PA3PEIIEHUE

Ha BBOJ B rpakaHcKuil 060pot B Poccuiickolt @enepaiyii cepuut WK MapTHH
npousBeieHHOro B Poccuiickoi @enepannn nnm BBo3uMoro B Poccuiickyro deneparyio
MMMYHOOHOJIOTMYECKOr0 JIEKAPCTBEHHOI' 0 Mpernapara
Ne P006-00110-77/05025915 ot 12.05.2026

Boinano AxuuonepHoMy obmectBy "bunnodapm", Poccus, 124460, r. Mocksa,
r. 3eneHorpaf, yi1. Koncrpykropa I'ycbkoBa, 1. 3, crp. 1, THH: 7735518627.
(HauMeHOBaHKe IOPUANIECKOro KA, Fopuandeckuii agpec, MHH)
@enepanbHag ciayxk06a nmo Hamzopy B cdepe 3IpaBooOXpaHeHHs HAa OCHOBAHHH
3akiovenust McnbitarensHolt yabopatopu MOCKOBCKOM  J1aGopaTopru  KOHTPOJIS
KayecTBa JieKapcTBeHHbIX cpencTB PIBY "MMIIDYAOCMII" Poc3apaBHanzopa
(HanMeHOBaHUE (e/lepaTbHOro roCy 1apCTBEHHOTO GIOKETHOTO yUpesKIeHN)S)
or 08.05.2026 Ne 648JIK-11/26 pa3pemaer BBOX B rpaskIaHCKHii 000poT
(mara) (HOMED)

B Poccuiickoii @eaepauny HMMYHOGHOI0rHY€eCKOr0 JIEKAPCTBEHHOr0 Mpenapara
Perepak® B (Bakuuna npotus renatuta B, peKkoMOUHAHTHAS APOsKIKEBas JKUIKAS)
(TOproBoe HauMeHOBaHUE)

BakuuHa 1715 npoguiakTUKY BUPYCHOTO renarura B
(Me)KLIYHapOIIHOG HETIAaTCHTOBAHHOC HAMMEHOBAHHE (prHHI/IPOBO‘IHOC HJIn XI/IMI/I‘{eCKOE)
CYCIeH3Us U1l BHYTPUMBILIEYHOro BBeaeHus 20 Mxr/mi 0.5 mut - ammyssl (10 mT.) -
MaYKd KApPTOHHBIE - 1S JIeUeOHO-NPOQUIAKTHYESCKUX YUPEKIEHUIT
(opma BbImycKa (¢ ykasaHHeM NeKapeTBEHHON (OPMBI, 103UPOBKHU, (ACOBKM) M KOJMYECTBO B YITAKOBKE)
cepun 40226 , 00beM cepuM Wiy naptum 25345
(HOMED Ccepun) (KOJIMYECTBO YITaKOBOK)
rogen ;o 02.2029 ,
(cpok romHOCTH)
npousBoAcTBa AKIHOHepHOro obmectBa "bunHodapm" (AO "Bunnodapm"), Poccus,
124460, r. Mocksa, r. 3enenorpan, yi. Konctpykropa I'ycbkoBa, 1. 3, ctp. 1 (Bce cTamuy,
BKJIIOYasl BEINYCKAKOLIMI KOHTPOJIb Ka4ecTBa).

(HaMMeHOBaHME U aJpec MPOU3BOAUTEINS (C yKA3aHMEM CTaJuil IPOU3BOICTRA)
Perucrpaunonnoe ynocrosepenue Ne JITT-Ne(000539)-(PI'-RU) ot 01.02.2022.
Jep:kaTeib perucTpalMOHHOIO YA0CTOBEPEHHsI AKIIHOHEPHOE 0OIIECTBO "buHHOapm"
(AO "bunnodapm"), Poccus, 124460, r. Mocksa, r. 3enenorpas, yi1. KorcrpykTopa
I'ycpkoBa, a. 3, cTp. 1.

b

(HauMeHOBaHUe, azpec)

3aMeCTUTENb PYKOBOIUTEIS
PocsnpaBnanzopa

T
JOKYMEHT IIOIMCAH %
DJIEKTPOHHOH IOATTHCHIO

Cepruduxar 42D1B24AD82BBD113BD1263FE2CCBC89
Baanener; Hapxomenxo Jautpuii Beeostogosny
JeitcrButenen ¢ 07.04.2025 no 01.07.2026
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AO "BuHHodapm”
Ceptudpukar coorBetcTBUs cepun Ne 287/26

o1 08.05.2026 1.

Perepak® B (Bakuura npoTtus renatita B, pexkombBuHaHTHas
Toprosoe HauMeHoBaHue

OPOXOKEBAR Xunakas)
MHH/TpynnupoBo4Hoe HaumeHoBaHue BakuwHa gns npodunakTuky BUpYCHoro renatura B
dopma BbInycka ;{i%ek«?,wﬂ Ana BHYTpUMbILWEYHoro seegenus 20 mkr/mn 0,5 mn
Cepusn 40226 Obbem cepun 25 345 ynak
Aara npoussopcTea (flata ) o9g FopeH fio 02.2029
Bbinycka)
Ceprudpmkar aHanusa Ne 185ar CTpaHa HasHaueHus POCCUA

© 113.04.2026 1.

AO "BunHocpapm", 124460, r. Mocksea, r. 3eneHorpag, yn.
KoHcrpykTopa Nycekora, 4. 3, ¢Tp. 1, JluLeHauns Ha NnpousBoacTBo

T IporarsanTELt I'C 11012-00102-77/00010449; Ceptucbukat

GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025

AO "BuHHodpapm”, 124460, r. Mockea, r. 3enexorpag, yii.

KoHcTpykTopa N'yckkoea, 4. 3, cTp. 1, IuLeH3us Ha nponsBoacTEo
Ll NC J1012-00102-77/00010449: CepTvdpykar

GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025

AO "BburHodapm", 124460, r. Mocksa, r. 3eneHorpag, yn.

KoncTpykropa N'ycbkoBa, A. 3, ¢Tp. 1, JlLeH3us Ha Npon3BoacTBO
BTOPMIHAS/NOTPEOUTENECKaR YNaKoBI@ | s o1 10102-77/00010449: Ceprichukar

GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025

AQ "BuHHoapm”, 124460, r. Mockea, r. 3eneHorpag, yri.

" ) KomcTpykropa N'ycbkoBa, 4. 3, cTp. 1, JInleHans Ha npovasoacTBoO
ERHY EAIBHIR KORTpODE JIC 11012-00102-77/00010449; Ceptuchmkar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025

HanmeHoBaHue U agpec fepxarens AO "BunHotapm”, 124460, r. Mocksa, 1. 3eneHorpag, yn.
perncTpaLmMoHHoOro yaoCTOBEPEHUSs KoHcTpykropa lMNycekoea, 4. 3, cTp. 1

Homep PY v para pernctpauumn uny gata  |J1M-Ne(000539)-(PI-RU) ot 01.02.2022 r. (naTa BHeCeHUs
3aMeHbl nsmeHenuin 01.02.2022 r.)

JIM-Ne(000539)-(PT-RU)-020425 Peresak® B (BakuuHa npoTus
Homep HopmaTVBHOR AOKYMeHTaLuN renatuTa B, pekomMOBuHaHTHas ApOMOKEBas XKugKkas) cycr. Ans s/m
BeeneHust 20 mkr/mn

HacToswum s noaTsepXaalo, Yto NpuBeaeHHas Bbille MHOPMaLINA SBMISETCA JOCTOBEPHOM 1 TOYHOW. OTa
Cepwvs npodykuun npouseedeHa (BkroHas ynakosky (MapKUpPOBKY) W KOHTPOIb KG4eCTBa) Ha BbilLeyKasaHHOM
MPOV3BOACTBEHHON nrowaake (nnowankax) B NosIHOM COOTBETCTBUM C TpeBoBaHWUSIMU Mpaeun Hapnexatiein
NPOVSBOACTBEHHOW NpaKkTukn EBpasuitckoro 3KOHOMUYECKOTO COK3a W TpeBOoBaHMSAMU KOHTPONs KauecTsa
nekapcTeeHHbIX npenapatos, a Talke B COOTBETCTBAM CO  Crieundukaumsmn, cofepxalumucs B
PErMcTpaLoHHOM A0Cbe CTpaHbl-uMnopTepa WK B AOChE cheuuduKkaumii Ha NekapcTBeHHbIR rpenapat B
Chy4ae nekapCTBEHHbLIX NpenapaTtos AN KMMHWYECKUX UCCeaoBaHnin. 3anucn no NpousBOACTBY, YNaKkoBke u

aHanuay npoBepeHbl, W YCTBHOBMEHO WX COOTBETCTBUE TpeboBaHusim [Mpasun Hagnexallen
NPOV3BOACTBEHHON NPaKTUKN.

Mpoaykums paspelleHa k peanvsauuu
> ——
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YnonHomouyeHHoe nuuo [errepes Bnagucnas EBreHbeBuy
)




Binnopharm

group

Haumenosanue no HA

Aapec npov3BoACcTEa
ALpPEC BbINYCKAKWWETrO KOHTPONS

GTIN

Homep naptun/cepuu

KonuuecTtso /macca, obvem/, en.mam.

[arta nponssoacTsa
Cpok roaHocTH
Cepust AGC

KoHTponb nposeaeH no

Ceptudukar aHanusa Ne 185
Peresak® B (BakuuHa npoTus renatuta B, pekoMBUHAHTHaR ApONOKEBAS XUAKES)

CYCNeH3us Anst BHYTPUMbILLEYHOTO B

segenuns 20 mkr/mn, 0,5 mn Ne10

124460, r. Mocksa, r. 3eneHorpag, yn. Koncrpykropa N'ycbkosa 4. 3 c1p. 1

124460, r. Mocksa, r. 3eneHorpag, yn. KoHctpykropa 'ycbkosa 4. 3 c1p. 1

04610004580055

40226

25345 ynak

02.2026

02.2029

A(641+642+644+645)-2

JIN-Ne (000539)-(PT-RU)-020425 Pe
PEKOMBUHAHTHas APOXOKEBAS HUAKE

resak® B (BakuuHa npoTue renatuta B,
7) cycn. ana /M Beegenus 20 mkr/mn EAC

Ne HaumeHoBaHue nokasarens
i /;1 KauecTsa no HopmartuesHomy | TpeboBaHWe K Ka4ecTBY No HOPMAaTUBHOMY JOKYMEHTY Peaynbrar
LOKYMEHTY
g:re(:f::auzgacnﬁeie?::Aauemng;on?;?o%i:i?xc CEPEIM  IromorenHas CYCNeHans ?enoro ueTa 6e3 BuAUMbIX
% MOCTOPOHHUX BKIIOYEHWIA, pasgensiowias nocne
1 Onucanue gg’:::::;;ﬁ‘?&%xf;u; ’; ;:gg:ﬂ%zfﬁg;a::fogfb y |oTcTansanus na BecuUBETHYIO NPO3pauRyo
ocanok 6enoro LUBeTa, Nerko pecycnergupyemslii npu HBAQCAAONRYIOMUAROCTE W OCAAOK Ganoro usera,
! Nerko pecycnexanpyemblii Npy BCTPAXNBAHUY
BCTPAXUBEHUK
Mpenapar fgomkex cogepxars HBsAg MopTBEpXAEHA
2 UneHTudMKaLmR omkHa BBISIB/IATLCA OCHOBHAA NoNoCca MoHoMepa ¢
MOneKkynsapHou maccoi 2442 kfa v moxer MoaTBepXaeHa
NPUCYTCTBOBATbL AONCINHATENbHAR MEHEE UHTEHCUBHAS
nonoca guMepa ¢ MonexkynspHoi maccou 4542 klla
3 CennMeHTaLuOHHasn gg:;:::::;i“lﬁ:;g:;z:?:cf;::: a:-ﬁgn — 5Cycnen3m BakumHbl, 0Bpasyowancs npu
YCTOMYUBOCTL . ! BCTPSAXUBAHWKA, HE PACCNaUBAETCH B TeUeHue 5 MuH.
4 MpOXOAUMOCTb Hepes urny ch_i%e%m Aomviars. CEOCOARO NPOXGANTS Hepes urry Cycnenaun ceoBofHO npoxoauT vepes urny 08-40.
N He MeHee CyMMbl HOMUHANBHBIX 00bEMOB
8 Vasnekaembih 06em MCCIEA0BAHHbIX YNAKOBOK 5,4
6 pH OT164p074 7.2
7 MexaHu4yeckue BRITOYERUS OJDKHb! OTCYTCTBOBATb OTCyTCTBYIOT
8 O6iuymit 6enok He Gonee 25 mkr/mn 16 mKr/mn
9 ATIIOMUHUS THAPOKCUA 071 0,18 40 0,32 mr 8 0,5 mn (aerckas 103a) 0,27 mr aniomunust B 0,5 mn
10 CTepunbHOCTb MpenapaTt AoJkeH BbiTh CTEPUNLHBLIM [penapar crepunex
11 bakTepuanbHbie 3HA0TOKCUHLI |He Gonee 25 E3/mn MeHee 25 EQ/mn
12 MuporeHHocTE* [penapat fomkeH ObiTh anNMporeHHbLIM AHanu3 He nposoguncs
13 AHOManNbLHas TOKCUYHOCTL Mpenapar a0mkeH BbiTh HETOKCUYHbBIM [penapat HeTOKCUYeH
OTHOWeEHUE [03bl UMMYHOTEHHOW aKTUBHOCTY
Crieyudpuyeckas akTUBHOCTL.  [pedhepeHc-BakLMHbl TPOTUB renaTtuta B, BbisbiBaWe
L 1.Mmmyc£oreHHaﬂ AKTUBHOCTL ™ gbl?:]agorky aHTuTen yp50% mbitei (Ellso), k E4so H ananus 10 npaRGamILA
NCNBITYEMOW BAKUWHB! AO0MHKHO ObiTh 20,5
15 Creundudeckan aktuHocTh:  [Cogepxanue HBsAg aomkHo BbiTe B npeaenax ot 16 17.01 mKr/mn
2.Copepxanue HBsAg 0 25 MKr/mn )
Copepxanue HBSAgG B HaA0CaZ04HOR MUAKOCTH
16 MNMonxoTa copBuun nperiapara JomKHO COCTaBNATL He Bonee 1 % oT 0,02 %
HOMUHAIbHOK BENMYUHBI 20 MKr/mn
v IMpoussoacTBeHHbIR LWTamm Hansenula polymorpha Mpou3BoACTBeHHbIN WTamm Hansenula polymorpha
17| Tpou3BOACTBEHHGIA LTAMM oy mivy v 2981 (Y-296 DL-Uph-HBs). BKIM Y-2981 (Y-296 DL-Uph-HBS)._
Mo 1,0 mn (1 Bapocnas gosa) unu no 0,5 mn (1 gerckan
no3a) B an(mynsl -1 unu) Lin-2, us creén: MapKu [ia 0’53 A it “echa;A 4
HC-3 wnu | rugponuTudeckoro knacca, ¢ uaeTHwMZg:A?:;‘g ;ﬁ:g::o:ﬁ 7
KOMbLIOM pasnioma unu ¢ LBETHON TOYKOW W HACEUKOI, 3
18 Ynakoeka Ha amnynax moxeT ObiTh OLHO, ABE UMW TPK LLBeTHle[B SORTYRRYIO FROUACH
Konbua unu 6e3 40NONHUTENBHDBIX UBETHLIX Konew, Ron;am—mnxnop "A
Ha kaxayw aMmnyny HakneusaioT 3TUKeTKY u3 Bymari 0.4 KORTY EHEIE PR BTG
nucded, wunu  Oymarn 3TUKETOYHOW, Wunu 6ymarur§§:§:ﬁ3?: aT«o A &:‘*
VUMIOPTHOW MW CaMOKIEALLMECS STUKETKU. K-
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Mpoaykuus: Peresax® B (Bakuwnra npotvs renarura B, pekombunanTHas gpoxkesasn KUAKAS) CYCMNEH3Ns ANS BHYTOUMbILLEYHOTO BBeaeRus 20 Mkr/mn, 0.5 mn Ne10

Cepusn:40226

Mo 5 amnyn nOMEWaIoT B KOHTYPHYK AYERKOBYK)
YNaKoBKY W3 MNEHKW NONUBUHUNXTOPUAHON  WNHg
MMNOPTHaA.

M0 1 Unu 2 KOHTYPHBLIE AYERKOBLIE YNAKOBKI BMECTE C
WHCTPYKUUEHR NO NPUMEHEHWIO NOMELLAIOT B KAPTOHHYIO
navky U3 KapToOHA MapKu XPOM-3p3atl U Xxpomosbiit
WU UMITOPTHOTO.

19

Mapkupoeka

Ha  9TUKeTKe  amnynbl  yKaselBalT.  TOProso
HauMeHoBaHWe npenapara C NPeAynpesuTensHOWR
mapkuposkort ®, cokpaujeHHoe o003HaueHne nyT
BBEAGHUA: «B/MY», LO3UPOBKY B MKr/mn, ofbem
MUSUTMIUTPAX U KONuUecTBO A03 B amnyne: «[nd
Bapocnbix.», «1 go3a — 1,0 mn» unu «Ans gerei.», «1
o3a - 0,5 mn»; norotun gepxarens PY, Homep cepuu,
B KOTOPOM OTpaMeHa pJaTa rMpou3BOACTBE, [AaTY
BbiNyCKa, AATy WCTEYEHUS cpoka roAHocTh («lofeH
10...%),
Ha KapTOHHOU nauke ¢ amnynamu yKasbisaT:
TOProBOE HauMeHOBaHue npenapara ¢
npeaynpeauTensHoi Mapkuposkol ®, rpynnuposoyHoe
HauMeHoBaHWe, HaumeHoBaHue aepxarens PY, ero
NoroTUN, CTpaHy, Tenedon, ajpec UHTEPHET caitTa,
INeKkapCTBEHHYIO (hOPMY, 403MPOBKY B MKI/MN, COCTaB
(HauMeHOBaHWe 1 KONM4ECTBO AENCTBYIOWEro
BELLecTBa, HAMMEHOBAHUA BCNOMOraTenbHbIX
BeLecTs), 06bEM B MUNNUNUTPAX ¥ KONUYECTBO 403 B
amnyne: «Ans sapocneix.», «1 goza — 1,0 Mn» unn
«[ns peTeit.», «1 gosa -~ 0,5 Mn»; KONUYECTBO amnyn B
lynakoske, cnocob npuMeHeHus, «IpuMeHsTs no
HasHaueHuio Bpada.», «CrepunsHo.», «llepea
lynotpebnernem BCTpsAXUBaTL.», «XPaHuTL B
HEAOCTYNHOM ANs AeTell mecTe.», «He BBoAUTL
BHYTPUBEHHO!», YCNOBUR XPAHEHWS, YCIOBUA OTNYCKa,
LUITPUX-KOA, HOMEP CEPUK, B KOTOPOM OTpaxeHa AaTa
Npou3BOACTBA, AATY BbINYCKA, AATY UCTEYSHUSA CpOKa
rogHoCTH («"ogeH A0o.....»). [ins BHYTPEHHEro
CNONL30BAHUA NPONIBOAVUTENIEM Ha Nauke KapTOHHON
KOMMEPUECKOH ynakoBku MoryT BbiTh HaHECEHb!
NPOV3BOACTBEHHbBIE KOALI. Ha MecTe HaHecerus
HoMepa cepuu, B KOTOPOM OTpaxeHa aaTta
NPOV3BOACTBA NEKapCTBEHHOrO npenapara, AaTh!
BLINYCKA, AaTbl UCTEUEHUS CPpOKa rogHocTy («FofeH
10...»), AONONHUTENBHO MOTYT HAHOCUTLCA CPEACTBA
ULEHTUDUKALMN 4TS CUCTEMBI MOHUTOPUHIE [BUKEHNR
INeKapCTBEHHbIX NPenapaTos ANS MEeANLIMHCKOro
npUMEHeHus.

Ha  aTukeTke  amnynbl  YKa3aso:  TOProeo
HauMeHOBaHWe npenapata C NpeaynpeAnTesnbHONR
mapkuposkolt ®, cokpaileHHoe oBosHaueHue nyT
BBEAEHUR. «B/M», [O3UPOBKY B MKI/Mn, obvem
MUNNUAUTPAX M KONUYEeCTBO 403 B amnyne: «[ns
lnerei.», «1 po3a — 0,5 mn»; norotun gepxarens PY,
HOMEp Cepuu, B KOTOPOM OTpaxeHa pJara
NPOU3BOACTBA, AaTy Bbiycka, Aaty WUcTedeHus)
cpoka rogHocTy («TopeH B0...»).
Ha KapTOHHOW nayke ¢ amMnynamu ykasaHo: TOprosoe
HanMeHOoBaHWe Npenapata ¢ NPeaynpeanTenbHOR
Mapkuposkoi ®, rpynnuposoUHOe HauMeHoBaHue,
HaumeHoBaHue gepxarens PY, ero norotun, CTpaHy,
TenetoH, aapec NHTEPHET CaiTa, JIeKapCTBEHHYI0
chopMy, AO3UPOBKY B MKI/MI, COCTaB (HAUMEHOBaHMWe|
M KOMUYECTBO 4eiCTBYIOWEro BeLecTsa,
HaWMEHOBaHUs BCOMOraTenbHbIX BelecTs), obbem
B MUANANUTPAX U KOMUYECTBO 403 B amnyne: «[ns
B3pocnbix.», «1 4o3a — 1,0 mn» unu «[ina petei.»,
«1 go3a — 0,5 Mn»; KONUYECTBO amnyrsi B YNakoBke,
cnocob npumeHernst, «MPUMEHSATE NO HAZHAYEHNIO
Bpaya.», «CtepunsHo.», «Mepes ynoTpebnexuem
Empnxmaarb.», «XpaHuTb B HEAOCTYNHOM ANs

eTen Mecre.», «He BBOAUTL BHYTPUBEHHO!»,
YCNOBUS XPAHEHWS, YCNOBUS OTNYCKE, WITPUX-KOA,
HOMEp Cepuu, B KOTOPOM OTpaXeHa AaTa
NPOUIBOACTBA, AATY Bbiflycka, AATY UCTEUEHUR
cpoka ropHocTY («FoaeH A0.....»). [ANs BHYTpeHHero
NCNOMb30BAHUA NPOUIBOAUTENEM Ha nayke
KapTOHHOW KOMMEDPUYECKO! YNakoBKA HaHeCEeHb!
NPOU3BOACTBEHHbIE KOALI. Ha MecTe HaHeceHus
HOMepa Cepun, B KOTOPOM OTpaXeHa aara
NPOVSBOACTBA NEKapCTBEHHOro npenapara, Aarh!
BLINYCKE, AaTbl UCTEYEHUA Cpoka rogHocTy («logeH

0...»), AONONHUTENbHO HaHECeHb! CpeacTBa
MAEHTUUKAUNY ANS CUCTEMbBl MOHUTOPUHIaE

BWKEHWUA NEKapCTBEHHbIX NpenapaTos And
MEMLIMHCKOTO NPUMEHEHUA.

20

XpaHetue

XpaHuTb npu Temnepatype ot 2 40 8 °C. He
{nonyckaeTCs 3aMopaKUBaHue.

paruTh npu Temneparype ot 2 o 8°C. He
OMyCKaeTCH 3aMopaXxuBanme.

21

Cpox rogHocTh

13 rona

[3ropa

3aknouenue: CoorseTcrayeT TpeboBaHUAM
JIM-Ne (000539)-(PT-RU)-020425 Peresax® B (Bakunxa npoTus renatuta B, pekomMOUHaHTHaA APOXoKeBas xugkas) cycn. Ans s/m sBeserus 20

mkr/mn EAC

* MMokazaTens ABAAETCA anbTepHaTUBHbIM nokasaTtenio "bakTepuantHble 3HAOTOKCHHLI".

“*AHanu3 NpoBOAUTCA Ha kawaoi 10-it cepun.
[Hara eeinycka; 13.04.2

HavansHuk OKK |/ 1./7
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