AL » 6&5/732),;22025 r. N 4AAS

IHonoxenue
o Komuccuu @eaepalibHoii ci1yx0bl 10 Hag30py B cdepe 31paBOOXpaHEHHs MO
Ka4eCTBY HMMYHOOHOJIOTH4eCKHX JIeKAPCTBEHHBIX NIPenapaToB

1. Komuccus DenepansHoii ciyk6bl IO Haa30py B cepe 34paBOOXpaHEHHUS
0 Ka4yeCTBY HMMYHOOHOIOTHYECKHX JIEKapCTBEHHBIX IIpenaparoB (Janee —
KoMmuccusi) co3maHa B LENAX OINpeneieHds o0beMa NpOBOAMMBIX HCIBITAHUH
KayecTBa HMMMYHOOHOJIOIMYECKOTO JIEKAPCTBEHHOIO IIpenapara KOHKPETHOIO
HaWMEHOBAHHS ¥ IPOU3BOAUTEIS (C YUETOM JIEKAPCTBEHHOH (POPMBI B JO3UPOBKH)
Ha COOTBETCTBHE TPeOOBaHUSAM HOPMATHBHON NOKYMEHTAallMd MM HOPMAaTHBHOIO
JIOKyMEHTA 10 Ka4eCTBY B paMKax IpoBeJeHus QelepaabHbIMU FOCY AapCTBEHHBIMU
OIO[KETHEIMH  YUPSKJIECHHUSIMH, HaxXOAAIMMHUCI B BeIcHMM MuHHCTEpCTBa
~ 3apaBooxpanenust Poccuiickoit ®epeparuu u (unu) PesepansHOH CiIyKOBI 110
HAaA30py B cdepe 3ApaBOOXpaHEHUS, AKKPEAUTOBAHHBIMH B COOTBETCTBHH C
3aKOHOJaTeNbcTBOM Poccuiickoii ®enepanyu 00 aKKpeJWTalud B HAIOHAJIBLHOH
CUCTEME  aKKpeOWTallMd, HCINBITAaHWH  KayecTBAa  MMMYHOOMOIOTHYECKHMX
JIEKapCTBEHHBIX MPENapaToB C LENbI0 BBIAYM 3aKIIOYEHUS O COOTBETCTBMU CEPUH
WIM TapTHH MMMYHOOMOJIOTHYECKOTO JEKapCTBEHHOro IIpenaparta TpeOOBaHHsM,
YCTaHOBJIEHHBIM IIPH €T0 FOCy JapCTBEHHOM PErHCTPalliy MIIM PETHCTpaluH (fanee —
o0beM ITPOBOJUMBIX HCIBITaHU I KauyecTBa MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Tpenapara, ¢henepaibHbie YIpexICHU).

2. Komuccus B CBOeH JESITENIBHOCTH PYKOBOJCTBYETCS ITOJIOKECHHAMHU
®enepansHoro 3akona or 12 ampens 2010 r. Ne 61-@3 «O6 ofbpamenun
JeKapCTBEHHBIX  CpeACTB», mnocraHoBiaeHueM IlpasurensctBa  Poccuiickoi
®enepauun ot 31 Mas 2025 r. Ne 815 «O mopsiike BBOAA B IpakAaHCKuii 060pot
JIEKapCTBEHHBIX CPEACTB Uil  MCEIULMHCKOrO INPHMEHEHHs» W HUHBIMH
HOPMAaTHBHBIMHU IIPAaBOBEIMH aKTaMH, a Takxke HacTosuM ITonoxenuem.

3. Cocras Komuccun ytBepxaaercs pykoBoauteneM DenepalbHON CIIyKOBI
10 Haa30py B cepe 3ApaBoOXpaHeHHs B Konu4decTBe He MeHee 10 yemoBexk.

4. B cocraB Komuccum BXomarT mnpenceaarens KoMHCCHM, 3aMECTHTENb
npescenarens Komuccuu, oTBeTcTBeHHBIH cexperaps Komuccuu, wiensl Komuccuu.

5. Ilpencenarens Komuccuu:

OCYINECTBJIAET 00Ilee PyKOBOACTBO AeATeIbHOCTEI0 KoMuccHu 1 opraHusyer
ee paborty;

BeeT 3acenanus Komuccun;



onpezenseT nopsanok paborsl Komuccuu;

B Clly4ae pPaBHOTO pacIpejiesieHus] TOJI0COB o0JiafaeT MpaBoM PpeIIaloIero
rojoca Npy NPUHATHU pelneHus o0 oObeme MPOBOAMMEIX HCHBITAHHHM KadecTBa
HMMYHOOHOJIOTHIECKOT0 JIEKAPCTBEHHOTO Mpenapara;

OAMUCHIBaeT pemenus Komuccum.

6. B orcyrcrtBue mnpencemarens Kommccunm ero (QyHKUUH OCYIIECTBISIET
3aMecTuTeNb Npeacenatens KoMuccun.

7. OTBeTCTBEHHBIN cekpeTapb KoMuccuu:

OCYIIECTBIISET MOArOTOBKY 3acenanuit Komuccuu, BKio4as ohopMIeHHE U
PacchlIKy HEOOXOIUMBIX JOKYMEHTOB, . :

CBOEBpPEMEHHO YyBeaomiisieT wieHoB KoMuccuum o Mecre, nare, BpeMeHH
npoBeaeHus 3acemanusa Komuccuu;

BeZleT U 0OopMIISIET MPOTOKOJ 3acenanusi Komuccuu,

OCYIIECTBIISIET HHBIE ACHCTBHA OPraHU3alMOHHO-TEXHUIECKOTO XapakTepa Io
obecneuennto aearenbHOcTH KoMuccuu B cooTBeTCTBUY C HacTosAIUM [TonoxxeHreM
U nopy4eHusmMu npezacenarens Komuccun.

8. Unensl Komuccuu:

JUYHO IIPUHUMAOT YydactHe B pabore Kommccnm, mepemada cBomx
MOJIHOMOYMI IPYTHM JIHIIAM 3aIpelacTcs;

y4acTBYIOT B INPHHATUH pELIEHWH MO OmIpefesieHHI0 o0beMa MPOBOAUMBIX
MCIBITAaHUH KauecTBa MMMYHOOHOJIOTMYECKOIo JIEKAPCTBEHHOTO Tpemnapara;

BHOCSIT IIPEAJIOKEHHUA 10 BorpocaM pabotsl Komuccuu.

9. HsmeHeHue coctaBa KOMHCCHM - OCYIIECTBISETCS IO PELICHHIO
pyxoBoauteins @enepalibHoO# City 05l 110 HAI30pYy B cdepe 3IpaBOOXPaHEHHS.

10. OcHoBHoit popmoii gesTensHOCTH KOMUCCHH SBISIOTCS 3ace aHHs.

11. 3aceganus Komuccuu npoBoasaTcs o Mepe HeOOXOIUMOCTH.

12.  3acemanms Komuccuun mpoBomaTcs O4YHO WIH B (opmMaTte
BHJIcOKOH(epeHIMH (MPH HATUYUH TEXHHYECKOM BO3MOXHOCTH).

13. IlpunsTHe peleHHs MO ONpeAeCHHIO 00beMa MPOBOAUMBIX MCIIBITAHHM
KagecTBa HMMYHOOHMOJIOIMYECKOTO JIEKapCTBEHHOTO IIperapaTa KOHKPETHOTO
HalMEHOBAHUS U MPOU3BOAMTENS (C yUETOM JIEKAPCTBEHHOH (JOPMBI M JO3UPOBKH)
ocymectBisiercss Komuccuel B COOTBETCTBUHM C IIOPSAOKOM OLIEHKH 0OBbeMa
UCOBITaHUM KadecTBAa HMMYHOOMOJIOTMUECKUX JIEKQpCTBEHHBIX IIpernaparos,
yTBepxaeHHbIM DenepanbHoit cityx00it 110 Haa3opy B cepe 3apaBOOXpaHEHHs, B
COOTBETCTBUH ¢ MyHKTOM § IIpaBun Beia4u paspelneHus Ha BBOJ B IPaXKIaHCKHIA
000pOT cepuH WM NApPTHH UMMYHOOHOJIOTHYECKOTo JIEKAPCTBEHHOT'O Mpernaparta, a
TaK)Xe BIA4YM (peliepalbHBIMH roCyAapCTBEHHBIMU OIOPKETHBIMH YUPEIKICHHIMH,
YKa3aHHBIMM B 4acTd 4 crateu 52.1 ®epmepanbHoro 3akoHa «O6 obpaieHHu
JIEKapCTBEHHBIX CPEACTB», 3aKIIOYEHUS O COOTBETCTBHM CEpUU WM NapTHH
UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOT'O npemnapara TpeGoBaHMsIM,
YCTaHOBJICHHBIM IpPH €ro TroCYJapCTBEHHON DPErMCTpallid WM PErHCTpaluH,
YTBEpXKIEHHBIX IocTaHoBieHueM IlpaButennbctBa Poccuiickoit ®expepanuu oT
31 mas 2025 r. Ne 815.




14. Komuccus umeet npaso:

npuBnekatb, k pabore Komuccuu He3aBHMCHUMBIX DJKCIEPTOB B 00JacTh
IIPOU3BOACTBA M KOHTPOJII KadyecTBa HMMMYHOOHOJIOTHYECKHX JIEKapCTBEHHBIX
[pernaparos;

3aCIIyLLIUBaTh NpeACTaBUTENEH OpraHHu3alyH, OCYILIECTBJIAOIIEH
NPOM3BOICTBO HMMYHOGHOIOTHYECKOr0 JIEKAPCTBEHHOIO IpenapaTa B Poccuiickoii
®denepaunn, WIK OpraHU3aLMH, OCYIUECTBIAIOLIEH BBO3 MMMYHOOHOJOTHYECKOTO
JieKapCTBEHHOTO npenapara B Poccuiickyro @enepanuro;

3ampaliuBaTh M IIONy4YaTh HHPOPMAHMIO, HeoOXomuMmyro s paboThl
Komuccuu, oT (efiepalbHBIX OPraHOB HCIIOJHUTENBHOM BIAcTH, OpraHH3alluii,
OCYIIECTBISIONIMX  IIPOHU3BOJCTBO  HMMYHOOHOJIOTHYECKHX  JIEKApCTBEHHBIX
npenapatoB B Poccuiickoit ®enepanuu, opraHusaldid, OCYIICCTBISIOLIMX BBO3
HMMYHOOMOJIOTHYECKUX JIeKapCTBEHHBIX mpenapaTtoB B Poccuiickyio ®expepariuio,
Opyrux  cyOpekToB  oOpamieHuss HUMMYHOOMOJOTMYECKHX  JIeKapCTBEHHBIX
Mpenaparos.

15. Komuccus mnpuHUMAaeT pPEIIeHUS OTKPBITBIM TOJIOCOBAHHUEM MPOCTHIM
OOJIBLIMHCTBOM I'OJIOCOB. :

B cnydae mnpoBeneHHs 3a0YHOro rojiocoBaHus dineHam Komuccnn miid
NPUHATHS PellleHUi HanpapisitoTcs OIOJIIETEHH ISl TOJIOCOBaHUS.

16. Pemenuss KoMuccuu npaBOMOYHBI, €CIIM Ha 3aCE€JJaHUU IPUCYTCTBYET HE
MeHee MoJI0BHHBI cocTaBa Komuccun.

17. Kaxnprii wieH Komuccuu uMeeT OIHH rojoc.

18. ITlpu npuHsTHM peweHHss 00 omnpeneneHUHd oO0BEMa NPOBOIUMBIX
HUCTIBITAaHWH  KadecTBa HMMMYHOOHOJIOTMYECKOr0 JIEKQpCTBEHHOrO IIperapara
Komuccust yuuThIBaeT NpeAiOKEHUsSI DKCIEPTOB, AKCIEPTHHIX OpraHu3anuit (B
ClIy4ae uX MPUBJICHECHM).

19. Pemrenus Komuccuu mo onpenenneHuio o6beMa MPOBOAUMBIX HCITBITAHUH
KauecTBa MMMYHOOMOJIOTUUECKMX JIEKapCTBEHHBIX MpenapaTtoB O(QOpMISIIOTCA B
OJIHOM 3K3EeMILTSpE, TTOATIMCBHIBAIOTCS BCEMU YjIeHaMH Komuccuu,
IPHUCYTCTBYIOIUMMH Ha 3acefaHWM, M MX KONHH HaIpaBIAIOTCA B (elepaibHBIE
yUYpeXIEeHUs g opraHu3amdd  pabor MO  IPOBEACHHIO  HCIBITAHUHN
MMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX pernapaToB.

20. ®epepanpHas ciryx0a o Hag30py B cdepe 3apaBOOXpaHEHNS pa3MeIIaeT
pemenuss Komuccum Ha cBoeM oQHUIHANIBHOM caiiTe B HHGOPMAIMOHHO-
TEJIEKOMMYHHKALIMOHHOH ceTH «WHTepHeT» ¢ coOmmomeHueM TpeOOBaHMHA
3akoHojaTenbcTBa Poccuiickoit Mepepanuu 0 KOMMEPUECKOM M MHON OXpaHAEMOit
3aKOHOM TalHe.




