PA3PEIIEHUE

Ha BBOJI B IpaXJaHCKuii 060poT B Poccuiickoii Mdenepaliiiu cepur Wik NapTUK
Mpou3BeIeHHOro B Poccuiickoil denepayuy niy BBO3ZUMOTo B PoccHitckyio depnepanmro
MMMYHOOHOJIOTHYECKOT0 JICKAPCTBEHHOTO Mperapara
No P006-00110-77/03970839 ot 12.12.2025

Beimano AxumonepHoMmy ofmectBy "Bunnodapm", Poccus, 124460, r. Mocksa,
r. 3eneHorpas, yi. Koncrpykropa I'ycekoBa, 1. 3, ctp. 1, MTHH: 7735518627.
(HauMeHOBaHUe IOPUANYECKOro JIKLa, opuarieckuii anpec, UHH)
®enepanbHasi cay:xkb6a Mo Hagzopy B cdepe 3ApaBooXpaHeHHS HAa OCHOBAHHM
sakuoueHnst McnpbitarensHol  aboparopur MOCKOBCKOM  J1abOpaTopuu  KOHTPOJIS
KaqecTBa JieKapcTBeHHBIX cpencTB PI'BY "MMIIDYAOCMII" PocanpaBHamzopa
(HauMeHoBaHue (heepallbHOTO rOCY IapCTBEHHOTO GIODKETHOTO YUPekKIeH!S)
or _11.12.2025 Ne 2438JIK-11/25 pa3pemaet BBoJ B rPasKIaHCKUil 060pOT
(nara) (HOMeED)

B Poccuiickoii ®exepauun HMMYHOOHOI0IMHY€ECKOT0 JIEKAPCTBEHHOT0 MpenapaTa

Perepak® B (BakuuHa npotus renatuta B, peKoMGHHAHTHAS IPOAIKEBas XKHUJIKas)

(TOproBoe HaMeHOBaHUE)

BaknuHa 1j1s mpo(puIakTHKY BUPYCHOTO renatura B
(MexIyHapo/IHOE HEMAaTEeHTOBAHHOE HAHMEHOBaHKeE (IPYNIMPOBOYHOE UM XMMHUECKOe)
CyCIIeH31s VI BHYTPUMBIIEUHOro BBeAeHMs 20 Mkr/mut 0.5 mi - ammysst (10 mT.) -
NaYKU KAPTOHHBIE - VIS J1€4eOHO-TPOPMIIAKTHUECKHUX YUPEKIEHU
(popma BbImycKa (¢ yKasaHueM JIeKapCTBEHHON (GOPMBI, IO3MPOBKH, (haCOBKH) H KOTHYECTBO B YIIaKOBKE)
cepun 130925 , 00beMm cepuu wiau maptun 20283
(nomep cepun) (KONHMYECTBO YIaKOBOK)

rogen no 09.2028

(cpoK roJIHOCTH)
MpPOU3BOJCTBA AKIHOHEepHOro obmectsa "bunHHOdapm" (AO "Bunnodapm"), Poccus,
124460, r. Mocksa, T. 3enenorpan, yi. Koncrpykropa I'ycbkoBa, 1. 3, ctp. 1 (Bce craquu,
BKJItOYast BBIYCKAIOIIMI KOHTPOJIb Ka4eCTBa).

(HaI/IMeHOBaHI/Ie n aapec Nporu3BOAUTEIISA (C YKasaHuEeM cTaguit HpOI/IBBO[ICTBa)

Perncrpaunonnoe ynocrosepenue Ne JIIT-Ne(000539)-(PT-RU) ot 01.02.2022.
HepixaTesib perucTpaoHHOro0 YA0CTOBEpeHusT AKLIMOHEPHOE OGIIECTBO "bunHopapm"

(AO "bunnodapm"), Poccus, 124460, r. Mocksa, r. 3eneHorpa, yi1. KoHcrpykTopa
I'ycpkoBa, 1. 3, ctp. 1.

2

2

(HauMeHoBaHue, ajpec)

3aMeCTUTENb PYKOBOIUTENS
PocsapasHagzopa

JOKYMEHT ITOATTMCAH
DJIEKTPOHHOUM ITOJTTHCHIO

Ceprudurar 42D1B24AD82BBD113BD1263FE2CCBC]9
Branener Hapxosmenxo Jvurpitii Beerosogosiy
JletierButenen ¢ 07.04.2025 o 01.07.2026

.
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Haumenosanue no HA

Agpec nMpovsBoacTBa
ALpec BbINyCKaOLWEro KOHTPOns

GTIN

Homep napTuu/cepum

KonuuecTro /macca, 0bbem/, en.usm,

Hata npoussoacrea
Cpok rogHocTH
Cepust AGC

KoHTponb nposesaer no

Ceprudpukar ananusa Ne 1024
Perepak® B (BakuuHa npoTys renatuta B, pekombuHaHTHas [poXokesast xxuakas)
cycneHsus ana BHyTpumbiweuroro seegenust 20 mkr/mm, 0,5 mn Ne10

124460, r. Mocksa, r. 3enerorpag, yn. Kouctpykropa lN'ycekoea . 3 c1p. 1

124460, r. Mocksa, r. 3enexorpag, yn. KoHctpykropa 'ycekoBa A. 3 c1p. 1

04610004580055

130925

20283 ynak

09.2025

09.2028

A (600+601+602)-1

JIM-Ne (000539)-(PT-RU)-020425 Peresax® B (BakuuHa npotus renatura B,
pekoMBUHaHTHas gpoXoKkeBast Xugkas) cycn. ans s/m seeneqns 20 mkr/mn EAC

Ne HavmeHoBaHVe nokasaTens
n/;1 KavecTsa rno HopmaTtusHomy | TpebopaHue Kk KauecTBY 10 HOPMATUBHOMY AOKYMEHTY Pesynbrar
LLOKYMEHTY
gweogf:;il gg%e:;gaf:;g;on‘gg o%%?f:‘r;xc GEPEIM \roMoreHHas cycneHsns ?enoro LeTa 6e3 B UMbIX
g NOCTOPOHHUX BKIOYEHWUN, pasgensiowas nocne
1 Onucatue gg’;‘&;:::;}(’)al%aé%’;tﬁ;ﬁsi:;gg:ﬂ%zfﬁgaf:;;o;ab q [oTCTanBaHus Ha BecLBETHYIO NPo3pavHyio
ocaznok 6enoro UBeTa, Nerko pecycneHanpyembiii npu HBROGANOHHYIO HULKOCTE )} OCAARK Generg UneTs:
: Inerko pecycneHaupyemMbii npu BETPAXUBaHUN
BCTPAXUBAHUM
Mpenapar pomxer cogepxats HBsAg MopTBEPXKAEHA
2 WnenTudmkaums \donXHa BbLIABNATLCA OCHOBHASA NMONOCa MOHOMEpa C
MONeKynapHon maccol 2412 kfla u MoxeT ; MoaTeepiaera
NPUCYTCTBOBATL JLONONHUTENbLHAS MEHee UHTEHCUBHASA
nonoca fuMepa ¢ MonekynspHoi maccoi 4542 kla
s | Commmmaonan e 8 e SISO S, oBpaauanc o
YCTOWYUBOCTD MUH. ' BCTPAXUBAHWM, HE paccnanBaeTca B TeUeHue 5 MuH,
4 MpoxoanmocTb Yepes urny Ongn;Ham AOMKHa CBOBOAHO MPOXOANTE Hepes Ury CycneHnauns csobogHo npoxoaut yepes vrny 08-40.
5 NaBneKaemuiii o5bem He MeHee CyMMbl HOMUHaNbHLIX 06LEMOB Cootsercrayer
MCCNEL0BAHHbBIX YIAKoBOK
6 pH 07164 p07,4 7,1
7 MexaHuueckue BKNIOYEHUs! OJIXKHbI OTCYTCTBOBATH OTCyTCBYIOT
8 O6wwmi 6enok He Bonee 25 Mkr/mn 19 mxr/mn
9 ANIOMUHUS TUAPOKCUA 070,18 n0 0,32 mr B 0,5 Mn (aeTckas fosa) 0,25 mr aniomurms B 0,5 mn
10 CrepuiibHOCTh Mpenapar fokeH BbiTh CTepUITbHbLIM Mpenapar crepunex
11 bakrepuanbHble sHaoTokeuHbl |He Gonee 256 E3/mn Menee 25 EQ/mn
12 MuporerHocTs* penapat pomkeH BbiTb anuporeHHbIM IAHanu3 He NpPoBoOAUIICA
13 AHOManbHas TOKCUYHOCTb [Mpenapat fosmkeH BbiTb HETOKCUYHBIM Mpenapar HeTOKCUIeH
OTHOLLEHWE [,03bl UMMYHOTEHHOR aKTUBHOCTY
Cneuuduyeckan akTUBHOCTb, edepeHc-BakuuHbl NPOTUB renatuta B, BriskiBatoLen
L 1.MMk‘ﬂy(z()OreHHaﬂ aKTUBHOCTL™* Ebsc:))agowy aHTuTen y%O% mbltein (Efso), k EDso - {\HENWS B NPOBCANNCA
MCTBITYEMON BaKUUHBL! J05MKHO BbiTk 20,56
15 Cneyucbrueckas aktuHocte:  |Copepxanue HBsAg aomiHo BeiTh B npeaenax oT 16 18.49 MKr/MA
2.Copepxarue HBsAg 0 25 mkr/mn '
Copepxanue HBsAg B8 HaR0CaLOUHOW MUAKOCTY
16 MonHoTa copbuyun npenapara A0MKHO cocTaBnATb He Bonee 1 % oT 0,05 %
HOMWUHaIbHOW BENUYMHbE 20 MKr/mi
. MponssojcTBeHHbIR LWTamm Hansenula polymorpha MpousBoACTBEHHLIA LWTamm Hansenula polymorpha
17 | MpoussoacTsenHblf WTaMM  |aymyy v 5081 (Y-206 DL-Uph-HBs). BKIM Y-2981 (Y-296 DL-Uph-HBs).
Egs;‘)OBMaI:wgyE?s(;nMa:yﬁZ?ﬁ?quimv&S LAQJJ;'IE;,AGTCKM Mo 0,5 mn (1 peTckan fo3a) B amnynel ¢ LBETHOM
13 crekna mapku HC-3 unu | rugponutudeckoro ;Z;K;Kzgﬂﬁ;:z::o;m}::rgﬁ’m 5% nee:so
Knacca, ¢ LBETHBIM KOMbLOM Pas3fnioma Ui ¢ L4BETHOM! e N
18 Ynakoeka [TOHKOM U Haceukon. Ha amnynax moxeT GbiTk OAHO, :Jﬁ:;m:ﬁfn?imf:y @\,1
IABa UMK TPYU UBETHbLIX koSibUa unu 6es Mo 2 KOHTyprIg :xlqe - BKM BmeCTe (}\\
LOMONHUTENBHBLIX UBETHBLIX KONeL, KLl Mo npUfrers M mew s w \\
Ha kaxayto aMmnyny HakneusaloT sTukeTky us Bymaru }I?HCIOPZHH}O ‘I 0 )l,
nucyen, v Bymaru STUKETOUHOM, ap ylo natiky. {1 2 Z/;’?fz 2eld S

Crparuya 1 us 2




Mponykuyws: Peresak® B (BakuuHa npoTua renatuta B, pekoMBUHAHTHAA APOXOKEBAR XUAKAR) CYCNEHIUA AR BHYTPUMBILLEYHOrO BBeaeH!s 20 Mr/Mn, 0,5 M Net0Cepus: 130925

unu Bymarn UMNOPTHON UMK cCamokneloLnecs
ATUKETKN.

o 5 amnyri NOMeLLaIoT B KOHTYPHYIO A4elKoByIo
YNakKoBKY U3 NNEHKU I’lOﬂVIBVIHVIﬂXnOpW,D'HOﬁ win
MMMOPTHas.

10 1w 2 KOHTYPHbIE AYENKOBLIE YNaKoBKW BMECTe ¢
MHCTPYKLIMEN NO NPUMEHEHWIO NOMELLAIOT B KAPTOHHYIO
navky us kKapToHa Mapkv Xpom-ap3aal uiu XpoMoBbIit
NN UMNOPTHOTO.

Mapkuposka

Ha aTuKeTKe amnynbl ykaselBaloT: TOProBoe
HauMeHoBaHWe npenapara ¢ npeaynpeauTensHoin
MapkvpoBkoit ®, cokpalleHHoe 0Bo3HaueHue nyTi
BBEAEHUA: «B/MY, [JOSUPOBKY B MKI/MJ1, 0BbeM &
MUTIUAUTPEX U KONUYECTBo A03 B amnyne: «[ns
B3POCHbLIX.», «1 fo3a— 1,0 Mny» unu «[ns geTen.», «1
inosa — 0,5 mnx»; norotun gepxarenst PY, Homep cepun,
1aTy NPousBOACTEA, AATY UCTEUYEHUs CPOKa ro4HOCTH.
Ha kapToHHO| Nnavke c amnyiamMu yKkasbisaloT:
[roprosBoe HauMeHoBaHwe npenapara ¢
NpelynpenuTensHoh MapkupoBkoi ®, rpynnuposoUHoe
HaumeHoBaHue, HaumeHosanue Aepxatensa PY, ero
InoroTun, crpaHy, TenedioH, aapec UHTepHeT caita,
nekapcTBEHHYI0 hopMy, BO3NPOBKY B MKI/MA, COCTAB
(HanMeHoBaHVe U KONUUecTBO aelicTayioWLEero
BELECTBA, HaUMEHOBaHWA BCNOMOraTesbHbIX
BellecTs), 00beM B MUNNUAUTPAX U KONUYECTBO 403 B
amnyne: «[lna Bapocnbix.», «1 goaa — 1,0 mn» unn

yrnaxkoske, cnocob npumereHus, «PUMEHATL NO
HasHayeHuio Bpayva.», «CtepunsHo.», «IMepes
ynoTpebneHnem BCTPSXMBaTL,», «XpaHuTh B
HeAOCTYNHOM ANS feTel mecTe,», «He BBOAUTL
BHYTPUBEHHO!», YCNOBUSA XpaHEeHUs, YCNoBUSA 0TNYCKa,
HOMEp cepun, B KOTOPOM OTpakeHa jaTa
NPOU3BOACTBA, 4aThl UCTEUSHUSA CPOKA FOAHOCTH,
(«Foaer po.....»), Aaty Bbinycka, Wrpux-kog. [ns
BHYTPEHHETO UCNONb3OBAHUS NMPOUIBOAUTENEM Ha
naqke KapTOHHO! KOMMEPUECKO YNakoBKK MOTyT BbiTb
HaHeCeHbl NPOW3BOACTBEHHBIE KOAbLl. Ha MecTe
HaHeCeHWs HOMEepa Cepun, B KOTOPOM OTpaXeHa JaTta
MPOU3BOACTBA, AAThl UCTEHYEHUA CPOKE roLHOCTH
(«T'opeH B0...»), BONOMHUTENBHO MOTYT HAHOCUTHCS
CpencTsa MABHTUMUKALNY NS CUCTEMbI MOHUTOPUHTA
IABIDKEHUA FIeKapCTBEHHBLIX NPenapaTos 4ns
MEANLUMHCKOTO NPUMEHEHUSI.

Ha aTukeTke amnynbl ykasaHo: TOprosoe
HaUMEeHOBaHNe npenapara ¢ npeaynpeanTeslbHoM
Mapkupoekoi ®, cokpallerHoe obosHaueHne nyTi
BEEAEHUA. «B/MY, A03UPOBKA B MKr/MN, 06LeM B
MUITTIUNUTPaX W KONNYECTBO 03 B amnyne «Ans
inereit.», «1 gosa — 0,5 mn»; norotun gepxarens PY,
HOMeEPp cepwuu, Jara Npou3BOACTEA, AaTa UCTeueHus
CpOKa roHOCTY.

Ha kapTOHHOI nauke ¢ amnynamu ykasaso. ToproBoe
HauMeHoBaHue npenapaTa ¢ NPeaynpesnTenHoON
MapkupoBKoit ®, rpynnupoBoYHOE HaMMeHoBaHme,
HaumeHoBaHwne aepxarens PY, ero norotun,
cTpaHa, TenedoH, ajpec NHTEpHeT caiTa,
nekapcraeHHas dropmMa, L03UPOBKa B MKI/MI, COCTaB
(HauMeHOBaHWe 1 KONMUUECTBO AEeHCTBYIOLLEero

«[lns peteir.», «1 po3a — 0,5 M»; KONMUYECTBO amMnyn epellecrea, HAUMEHOBAHNA BCNOMOraTentHbix

BELIECTB), 0OBLEM B MUNNUAUTPAX U KOMUUYECTBO 403
B amnyne: «Ans getei.», «1 posa - 0,5 mn»;
KONMUHECTBO aMnyn B ynakoske, cnocodb npumeHeHns,
«[PUMEHSITL NO Ha3HaYe o Bpaya.»,
«CTepunbHo.», «Mepea ynotpebneHuem
BCTPAXUBATL.», «XXPAHUTL B HEAOCTYNHOM ANA
ineteit mecte.», «He BBOAUTL BHYTPUBEHHO!»,
YCIIOBUA XPaHEHUs, YCroBus oTrnycka, Homep cepuu,
B KOTOPOM OTpaXKeHa jata rnpou3BoACTBaE, AaThl
MCTEUEeHNA CpoKa ropHocTu («"ofeH Jo.....»), fara
BbIMyCKa, WTpUX-koA. HaneceHwl cpegcrea
MaeHTUUKaLUM ANS CUCTEMbI MOHNTOPUHTa
\ABWKEHUA NEKapPCTBEHHbBIX NPeNapaTos Ans

MEZ ULIMHCKOTO NPUMEHEHUS.

20

XpaHeHue

XpaHuTb npu Temnepatype oT 2 40 8 °C. He
onyckaeTcs samopaxusaHue.

IXpaHuTb npu Temneparype ot 2 40 8°C, He
OMYCKABTCH 3aMOpaXUBaHue.

21

CpoK rogHoCTU

3'rofa

3 roga

3aknovuenune: CooTBeTCTBYET TPEGOBAHUAM
JIM-Ne (000539)~(PI-RU)-020425 Peresak® B (Bakuuna npotus renatura B, pekoMBUHaHTHas APONOKEBAA XUAKas) Cycn. AMs B/M BBeaeHus 20

mkr/mn EAC

* INokasaTesib ABNAETCA anbTepHATUBHBLIM NokadaTenio "BakrepuanbHble SHLOTOKCHHBI'",
“*AHanu3 NpPOBOAUTCA Ha Kaxa o 10-# cepun,

[Hara sbinycka: 16.10.2025

HavaneHuk OKK .

Kapaynosa O.A.

Crparvua 2 3 2




AQ "BurHodapm”
Ceprudukar cooTBeTcTBUA cepun Ne 1256/25

oT 24.11.2025 .

Perepak® B (Bakuwna npotus renaruta B, pexomGuHaHTHas
Toproeoe HaumeHoBaHue

ApoNoKeBas MuaKas)
MHH/T pynnupoBoYHoe HanmeHoBaHne BakuuHa ans npodunakrvku BUPYCHOro renatuta B

/

dopMa BbInycKa CcycneHsusa ang BHyTpUmMbiLeYHOro BBegeHus 20 mir/mn 0,5 mn

Ne10
Cepus 130925 Obbem cepun 20 283 ynak
Hara npoussopcTea (flaa) g 5o, FopeH fo 09.2028
BbiNycka)

1024 ot

Ceptudpuxar aHanusa Ne 11.11.2025 1 CTtpaHa HasHayeHus POCCUA

AO "BuHHocpapm", 124460, r. Mockea, r. 3eneHorpag, \Z18
MpoussoguTens KoHctpykropa Tycbkoea, 4. 3, ctp. 1, JluueHsus Ha
npoussoncTso  JIC  J1012-00102-77/00010449;  CepTuchukar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025
AO "Bunnodpapm", 124460, r. Mocksa, r. 3eneHorpap, yn.
Mepsudnas ynakoska KoHctpyktopa TycebkoBa, 4. 3, c¢tp. 1, JuuyeHsus Ha
nponseogeTeo  JIC  JI012-00102-77/00010449; Ceptuchukar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025
AQ "Bunnocbapm", 124460, r. Mocksa, r. 3enedorpag, yii.
Konctpyktopa Tycbkosa, n. 3, ctp. 1, NMuueHsns  Ha
Bropuinas/noTpebutenteran ynakoska npomagiamixo J'IyC ﬂ012-00102-77/00p010449; Ceprudhukar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025
AQ "BunHodpapm", 124460, r. Mocksa, r. 3enedorpag, y.
g Konctpykropa TycbkoBa, 4. 3, ctp. 1, [uueHsus Ha
BeINYCKalLIMH KoRTROM npoussozcTso JIC  J1012-00102-77/00010449;  Ceptuchukar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025

HavmeroraHnve v agpec nepxatens AO "buxHodbapm", 124460, r. Mocksa, r. 3eneHorpag, yii.
PerucTpaLmnoHHoro yA0CToBepeHus KoHeTpykrtopa I'yebkosa, 4. 3, cTp. 1
Homep PY u gata perucrpauun unw pata NM-Ne(000539)-(PT-RU) ot 01.02.2022 r. (nata BHeCeHWs
3aMeHbl namereruin 01.02.2022 r.)

NM-Ne(000539)~(PT-RU)-020425 Peresak® B (BakuuHa npotus
Homep HopmaTuBHO! fokyMEHTaLMH renatuta B, pekomBuHanTHas Apo)okeBas kupkas) cycr. Ans

B/M BBEeeHUA 20 mkr/Mn

HacTosilumm st noaTeepxaarn, YTo npuBefeHHas Boille MHAOPMALWS SBISETCH [OCTOBEPHOR U TOYHOR. OTa
Cepus npoAykuuy npousseseHa (BKovas ynakosky (MapkupoBKy) U KOHTPOSb KAYECTRA) Ha BhiLLeYKasaHHON
NPOM3BOACTBEHHON nrowjaike (Mnowasikax) B MOMHOM  COOTBeTCTBUM ¢ TpeGoBaHusmu  [Mpasun
Hagnexalleid NPOW3BOACTBEHHONW npakTuky EBPasniickoro SKOHOMUUECKOrO colo3a U TpeboraHuaMm
KOHTPONA  kauecTBa rnekapCTBeHHbIX NPenapartos, a Takke B COOTBETCTBAN CO  CreLudUKaLMsmMu,
COABPXALIMMUCA B PEricTpaUNoHHOM [OCkE CTPaHbi-MMMOpTEpa WM B [0Che chneuudukaumii Ha
NeKapcTBeHHbIN npenapar B criydae nekapcTBeHHbIX NPenapaTos Ans KMHUYECKX vceReaoBanuil, 3anvcn
No NpOVSBOACTEY, YNAKOBKE U aHanuay NPOBEPEHs!, U YCTAHOBMEHO UX COOTBETC @‘Fﬁgﬁﬁpa’umxﬂpaamn

Hapnexaulen NMPON3BOACTBEHHON NPakTUKY. C;Q O,

/%/ET
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