PASPEIHIEHUE

Ha BBOJ| B IpaXXJaHCKUI 060poT B Poccuiickoi Deiepaunu cepur WM NapTHH
pousBenennoro B Poccuiickolt Meepanuy Wi BBO3UMOro B Poccuiickyro ®enepano
MMMYHOOHOJIOTMYECKOTr0 JIEKAPCTBEHHOIO npemnapara
Ne P006-00110-77/04975148 ot 04.05.2026

Bbinano Akumonepromy obwectBy "Bunnodapm", Poccus, 124460, r. Mocksa,
I. 3elieHorpa, yi. Koncrpykropa I'ycpkoga, 1. 3, ctp. 1, MIHH: 7735518627.
(HauMeHOBaHMe IOPUANIECKOTO i@, ropuanyeckuii anpec, MHH)
@enepanbHast cayxéa mo HaJ30py B cdepe 3ApaBoOXpaHeHHS]! HA OCHOBAHHH
3aKiaoveHus: HcnertatensHoit mabopatopur  MocCKOBCKOIA nabopaTopur  KOHTPOJIs
KavecTBa IekapCcTBEHHBIX cpeacts PIBY "MMIIDYAOQCMIT" PocsnpaBHanzopa
(HauMeHOBaHHMe (enepanbHOro TOCY1apCTBEHHOIO OHOIKETHOTO YUpeskIeHHs!)
ot 30.04.2026 Ne S556JIK-11/26 paspemaer BBOJ B IpaxkIaHCKUil 06opoT
(nara) (HOMeD)
B Poccuiickoit ®enepaunn MMMYHO0HOJIOTHYECKOT0 JIEKAPCTBEHHOT0 npenapara
Peresax® B (Bakiuna IIPOTHB renatura B, pekomMOuHaHTHAs nposxokeBas JKUIKAsT)
(Toprosoe HanMeHoBaHHe)

Bakuuna s npodumakruku BUPYCHOTO remnarura B
(MC)KIIyHaPOIIHOG HCIIAaTEHTOBAaHHOE HAMEHOBaHHEe (prHHPIpOBO‘{HOG W XI/IMI/I‘{GCKOG)

CYCIICH3MS 711 BHYTPUMBIIIEYHOTO BBeAeHUS 20 MKI/MIT 1 M - amyJiel (10 mrT.) -
Ta9KH KapTOHHBIE - JUIs1 JIe4eOHO-IPODHIIAKTHYECKIX YYpEKICHHU I

(bopma Brimycka (¢ ykazanuem JIEKapCTBEHHON (POPMBI, T03UPOBKH, (HACOBKH) U KOTHICCTBO B YIaKOBKe)

cepun 60226 , 00beM cepuM waM maptuu 13777

(HoMep cepun) (xomuyecTBO YIaKOBOK)

rogen no 02.2029
(cpok romHoCTH)
NPOU3BOACTBA AKLHOHEPHOIO OOIIECTBA "Bunnodapm" (AO "Bunnodpapm"), Poccus,
124460, r. Mockaa, . 3eneHorpar, yi. KoHctpykropa I'ycekoBa, 1. 3, cTp. 1 (Bce craauy,
BKIJIIOYAA BBIIYCKAIOMIH KOHTPOJIb KayecTBa).
(HanmMeHoBaHuUe u anpec TPOU3BOAUTENSA (C yKa3aHHMEM CTaumil NIPOU3BOACTBA)

Perucrpauuonnoe yAaocrosepenue Ne JIT1-No(000539)-(PT-RU) o1 01.02.2022.
HAepikaTens perucrpaumonHoro YAOCTOBEpPEHUs] AKLUOHEPHOE 0OIIECTBO "bunnOdapm"

(AO "Bunnopapm"), Poccus, 124460, r. Mocksa, . 3eneHorpa, yi. Koncrpykropa
I'ycekoBa, 1. 3, crp. 1.

5

(HaumeHoOBaHue, aspec)

3aMecTuTens pyKoBoaUTEN S
Pocsapasranszopa
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DIIEKTPOHHOMN ITOIITUCHIO

Cepraduxar 42D1B24AD82BBD113BD1263F E2CCBC89
Branenen Iapxomenko Havurpuii BeeronogoBuy
Aeiternurenen ¢ 07.04.2025 no 01.07.2026
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AO "BUHHOMapm"
Ceprudpmkar coorsetcTBUs Cepun Ne 233/26

0T 17.04.2026 r.

Peresak® B (BakuuHa npotus renatuta B, pekoMOuHaHTHas

Toproeoe HauMeHOBaHue
°p Apoxokesas xuakas)

MHH/TpynnupoeoyHoe HaumeHoBaHue BakuuHa gnst npodunaktvkm BUPYCHOro renatuta B

®opma Bbinycka CYCNeH3us Ans BHyTPUMbILIEYHOTO BBeAeHUs 20 mkr/mn 1 mn Net0

Cepus 50226 Ob6bem cepun 11 445 ynak

Aata npoussonctea (Aara| ) oo FoaeH fo 02.2029

Bbinycka)

Ceptudbukar ananusa Ne 148 o CtpaHa HasHaueHus POCCUA

P 26.0320261, |~™P

AO "BuHHOGMapm", 124460, r. Mocksa, . 3eneHorpag, yn.
KoHcTpykTopa lNycbkosa, g. 3, cTp. 1, Jlnuersus Ha nponssogcTeo

fpovwsespTenk n 11012-00102-77/00010449; Cepruchkar

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

AO "bunHodapm", 124460, r. Mocksa, r. BeneHorpag, yn.

Konctpyktopa lycbkosa, 4. 3, ctp. 1, Nuuenaus Ha NPOU3BOACTBO
Mepaudnas ynakoska nc 11012-00102-77/00010449: CepTucbukar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025

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

KoHcTpyktopa INycskosa, 4. 3, ctp. 1, JluieHsust Ha npow3BoaCTBO
BropuuHas/notpebutensckas ynakoeka n 11012-00102-77/00010449: CepTuchnkar
GMP/EAEU/RU/02236-2025: GMP/EAEU/RU/02334-2025

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

5 KoneTpykropa MNyckkoBa, 4. 3, ctp. 1, InueHava Ha NPOu3BOACTBO
Belmyckaiouuit rouTpors Jic 11012-00102-77/00010449; CepTudnkar
GMP/EAEU/RU/02236-2025: GMP/EAEU/RU/02334-2025
HaumeHoBanue u agpec aepxarens AO "BuHHotbapm", 124460, r. Mocksa, r. 3eneworpag, yn.
PErncTpaLoHHoro y40CTOBEPEHNS KoHctpykTopa MNyckbkosa, 4. 3, cTp. 1
Homep PY u para perucrpauuu unu Aata |1IM1-Ne(000539)-(PT-RU) ot 01.02.2022 . (hata BHecenus
3aMeHbl u3meHeruin 01.02.2022 r.)
J1M-Ne(000539)~(Pr-RU)-020425 Peresak® B (BakuuHa npotus
Homep HopmaTuBHOIM LOKyMeHTaluu renatuta B, pekombBuHaHTHas Apoxokesas Xuakasa) cycn. ans s/m

BBefeHus 20 mkr/mn

HacToswumm s noaTeepxaaio, uto npuBefeHHan Boille nHhopMauus aensercs AOCTOBEPHOW U TOUHON. OTa
Cepus nponykuuu npovsseneHa (Bknioyas ynakoBky (MapKupoBKy) 1 KOHTPOSib Ka4ecTBa) Ha BbiEyKasaHHOM
NPOU3BOLACTBEHHON nrlowjanke (nnowaakax) B NONHOM COOTBETCTBUN ¢ TpeboBaHusmy Mpasun Hagnexaiyeun
NPOUIBOACTBEHHON MpakTUk EBPasuiickoro akoHOMUYECKoro cotoza u TpeboBaHWAMY KOHTPONS KayecTsa
JIEKAPCTBEHHBIX MpenapaToB, a Tawke B COOTBETCTBUU CO  creundukaumammn, copepkaumucs B
PErMCTPaLMoHHOM [0Cbe CTpaHbi-UMnopTepa unu B AoChbe cneundukayuii Ha NekapcTBEeHHbI npenapart B
Chy4ae nekapCcTBeHHbIX NpenapaTtos Ans KNHUYECKX ncecneposaxunin. 3anucu no NpowssofcTBYy,

aHanuay  MpoBepeHbl, M  YCTAHOBNEHO WX GCOOTBETCTBUE TpebosaHusm  TMpasy,
MPOU3BOACTBEHHOM NPaKTUKA,
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Binnopharm
group

HavmeHosanue no HA

Ceptudukar aHanusa Ne 157
Peresak® B (BakuuHa npoTue renatuta B, pekoMBuHaHTHas ApoxokeBas )uakas)

Aapec npoussoacTsa
Azpec BbinycKkalLero KOHTpons

CyCreHsusa ans BHyTpUMbIWeYHoro eeeeHus 20 mkr/mn, 1 mn Ne10

1244860, r. Mockea, r. 3eneHorpaga, yn. KoHcrpykropa 'ycbkosa 4. 3 ¢Tp. 1

124460, r. Mocksa, r. 3eneHorpag, yn. Koxcrpykropa 'ycekosa . 3 cTp. 1

GTIN 04610004580178
Homep naptuw/cepum 60226 -

Konuuectso /macca, obwem/, en.uam. 13777 ynak

[Hata npoussoacTsa 02.2026

Cpok rogHocTu 02.2029

Cepus ADC A(641+642+644+645)-1

KoHTponb npoeegeH no

JIM-Ne (000539)-(PI-RU)-020425 Peresak® B (BakuuHa npoTtus renatuta B,
pekoMBUHaHTHas ApoxoKeBas XuaKas) CycneHans ans B/M BBeaeHUs 20 MKr/Mn

EAC

Ne HavmeHoBaHue nokasaTens
v kayecTsa no HopmaTusHoMy | TpeBoBaHue K KauecTBy N0 HOPMATUBHOMY AOKYMEHTY PeaynbTar
AOKYMEHTY
g::‘ezr:;;il gs%Zf:ifme::;on'g’xoi‘z’:&?xc CEPEM  IromorenHas cycneHsus §enoro useta 6e3 BUAUMbBIX
& NOCTOPOHHUX BKNIOYEHNI, pasjensiowjas nocne
1 Onucanve ggﬁ:::: Mb%iséegzglfi ::gg:q%:fa;g?:;:og:b u loTCTaMBaHus Ha BecLBeTHYI0 NPO3payHyio
ocanok 6eynoro un‘l)a 6e1¥oro C cepblM olrenxom usera, Haaocanouylo m:”:;::’ﬁ“noiago" giﬂg;:;l: o,
INerko pecycneHanpyembli Npu BCTPSIXUBAHUM. f1erko pecycnexaupy Py BCTP
WaeHtudukauus: 1. UOA (no
2 pasaeny «Cneuuguyeckas Mpenapat aonkeH coaepxarts HBsAg MoaTsepxaeHa
aKTUBHOCTbY)
Wnentugpukauus: 2.
OnekTpodopes B [lonxHa BLISBNATLCA OCHOBHARA NOIOCa MOHOMEPa C
3 NnonnakpunamugHoOM rene B [MONEKYNAPHON Maccoi 2412 k[la u MoxeT MoaTeepxaeHa
PEAYLMPYIOLLINX YCNOBUAX NPU  [MPUCYTCTBOBATL A ONONHUTENbLHAS MEHEE UHTEHCUBHAS
OKpalUMBaHUM pacTBOPOM HUTpaTanonoca Aumepa ¢ MONeKynApHoM maccom 45+2 kfla
cepebpa
4 Cegumey'raunonuaﬂ gg:;:;ﬁ::nai%?;gr?:ﬁ:?::oczﬁ:::a:zgn — 5CycneH:wm BaKUWHbI, 0BpasyloLasica npu
YCTORYUBOCTb v ! BCTPAXUBAHWUM, HE PacCnanBaeTCcs B TeUeHUe 5 MUH.
5 Mpoxoaumocts Yepes urny ﬁlggfgs"" RomkHa c80BoAHo NPoXoAUTS Uepes ury CycneHaus cBo6oaHO NPOXOAUT uepes urny Ne0840.
o He MeHee CyMMbl HOMUHaNbHLIX 06BLEMOB
6 W3snekaemsblit 06bem MCCreA0BaHHbIX yNakoBoK 5,5
7 pH Or6,4 4074 7,0
8 MexaHuyeckue BKnoYeHUn ﬁ?eng((;n::::;ae‘l'maosan CooTeeTcTBYOT TPEGOBaHUAM
9 Obwwmn Genok He Gonee 25 mkr/mn 18 MKr/mMn
10 AnIOMUHUS TMAPOKCUA 0,35-0,65 mr B 1 mn (B3pocnas 403a) 0,40 Mr aniomuHus B 1 mn
11 CrepunbHOCTb Mpenapat 4onxeH BbiTb CTEPULHBLIM Mpenapar crepunex
12 | BakrepuanbHbie 3HAoTOKCUHbLI |He Gonee 25 EQ/mn Menree 25 EQ/mn
13 MuporeHHocTb* Mpenapar aomkeH 6biTh anMporeHHbIM IAHaNU3 He NPoBOAUNCH
14 AHOManbHas TOKCUHHOCTb Mpenapat aonkeH 6biTb HETOKCUYHBLIM Mpenapat HeTokcuyeH
OTHOWeEHWE 403kl UMMYHOrEHHOW aKTUBHOCTM
Cneuncbuyeckan akTUBHOCTb:  [pethepeHC-BakUMHLI MPOTUB renaTtuta B, BbI3bIBAKOLLEN
15 1.MMyHOreHHas akTUBHOCTL*  [BbIpaBoTKy aHTUTEN y%O% mbiwen (Efso), k EOso f\Hanu3 He nposoanca
MCNbITYEMO BaKUUHbI AOMKHO BbiTh 20,5
16 Cneuuduueckan akTuBHOCTb:  [CoaepKaHue HBsAg aomkHo BbITe B npeaenax ot 16 18.05 Mkr/mn
2.CoaepxaHnue HBsAg 0 25 Mkr/mn !
CopaepxaHue HBSAg B Hag0cas04HON XUAKOCTH
17 MonnoTa copbumnu npenaparta AonXHO cocTaBnsaTk He Gonee 1 % ot 0,033 %
HOMWUHaNLHOW BENUYUHLI 20 MKr/Mn
< pon3BOACTBEHHBIN WTamm Hansenula polymorpha MpouasoacTBEHHBIN WTamm Hansenula polymorpha
18 | MPOVSBOACTSeHHbIA LITaMM |y int v-2981 (Y-296 DLUph-HBs). BKMM Y-2981 (Y-296 DL-Uph-HBs).
Mo 1,0 mn (1 B3pocnas jo3a) unwm 0,5 mn (1 geTckas
1103a) B amnynbi C UBETHLIM KONbLOM pasnoma unn ¢ |Mo 1,0 mn (B3pocnas
LBETHOW TOYKOM U Haceukoi. Ha amnynax MoxeT BbITb [TOYKOM 1 HACEYKOIA. Ha
OAHO, ABa UNK TPW UBETHLIX KoNbua unu 6es CamMoknesLjancs 3y o
19 N OMOSTHUTENbHbIX UBETHBLIX Konew,. B KOHTYPHYIO AYeit
Mo 5 amnyn nomeLLatoT B KOHTYPHYIO SYERKOBYIO NONUBUHUNXNOPUHOWE
NaKoBKY U3 NNEHKK NONUBUHUNXIIOPUAHOM. Mo 2 KOHTYpHble &l
M0 1 UK 2 KOHTYPHbIE SYEHKOBLIE YNAKOBKY BMECTE C MHCTPYKLUUEN no
MHCTPYKUWeEl N0 NPUMEHEHYIO MOMELLAIOT B KaPTOHHYIO KapTOHHYIO nauky.
nauky. \ %
v
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Mpopykuws: Peresak® B (Bakyura npoTvie renarita B, pekoMBUHaHTHaR APOXOKEBEs XUAKAR) CyCreH3ns AN BHYTPUMbILLEYHOrO BBeAeHA 20 Mkr/mn, 1 mn Ne10Cepus: 60226

Ha atukeTke amnynbel YKasblBatoT. TOprosoe
HauMeHoBaHWe npenapara ¢ NpeaynpeanTensHoM
MapkupoBkol ®, cokpalleHHoe 0603HaueHue nyTu

BBEAEHMUA. «B/MY, JO3UPOBKY B MKI/MN, 06bem B Ha aTukeTke amnynbl ykasaHo: TOprosoe

MUNIUNUTPAxX U KONUYECTBO 403 B amnyne: «ns H

B3pOCAbIX.», «1 A03a — 1,0 Mn» unun «ns aeteir.», «1 |Mapkuposkoii ®, CokpalleHHoe 0603Ha4YeHue nyTu
03a — 0,5 mn»; norotun aepxarens PY, HoMmep cepuu, [BBeseHus: «B/M», f,O3UPOBKa B MKI/Mn, 06bEM B
ATy NPOUSBOACTBA, A8TY UCTEYEHNS CPOKA rOAHOCTU. [MUNMMUAMTPAX U KONUYECTBO A03 B amnyne «[ns
Ha kapToHHOM nauke c aMnynamm ykasbiBaioT: B3pOCnbIX.», «1 Ao3a ~ 1,0 Mny»; noroTun gepxarens
PY, Homep cepuu, AaTa Npon3soAcTBa, AaTa
NPEAYNPEAUTENBHOI MapKupoBKoit ®, rpynMUPOBOYHO. MCTeUYeHUs CpoKka rogHOCTH. Ha KapTOHHOW nayke ¢
HalMeHoBaHWe, HanmeHoBakue Aepxatens PY, ero  [aMnynamu ykasaHo: TOProBoe HauMeHoBaHue
NoroTun, CTpany, TenedoH, agpec UHTEpHeT calTa, npenapara ¢ npeaynpeauTensHOW MapKUpoOBKoil ®,
INeKapCTBEHHYI0 (hOPMY, AO3UPOBKY B MKI/MI, COCTaB rpynnupoBOYHOE HAUMEHOBAHUE, HAUMEHOBaHUe
(HauMeHoBaHWe U KONUYecTso AencTeyiowero iepxarens PY, ero norotun, cTpawa, TenegoH,
BeLleCcTBa, HaMEeHOBaHMA BCNOMOraTenbHbIX AAPEC UHTEPHET CaiiTa, nekapcTBeHHas opma,

TOProBO€ HauMeHoBaHWe npenapaTa ¢

BeLLlECTB), obbem B MUNAUNUTPax u KONUYeCcTso 403 B

amnyne: «[ins s3pocnbix.», «1 gosa — 1,0 Ma» unu KONUYECTBO AeiCTBYIOLLEro BeLlecTsa,

auMeHoBaHWe npenapara ¢ NpeaynpeauTensHoi

03MpoBKa B MK/MN, COCTaB (HaumMeHoBaHue v

0 Mapkuposka «Onsa petei.», «1 gosa — 0,5 MN»; KONUYECTBO aMnyn BHauMeHoBaHWA BCNoMOraTenbHbiX BEWECTB), 06bem
ynakoeke, cnocob npumeHeHus, «MpuMeHsTs no B MUNIUNUTPAxX U KONMYECTBO 403 B amnyne: «ns
HasHaveHuto Bpaya.», «CtepuneHo.», «Mepeg B3poCnbiX.», «1 A03a — 1,0 MA»; KONMYECTBO amnyn
ynoTpebneHuem BCTPAXUBATL.», «XPaHUTL B B ynakoBke, cnocob npumeHenus, «MpuMeHaTs no
HEAOCTYNHOM ANA AeTeil MecTe.», «He BBOAUTH Ha3HayeHuio Bpava.», «CTepunbHo.», «Mepes
BHYTPUBEHHO!», YCNOBUA XpaHEHUs, yCrosus oTnycka, ynoTpebnernem BCTPSAXWBATbL.», «XpaHuTb B
PerucTpaunoHHbIi HOMEp, HOMEp CEpPUM, B KOTOPOM HEAOCTYNHOM 4115 AeTel MecTe.», «He BBOAUTH
OTPaXeHa AaTa NPOU3BOACTEA, AaTbl UCTEHEHUS CPOKa [BHYTPUBEHHO!», YCNIOBUS XpaHEHMS, YCNoBUA
rOAHOCTU («[0A€H A0.....»), WTpUx-Ko4. [Ans 0TNycKa, PEerucTpaLyuoHHLIA HOMep, HoMep cepui, B
BHYTPEHHEero ucnosnb30BaHUA NPOU3BOAUTENEM Ha KOTOPOM OTpaXeHa Aata Npou3BoACTBa, AaThl
Naquke KapTOHHOW KOMMEPYECKON YNakoBKv MOryT BbITb [UCTEYEHMS Cpoka roaHoCTH («IoAeH Ao.....»),
HaHeCeHbl NPON3BOACTBEHHbIE Kogbl. Ha MecTe LUTPUX-KO4. HaneceHb! cpeacTBa MAEHTUMKaLUM
HAHECEHUA HOMEepa Cepuy, B KOTOPOM OTPaXeHa AaTa |AN1s CUCTEMbI MOHUTOPUHIE ABKEHUS
NPOU3BOACTBA, 4aTbl UCTEYEHUA CPOKa FOAHOCTY INeKapCTBEHHbIX NpenapaToB 4N MeAULUHCKOro
(«ToaeH po...»), pononHUTENbHO MOryT HAHOCUTBCH  [NPUMEHEHMSI.
CPEACTBA WAEHTUDUKALMM ANS CUCTEMBI MOHUTOPUHTa
IBIKEHUA NeKapcTBEHHbIX NpenapaTos Ans
MEeANLINHCKOro NPUMEHEeHUS.

21 XpareHve IXpaHuTb npu Temnepatype oT 2 40 8 °C. He XpaHuTb npu Temneparype ot 2 40 8°C. He

ONyCKaeTCs 3aMopaXxusaHue. OnycKaeTCs 3aMopaXvBaHue.
22 Cpok rogHocTm 3 roga 3 roga

3aknioueHne: CooTseTcTayeT TpeGosaHuam

NN-Ne (000539)-(Pr-

mkr/mn EAC.

* AnbTepHaTuBHbIA MeTog,
**Ha npouseoacTse ocywecTensiercs KOHTpOnb kaxao# 10-i cepum npenapara
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RU)-020425 Peresak® B (BakuuHa npotus renatita B, pekoMbuHaHTHas gpoxokesas XWUjKasn) cycn. Ans B/M BeeaeHna 20

B



