MPABUTEJILCTBO POCCUIMCKON ®EJIEPALINU
ITOCTAHOBJIEHUE
ot 15 anpensa 2026 r. Ne 417

MOCKBA

O BHeceHMH M3MeHeHHUI B nocrtanosaenne [lpaBurenscrBa
Poccuiickoii ®eaepanum ot 12 maprta 2022 r. Ne 353

ITIpaButenbcTBO Poccuiickon degepaimi MmO CTAHOBJA A €T ¢

1. YTBepauTh MpuIaraeMble M3MCHCHHS, KOTOpbIE BHOCSITCS
B npwioxeHue Ne20 k mnocra"HoBieHuto IIpaBurensctBa Pocculickoi
®eneparun ot 12 mapra 2022 1. Ne 353 "OO6 0COOCHHOCTSIX pa3pelInTeIbHOM
nestenbHocTh B Poccuiickoit ®Pepeparun" (CobOpaHue 3aKOHOJATENbCTBA
Poccuiickoit ®enepanun, 2022, No 12, ct. 1839; Ne 16, ct1.2668; 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. HacTosimiee TMOCTaHOBJIEHME BCTyHmaeT B CWIYy €O JHA €ro
o(HUIIHAIBHOTO OMYOJIUKOBAHUS.

AOKYMEHT [OAMMCAH
SNEKTPOHHOM MOAMMCHIO

HpeﬂceHaTeﬂB Hp aBI/ITeHI) CTBa 008CB7AAA2097E2DDDEF4AFB489ACSA3BC

AencTBuTeAeH ¢ 26.06.2025 no 19.09.2026
Bhaaenell: NpaBUTeAbCTBO POCCUIACKO

Poccuiickon @enepanuun oerepaum M.Mumryctua




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
oT 15 anpens 2026 r. Ne 417

M3MEHEHMU/I,

KOTOPbI€ BHOCATCS B NNpuJiokeHue Ne 20 K mOCTAHOBJIEHUIO
IIpaBureabcTBa Poccuiickoii @exepanum ot 12 maprta 2022 r. Ne 353

Jonoaauthk myHKTOM 10 clieytoniero coiepxaHus:

"10. YcranoButh, 4TO 0  TpUHATHS  (ellepaJbHOro  3aKOHA,
IpeyCMaTPUBAIOIIETO HCKIIOYEHHE TPEOOBaHUS O IMOJIYYEHUHU Pa3pelieHUs
Ha BBOJ B TpaXJaHCKUH 000POT HMMMYHOOMOJOTHYECKOIO JIEKAPCTBEHHOTO
npernapara sl BETEPUHAPHOIO TNPUMEHEHHS, BIIEPBbIE MPOU3BEIACHHOTO
B Poccuiickon denepanuu:

B OTHOUIEHUU KaXJOW U3 MEPBBIX JIBYX CEpUl MMMYHOOHMOJIOTHYECKOTO
JIEKapCTBEHHOI'0 TMpernapaTta Juisi BETEPUHAPHOIO0 MNPUMEHEHHUS IMOJIy4YeHUe
paspenieHus Ha BBOJ| B TI'PAXKJAHCKHI 0OOpPOT NEPBBIX JIBYX CEpPUN TaKOTO
npernapara He TpeOyeTcss NpH YCIOBUM TMPEJCTABICHUS MPOU3BOIUTEIEM
JIEKapCTBEHHBIX CPEJCTB JJIsi BETEPUHAPHOIO NMPUMEHEHHUS MEPBBIX JABYX CEpUit
Takoro rmpemnapara B (enepanbHbIi OpraH MCHOJHUTEIBLHOM  BIJIACTH,
OCYIIECTBIISIOMUN (PYHKIIMM MO KOHTpOIIO (Haa3opy) B cdepe obpaiieHus
JIEKapCTBEHHBIX CPEJACTB JJIi BETEPUHAPHOrO IMPUMEHEHHUS, YBEIOMIICHHUS O
BBIIIyCKE  MEpBBIX  JIBYyX  Cepuil  Takoro  Impemapara B  CpOK,
HE TMPEeBBIAIOIMNA 5 KaJIeHJApHBIX JHEM €O JHS MOATBEPKICHUS
YIOJHOMOYEHHBIM JIMIIOM YKa3aHHOI'O MPOU3BOJUTENS COOTBETCTBUS TAaKOTO
npernapara TpeOOBaHUAM, YCTAaHOBJIEHHBIM TP €ro ToCyJapCTBEHHOM
perucrpanudd, a B ClIydae MPOU3BOJICTBA  MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'O Ipernapara Jjisi BETEPUHAPHOTO MPUMEHEHUSI HAa TEPPUTOPUU
Poccuiickoii ®@enepani B 1EISX MMIIOPTO3aMELIEHUSI - TaKXKe MPOTOKOJIOB
UCCIIeIOBaHUN  00pa3loB, MPEAYCMOTPEHHBIX IMYHKTOM 4  HACTOSIIETO
JIOKYMEHTa;

nocjie BBOJIa B TPAXIAHCKUA 000pPOT TMEpPBBIX JBYX cepuid
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOI'0 MpernapaTta Juisi BETEPUHAPHOTO



NPUMEHEHUS TOJTyUYeHHE TIEPBOTO Pa3pelIeHus Ha BBOJ B TPAXKIAHCKUN 000pOT
MOCIEAYIONUX CEpPHUil TaKOro TMpermapaTta CpOKOM Ha 3 roma He Tpedyercs
IIPU YCJIOBUM MNPEJCTABICHUS NPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPEICTB JUIS
BETEPUHAPHOTO MPUMEHEHUS TPEThEe Cepru TAKOro mpemnapara B ¢peaepaabHbINd
OpraH HUCIOJHUTEIbHON BJIACTH, OCYIIECTBIISIONIMN (DYHKIMH MO KOHTPOIIIO
(mam3opy) B cdepe oOparieHuss JEKapCTBEHHBIX CPEICTB JJISI BETEPUHAPHOTO
MPUMEHEHUs, YBEAOMIICHUA O BBIIMYCKE TPETbEW CEpUU TaKOro Iperapara B
CPOK, HE MPEBBIAOIMNA 5 KaJleHAapHBIX [THEW CO JOHS IOATBEPKIACHHUS
YIOJHOMOYEHHBIM JIMIOM YKa3aHHOTO MPOU3BOJUTENS COOTBETCTBUS TAaKOTO
npemapata TpeOOBaHHUSM, YCTAaHOBJICHHBIM TIPH €ro TOCYJapCTBEHHOU
peructpamun.".




