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

PacnopskeHune - Ne 194-p - oT 06.02.2026 - MpasutenscTBo Poccuinckon ®enepauunn - encteyeT 6e3 n3meHeHUn

NMPABUTENIbCTBO POCCUNCKOW ®ELEPALLAN
PACMOPSAXXEHWE
OT 6 ®EBPASA 2026 I'. Ne 194-P
MOCKBA

1. YTBEpANTL NpunaraeMble N3MEHEHMNS, KOTOPbIE BHOCATCS B NepeyYeHb CINPTOCOAEPKALLNX MeANLNHCKNX
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
®epnepaumm, 2020, Ne 39, cT. 6094; Ne 52, cT. 8908; 2023, Ne 5, cT. 872; Ne 52, cT. 9680).

2. Mpn3HaTb yTpaTMBLUUMU CUNY:

M3MEHeHUs, KOTOPble BHOCATCA B MepeyeHb CNUPTOCOAEPKALLMX MEAULNHCKUX U3LENUIA, Ha AeATeIbHOCTb
Mo NPoOn3BOACTBY, M3rOTOBJIEHNIO U (MN11) 060POTY KOTOPLIX HE PACMpPOCTPaHAETCS OeACTBME
®epepanbHOro 3akoHa "O rocyfapCTBEHHOM peryavMpoBaHMmM Npon3BoACTBa U 060poTa 3TUIOBOro CAMPTA,
aJIKOrONIbHON U CNUpTOCoep Kallel NpoayKLUmMm 1 06 orpaHnyeHnmn noTpebneHns (pacnuTns) ankorosibHOM
npoaykuun", yTBep>X AeHHbIE pacnops>xeHuneM lMNpaBuTenscTBa Poccuniickon ®epepaumm ot 16 aekabps
2020 r. Ne 3362-p (CobpaHue 3akoHogaTenbcTBa Poccminckon ®epepaumm, 2020, Ne 52, ¢T. 8908), B HacTw,
KacCaloLlencs NyHKTOB 76 1 77 yKa3aHHOIro 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", yTeBep>XXAeHHblX pacnops»xeHneM MNMpasutensctsa Poccuinckon ®enepauunn ot 24 aHeaps 2023
r.Ne 111-p (CobpaHue 3akoHofLaTenbCcTBa Poccuinckon ®epepaumu, 2023, Ne 5, cT. 872), B 4acTw,
Kacalollencs NyHKToB 162 1 163 yKa3aHHOIro nepeyHs;

MYHKT 2 U3MEHEHWI, KOTOPbIE BHOCATCS B NEpeYeHb CIMPTOCOAEPKALUUX MEAULIUHCKUX U3LEeNNA, Ha
AEeSATEeNbHOCTb MO NPOM3BOACTBY, N3rOTOBAEHWIO 1 (UK) 060POTY KOTOPbIX HE PACNPOCTPaHAETCS AEACTBUE
®epepanbHOro 3akoHa "O rocyaapCTBEHHOM peryaMpoBaHMmM Npon3BoACTBa U 060poTa 3TUIOBOro CAMPTA,
aJIKOrONIbHOM U CNupTOoCodep Kallen npoaykumm n 06 orpaHnyeHnmn noTpebneHns (pacnuTrsa) ankorosibHOM
npoaykuumn", yTBep>XAeHHbIX pacnopsxeHnem MpasuTtenbCTBa Poccuinckon ®enepauum ot 15 nekabps
2023 r. Ne 3663-p (CobpaHue 3akoHomaTenbcTBa Poccminckon ®epepaumm, 2023, Ne 52, ¢T. 9680), B HacTw,
Kacatowencs nyHkToB 230 - 232 1 391 - 395 yka3aHHOro nepeyHs.
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Mpencenatens MpaBuTtenscTea
Poccuinckon ®epepaummn M.MuwycTnH

YTBEPXXZEHbI

pacrnops>xeHuem lNpaBuTenbCTBa
Poccuinckon ®epepauun

oT 6 tpeBpasnia 2026 r. Ne 194-p

N3MEHEHWA,

KOTOPbIE BHOCATCA B NepeyeHb CNUPTOCOAEPKALLUNX MEANLIMHCKUX U30eNnin, Ha [esATeNbHOCTb Mo
MPOV3BOACTBY, U3rOTOBJEHNIO 1 (11M) 0OOPOTY KOTOPLIX HE PacnpoCcTpaHseTca aencTene deagepasibHOro
3aKoHa "O rocyjapCTBEHHOM PEryJsiMpoBaHNM NPOM3BOACTBA 1 060pOTa 3TUIOBOrO CAMPTA, aJIKOr0JIbHON 1
CNUPTOCOAEPXKALLEN MPOAYKLUUN U 06 OrpaHMyeHn noTpebneHus (pacnuTus) aikoroabHON NpoayKuum"

1. NyHkTHI 10, 76, 77, 162, 163, 230 - 232, 391 - 395 ucCkNI04nTH.

2. [lononHuTb NyHKTammn 567 - 608 cnepytowero cogep>xaHns:"567.P3H 2013/1335

oT 3 peBpans 2020 r.peareHTbl 419 NOATOTOBKUN 1 OKpaLUMBaHWA MUKPOMNPenapaToB Npu NpoBeaeHnn
LMTONOrMYECKUX NCCe[0BaHNIA, BApUAHT UCMONHeHNA 2. XXNAKOCTb

AN NPOMbIBaHUS - NNACTUKOBasA KaHucTpa 1,7 .

568.P3H 2013/1335

oT 3 ¢eBpans 2020 r.peareHTbl 415 NOATOTOBKM M OKpaLUMBaHUSA MUKponpenapaToB Npu nposeieHnm
LUTONIOMMYECKUX NCCNEeA0BaHUIA, BapUaHT ncnonHeHnsa 3. KoHcepsupyoLwas Xuakoctb BD SurePath -
naacTUKoBaa KaHUCTpa 3,6 .

569.P3H 2013/1335

oT 3 cheBpans 2020 r.peareHTbl 415 NOATOTOBKU M OKpaLUMBaHUSA MUKPONpPEnapaToB Npu NposBeaeHnmn
LUTONOMMYECKNX NCCNEeA0BaHUIA, BapuaHT ncnosnHeHns 8. Habop kpacutenen BD PrepStain ans
OKpaLLUMBaHUS KNIETOK B LUTONOrMYecKknx obpasuax (HerMHeKonornyecknii Matepuan) B NAacTUKOBbIX
(hrakoHax

570.P3H 2013/1335

oT 3 cheBpans 2020 r.peareHTbl 415 NOATOTOBKU M OKpaLUMBaHUSA MUKPONpPEnapaToB Npu NposeaeHnmn
LUTONOMMYECKNX NCCIeA0BAHUIA, BapuaHT ncnosHexHns 10.

XunakocTb KoHcepBupytowas BD SurePath

BO (hnakoHax 10 mn (ynakoBka 500 chnakoHOB)

571.P3H 2016/3920

0T 24 nekabpsa 2024 r.KOMMNIEKT peareHToB Aas skcTpakuum OHK

13 bnonormyeckoro matepuana "AMnanCeHc® MAIHO-cop6-YPO", BapnaHT ncnonHeHuns dopma
KoMniekTaumm 1

572.P3H 2016/3920

0T 24 nekabps 2024 r.KOMNAEKT peareHToB A5 3KCTpakumn OHK

13 buonormyeckoro matepumana "AmnanCeHc® MAIHO-cop6-YPO", BapmnaHT ncnonHeHuns dopma
KOMMJieKTaumm 2

573.P3H 2022/17203

oT 17 mas 2022 r.Habop peareHToB Type lll 1ng NOArOTOBKMU LUTONOrMYECKMX NpenapaTos Ha 100 TecTos,
BapuaHT NCMOJIHEHNS KoMnaekTaumsa 1

574.P3H 2023/20771

oT 10 aBrycta 2023 r.Habop peareHTOB 4714 BbisBAeHUS reHoB beTa-nakTaMas paclUMpPeHHOro cnekTpa
rpynnbl CTX-M meToa0M n3otepMmmnyeckon amnangukauymm "AmnanTect® BJIPC

CTX-M LAMP", BapWaHT UCNOJHEHUS KOMMNAeKTauus gpopma 2

575.P3H 2023/20836
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oT 16 aBrycta 2023 r.Habop peareHTOB [1/19 BbISIBNIEHNS F€HOB MeTafl0--NlakTaMa3s rpynnsl NDM, reHoB
cepuHoBbIX kKapbaneHemas rpynn OXA-48-nofobHeix 1 KPC METOA0M M30TEPMUYECKON aMNangmKalum
"AMnnnTect® CP NDM/OXA-48/KPC LAMP", BapunaHT nucrnonHeHmsa gopma 1

576.P3H 2023/20836

oT 16 aBrycTa 2023 r.Habop peareHTOB 415 BbIAB/IEHUS FEHOB MeTas0--NakTamas rpynnsl NDM, reHos
cepuHoBbIX KapbaneHema3s rpynn OXA-48-nogobHbix 1 KPC MeTOA0M N30TEPMUYECKON aMIIndmrKaLmnm
"AMnanTect® CP NDM/OXA-48/KPC LAMP", BapunaHT UCronHeHnsa dopma 2

577.P3H 2023/20838

oT 18 aBrycta 2023 r.Habop peareHToB A15 0OHapyXEeHUS 1 KOJIMYeCTBEHHOro onpeaenexHns OHK
MUKobakTepuin TybepKynesHoro KoMniaekca MeToLoM NoanMepasHomn LLenHon peakumum

C rnbpnan3aumoHHo-OIyopecLeHTHON aeTekunen "AMnanTect® MBT", BapuaHT UCNosiHeHUs opmMa
KoMnnekTauum 1

578.P3H 2023/20838

oT 18 aBrycta 2023 r.Habop peareHToB AN15 0OHapyXEeHUS 1 KOJIMYeCTBEHHOro onpegenexHns OHK
MukobakTepuin TybepKye3Horo KomMmniaekca MeTOA0M MOJIMMEPa3HOM LLeMHON peakuun

C rnbpnan3aunoHHo-hyopecLeHTHOM feTekumen "AMnanTecT® MBT", BapuaHT MCNOSIHEHMS (hopMa
KOMMJieKTaumum 2

579.P3H 2023/20838

oT 18 aBrycta 2023 r.Habop peareHToB AN15 06HapyXEeHUS 1 KOJIMYeCTBEHHOro onpegenexHns OHK
MukobakTepun TybepKyne3Horo KoMmnjaekca MeTogom NoMMepasHon LieMHOM peakuum

C rnbpnan3aumnoHHo-hyopecLeHTHOM feTekumen "AMnanTecT® MBT", BapuaHT MCNOSIHEHMS (hopMa
KoMmJiekTaumm 3

580.P3H 2023/21423

oT 25 okTA6psa 2023 r.Habop peareHTOB 419 OKpacku no pamy

(ANAXM-TPAM) no TY 21.20.23-019-27428909-2022, BapnaHT UCNOJHEHUS KoMnaekTaumsa Ne 1
581.P3H 2023/21423

oT 25 okTA6psa 2023 r.Habop peareHTOB 419 OKpacku no pamy

(ANAXM-TPAM) no TY 21.20.23-019-27428909-2022, BapuaHT NUCNOJHEHNSA KoMnaeKTauus Ne 2
582.P3H 2023/21423

oT 25 okTa6psa 2023 r.Habop peareHTOB 419 OKpacku no pamy

(ONAXM-TPAM) no TY 21.20.23-019-27428909-2022, BapuaHT UCNOJHEHUS KoMmnaekTaumnsa Ne 3
583.P3H 2023/21423

oT 25 okTa6psa 2023 r.Habop peareHTOB AJ19 OKpacku no pamy

(ANAXUM-TPAM) no TY 21.20.23-019-27428909-2022, BapunaHT NCAOAHEHNS KoMnnekTauma Ne 4
584.P3H 2023/21423

oT 25 okTa6ps 2023 r.Habop peareHToB AN okpacku no pamy (AUAXUM-TPAM) no TY
21.20.23-019-27428909-2022, BapuaHT UCNOJHEeHNA KoMmniekTauma Ne 5

585.P3H 2023/21423

oT 25 okTA6psa 2023 r.Habop peareHTOB 419 OKpacku no pamy

(ANAXM-TPAM) no TY 21.20.23-019-27428909-2022, BapuaHT UCNOJHEHNSA KOMNekTaumsa Ne 6
586.P3H 2023/21423

oT 25 okTa6psa 2023 r.Habop peareHTOB 419 OKpacku no pamy

(ONAXM-TPAM) no TY 21.20.23-019-27428909-2022, BapuaHT UCNOJHEHUS KoMnaekTaumnsa Ne 7
587.P3H 2023/21508

0T 10 Hosbps 2023 r.Habop peareHToB AN4 BbigBAeHUS PHK BUPYCOB KOPU, KPACHYXM 1 ANNLEMUNYECKOTO
napoTuTa MeTOLOM MoMMepa3HoN LenHon peakuun "AMannTecT® [eTckme BUPYChI", BapuaHT
ncnonHeHus "PUB0O-npen” BapmaHT 50 - KOMAAEKT peareHToB Aas 3kCcTpakumm PHK/OHK

13 bBronorm4yeckoro MaTeprana
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588.P3H 2024/23289

0T 2 aBrycTa 2024 r.Habop peareHToB Ans BbiaBneHnsa JHK MukobakTepuin TybepKynesHoro kommnaekca
MeTOAOM M30TepMMYeCcKon neTneson amnandukaunm "AmnanTect® MBT-LAMP"

no TY 21.20.23-047-01897400-2023, BapyaHT UCMOJHeHNA hopMa KoMmiekTauum 1

589.P3H 2024/23289

oT 2 aBrycta 2024 r.Habop peareHToB ans BbisiBneHna OHK MukobakTepuin Tybepkyne3Horo Komniaekca
METOAO0M M30TePMUYECKON neTneson aMmnandukaunm "AmnanTect® MBT-LAMP"

noTY 21.20.23-047-01897400-2023, BapnaHT NCMOJHEHUSA (hOpMa KOMMIEeKTauum 2

590.P3H 2024/23289

0T 2 aBrycTa 2024 r.Habop peareHToB Ans BbiasneHnsa OJHK mukobakTepuin TybepkynesHoro komnaekca
MEeTOAO0M M30TEPMMYECKON neTneson amnangukaumm "AmnanTect® MBT-LAMP"

no TY 21.20.23-047-01897400-2023, BapvaHT UCMONHEHNA (hopMa KOMMJIeKTauum 3

591.P3H 2024/23289

0T 2 aBrycTa 2024 r.Habop peareHToB Ans BbiaBneHnsa OJHK mukobakTepuin TybepKynesHoro kommnaekca
MeTOAOM M30TepMMYeCcKon neTneson amnangukaunm "AmnanTect® MBT-LAMP"

no TY 21.20.23-047-01897400-2023, BapvaHT UCNOJHEHNA (hOpMa KOMMJeKTauun 4

592.P3H 2024/23762

oT 10 okTs6ps 2024 r.Habop peareHTOB AJ18 BbIABAEHUS U KOAMYeCcTBeHHOro onpeneneHunsa OHK bakTepuia,
BbI3bIBAOLLMX UH(EKLIMM MOYeBbIBOAALWLMX NyTel - Escherichia coli, Klebsiella pneumoniae, Pseudomonas
aeruginosa, Enterobacterales

n Enterococcus spp. - metogom MLP "AMnanTecTt® WMI", BapmMaHT UCNOJHEHUS hopMa KOMMAEKTauum 2
593.P3H 2024/23935

oT 7 Hosbpsa 2024 r.Habop peareHToB A1 BbisBNeHMsa PHK sHTepoBrpycoB Yyenoseka (Human enterovirus) c
naeHTuduKaLmen sHTeposnpyca 68 Tuna (Enterovirus 68 Tuna) MeTo4OM NOAMMEPA3HON LIEMHON peakLuunn
"AMnanTecT® SHTepoBUpPYC+68", BapmMaHT UCNOJHEHMS opMa KoMnaekTauum 1

594.P3H 2024/23935

oT 7 Hoabpsa 2024 r.Habop peareHToB ANn4 BbisBAeHMA PHK sHTepoBmpycoB Yenoseka (Human enterovirus) c
noeHTuduKaumen sHTeposmpyca 68 Tuna (Enterovirus 68 Tuna) MeToaoM NoaAMMepasHON LLEMHON peakLuunn
"AMnanTecT® JHTepoBupyC+68", BapnaHT UCMONHEHNS (DOPMa KOMIJIeKTauum 2

595.P3H 2024/24078

0T 27 Hoabps 2024 r.Habop peareHToB AnA BhigBneHus PHK Bupyca renatuta C (HCV), OHK Bupyca
renatuta B (HBV) n PHK Bupyca nmmyHogeduunta vyenoeka (HIV) metogom MUP AMnanCeHc® emo-
CKpUH-FL, BapuaHT ncnonHeHuns copma 1

596.P3H 2025/24890

oT 25 deBpans 2025 r.Habop peareHTOB Ans BbisgsBAeHUS U auddepeHumnauun PHK Bupyca rpmunna A
cybtnnos H5, H7, H9, H10 meToLoM nonnMepasHon LuenHon peakuynmn "AMnanTecT® Influenza A
H5/H7/H9/H10", BapuaHT ncnonHerus "PUEO-npen” BapmaHT 50 - KOMNAEKT peareHToB OJ19 3KCTPaKumn
PHK/OHK n3 6buonornyeckoro Mmatepuana

597.P3H 2025/24906

0T 24 teBpana 2025 r.Habop peareHToB AN BbiaBneHa PHK aHTepoBupycos

1 Map3X0BMPYCOB Yesl0BEKa METOA0M MOSMMEepPasHon

uenHon peakumn "AMnanTect® Henposupycol",

BapuaHT ncnonHeHus "PUB0-npen 3B" BapmnaHT 50 - KOMMJIEKT peareHToB Ans 3kcTpakumny PHK/OHK

13 bronormyeckoro matepmana

598.0CP 2007/00183

oT 7 anpens 2025 r.KOMMAeKT peareHToB N4 sbigeneHuns OHK

N3 KNMHU4Yyeckoro matepuana "OHK-copb-AM",

BapWaHT NCMONHEHNUS hopma 2
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599.0CP 2007/00183

oT 7 anpens 2025 r.KOMNAeKT peareHToB a4 sbigeneHuns OHK

N3 KNMHU4eckoro matepuana "OHK-copb-AM",

BapuaHT ncnonHeHuns popma 4

600.0CP 2007/00183

oT 7 anpens 2025 r.komnnaekT peareHToB A4 BblgeneHns OHK

N3 KNMHU4Yeckoro matepuana "OHK-copb-AM",

BapuaHT NCNoaHeHNs opma 5

601.0CP 2009/04171

0T 2 aBrycTa 2022 r.Habop peareHToB Ans okpacku no Lnnb-Hunecery "Ouaxum-Habop ong okpacku no
Umnb-Hunbceny"

no TY 9398-020-27428909-2008,

BapuaHT NCNOJIHEHNS KoMnaekTaumsa 1

602.0CP 2009/04171

oT 2 aBrycta 2022 r.Habop peareHToB Aa5 okpacku no Uunb-Hunbceny "Ounaxum-Habop ana okpacku no
Unnb-Hunbcery"

no TY 9398-020-27428909-2008,

BapuaHT NCMONIHEHNS KOMMeKTauma 2

603.0CP 2010/07196

oT 17 aBrycta 2023 r.Habop peareHToB A1 KNIMHWYECKOro aHann3a MokpoThl ("Aunaxnm-Habop peareHToB
ANS KINMHNYECKOro aHaam3a MokpoThl") no TY 9398-032-27428909-2009
604.0CP 2010/07265

oT 19 nekabpsa 2024 r.KkOMMNIEKT peareHToB Ans skcTpakuum PHK/OHK
13 brnonormyeckoro matepuana "MArHO-cop6",

BapuaHT NCNOMHEHNS (hopMa KoMmiekTaumm 1

605.0CP 2010/07265

oT 19 nekabps 2024 r.KkOMNAeKT peareHToB A4 akcTpakuun PHK/OHK
13 buonormyeckoro matepuana "MArHO-cop6",

BapWaHT UCMOSHEHUS hopMa KoMMeKTaLumm 2

606.0CP 2010/07265

oT 19 nekabps 2024 r.KOMNNEKT peareHToB Ans 3KCTpakumm PHK/OHK
n3 buonormyeckoro matepuana "MAIrHO-cop6",

BapWaHT NCMOSHEHNS hopMa KoMnekTauum 3

607.0CP 2010/07265

oT 19 nekabpsa 2024 r.KkOMMNAEKT peareHToB Ans skcTpakuum PHK/OHK
13 brnonormyeckoro matepuana "MArHO-cop6",

BapuaHT UCNOJHEHNS (hopMa KoMMaeKTauum 4

608.0CP 2010/07265

oT 19 nekabps 2024 r.KOMNAEKT peareHToB A4 akcTpakuun PHK/OHK
13 bruonormyeckoro matepuana "MArHO-cop6",

BapWaHT UCMNOJIHEHNS popMa KOMMJIeKTaumm 5",
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