IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

PACIIOPAXEHUE
ot 7 despamns 2025 r. Ne 257-p

MOCKBA

1. YTBepauThs npusiaraeéMble U3MEHEHHUS, KOTOPbIE BHOCSITCA B IEPEUYCHb
CIIUPTOCOIEPIKAIUX MEJIUIIMHCKUX 15631 (15078 Ha JESATEIbHOCTD
o IIPOU3BOJCTBY, M3TOTOBJIEHUIO U (1n) obopoTy KOTOPBIX
He pacnpoctpansercs neiictBue denepanbHoro 3akoHa "O rocyJapCTBEHHOM
PETYJIUPOBAHUH TPOU3BOACTBA M 00OpPOTA ITUIOBOTO CIHPTA, ATKOTOJBHOMN
U CIIUPTOCOJIEPKAIIEH MPOAYKIIMN U 00 OTpaHUYCHUH MOTPeOIeHUs (pacuTus)
aJIKOTOJIHOW MPOIYKIMH'", YTBEPKICHHBIM pacnopsukeHueM IlpaButenbcTBa
Poccuiickori ®enepammun ot 15 centsaOpss 2020 r. Ne 2355-p (CoOpanue
3akoHojarenbcTBa  Poccuiickoir  @enepamuu, 2020, Ne39, cr1. 6094;
2023, Ne 5, ct. 872; Ne 52, ct. 9680).

2. Ilpu3Hath yTpAaTUBIIUMU CUTTY:

MYHKT 2 U3MEHEHUH, KOTOPbIE BHOCSTCA B IEPEUEHb CUPTOCOACPHKALITUX
MEIUIMHCKUX W3JIeTIUi, Ha JEATEIbHOCTh IO MPOU3BOJCTBY, U3TOTOBICHUIO
u (1) o0OpOTYy KOTOPHIX HE pacmpocTpaHsercs aeictBue dDenepaabHOTO
3akoHa "O TOCyIapCTBEHHOM pEryJMpOBaHUU TPOU3BOJCTBA U 000pOTa
STUJIOBOTO  CHUPTA, AJIKOTOJIBHOM MW CHUPTOCOAEpXkALIEW MPOAYKIUU
u 00 orpaHuueHUH TOTpeOJIeHUsT (pacluTHs) alKOTOJbHOW MPOyKIHUH",
YTBEPKACHHBIX pacnopsokeHuem IlpasurensctBa Poccuiickot @Penepanuun
or 24 suBaps 2023 r. Ne 111-p (Cobpanue 3akoHOmaTenbcTBa Poccuiickoit
Oenepanuu, 2023, Ne 5, cT. 872), B yacTu, Kacaromieiica nyHKToB 164 u 165
YKa3aHHOTO MEPEYHS;

MYHKT 2 U3MEHEHUH, KOTOPbIE BHOCSTCA B IEPEUEHb CUPTOCOACPHKALITUX
MEIUIMHCKUX W3JIeTIUi, Ha JEATEIbHOCTh IO MPOU3BOJCTBY, U3TOTOBICHUIO
u (1) o0OpOTYy KOTOPHIX HE pacmpocTpaHsercs aeictBue dDenepaabHOTO
3akoHa "O TOCyIapCTBEHHOM pEryJMpOBaHUU TPOU3BOJCTBA U 000pOTa



OTUJIOBOTO  CHMPTA, AJKOTOJBHOW M  CIHHUPTOCOAEPKAIIEH  NPOAYKIUHU
u 00 orpaHHyeHUH MOTpeOreHUs (paclUTHs) AaJKOrOJbHOM NPOIYyKUHUH'",
YTBEpKIEHHBIX pacnopsokeHueM [IpaButenscTtBa Poccuiickoin ®denepanumn
or 15 mekabps  2023r1. Ne3663-p (CoOpaHme  3aKOHOMATEIHCTBA
Poccuiickoit ®enepaunu, 2023, Ne 52, cr. 9680), B uacTu, Kacaromieucs
nyHKTOB 241 - 248, 251-256, 335-342, 351-358, 427 wu 453 -458

YKa3aHHOT O IICPCUHA.
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YTBEPXJIEHbBI

pacniopsbkenueM [IpaButenbcTBa
Poccniickon @enepannn
ot 7 dpespas 2025 r. Ne 257-p

N3MEHEHMUA,

KOTOPbIe BHOCSTCS B NlepeYeHb CIUPTOCOAEPKAIUX MeIMIMHCKUX
U3/1eJIUil, HA 1eSiITeJIbHOCTD 110 POU3BOACTBY, H3r0TOBJICHUIO
U (M1M) 000pPOTY KOTOPBIX HE pacnpocTpaHsercH aeiicteue PexepaaibHOro
3ak0Ha ""O rocyiapcTBeHHOM peryJMpoBaHUHU MPOU3BOACTBA U 000poTa
3TUJIOBOTO CIIUPTA, AJIKOT0JIbHON U CIMPTOCOAEPKALIEH MPOAYKIMH
1 00 OrpaHMYeHNH NOTPedIeHUus (PACTUTHS) AJIKOT0JIbHON NpoayKuun'

1. [Tynkter 164, 165, 241 -248, 251-256, 335-342, 351 -358,
427 u 453 - 458 UCKIIIOYNTE.
2. JlonoJHUTH MyHKTaMu 554 - 566 cieayrolero CoaepKaHus:

"554. P3H 2016/4228 Ha0Op peareHToB JJIsi AUATHOCTUKH
ot 17 oxTs16pst 2022 1. in vitro AMmmuCenc® HBV-Resist-Seq

o TV 9398-222-01897593-2014,
BapHaHT UCMIOJHEHUS (opMa KOMIUIEKTAllUU 2

555. P3H 2020/12985 KOMIUIEKT peareHToB aiis skctpakiuu PHK/JTHK
ot 22 nexabps 2020 r. u3 6uonornyeckoro marepuaia "AmminTect
PUBO-npen" no TY 21.20.23-004-01897400-2020,
BapUaHT UCIIOTHEHHUS |

556. P3H 2020/12985 KOMIUIEKT pearenToB s skctpakiuu PHK/JTHK
ot 22 nexabps 2020 r. n3 Ouonorndyeckoro Marepuana "AmminTect
PUBO-npen" mo TY 21.20.23-004-01897400-2020,

BapHUaHT ucnonHeHus 1

557. P3H 2021/14026 HabOp peareHToB JJis BBISIBJICHHS U KOJIMUECTBEHHOTO
ot 20 nexabps 2022 r. onpexnenenus PHK SARS-CoV-2 metonom
OT-ITP AmMmmuCenc® COVID-19-FL
no TY 21.20.23-409-01897593-2020,

BapHaHT UCIOJHEHUS popMa KOMIUIEKTauuu 1
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560.
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565.

P3H 2022/19200

ot 21 nexabps 2022 r.

P3H 2023/20159
oT 3 max 2023 r.

OCP 2007/00578
ot 9 anpens 2019 r.

@®CP 2007/00578
otT 9 anpens 2019 r.

dCP 2008/03147
ot 24 mag 2024 r.

DCP 2008/03147
ot 24 mag 2024 r.

DCP 2009/06189
or 17 mag 2023 1.

®CP 2010/07829
ot 9 HosiOpst 2022 T.

2

KOMIUIEKT peareHToB s skctpakiuu PHK/JTHK
u3 6uonornyeckoro marepuaia "AmminTect®
Marno-Cop6-Kom60"

peareHT st YUKCALMH UTONOTHICCKUX
npenapatos "MIJIT-OUKCATOP-CITPEN"
no TY 21.20.23-006-23475651-2022

Habop pearentoB A BeisiBienus PHK Bupyca
renatuta A (HAV) B kmuHMYeCKOM MaTepuasie

1 00BEKTaX OKPY’KaIOLIEH cpeabl METOIOM
nojaumepasHoi nenHou peakuuu (I1LP)

C IEKTPODOPETHIECKOM TeTEKITUEH TPOTyKTOB
amruuKanuy B arapo3Hom reine "AmminCenc®
HAV-EPh" o TV 9398-039-01897593-2009,
BapHUaHT UCTIOJHEeHUs ¢popma 3

Habop pearentoB A Beisiienus PHK Bupyca
renatuta A (HAV) B kmuHHYeCKOM MaTepuasie

1 00BEKTaX OKPYKAIOIIEH CPEIbl METOIOM
nojaumepasHoi nenHo peaxkuuu (I1L[P)

C IEKTPODOPETUIECKOM NETEKITMEH TPOTYKTOB
amruuKauy B arapo3Hom resne "AmminCenc®
HAV-EPh" o TV 9398-039-01897593-2009,
BapHUaHT UCIIOJHEHUs (popma 4

KOMIDICKT peareHToB i Beyienenus PHK/JJHK
u3 KmHu4eckoro Marepuana "PUBO-npen”,
BapHaHT UCTIOTHEHUs (hopMa KOMIUTIEKTAIUH 1

KOMIUIEKT peareHToB ais Beiaenenuss PHK//IHK
u3 KInHu4deckoro marepuana "PUBO-npemn",
BapHUaHT UCIIOJHEHUS (hopMa KOMIUIEKTALUH 2

HaboOp peareHToB AJis BblsBieHUs auienu 5701
J0Kyca B ri1aBHOTO KOMILIEKCAa THCTOCOBMECTUMOCTH
yenoBeka (HLA B*5701) B kmuHnueckoM MaTepuaie
METOJIOM TMoMMepa3Hoil nennoi peakuuu (I1LIP)

¢ THOPUAN3aIMOHHO-(ITYOPECIICHTHOM JIeTeKITneH

B pexxuMe "peanbHOro BpeMeHH" "AMInCeHc®
I'enockpun HLA B*5701-FL"

no TV 9398-099-01897593-2009,

BapHUaHT UCTIOTHEHUs (hopMa KOMIUIEKTAIUH 1

Habop pearenToB /s BeigBiaeHus JJHK Gardnerella
vaginalis B KIMHUYECKOM MaTepHalie METO0M
noauMepasHoi nienHoi peakuuu (I1L[P)

¢ THOPUIN3aIIMOHHO-(ITYOPECIICHTHOM JIeTeKITnen
"AmmnuCenc® Gardnerella vaginalis-FL"

no TV 9398-104-01897593-2010,

BapuaHT ucnonuenus: FEP ¢popma xommiekrammu 6



566.

OCP 2012/13619
ot 27 mapta 2019 r.

Habop peareHToB 1 BeisiBieHus [JHK
Varicella-Zoster virus (VZV) B KIMHHYECKOM
MaTepuaie METOA0M MOJIMMEPA3HON LIEMHON peaKuu
(ITIP) ¢ rubpuau3anioHHO-IIyOopecieHTHON
nerexipen "AMmmnCenc® VZV-FL"

no TV 9398-183-01897593-2011,

BapHaHT ucrnonHenus popmat FRT

dopma xomnexranuu 1",




