PA3PELIEHUE

Ha BBOJI B I'paxkIaHCKUH 060poT B Poccniickoit Deepanui cepun WK MapTHH
npou3BeieHHOro B Poccuiickoit @enepanuu uimm BBo3UMOro B Poccuiickyro ®eeparnio
MMMYHOOHMOJIOTHYECKOT0 JIEKApCTBEHHOTO MpernapaTa
Ne P006-00110-77/04789601 ot 09.04.2026

BbinaHo AxuuonepHomy oOmectBy "Bunnodapm", Poccus, 124460, r. Mocksa,
r. 3esieHorpaj, yi1. Koncrpykropa I'ycbkoBa, 1. 3, ctp. 1, THH: 7735518627.

(HauMeHOBaHMe OPUANYECKOro JINLa, Fopuaryeckuii agpec, THH)
(I)euepanbﬂaﬂ cayx0a nmo Hamzopy B cdepe 3ApPaBOOXpaHeHHMS] HA OCHOBAHHHU
saiovennst VcnerrarensHolt maGopatopur  MOCKOBCKO#  J1abopaTopuy  KOHTpOJIA
KayecTBa JICKapcTBEHHBIX cpenctB PI'BY "MMIIDYAOCMII" PocsapaBHaazopa

(HanMeHOBaHuUe (elepabHOTO rOCY AAPCTBEHHOTO GIOIKETHOTO YUpeskICHH)

or 08.04.2026 Ne 124/IK-11/26 paspemaer BBOJ B IpaskIaHCKHii 060poT
(mara) (HOMep)

B Poccuiickoii (Dezlepauml HMMYH06HOHOFH‘ICCKOFO JIEKAPCTBEHHOI'O Ipenaparta

Peresax® B (Bakuuna npoTus renatuta B, peKOMOHHAHTHAS APOXOKEBast KULKAs)
(TOproBoe HaUMEHOBAHUE)

BakuuHa 15 npodriiakTHKKM BUPYCHOTO remnarura B
(MemayHapoaHoe HENIaTCHTOBAHHOE HAMEHOBAHUE (I‘pyl’[HI/IpOBO‘lHOC 50005 XI/IMI/I‘{eCKOG)

CYCIICH3UA U1 BHYTPUMBIIIEYHOT0 BBeAeHUs 20 MKr/Mi 0.5 M - amrmyier (10 mT.) -
MUKW KAPTOHHEIE - IS JIeUeOHO-NPOMOMITAKTUISCKUX YUPEXK IEHMIMA
(popma BbImycKa (¢ yka3aHHEM JIeKapCTBEHHON (OPMBI, H03UPOBKH, (ACOBKH) M KONMMUYECTBO B YIIAKOBKE)
cepun 10126 , 00beM cepum wim naptum 24600
(HOMep cepun) (KONUYECTBO YIIaKOBOK)

rogen go 01.2029

(cpok rogHOCTH)
npousBoacTBa AKIMOHEpHOro obmecta "bBunHodapm" (AO "Bunnopapm"), Poccus,
124460, r. Mocksa, r. 3enerorpan, yi. Koncrpykropa I'ycekosa, a. 3, c1p. 1 (Bee cramuy,
BKJIIOUAsl BBITYCKAIOLIMK KOHTPOJIb KAYeCTBa).

(HanMeHOBaHUe U aJIpec IPOU3BOANUTEIS (C YKA3aHHEM CTaluii MPOU3BOJCTRA)

Perncrpanuonnoe ynocrosepenune Ne JIII-Ne(000539)-(PI'-RU) ot 01.02.2022.
HAepikaTeb perucTpanuoHHOrO yI0CTOBepeHusi AKIOHEPHOE 06IIECTBO "bunHOoDapm"

(AO "Bunnodapm"), Poccusi, 124460, r. Mocksa, I. 3eneHorpap, yi. KoHcTpykTopa
I'ycekoBa, 1. 3, cTp. 1.

]

b

(HauMeHOBaHUE, aJIpec)

3aMecTUTENb PYKOBOIHUTEIIA

eHK
PocsppaBHamzopa PMEHKO

\»7\'»"“‘ e
JOKYMEHT ITOJIIMCAH B
DIIEKTPOHHOM IIOAITUCEIO

Ceprrduxar 42D1B24AD82BBD113BD1263FE2CCBC89
Branener ITapxomenxo Jmurpiii Beenosogosuu
Heticrsutenen ¢ 07.04.2025 no 01.07.2026

.







AO "BuHHodhapm"
Ceprudmkar coorsetcTema cepum Ne 198/26

ot 02.04.2026 r.

Toprosoe HauMeHoBaHMe Peresak® B (BakyuHa npotus renatuta B, pexomBuHaHTHas
APONOKEBAs WKULKaAsA)
MHH/IpynnupoBoYHoe HaumeHoBaHwne Bakuuna gns npodunaktukin BUpycHoro renartuta B
dopma sbInyCKa r\i}yfgenamq AN BHYTpUuMbILLeyvHoro seegerus 20 mkr/mn 0,5 mn
Cepus 10126 Ob6bem cepun 24 600 ynak
Hata npoussopctea (Hata 4 05 FopeH ao 01.2029
BbINycka)
CepTtudoukar aHanusa Ne e O CrpaHa HasHayeHus POCCUA
17.02.2026 . ‘

AO "BunHocbapm", 124460, r. Mockea, r. 3eneHorpag, Y.
KoHctpyktopa [ycekoea, 4. 3, ctp. 1, Jlwuexsus Ha

MpoussopnTens npoussoacteo JIC J1012-00102-77/00010449; Ceprudhukar

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

AO "BunHodbapm", 124460, r. Mockea, r. 3enexorpap, yn.

T —— KoHctpyktopa [ycbkoea, a. 3, ctp. 1, JluueHsus Ha
g Y nponseogcteo  JIC  J1012-00102-77/00010449; Ceprudukar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/02334-2025

AO "BunHodpapm", 124460, r. Mockea, r. 3enedorpap, yn.

BTopUIHaR/MOTPeBUTENbCKas ynakoska KoHcTpyktopa Tycbkosa, a. 3, ctp. 1, [luueHanss Ha
npovseogereo  JIC J1012-00102-77/00010449; Ceprudukar

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

AQ '"BuHHodbapm", 124460, r. Mockea, r. 3eneworpag, yn.

BNy CKaloLLii KOHTPOMb KoxcTpyktopa TycbkoBa, gn. 3, crp. 1, [luueHsus Ha

npouseopctso  JIC  J1012-00102-77/00010449; CepTtudmkar

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

Haunmenosanue v appec fepxarens AO "BuHHodbapm", 124460, r. Mockea, r. 3eneHorpag, yn.
PerncTpaLuoHHOro yaocTOBEpEHUS KoHctpykropa IN'yebkora, 4. 3, cTp. 1
Howmep PY v pata peructpauum unv garta  |J1M-Ne(000539)-(PT-RU) ot 01.02.2022 r. (nata BHECeHUs
3aMeHbi nameHeHuin 01.02.2022 r.)

JIM-Ne(000539)~(Pr-RU)-020425 Peresak® B (BakuuHa npotus
Homep HopmaTuBHOI JokymeHTayun renatuta B, pexomBuHaHTHas OpoxokeBas kuakas) cycn. Ans

B/M BBegeHus 20 mrr/mn

HacTosawmm s noaTeepxkaaln, Yto NpUBeAeHHan Bhille MHOPMaLUs SBMNAETCH [OCTOBEPHOR U TOMHON. 3Ta
cepus NpoayKLum npoussefeHa (BilioYas ynakosky (MapkupoBKy) U KOHTPOMbL KaY€CTBA) Ha BbiLeYKasaHHOI
NPOMSBOACTBEHHOW nnoliaAke (Mrowagkax) B MOMHOM  COOTBETCTBUM ¢ TpeBosaHuamu [Mpasun
Hagnexallein Npou3BOACTBEHHOR npakTukn EBPa3suiickoro akoHOMMYECKOro cowza U TpeboBaHusiMu
KOHTpONA KkayecTsa NeKapcTBeHHbIX npenapaTtoB, a Talke B COOTBETCTBAM CO  creuudukauusimig,
COoAEpXaluMucs B PerucTpaunoHHoOM [OCbe CTpadbi-uMnopTepa UMM B [ocbe cneundukauuii Ha
NeKapCTBeHHBIA Npenapar B cryyae NekapcTBEHHbIX NPenapaTtos Ans KMMHUYECKUX WeCnefoBaHuni. 3anucn

NO NPOW3BOACTBY, yNakoBKe U aHanu3y NPOBEPEeHb!, 1 YCTAHOBMEHO UX cooTBETCTBUE TpeBoBaHusmM Mpasun
Hagnexalien Npon3BoOACTBEHHOM NpaKTuKN.

Mpoaykuus paspelleHa k peanusawgium
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Haumenosanue no HL

AJpec npoussoacTea
ALpec BhiNYCKAIOLEro KOHTPons

GTIN

Homep naprtun/cepun

KonuyecTtro /macca, obwem/, ef.mam.

[Jara npoussoncrtea
Cpok rogHocTu
Cepusa A®C

KoHTponk nposegeH no

Ceprudbukar aHanm

3a Ne 34

Peresak® B (Bakuuha npoTtus renatnta B, pekomMBUHaHTHAs BPOXOKEBAs XKuaKan)
CYCrEeHans 4nsi BHYTpUMbILWeYHoro Beegenus 20 mkr/mi, 0,5 mn Ne10

124460, r. Mockea, r. 3eneHorpaa, yn. Konctpykropa ['yebkosa 4. 3 crp. 1

124460, r. Mocksa, r. 3eneHorpag, yn. KoHerpykropa [ycwbkosa g, 3 ctp. 1

04610004580055

10126

24600 ynak

01.2026

01.2029

A(631+632+633+634)-2

JIN-Ne (000539)-(PI"-RU)-020425 Peresak® B (BakuuHa npotus renatura B,
pekoMBUHaHTHAs ApoXOKeBas )Kuakas) cycn. ans B/m seeaerust 20 mkr/mn EAC

Crpakmiya 1 us 2

Ne HaumeroBaHue nokasarens
n /;1 KauecTtsa no HopmarusHomy | TpeGosaHue k kauecTBY No HOPMATUBHOMY JOKYMEHTY PeayneTart
LOKYMEHTY
g?_:”;::::i‘;gggé?:: fﬁ;‘: ;on‘gg:oi?:&rv? XC COPEIM -0 moreHnas cycneHsus §enoro useta 6e3 BUAUMbBIX
3 NOCTOPOHHMX BKNIOUEHWIA, pa3aensiollas nocne
1 Onucanune ggﬁ::::%%?&iﬁfﬁ i;:gg:ﬂ%ﬂfﬁgﬁ: ::Og?b . OTCTAUBAHUA Ha BECLBETHYIO NPO3PaUHYI0
ocas ok ngoro UBeTa, nerko pecycner,MpyeMbM npu HEROESAMUYI HUKOTIR R UUEAOK Benoro LaeTa,
INerko pecycneHaupyemslit npu BCTPAXMBaHIN
BCTPAXUBAHUN
Mpenapar aomxex coaepxars HBsAg MoaTBEPKAEHA
2 ViaeHTUdMKaLMS lormkHa BLIAB/IATLCA OCHOBHAA NONOCA MOHOMEPa ¢
MonexynspHoi Maccoit 2412 kla n MoxeT MoaTBepKaEHa
NPUCYTCTBOBATE AONONTHUTENbHAA MEHEE UHTEHCUBHARA
nonoca AUMeEpa ¢ MonekynspHoii maccoit 4542 klla
3 CeaumMeHTaLMoHHan ngg:::::ﬁi“ggzgﬁiﬁ::g:;‘ﬁ:::aﬁig T —_m SCycnenavm BaKLUHbI, 0BpasyoLWanca npu
YCTOUUNBOCTD el ' BCTPAXUBAHUM, HE PACCNANBABTCH B TeHeHue 5 MuH.
4 MpoxopaumocTb “epes urny gg ir:)euam AomxHa CBOGOAHO HpOXOAUTL YepeIurny CycneHans cBoBGOAHO NPOXoAUT yepes urny 08-40.
v He MeHee CyMMbl HOMUHANBHBLIX 0B BLEMOB
5 Nasnekaemblit 0ObeM ICCE0EANHBIX VITAKOBOK 5.5
6 pH Or6,48074 7,1
7 MexaHuueckue BKITIOHEHNs OfKHBI OTCYTCTBOBATL OTCYTCTBYIOT
8 Obwyuii 6enok He Bonee 25 mkr/mn 19 mkr/mn
9 ANIOMUHUA THEPOKCUS, O1 0,18 g0 0,32 mr B 0,5 mn (gerckas 403a) 0,24 mr amomununs 8 0.5 mn
10 CTepunsHOCTb Mpenapar A0MmKeH BbiTb CTEPUITLHBLIM penapar crepunex
11 baktepuanbHblie 3HA0TOKCUHLL  [He Bonee 25 EQ/Mn Meunee 25 EQ/mn
12 IuporerHocTb [penapaT f40mkeH BbiTh anuporeHHLIM IAHENU3 He NPOBOAUIICSH
13 AHoManbHas TOKCUYHOCTH MpenapaT AomkeH BbiTs HETOKCUUHbIM Mpenapar HeToKCUYeH
OTHOLLUEHWE 1,03bl UMMYHOFEHHOW aKTUBHOCTH
Cneunucryeckas akTUBHOCTb:  [peepeHc-BakLuHbL NPOTUB renaTtuTa B, BbidbiBaloweln
L 1.AMMyHOreHHan akTuBHocTb*  [BoipaboTky antuten y 50% moiwen (Efsy), k EDso PHENIY He NEOHOANEH
MCNBITYEMON BaKLUMHLI AOSIKHO BbiTh 20,5
15 Crneundudeckas aktusHocTb:  [Coaepxanve HBsAg gomkHo Gbith B Npeaenax ot 16 21,74 Murimn
2.Conepxanve HBsAg 0 25 mKr/mn ¥
Copepxanue HBSAQ B HaA0Cal04HOM KuAKOCTM
16 MonHoTa copbuunu npenapata AOMmKHO cocTaenATh He Bonee 1 % or 0,03 %
HOMUHANLHOW BeAUUMHB! 20 MKr/MI e
. MpoussopcTBEHHbIA WTamm Hansenula polymorpha  [Mpou3soacTBeHHbIA LUT ar nsep MQlymorpha
17 | TpousBOACTBEHHbIR LITaMM oy ras v 9081 (Y-206 DL-Uph-HBS), BKTIM Y-2081 (Y-2964 hﬁm}r‘? 5N
Mo 1,0 mn (1 B3pocnas ao3a) unu 0,5 mn K [Z '
Inosa) B‘V;Mf'l)mblpe aM:Yﬁbl Ll)JH-1 wnn LUI'I(-;.,AeTc o 500 M0 et a’n - Al C\QB&'DHOM
13 crekna mapku HC-3 unu | rugponuruyeckoro [TOUKQH # Hacey H« Kamylosamnxng i ﬁl'ﬂ .
KIacca, ¢ UBETHBIM KONbLOM PasnoMa uinmn ¢ LBETHOM gaKngixne:mgzc 2:0 s ﬁ?{\ ;é;zéx neH j, 9
18 YnakoBka TOMKOW W Haceukon. Ha amnynax MoxeT ObiTh O4HO, TYPHY 2 }‘
InBa UnNu TpU LUBETHLIX KONbUa unmn 6es %%n;iz:mnxno ’f:fe ¥
LONONTHNTENbHDBIX LBETHbIX KONeLl, Typrle' BbI&YW
Ha kaxzyio aMnyny HakneusawT aTUKeTKy us Gymaru MHGTPYKLGH o "w % &mo L “f?/“*?
nucHen, uny ByMarn 3TUKeTOMHOW, KAPTOHHYIO NaKy. \ \ *947 2 b
NS Srpy 11»1 4 A







Mpoaykuus: Peresax® B (Bakuvra npotvs renatuta B, pekoMOUHaHTHas APOMOKEBAA HWAKAS) CYCNBHANA ANRA BHYTPUMBILLEYHOrO BeeLenns. 20 Mkr/mn, 0,5 mn Ne10Cepus: 010126

iy Bymary UMMnopTHOW UK camoknelowmecn
DTUKETKH.

1o 5 amnyn nOMELLAIOT B KOHTYPHYIO SYEIAKOBYIO
YNaKkoBKY 13 MAGHKU NONMBUHNNXNOPVAHOR Unn
MMNopTHas. i

10 1 unu 2 KOHTYPHbBIE AYEUKOBbIG YNAKOBKN BMECTE C
UHCTPYKLUEN NO NPUMEHEHMIO NOMELLAIOT B KaPTOHHY IO
nayky U3 KapToOHa Mapku Xpom-3paaLl Uny XpomoBblit
1AV UMNOPTHOTO,

Ha 3TukeTke amMnynbl yKasbiBaKT, TOProsoe
HauMeHOBaHue Npenaparta ¢ NpeaynpeAnTensHoN
MapKupoBskoi ®, cokpalleHHoe 0BoaHaqerne nyTu

BBEACHUA: «B/M», BOIUPOBKY B MKr/Mn, 0ObeM B
MUITUNUTPAX U KONTMMECTBO 403 B amnyne: «[ns
B3poCnbIX.», «1 gosa — 1,0 mn» unu «AnA gereit.», «1
inosa — 0,5 mn»; norotun gepxarens PY, Homep cepum,
laTy NPOM3BOACTBA, AaTy UCTEUEHUSA CPOKA FOAHOGTH.
Ha kapTOHHOI Navke ¢ aMnynamMu yKasbiBaioT:
ITOproBoe HauMeHoBaHWe npenapara ¢
npeaynpesuTenbHOR Mapkuposkon ®, rpynnuposouHoe
HaumeHoBaHue, HanMeHoBaKue aepxarens PY, ero
InoroTin, cTpany, TenedoH, aApec UHTepHeT caitra,
InexapcTBEHHYIO (POPMY, AO3MPOBKY B MKI/MJ1, COCTaB
(HanmeHoBaHMWE U KONWHECTRO ASHCTBYIOWEro
BelLecTBa, HAWMEHOBAHUA BCNOMOraTeNbHbIX
BelecTs), 00BLEM B MUNNUNUTPAX U KONTMUYECTBO 403 B
amnyne: «[ins B3pocnbix.», «1 403a — 1,0 Mr» uan

Ha aTuKeTKe aMmnysbl YKasdaHo: Toprosoe
HaMeHOBaKue Npenaparta ¢ NpeaynpefuTensHoN
MapkupoBkoi ®, cokpallerHoe 0603Hauerue nyTy
BREAEHUA; «B/MY, J03UPOBKa B MKr/MN, o6bem B
MUNITUAIMTPAX U KONUYECTBO 403 B amnyne «[ns
lneteir.», «1 posa - 0,5 Mny; norotun pepxarens PY,
HoMep cepuu, AaTa NPOU3IBOACTBA, AaTa UCTEUEHNA
Icpoka rogHocTy,

Ha KapTOHHOI Navke ¢ aMnynami yKasaHo, TOprosoe
HauMeHoBaHue npenapara ¢ NpeaynpeanTentHoN|
MapKupoBKo# ®, rpynnUpoBOHHOE HaUMEHOBAHUE,
HaumeHoBaHue Aepxarens PY, ero norotun,
cTpaHa, TeneoH, aApec UHTEPHET canTa,
InekapcreeHHan hopma, 403UPoRKa B MKI/MIT, COCTAB
(HauMeHOBAHNE W KONUYECTBO AeNCTBYIOWEro

® Mepiuposie l«[ns pereit.», «1 posa — 0,5 MIT»; KONUYECTBO amnyn BiBELIECTBE, HAaUMEHOBAHUS BCNOMOraTesbHbIX
ynakoske, cnocol npumeHeHus, «pumeHsTs no BellecTs), 06LEM B MUNIMAKTPAX U KONUYECTBO 403
HasHadeHuo Bpava.», «CrepunibHo.», «lepen B amnyse; «ns geteit.», «1 gosa~ 0,5 mny»;
yrnoTtpebneHnem BCTPSXMBaTh.», «XpaHuTh B KONUYECTBO amnyn B yNakoBke, cnocob npumeHeHus,
HEeAOCTYNHOM Ans Aerei Mecre.», «He BBOAWUTL «IpUMEHATE NO HASHAUEHUIO BpaYa.»,
BHYTPUBEHHO!», YCNOBUA XPaHEHUSA, yCnosus oTnycka, [«Crepunbho.», «Mepes ynotpebrnervem
HOMEP Cepum, B KOTOPOM OTPaXEHa jarta BCTPSXUBATDL.», «XPAHUTL B HEAOCTYNHOM ANS
MPOU3BOACTBA, AaTbl UCTEUEHUA CPOKA rOAHOCTH, lneTeil mecre.», «He BBOAUTL BHYTPUBEHHO,
(«[oAeH BO.....»), AATY BbINycKa, WTpUx-koa. [ns YCNOBWA XPaHEHUs!, YCroBus OTNYCKa, HOMEp cepun,
BHYTPEHHETO UCTONLIOBAHUA NPONSBOAUTENEM Ha B KOTOPOM OTPaXeHa AaTa NPpou3BoaCcTBa, AaThl
nauke KapTOHHO! KOMMEPUECKO YNakoBKY MOTYT BhiTb MCTEUEeHUs cpoka ropHocTy («Fofes Ao.....»), 4ara
HaHeCeHb! NPOM3BOACTBEHHBIE KOAbLI. Ha mecTte BLINYCKA, WTPUX-KOA, HaHeCeHb! CPeACTBE
HAHECEHUA HOMEPa Cepuy, B KOTOPOM OTPaXeHa AaTta MAEHTUDUKaLUK ANs CUCTEMb! MOHUTOPUHTa
NPON3BOACTBA, AaThl UCTEUEHUSA CPOKA rOJHOCTI IBWKEHUS IEKapCTBEHHbIX Npenapartos 4ns
(«F'0feH A0...»), AONONHUTENBHO MOTYT HAHOCUTBCA  [MEJULIMHCKOTO NPUMEHEHUS, )
CpeAcTBa NASHTUDUKALMU ANA CUCTEMb! MOHUTOPUHIE ’
NIBIKEHUS NIEKAPCTBEHHbIX NPENapaTos Ans
MEAULMHCKOTO NPUMEHEeHNS.

20 Xparerue XpauuTe npu Temneparype ot 2 4o 8 °C. He XpaHuTh npn Temnepatype or 2 40 8°C. He

ONYCKaETCA 3aMOpaXuBaHue. ONYCKABTCH 3aMOPAXUBAHUE.
21 Cpox rogHoCTH 3 roga 3 roga

3akniovenue: CootseTcreyeT Tpebosaruam
JIM-Ne (000539)~(PI'-RWU)-020425 Peresak® B (BakuuHa npoTue renatunta B, pekoMBuHaHTHas APOXOKEBAs XuAKan) cycn. Ans B/M BeeaeHus 20

mkr/mn EAC

* MNokasarens ABNASTCA anbTepHaTUBHLIM nokasaTtenio "bBakrepuasnbHbie 3HA0TOKCUHBI".
**AHanu3 npoBoJUTCH Ha kaxaoi 10-i cepuu.

Hata Bbinycka: 190,2520?;6 v8

HauaneHuk OKK

Crpanvua 2 us 2







