IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

PACIIOPAXEHUE
ot 6 depamns 2026 r. Ne 194-p

MOCKBA

l. YTBepauth  mnpunaraeMble ~ HM3MEHEHUS,  KOTOpbIE  BHOCATCS
B IMEPEUYCHb CIHPTOCOAECPNKAMMX MEAUIUHCKUX HW3ACNIHI, Ha JEATEIbHOCTh
o IIPOU3BOJCTBY, M3TOTOBJIEHUIO U (1n) obopoTy KOTOPBIX
He pacnpoctpansercs neiictBue denepanbHoro 3akoHa "O rocyJapCTBEHHOM
PETYJIUPOBAHUH TPOU3BOACTBA M 00OpPOTA ITUIOBOTO CIHPTA, ATKOTOJBHOMN
U CIOHPTOCOJEpKAIIEeH TPOAYKIMM © 00 OrpaHUYCHHH TOTPEOICHUS
(pactuTusl) aNKOTOJIBHOM MpOAYKIUHU", YTBEPKACHHBI pacropsiKEHUEM
[IpaButenscTBa Poccuiickoit deneparuu ot 15 centsops 2020 r. Ne 2355-p
(CobOpanue 3akoHomatenbcTBa Poccutickoit @eneparuu, 2020, Ne 39, cT. 6094;
No 52, ct. 8908; 2023, Ne 5, c1. 872; Ne 52, cT. 9680).

2. Ilpu3Hath yTpAaTUBIIUMU CUTTY:

W3MEHEHHUS, KOTOpPbIE BHOCITCS B IEPEUYECHb CHUPTOCOJACPHKAUIUX
MEIUIMHCKUX W3JIeTIUi, Ha JEATEIbHOCTh IO MPOU3BOJCTBY, U3TOTOBICHUIO
u (1) o0OpOTYy KOTOPHIX HE pacmpocTpaHsercs aeictBue dDenepaabHOTO
3akoHa "O ToCyapCTBEHHOM PEryJIMPOBAHUH MPOU3BOJICTBA U 000POTA ITUIOBOTO
CIUPTA, AIKOTOJIHHOM W CHUPTOCOJAEPXKAIICH MPOIYKIIMA W 00 OTrpaHUYCHHUU
noTpeOneHus:  (pacluThs)  aJIKOTOJIBHOM  MPOAYKIMH',  yTBEPIKICHHBIC
pacniopspkenreM [IpaButensctBa Poccuiickoit @eneparym ot 16 nexadbps 2020 r.
Neo 3362-p (CoGpanue 3akoHOmatenbeTBa Poccuiickoit @eneparun, 2020, Ne 52,
cT. 8908), B uacTH, Kacarolieiicss MyHKTOB 76 U 77 yKa3aHHOTO NIEPEUHS;

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



U 00 orpaHMueHUM TOTpeOsieHus (pacHuTHUsA) alKOTOJBHON TpoayKIuu",
YTBEpKIEHHBIX pacnopsokeHueM [IpaButenscTtBa Poccuiickoin ®denepanumn
ot 24 suBaps 2023 r. Ne 111-p (CobOpanue 3akoHomarenbcTBa Poccuiickoit
®eneparuu, 2023, No 5, cr. 872), B yacTu, Kacarouieica nyHkToB 162 u 163
YKa3aHHOT'O MEepPeYHs;

NYHKT 2 U3MEHEHU, KOTOPbIE BHOCATCS B MEPEUEHb CIUPTOCOACPKALIUX
MEIUUUHCKUX H3IENIHA, Ha AESITENBHOCTh MO MPOU3BOJCTBY, M3TOTOBJICHHIO
U (umu) o0OpOTY KOTOPBIX HE pacmpocTpaHsercs aeiictBue dDenepaibHOTO
3akoHa "O rocy1apcTBEHHOM PETYJIMPOBAHUU ITPOU3BOJICTBA U 000POTA STUIOBOIO
CIUPTA, AJIKOTOJIBHOM M CHUPTOCOAEpX AIIEH MPOAYKIMH U 00 OrpaHuYeHUH
notpebneHust  (pacmuThsA) — aTKOTONBHOW  MPOIYKIMHU'",  YTBEP)KICHHBIX
pacnopsikenueM IIpaBurensctBa Poccuiickoit @eneparuu ot 15 nexadbpst 2023 .
No 3663-p (Cobpanue 3akoHoiatenbeTBa Poccutickoit @enepanuu, 2023, No 52,
cT. 9680), B wacTtu, kacaromeiicss myHkToB 230 - 232 u 391 - 395 yka3zaHHOro
MEepPEYHs.
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YTBEPXJIEHbBI

pacniopsbkenueM [IpaButenbcTBa
Poccniickon @enepannn
oT 6 pespas 2026 r. Ne 194-p

N3MEHEHMUA,

KOTOpbIe BHOCATCS B NepeYeHb CIUPTOCOAEPKALIUX
MeIMUIMHCKUX U3/1eJIUil, HA 1esiTeJIbHOCTh 10 POU3BOACTBY,
U3rOTOBJICEHUIO U (WJIN) 000POTY KOTOPBIX He PACHIPOCTPAHSIETCS
percreue MegepajbHoOro 3akoHa "O rocy1apcTBeHHOM peryJiMpoBaHUM
MPOU3BOACTBA U 000POTAa ITHUIOBOI0 CIIUPTA, AJTKOT0JILHOM
U CIIMPTOCOAEP KALIeH MPOAYKIMHU U 00 OTPAHUYECHUH
norpedaeHust (pacnuTHs) AJKOr0JbHON nNpoayKunu'"

1. ITynktser 10, 76, 77, 162, 163, 230 - 232, 391 - 395 UCKIIOUUTS.
2. lonmonHUTh MyHKTamMu 567 - 608 ciemyromero coaepKkaHusi:

"567. P3H 2013/1335 peareHThl JIsl TOJITOTOBKU U OKpAIlIUBaHUS
ot 3 deBpans 2020 r. MHKPOIPENAPATOB MPHU MPOBEICHUU ITUTOJIOTHUECKHUX
Hcce0BaHuM, BapHaHT UcoidHeHus 2. XKuakocThb
JUISl IPOMBIBAHMS - IUIACTUKOBAsk KaHuctpa 1,7 1.

568. P3H 2013/1335 peareHThl JUIsl TOATOTOBKY M OKPAIIMBAHUS
ot 3 ¢eBpans 2020 r. MHUKPOIIPENApaToB IIPU IIPOBEACHUY LIUTOJIOTUYECKUX
HcclieIoBaHuM, BapuaHT ucnoinHenus 3. Koncepsupyromias
xuakoct BD SurePath - mnactukoBas kanuctpa 3,6 .

569. P3H 2013/1335 peareHTsl Uil MOATOTOBKH M OKpAIllMBAHUS
ot 3 ¢eBpans 2020 r. MHKPOIPENAPATOB MPHU MPOBEACHUU UTOIOTHUECKHUX
UCCIIeIOBaHM, BapuaHT ucronHenus 8. Habop kpacureneit
BD PrepStain nns okpammBaHus KJIETOK B IIATOJIOTHUECKUX
oOpa3iax (HETMHEKOJIOTHYECKHI MaTepuan)
B IUTACTUKOBBIX (pi1akoHaxX

570. P3H 2013/1335 peareHTsl 1Sl MOATOTOBKU U OKPAIIMBAHUS
ot 3 ¢espans 2020 r. MHUKPOIIPENapaToB IIPU IIPOBEACHUH LIUTOJIOTUYECKUX
HCCIIeI0BaHUM, BapuaHT ucroiaHeHus 10.
Kunxocts koHcepBupytomast BD SurePath
BO (himakonax 10 mu (ynakoBka 500 ¢1akoHOB)
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578.

579.

P3H 2016/3920
ot 24 nexabps 2024 r.

P3H 2016/3920
ot 24 nexabps 2024 r.

P3H 2022/17203
ot 17 masg 2022 r.

P3H 2023/20771

ot 10 aBrycra 2023 r.

P3H 2023/20836
ot 16 aBrycra 2023 r.

P3H 2023/20836
ot 16 aBrycra 2023 r.

P3H 2023/20838
ot 18 aBrycra 2023 r.

P3H 2023/20838
ot 18 aBrycra 2023 r.

P3H 2023/20838
ot 18 aBrycra 2023 r.

2

KOMIUIEKT peareHToB i 3kcTpakiuu [JHK
u3 6uonornyeckoro marepuaia "AmminCenc® MAI'HO-
cop6-YPO", BapuanT ucnioaHeHus Gpopma KoMIIeKTauu 1

KOMIUIEKT peareHToB i skctpakiuu [JHK
u3 6uonornyeckoro marepuaia "AmminCenc® MAI'HO-
cop6-YPQO", BapuaHT ucnioiaHeHus Gpopma KOMITJIEKTaluu 2

Habop pearentoB Type Il as moArOTOBKM IUTOTOTUYECKHUX
npenapatoB Ha 100 TecToB, BApUAHT UCTIOJIHEHUS
KOMIUIEKTAuMs 1

Ha0Op peareHTOB IS BHISIBIICHHS TeHOB OeTa-laKTamas
pacmmpenHoro cnekrpa rpymnmnsl CTX-M metonom
nzorepmuueckoil ammudukanuu "AmmauTect® BJIPC
CTX-M LAMP", BapuaHT UCIIOJIHEHUS] KOMIUIEKTALIMS
¢dopma 2

Ha0Op pearcHTOB IS BHISIBIICHUS TEHOB METaLIO-B-1akTamas
rpynnsl NDM, reHOB cepiHOBBIX KapOarneHemas TPy
OXA-48-mogo6ubIx 1 KPC MeTo10M H30TepMUYECKON
ammmdukarmn "AmmmTect® CP NDM/OXA-48/KPC
LAMP", Bapuant ucrnosiaeHus popma 1

Ha0Op pearcHTOB IS BHISBIICHUS TEHOB METaLIO-B-1akTamas
rpynnsl NDM, reHoB ceprHOBBIX KapOarneHemas TpyIi
OXA-48-mogo6ubIx 1 KPC MeTo10M H30TepMUYECKON
ammumduxaryy "AmmmnTect® CP NDM/OXA-48/KPC
LAMP", BapuanT ucrnoyiaeHus ¢popma 2

HA0Op pearcHTOB Il OOHAPYKCHHS H KOJTHMYCSCTBEHHOTO
onpeaenenus JJHK mukobakrepuii TydbepKyne3HOro
KOMIUIEKCA METOAOM MOJIMMEPA3HOU LIEMTHON peakIuu

¢ THOpUIN3aMOHHO-(ITYOPECIEHTHON AETeKIHeH
"AmmmTect® MBT", BapuanT ucnonsaenus Gopma
KOMILIEKTanuu 1

Habop peareHToB JuIsg 00HApPYKEHHUS U KOJIMYECTBEHHOT'O
onpenenenust JIHK MukobakTepuii TyOepKyIe3HOTO
KOMIUIEKCa METOJ0OM MOTUMEPA3HON HIEMHON peaKkIuu

C TUOPUIU3AITNOHHO-(ITYOPECIIEHTHON JICTEKITHEH
"AmmnTect® MBT", BapuaHT ucnonHeHnus popma
KOMIUIEKTAIH 2

Ha0op peareHToB 11 OOHAPYKEHUS U KOJIMYECTBEHHOTO
onpenenenus JJHK mukoGakrepuit TyOepKyI€3HOro
KOMIUIEKCA METOAOM MOJIMMEPA3HOU LIEMTHON peakiuu

¢ TUOpUIN3AMOHHO-(ITYOPECEHTHON AeTeKINeH
"AmmmTect® MBT", BapranT ucnoaHenus Gopma
KOMIUIEKTALINH 3
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P3H 2023/21423

ot 25 oktsa6ps 2023 .

P3H 2023/21423

ot 25 oxTs0ps 2023 T.

P3H 2023/21423

ot 25 oktsa6ps 2023 .

P3H 2023/21423

ot 25 oxTs0ps 2023 r.

P3H 2023/21423

ot 25 oktsa6ps 2023 .

P3H 2023/21423

ot 25 oxTs0ps 2023 T.

P3H 2023/21423

ot 25 oktsa6ps 2023 .

P3H 2023/21508
ot 10 HOSIOps1 2023 T.

P3H 2024/23289
ot 2 aBrycta 2024 r.

P3H 2024/23289
ot 2 aBrycta 2024 r.

P3H 2024/23289
oT 2 aBrycra 2024 r.

Ha0Op peareHToB I OKpacku 1o ['pamy
(IAAXUM-I'PAM) o TV 21.20.23-019-27428909-2022,
BapHaHT UCIOJHEHH KoMIutekTanus Ne 1

Habop peareHToB I OKpacku 1o I'pamy
(AUAXUM-TPAM) o TV 21.20.23-019-27428909-2022,
BapHaHT UCIIOJHEHUs KoMIuieKTaus Ne 2

Ha0Op peareHToB sl OKpacku 1o ['pamy
(IMAXUM-I'PAM) no TV 21.20.23-019-27428909-2022,
BapHaHT UCIOJHEHHS KoMIUTeKTarus Ne 3

Habop peareHToB I OKpacku 1o I'pamy
(AUAXUM-TPAM) o TV 21.20.23-019-27428909-2022,
BapHaHT UCIIOJHEHUs KoMIuieKTanus Ne 4

Habop peareHToB I okpacku 1o ['pamy (AMAXUM-
I'PAM) o TV 21.20.23-019-27428909-2022, BapuaHT
HCIIOJTHEHUS KoMITekTanus Ne 5

Habop peareHToB [yl OKpacku 1o I'pamy
(AUAXUM-TPAM) o TV 21.20.23-019-27428909-2022,
BapHaHT UCIIOJHEHUs KoMIuIeKTanus Ne 6

Ha0Op pearcHTOoB JIs OKpAcKH 1o ['pamy
(IUAXHUM-T'PAM) o TY 21.20.23-019-27428909-2022,
BapHaHT UCIOJTHEHUS KOMIUTeKTauus Ne 7

Habop pearenTos i BeisiBiieHus: PHK Bupycos kopu,
KpacHYXH M 3MUJEMHUYECKOr0 MapoTUTa METOI0M
noJinMepasHou nenHou peakuuu "AmnanTect® Jlerckue
Bupychl'", BapuaHT ucnosuenus "PUBO-npen"” Bapuant 50 -
KOMIUIEKT pearenToB s s3kctpakiuun PHK/JJTHK

13 OMOJIOTHYECKOTO MaTepuaia

Habop pearentoB ais BeisBieHus JJHK mukobakTepwii
TyOepKyJIEe3HOrO KOMITIIEKCa METOJIOM H30TEPMUICCKON
netneBoi ammudukanuu "AmminTect® MBT-LAMP"

mo TV 21.20.23-047-01897400-2023, BapuaHT UCIIOJIHEHUS
¢dopma KoMIUTIEKTaIUK 1

HaOop peareHToB s BeisBicHus JJHK MukobakTepwmii
TyOepKyJIe3HOro KOMITJIEKCa METOJIOM U30TEPMUYECKON
netneBoii ammmudukanyn "Ammmrn Tect® MBT-LAMP"

o TV 21.20.23-047-01897400-2023, BapuaHT UCIIOJIHEHUS
(dbopMa KoMIUTeKTaIuu 2

Habop pearentoB /i BeisiBiaeHus JJHK mukobakTepuit
TyOepKyJIe3HOr0 KOMIIJIEKCa METOJIOM U30TEPMUUYECKON
netneBoi ammnudukanyu "AmmanTect® MBT-LAMP"

o TV 21.20.23-047-01897400-2023, BapuaHT UCIIOJIHEHUS
¢dbopMa KoMIUTeKTaHH 3
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598.

P3H 2024/23289
ot 2 aBrycta 2024 r.

P3H 2024/23762

ot 10 okTs16ps 2024 r.

P3H 2024/23935
ot 7 HostOpst 2024 T.

P3H 2024/23935
otT 7 Hos0ps 2024 T.

P3H 2024/24078
ot 27 Hosiops 2024 1.

P3H 2025/24890

ot 25 ¢espans 2025 r.

P3H 2025/24906

oT 24 ¢epans 2025 r.

@OCP 2007/00183
ot 7 anpens 2025 T.

4

Habop pearentoB /i BeisiBiaeHus JJHK mukobakTepuit
TyOEpKyJIE3HOTO KOMIUIEKCAa METOI0M M30TEPMUUECKOM
netaeBoit ammndukanun "AmmmTect® MBT-LAMP"

o TV 21.20.23-047-01897400-2023, BapuaHT UCIIOJIHEHUS
dhopma KomIIeKTanuu 4

Ha0Op PEareHToB VISl BBISIBJICHUS U KOJTUYECTBEHHOTO
onpexnenenus JJHK Gaktepuii, BeI3bIBAIONNX WHOEKITHH
MoueBbIBOASIIUX MyTeil - Escherichia coli, Klebsiella
pneumoniae, Pseudomonas aeruginosa, Enterobacterales

u Enterococcus spp. - metogom I[P "AmmmuTect® UMIT",
BapUaHT UCTIOJIHEHUs (hOpMa KOMIUIEKTAINH 2

Habop pearenTos i BeisiBiieHUs: PHK sHTepoBupycos
genoBeka (Human enterovirus) ¢ uneHTudukanuei
sHTepoBupyca 68 tumna (Enterovirus 68 Tumna) MeTogoM
MOJIMMEPA3HON enmHou peakun "AMmmmnTecT®
OHTepoBHUpYyCc+68", BapuaHT HCIIONHEHHS (hopma
KOMIUIEKTAIuu 1

Habop pearenToB /i BeisiBiieHUs: PHK sHTepoBHpyCcoB
yenoBeka (Human enterovirus) ¢ uaeHTHuUKanueH
suTepoBupyca 68 tumna (Enterovirus 68 Tumna) metoom
noJinMepasHol nenHou peakuuu "AMmnTect®
OHTepoBupyc+68", BapuaHT UCTIOJHEHUS opma
KOMILIEKTAIUU 2

Habop pearentoB i BeisiBiieHuss PHK Bupyca renatura C
(HCV), IHK Bupyca renatuta B (HBV) u PHK Bupyca
ummyHo eduimuta yenoseka (HIV) meromom ITIP
AMmnCenc® I'emo-ckpun-FL, BapuanT ucnonnenus
¢dopma 1

Habop peareHToB I BbisiBiIeHUS U Auddepennnannu PHK
Bupyca rpunna A cyorunos H5, H7, H9, H10 meronom
MoJIMMEPa3HOM nenHou peakuuu "AmmuTecT®

Influenza A H5/H7/H9/H10", BapuaHT UCTIOTHEHUS
"PUBO-npen" BapuaHT 50 - KOMIUIEKT peareHTOB s
skcrpakiuu PHK/JTHK u3 6Gunonorudeckoro Marepuaa

Habop pearenToB /i BeisiBieHUs: PHK sHTepoBupycoB
U TIapIXOBHUPYCOB YEJIOBEKA METOIOM ITOJIMMEPA3HON
uenHoi peakuuu "AminTect® HelipoBupycsr”,
BapuaHT ucrnosnHeHus "PUBO-npen OB" Bapuant 50 -
KOMIUICKT peareHToB aiist skcrpakiuun PHK/JTHK

13 OGMOJIOTNYECKOT0 MaTepuana

KOMIUIEKT peareHToB A Boiaenenus JJHK
u3 kimHu4eckoro Marepuana "JIHK-cop6-AM",
BapHaHT UCIIOTHEHHS Gopma 2
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608.

OCP 2007/00183
ot 7 anpens 2025 r.

OCP 2007/00183
ot 7 anpens 2025 r.

@OCP 2009/04171
ot 2 aBrycra 2022 r.

@OCP 2009/04171
oT 2 aBrycra 2022 1.

@®CP 2010/07196
ot 17 aBrycra 2023 r.

@®CP 2010/07265

ot 19 nexabps 2024 r.

@®CP 2010/07265

ot 19 nexabps 2024 r.

@®CP 2010/07265

ot 19 nexabps 2024 r.

@®CP 2010/07265

ot 19 nexabps 2024 r.

@®CP 2010/07265

ot 19 nexabps 2024 r.

KOMIUIEKT peareHToB i Beiaenenus [JHK
u3 KiauHu4Yeckoro marepuaina "JIHK-cop6-AM",
BapUaHT UCIIOHEHUs dopma 4

KOMIUIEKT peareHToB s Beiaenenus JJHK
u3 KiauHuYeckoro marepuana "JIHK-cop6-AM",
BapUaHT UCTIOJTHEHHS dopma 5

Ha0op peareHToB JiyIs okpacku 1o [{uns-Hunbsceny
" Muaxum-Habop ans okpacku no Luns-Hunbceny"
o TY 9398-020-27428909-2008,

BapUaHT UCIIOJIHEHUS KOMIUIEKTalus 1

Habop peareHToB I okpacku 1o Lluns-Hunsceny
" uaxum-Habop amnst okpacku o Huns-Humnbceny"
o TY 9398-020-27428909-2008,

BAapHWaHT UCIIOJTHCHU S KOMINJICKTAllUuA 2

Ha0Op peareHTOB I KIMHHYECKOTO aHATN3a MOKPOTHI
("duaxum-Habop peareHToB /Ui KIMHUYECKOTO aHAIu3a
MoOkpoThI") mo TY 9398-032-27428909-2009

KOMIUICKT pearcHToB s skcrpakiun PHK/JTHK
u3 6uonornyeckoro marepuaia "MAI'HO-cop6",
BapHaHT UCIIOJIHEHUS (hopMa KOMIUIEKTaluu |

KOMIUICKT pearcHToB s skcrpakiuun PHK/JTHK
u3 6uonornyeckoro marepuaia "MAI'HO-cop6",
BapUaHT UCIIOJIHEHUS (POpMa KOMIUIEKTAlUU 2

KOMIUICKT pearcHToB s skcrpakiun PHK/JTHK
u3 6uonornyeckoro marepuaia "MAI'HO-cop6",
BapUaHT UCIIOJIHEHUS (POpMa KOMIUIEKTAIUK 3

KOMIUICKT pearcHToB s skcrpakiuun PHK/JTHK
u3 6uonornyeckoro marepuaia "MAI'HO-cop6",
BapUaHT UCIIOJIHEHUS (opMa KOMIUIEKTaluu 4

KOMIUICKT peareHToB aiist skcrpakiuun PHK/JTHK
u3 6uonornyeckoro marepuana "MAI'HO-cop6",

BAPUAHT UCTIOJHEHHs (popMa KOMIUIEKTarmu 5" .




