O BHeCeHMn U3MEeHEeHUH B NepeyeHb CMUPTOCOoAepXKaLLuX
MeAULUUHCKUX U3aesiui, Ha AeATeNIbHOCTb NO NPOU3BOACTBY,
M3roToBJIeHUIO U (M) 0OOPOTY KOTOPLIX HE PACNPOCTPAHAETCA
neucteme depepanbHoro 3akoHa "O rocypapcTBeHHOM
peryampoBaHMu Npou3BOACTBAa U 00OpPOTa 3TUNIOBOro CNUPTA,
ANIKOroJIbHOM M cNUMpTOCOoAEepXXallen NpoaykKuum u od
OrpaHMyYeHuu noTpedbneHusa (pacnnuTua) anKoronbHOM
npoAyKuuu", yTBep>XaeHHbln pacnops>xeHmem NpaButenncTea
Poccunckon Pepepauum ot 15 centabpsa 2020 r. Ne 2355-p

PacrnopsikeHue - Ne 257-p - o1 07.02.2025 - MNpasuTenscTBo Poccuinckon ®epepaumm - lencteyeTt 6e3 n3mMeHeHWI

NMPABUTENIbCTBO POCCUNCKOW ®ELEPALLAN
PACMOPSAXXEHWE
OT 7 ®EBPANS 2025 I. Ne 257-P
MOCKBA

1. YTBepAnTb NpunaraemMble N3MEHEHNS, KOTOPbIE BHOCATCS B NepeYeHb CNNPTOCOAEPKaLlUX MeANLNMHCKNX
n3penunin, Ha 0esTeNbHOCTb Mo NPOU3BOACTBY, U3rOTOBAEHUIO U (MnK) 06OPOTY KOTOPLIX He
pacnpocTpaHseTcs gencreme ®egepanbHoro 3akoHa "O rocygapCTBEHHOM PeryanpoBaHMm Npon3BoaCTBa
1 06opoTa 3TUI0BOIr0 CNUPTA, aJIKOr0SIbHOW 1 CNUPTOCOAEP KaLLen NpoayKLum 1 06 orpaHn4eHnn
notpebneHns (pacnuTna) ankorosibHON NPOAYKUMKN", YTBEPXXAEHHbIA pacnopsi>keHnem MNpaBuTenbCTBa
Poccuinckon ®epepaumm ot 15 ceHTs6ps 2020 r. Ne 2355-p (CobpaHune 3akoHoaaTenbCTBa Poccminckon
®epepaumm, 2020, Ne 39, cT. 6094; 2023, Ne 5, ¢T. 872; Ne 52, cT. 9680).

2. MpusHaTb yTPaTMBLUNMMN CUNTY:

NYHKT 2 U3MEHEHWIN, KOTOPble BHOCATCS B NepeyveHb CIUPTOCOAEPKALUUX MeAULMHCKUX U3LeNNiA, Ha
AEATENbHOCTb MO NPOM3BOACTBY, N3rOTOBAEHMIO 1 (UK) 060POTY KOTOPLIX HE PACNpPOCTPaHAETCS AEACTBUE
®epepanbHOro 3akoHa "O rocyfapCTBEHHOM peryavMpoBaHMmM Npon3BoACTBa U 060poTa 3TUIOBOro CAMPTA,
aJIKOrONIbHON U CNUpTOCoep Kallel NpoayKLUmMm 1 06 orpaHnyeHnmn noTpebneHns (pacnuTns) ankorosibHOM
npoayKuun", yTeep>XXAeHHblX pacnops»xeHneM MNMpasuTtenscTsa Poccuinckon ®enepauun ot 24 aHeaps 2023
r.Ne 111-p (CobpaHue 3akoHofaTenbCcTBa Poccuinckon ®epepaumu, 2023, Ne 5, cT. 872), B 4acTw,
Kacalollencs NnyHKToB 164 n 165 yKa3aHHOro nepeyHs;

NYHKT 2 U3MEHEHWIN, KOTOPbIe BHOCATCS B NepeyveHb CIUPTOCOAEPKALUUX MeAULUMHCKUX U3LeNNA, Ha
AESATENbHOCTb MO NPOU3BOACTBY, N3rOTOBAEHMIO 1 (UK) 060POTY KOTOPbIX HE PACNPOCTPaHAETCS AEACTBUE
®epepanbHOro 3akoHa "O rocyaapCTBEHHOM peryaMpoBaHMmM Npon3BoACTBa U 060poTa 3TUIOBOro CAMPTA,
aJIKOrONIbHOWM U CNupTOCoAep Kallen npoaykumm n 06 orpaHnyeHumn noTpebneHns (pacnuTmsa) ankorosibHOM
NpoayKuUn", yTBEPXXAEHHbIX pacnopskeHnem MpasuTtenbscTBa Poccminckon deaepauum ot 15 nekabpsa
2023 r. Ne 3663-p (CobpaHue 3akoHomaTenbcTBa Poccminckon ®epepaumm, 2023, Ne 52, ¢1. 9680), B HacTw,
Kacatollencs nyHKToB 241 - 248, 251 - 256, 335 - 342, 351 - 358, 427 n 453 - 458 yKa3aHHOro nepeyHs.

Mpencenatens MpaBuTesbLCTBA
Poccuiickon ®egepaummn M.MuwycTnH

YTBEP)XXEHbI

pacnops>xeHueM lNpaBnTenbCTBa
Poccuinckon ®epepauun

oT 7 cpeBpansa 2025 r. Ne 257-p
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W3MEHEHUA,

KOTOpPbIE BHOCATCS B MEepeYeHb CNMPTOCOAEPXKALLMX MEANLNHCKUX U3LENNA, HA AeATeNbHOCTb Mo
NPOM3BOLCTBY, N3roTOBAEHNIO 1 (1K) 06OPOTY KOTOPbLIX HE PacCApPOCTPaHAETCA aencTene ®PegepanbHOro
3aKoHa "O rocyfapCTBEHHOM pPeryaMpoBaHMmM NPon3BoACTBa M 060pOTa 3TUIOBOMO CAMPTA, aJKOrOIbHON U
cnumpTocodep Kalien npoaykumum n 06 orpaHnyeHnmn notpebneHns (pacnuTns) aakoroabHoOW NpogykKunm"

1. MyHKTbI 164, 165, 241 - 248, 251 - 256, 335 - 342, 351 - 358, 427 1 453 - 458 UCKNIOYUTD.
2. lononHUTb NyHKTammn 554 - 566 cnegyowero cogep>xaHus:

"554.P3H 2016/4228

oT 17 okTs6ps 2022 r.Habop peareHTOB 419 AMarHOCTUKM

in vitro AMnanCeHc® HBV-Resist-Seq

no TY 9398-222-01897593-2014,

BAPWaHT UCMOSHEHUS DopMa KOMIIeKTaumm 2

555.P3H 2020/12985

0T 22 nekabpsa 2020 r.koOMMNIeKT peareHToB Anas skcTpakuun PHK/OHK
13 bnonormyeckoro matepumana "AmnanTect

PUBO-npen” no TY 21.20.23-004-01897400-2020, BapuaHT UCnosHeHuna |

556.P3H 2020/12985

0T 22 pekabpsa 2020 r.KkOMMNAeKT peareHToB A4 akcTpakuun PHK/OHK
13 bruonormyeckoro matepumana "AmnanTecT

PNBO-npen” no TY 21.20.23-004-01897400-2020, BapuaHT nucnoaHeHus Il

557.P3H 2021/14026

oT 20 nekabpsa 2022 r.Habop peareHTOB A4J15 BbISBJIEHUS U KOJIMYECTBEHHOro onpeaeneHns PHK SARS-
CoV-2 meTonoM

OT-NUP AMnanCeHc® COVID-19-FL

no TY 21.20.23-409-01897593-2020,

BapuaHT NCNONHEHNS hopMa KoMnaeKkTaumm 1

558.P3H 2022/19200

oT 21 nekabpsa 2022 r.KOMMNIEKT peareHToB Anas skcTpakuun PHK/OHK
13 brnonormyeckoro matepmana "AMnanTect®

MarHo-Cop6-Komb0"

559.P3H 2023/20159

oT 3 Mas 2023 r.peareHT 44 puKcaLum LMTON0rn4eCcKmnx
npenapaTos "MT-®UKCATOP-CMPEN"

no TY 21.20.23-006-23475651-2022

560.0CP 2007/00578

oT 9 anpens 2019 r.Habop peareHToB Ans BuisBAeHna PHK Bupyca renatuta A (HAV) B KIMHUYECKOM
MaTepuane

1 06bEKTaX OKPY>KAIOLLEN Ccpefbl METOAOM MOAMMEpPa3HoN uenHon peakuun (MLP)

C 3NeKTPohopeTMYECKON AeTeKumen NpoayKTOB aMnandukaumm B araposHom rene "AmnanCeHc® HAV-
EPh" no TY 9398-039-01897593-2009,

BapuaHT NCnonHeHns opma 3

561.0CP 2007/00578
oT 9 anpens 2019 r.Habop peareHToB Ans BbisBneHUs PHK Bupyca renatuta A (HAV) B KNIMHNYECKOM
MaTepuane
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1 0bbeKTax OKpy>KatoLLen cpeabl METOAOM NOAMMEPa3HoW LienHon peakuun (MLP)

C 3JIeKTPOhOpeTUYECKON feTeKLMen NPOAYKTOB aMnangkaumm B araposHom rese "AmMnanCeHc® HAV-
EPh" no TY 9398-039-01897593-2009,

BapuaHT ncnonHeHuns popma 4

562.0CP 2008/03147

oT 24 mas 2024 r.KOMNJeKT peareHToB N4 BblgeneHns PHK/OHK
N3 KNMHUYeCKoro Mmatepuana "PUBO-npen”,

BapuaHT NCNONHEHNS hopMa KoMnaekTaumm 1

563.0CP 2008/03147

oT 24 Mad 2024 r.KOMNAEKT peareHToB Aa sbigeneHuns PHK/OHK
N3 KJMHU4YecKoro Mmatepuana "PUBO-npen”,

BapuaHT NCNONHEeHNs opMa KoMNaeKTaumm 2

564.0CP 2009/06189

oT 17 mada 2023 r.Habop peareHToB A4 BbiiBAeHUs annenn 5701

JIOKyca B rniaBHOro KoMrsekca rucTocoBMecTumocTu Yenoseka (HLA B*5701) B KIMHNYeCKOM MaTepuane
MeTOoAOM MoanMepasHom LenHon peakumm (MLP)

C rmbpnan3auoHHO-OIYOPECLEHTHON AeTEKLNEN

B pexume "peanbHoro spemeHn" "AMnanCeHc® MeHockpuH HLA B*5701-FL"

no TY 9398-099-01897593-2009,

BapuaHT NCMNONHeHNs popMa KoMmnnekTaumm 1

565.0CP 2010/07829

0T 9 Hosbpsa 2022 r.Habop peareHToB ans BbisBneHnsa OHK Gardnerella vaginalis B KnnHM4Yeckom
MaTepuane MeToLOM NoauMepasHon LenHon peakuun (MLP)

¢ rnbpuansaunoHHo-dayopecueHTHon getekumen "AmnanCeHc® Gardnerella vaginalis-FL"

no TY 9398-104-01897593-2010,

BapuaHT ncrnonHeHuns FEP chopma KoMmniekTaunu 6

566.0CP 2012/13619

oT 27 mapTa 2019 r.Habop peareHToB AN BbigBaeHns JHK

Varicella-Zoster virus (VZV) B KNIMHMYECKOM MaTeprane METOAOM NoJiMMepasHon uenHom peakuun (MLP) ¢
rnbpuansaumnoHHo-ayopecueHTHon aetekumen "AmnanCeHc® VZV-FL"

no TY 9398-183-01897593-2011,

BapuaHT ncnonHeHns opmat FRT

opma KomnekTauum 1",
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