O BHeCeHMn U3MeHeHUMN B NnocTaHoBJseHue MNMpaBuTenbCTBA
Poccunckon depepauunm ot 12 maprta 2022 r. Ne 353

MocTtaHoBneHue - Ne 417 - o1 15.04.2026 - MpaBuTenbcTBO Poccuiickon Genepauun - LencTByeT 6€3 namMeHeHUn

MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 15 AMNPENA 2026 . Ne 417
MOCKBA

O BHECEHUWN M3MEHEHUIN B MOCTaHoBAeHMe MNpaBnTenbCTBa Poccninckon degepaumm ot 12 mapta 2022 r. Ne
353

MpaBnTenbcTBO Poccuinckon deaepau NOCTaHOBASET:

1. YTBEpAUTbL NpuiaraeMble U3MEHEHNs, KOTOpPble BHOCATCA B NpunioxeHue Ne 20 K NOCTAHOBJIEHUIO
MpaBuTenbcTBa Poccuiickon Pepgepaunm oT 12 mapta 2022 r. Ne 353 "O6 0C06E€HHOCTAX pa3peLlnTensHon
neatenbHocTu B Poccuiickonn Pepepaunn” (CobpaHne 3akoHomaTenscTBa Poccuinckon ®epepaumm, 2022, Ne
12, ¢cT.1839; Ne 16, CT. 2668; Ne 26, cT. 4498; Ne 41, cT. 7092; 2023, Ne 5, cT. 801; Ne 42, cT. 7504; 2024, Ne
1, cT. 165; Ne 53, cT. 8744; 2026, Ne 1, cT. 76).

2. HacTosuiee nocTaHOB/IEHNE BCTYMNAET B CUJTy CO AHS ero ouLnasbHOro onybamkoBaHms.

Mpencepatens lNpaBuTenbCcTBa
Poccuinickon ®epepaummn M.MuwycTnH

YTBEP)XZEHbI

nocTaHoBneHneM lMNpaBUTeNbLCTBA
Poccunckon ®epepaunn

oT 15 anpens 2026 r. Ne 417

N3MEHEHWA,
KOTOpble BHOCATCA B npuaoxxeHne Ne 20 K nocTaHoBsieHuto MpaButenscTBa Poccunckon Gepepaunn ot 12
mapTa 2022 r. Ne 353

JononHnTb NyHKTOM 10 cnegyiowero CoaepXaHns:

"10. YCTaHOBUTb, 4TO A0 NPUHATUA hbeliepalibHOro 3aKoHa, NpeaycMaTpmBaloLLEero NCKYeHne
TpeboBaHWA 0 MONYYEHNN pa3peLLEHS Ha BBOA B rpaKAaHCKMin 060poT MMMYHO6MOI0rM4eckoro
JIeKapCTBEHHOrO npenapaTa A5 BeTePMHAPHOro NpMMeEHEeHNs, BNEepBble Npon3BeaeHHOro B Poccumnckon
depepaumu:

B OTHOLLEHUN KaXX4O0N U3 NepBbIX ABYX CEPMIA UMMYHOBMONOrMYECKOro NeKapCTBEHHOMO NpenapaTa Aas
BETEPUHAPHOr0 MPUMEHEHNSA NONYYEHUE Pa3pPeLLEHNs Ha BBOA B FPaXXAaHCKNA 060poT nepBbIX ABYX CEpUi
TaKoro npenapata He TpebyeTcs npu yC0BMM NpeacTaB/IeHNs MPON3BOAUTENEM JIEKAPCTBEHHbIX CPeACTB
L4719 BETePMHapHOro NPUMEHEHNS NEPBbIX ABYX CEPUI Takoro npenapaTa B hefepanbHbI OpraH
NCMNOJIHNTESIbHON BIACTW, OCYLLECTBAAOWMA DYHKLMKN MO KOHTPOJIIO (Haa3opy) B cchepe obpalieHus
JIEKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOI0 MPMMEHEHNS, YBELOMEHNS O BbiMYCKE NepBbIX ABYX CEPUN
TaKoro npernapaTa B CPOK, He NpPeBbILLAOWNA 5 KaneHAapHbIX AHEN CO AHA MOATBEPXAEHUSA
YNOJIHOMOYEHHbIM INLLOM YKa3aHHOI0 NPon3BOANTENS COOTBETCTBUSA TAaKOro npenapata TpeboBaHmAM,
YCTAHOBJ/IEHHbIM MPKW €ro rocyfapCTBEHHON perncTpaumm, a B Ciyvyae npom3BoACTBa
MMMYHOBMONOrMYeCKoro IeKapCTBEHHOr0 NpenapaTta AN1s BETEPUHAPHOI0 NPUMEHEHMNS Ha TeppUTOpPUA
Poccuinckon ®egepalmm B LLeSX MMNOPTO3aMeELLEHNS - TaKXXe NPOTOKOJIOB NCCeA0BaHN 06pa3LoB,
npenycMOTPeHHbIX MYHKTOM 4 HaCTOALLEro JOKYMEHTa;
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nocsie BBOAA B rpakAaHCKuii 060poT NepBbiX ABYX CEPUA MMMYHOBNOMIOrNYECKOro NeKapCTBEHHOI0
npenapaTta 4S9 BETEPUHAPHOr0 NPUMEHEHMNS MOJyYeHNEe NepPBOro pa3peLleHns Ha BBO B FPaXkAaHCKUN
060poT Nocneayowmnx Cepuin Takoro npenapaTa CPOKOM Ha 3 roga He TpebyeTcsa npu ycnosum
npeacTaBAeHNs NPOU3BOANTENIEM NEKAPCTBEHHbIX CPEACTB A1 BETEPUHAPHOI0 NPUMEHEHMNA TpeTbei
cepumn Takoro npenapata B pefiepanbHbl OpraH CNOSHUTENbHON BNACTW, OCYLLECTBAAOLWNNA (PYHKLAN NO
KOHTpOJIto (Haa3opy) B cdhepe obpalleHuns 1eKapCTBEHHbIX CPeLCTB A1 BEeTEPUHAPHOMO MPUMEHeHN s,
yBeOMJIEHUS O BbiNyCKe TPeThbeN Ceprm Takoro npenapata B CPOK, HE MPEBbILIAWMA 5 KaneHAapHbIX
LHEN CO AHS NOATBEPXXAEHNS YNOJHOMOYEHHbBIM JIMLOM YKa3aHHOr0 MPOM3BOAMTENA COOTBETCTBUS TaKOro
npenapaTta TpeboBaHWAM, YCTaHOBJIEHHbLIM MPW €ro rocyAapCTBEHHON perncTpaunn.”.
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