npousseaextoro s Poccuiickoji ®eaepaunn unn BBo3MMOrO B Poccuiickyio ®egepanmio
MMMYHOGHOIOrHYecKoro “ICKapCTBEHHOr O Npenapara
Ne P006-00110-77/01616016 ot | 1.12.2024

Beinano AKLHOHEpHOMY obuecty "BinHodapn”, Poccus, 124460, r. Mocksa,
I 3enesorpag, yi. Konerpykropa I” YCbKoBa, 1. 3, crp. 1, UHH: 7735518627,
(HauMenoBaHue WpHARYeCKOrD Tina, lopreckui agpec, HHH)
Deaepanbhas cayxéa o Haazopy B cdepe 3apaBooxpamenms a OCHOBaHHHU
3aKmotienuss  MocKoBCKOfi MCHbITaTeNLnoi  naGopatopiu KOHTPOI  KayecTBa
JCKapCTBEHHbIX cpeacTB OI'BY "MMLBYAOCMIT! PocsnpasHanzopa
(HaumeHoBane deaepanshoro FOCYIAPCTREKHOIO G10KeTHOrO YUpexXIaeHHsn)
or 10.12.2024 Ne 2385]1K-11/24 Paslpemaer 8BOA B rpaskaaHckuii obopor
(aara) (Homep)

B Poccniickoii Depepaunu HMMYHOOHO.I0rHYeCKoT 0 /ICKapCTBEHHOrO Nnpenapara
Peresak® B (Bakuuna [pOTHB renatuTa B, pekoMGHUHanTHAg APOAOKEBAS KHAKas)
(Toprosoe HaUMcHOBaHIIE)

Bakuuua ans npodunaktiikn BHUPYCHOIO renarura B
(ME)K,Q)'HaPOHHOC HEMNATEeHTOBAHHOE HanMeHoBaHe (rpynnupoaoqﬂoe HITH XHMH‘!BCKOC)
CYCTICH3UA 15 BHYTPUMBILUEYHOTO BBCACHIS 20 MKr/M1 0.5 M1 - ammny.sl (10 wr.) -
NaYKN KAPTOHHEIE - 18 ne4ebHo-NpobunakTHYECKHX _YYpEXaeHHH
(dopma BrInyCcKa (c ykaszannem JIeKapeTBEeHHO opnbl, AO3HPOBKH, HaCOBKH) M KONHYECTBO B ynaxoBke)
cepun 20824 » 00beM cepuu man naprun 20088 ,
(Homep cepun) (x0.14ecTBO ynakoBok)
roien go  08.2027
(cpok roaxocTh)
MPOM3IBOACTBA AKLHOHEPHOrO o6mecTBa "bunnodapm" (AO "bunnogpapm™), Poccus,
124460, r. Mockaa, . 3enenorpan, yu. Koncrpyxropa I YCbKoBa, . 3, c1p. 1 (Bce CTaluH,
BKIHOHas BBITYCKRIOWHIA KOHTPOIE KayecTBa),
(HanMeHOBanHe i a/ipec npoH3BOAMTENS (C YkazaHHem CTajui npousBoacTBa)
Peructpaunonnoe yaoctorepenune Ne JH1-)\'9(OOOS39)-(PT-RU) o1 01.02.2022.
Hepxartens PCrHCTPAaUHOHHOrO yR0CTOBepeHHUs: AKUHOHepHOE 061ecTBo "BunrHopapm"
(AO "Bunnodapm"), Poccus, 124460, r. Mocksa, r. 3enenorpag, yn. KoHctpykropa
Tycobkosa, 1. 3, cTp. 1.

(Hanmenoaaﬁue, anpec)

3amecTutens pykoBogHTeNs

.B. TMapxomenko
Pocanpasransopa A-B. Tap

v JIOKYMEHT lIOJIHCAH
SNEKTPOHHOHR MOAIIHCLIO

Cepradummar 4D2A3lU27621‘)f4023/\l91525 1474DFD4
Branenen Oapxomenxn JAstnrpudt Beenororonny
Aettersrrenen ¢ 18.04.2024 no 12.07.2025
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epTudukar ananusa Ne 1 021 | |
HakMenosanue no HA Perenar® B (Bakumna npotug renatvta B, pexomGunanthag Apoxoxea#.q Kuakas)
CycneHaus ans BHYTpUMBILWEWHOrC BBEAEHUS 20 MKr/Mn (amnyna) 0 S'Fn x 10

(navka KapToHHasn)

AApeC npoussogcTaa 124460, r. Mockea, r. 3enenorpag,

yn. Koucroykropa T ycsxosapn. 3 ¢r

Anpec Bbinyckarowero KOHTRpONS
GTIN

1244

Koneroykropa I ycbkoBa n. 3 et

Homep napTuu/cepun

60, r. Mockea. . Senenorgaa‘ yn.
04610004580055
20824

——

!
‘

X
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Konuuectso /macca, obbem/, eq.mam. 20088 ynak ) )
Bata npoussoacrea 08.2024
Cpok rogHocTy 08.2027
Cepus A®C A(549+550).1
Nr-Ne (000539)-(PT -
PexoMBitHaHTHaR aposokeras KUQK

Koutpons nposese no BbeneHust 20 mkr/mn

RU)-171023 Perepar® E (Balu.mgia NpoT™B renaTvra B,

an) cycnensus gng auy-rpuublwewubro

1 Hammenouenue noxaaarenn '

N2

[

kawecrea no HOpMaTusHomy ’Tpeooaanue K kauecrsy no HOPMaTUBKOMY RoKymMeNTY  Peaynerar !
AOKYMeHTY ; F
OMOreHHan cycneHawn 6enoro wnp Senoro ¢ cepbim tomorenuea cycneHans 6enore ¢ cepotls oTrenkom
TTEHKOM LiBeTa 683 BusMMbIX NOCTOPOHHLUX BeTta 6es BUAUMbIX NOCTOPOMHUX BINKdiOHME,
Onwcasne KNoYeHWh, passensiowas nocne OTCTAVAAHUR HE Eaanonmcu;au nocne oTcTauBanua Ka Iﬁecuae'myro
OCUBETHYIO NPO3pauHy0 HBA0CEADYHYIO MUAKOCTE W PO3PAUHYIO HBAOCALONHYIO MULKOCTD # 0CaR0K
ocaaox Genoro unu Genoro ¢ CepbIM OTTeHKOM UseTa, (Genoro ¢ CEPLIM OTTEHKOM LpaTa, Nerxo:
1@KO pBCYCneHaupyeMbIfl hpy BeT AXUBAHNN, pecycnemamupyemuil NP BCTPAXUBAH UM,
Mpenapar somxen corepxars HBSAg (cu. pasgen i ’ l !
i« Cneunduvecxkan AKTUBHOCTh>, Onpesenenve MoATaepxaeHa i [ s
CopepKanun HBsAg), i} |
Flocne okpaluneanus rens HB d3nekrpohope-pamme . :
MAeuTMcbuxauv.n MCNbITYeMOro oSpasya AONMMA BLIABNATLCR OCHOBHAR | ir
nonoca moHomepa HBsAg ¢ mone NAPHOH Maccon ! f
R412 kfla; Tax e Mower npucyrc'rz:aam floaTeepxaena By
fAONONHUTeNbHAR MEHeE MHTEHCRBHAS nosoca Aumepa 1y
HBsAQ ¢ monexynapHod Maccoh 4542 ki, | i
CycneHaus Bakumnbl, obpasyowanca npu e
me ] ICycnenaun BskuMHb, 06pas ACA N
cm;grovf:::g:"a zz‘;‘p“"“"“"' He AonxHa paccnausaTsca b Tevenne 5ag'rpﬂxuaanuu',“:|a p“aocnauai.oe}rlg B -ra\;nue 5 Mun.
4 MpoxoaunocTs vepes wrny ﬁé’:gf;%’," AomxHa cBo6OAMO npoxoauTs Hepes urny ICycneHana csoﬁo,qn:o NPOXOAUT uBpe f-ny Na08-40.
He Meree cymmu HOMUHANBLHBIY 0DLemes He meHae cymmm HOMUHANBHbIX DEpeMda
5 Wasnexaemsid obbem uccne,qoean};mx YNakoeox wccnegoaan{ubzx YNaxosox .
6 pH OT64 074 7.0 N
71| Mexanuveckne BRAKOYBHUR OMKHBI OTCYTCTBOBATY CooTBeTCTBYET i
i 8! OBwmit Genox He Gonee 25 mkr/mn 18 Mkr/mn ; .
AnOMUHER TUAPOKEHE (B i . :
9 | nopanotuie am‘;“"”g,‘mﬂ 18-0.32 wr 8 0,5 Mn (getcxan aosa) 031 M 05mun | ;
10 CrepunshocTs PeNapaT fomken BuiTh CTEpUALHEIM Mpenapar crepunoHE ]
11 Bakrepuanshsie IngoTokciHLl He Bonee 25 E3/mn Menee 12 5 E3/mn | :
e 1 Lo ro—— |
13 AHOMANbHAS TOKCHUHOCTS Ipenapay A0MmxeH GuiTb HATOKCUYHLIM lpenapat Hetoxcmineli ! ;
OTHOWe IS f030i HMMYHOreMHON akTuBHOGTY ) Oer ;:‘;'::g_:g:::;:mx::f::xﬁ"; oc
14 Cneuntbuuecxas 8XTUBHOCTE:  pedepaHe-aa kKb NPOTHB renaTuTa B. ewabinaolyeds 8bi318301LeR BLPaBOTKY aHTHTEN y 50#‘ Mulien
1.UMMyHOreMHan akTHeHoCT BbipaboTky anTHTen y 50% Mbien (EQ ), ¥ EOsp (ED 52), & ELlsg weno i 6o
50). 10 HCALITYSMOA BaXUMHLI EoNblue
MCnbTyeMoA Bakunie RonxeN Gbrs 20,5 0.5(1,2) I ] i
15 Cneuntuvieckan axTneHocTo: L(]:onepxanwe HBSAg g0n%HO Burmo 8 npegenax or 16 FO Inrmn :
2.Conepxanue HBsAg 0 25 mkt/mn . ;
E:erpxanue HBsAg 8 HBAOCAROUHON MuLKOCTH
16 TMonvora copBiuu PenapaTa AONXHO cocTaBnATy He Bonee | % ot ,3 % ; .
HOMUHANLHOR BEMYMHB 20 MKr/mn - J . ) ’b ' 5
MpoussoacTaenHu wramwm Hansenula po 'morpha POUIBOACTBEHHD! aMM Hansenula polymorpha
17 | Neowssogcraensid wram KM v, 081 (Y-206 DL-Uph-HBs). i KM Y-2¢81 (Y~29ggL.Uph~HBs). it T
—— : ;

Crpamwus 1 1y 2

!

|

i




f

Mponyc.ssn Peream® B (Baxuynua nporvs renervrs 8, PEXOMSHHEHTHES RPOXXBBAR Yug @A) CYCNAMIUR ARG By TDUMY ALB<HATD BBRSCHAR U wrtinn [8Mnyna) 0.8 ma x 10 (nauxa KBUTONMERN)Copus,
624 .

! "o 1.0 mn (1 BIpocnan Ao03a) unu no 0.5 mn (1 aetcras
i : 03a) 8 amnyne! LWMN-1 unn LN-2, u3 crexra Mapku

! X HC-3 unu | rugponutveckoro KNACCA, C LIBETHRIM

. . XONILLOM PaINoMa unu C UBBTHOR TOUKOH M HacauxcH,

| Ha amnynax moxer 6uis OAHO, RBA ¥*I'¥ TPV UBETHBIX

KONbUa Unu 663 LONONHUTENEHIX UBETHu!X KOney, Mo 0.5 Mn (1 netckas A038) B aMNynw! ¢ yBETHOR
Ha kaxaylo amnyny naknenssaiotr 3THXETSY U3 Bymars  frouxoi n Haceuko. Ha KaXLY0 BMNYNY HekNeeHa
) meqen, unu Symary ITUKETOUHOR, knu Bymary 3TiKeTra. Mo 5 amnyn MOMBLUEHO B KOHTYPHYIO
18 " Ynaxosxa AMNODTHOR MNK CRMOKNEIOLLMECA BTUKETXY FYBRKOBYIO YNaKOBKY U3 NNEHKN
N0 § amnyn nomeyaior 8 KOHTYPHYIO RUEliKCEYIO 10MIUBUHUNXNOPUAHOR. Mo 2 KoHTYPHbIE sMeRKoBLIe
1’ MBXOBKY U3 NNEHKM NONUBUHUNXNO-PULHONA U ) [Y13X0BKi BMECTS C MHCTPYKLMEH NO NpUMEHBHMID
i MMNOPTHES. TOMeLier0 8 KaPTOHMYIO Nauxy.

5 M0 1 wnu 2 koHTypHEIE RuedkoRbIe ynakes«u sMecTe ¢
¥ MHCTDYKLM®H 1O NPUMEHBHWIO NO-MewaKT 8
aPTORHYIO NaYKY U3 KapTOMa MapKK XPOM-3P3AY WAu
XPOMOBBLIA UNU UMNOPTHOrO

Ha atwkeTke amnynel yrasssaror:

TOProBoe HaumeHosanue npenapara ¢
npeAynpesuTenskol mapruposkon & coxpaujenHoe
0Bo3IHauEHMe NYTH BERABHIR «B/M», £,031poaky &
MKr/MN, 08bem B MunnUnuTPaXx i KGMMYECTBO A03 B
aMnyne. «Ans BIpocnbix.», «3 4033 — 1.0 Mn» uny
«Ons getei.», «1 go3a ~ 0.5 mn»; norotun pepwarens
PY. HoMep cepuu, aaty npouasogcTea aary

: Ec-reuenm: CpoKa FrOAHOCTH,

Ha 3TKeTNe aMNyNbl yKaaaHo:

TOProBoe HauMeHOBEKHE NpenapaTa ¢
PEAYRpEAUTENBHOR MapKupoakod @, COKpalL®HHOe
0Bo3NANEHME NYyTH BBEABHUA: 4B/M», 403npoaky 8
MKI/MA, 0BbeM B MANNUAKTPAX W KONUYECTRO A03B
annyne: «flns seved.», «1 Ro3a 0,5 MN», norortun
KEpXaTenn PY «BuHHopapma, HOMEp cepuu, pata
MPOUIBOACTEA, 48T8 HCTEYOHUA CPOXA FOAHOCTH.

iHa xapTonHaik navke ¢ AMNYNAMN YKA3BHO:
TOPrOBOS HaUMBHOBANNE NpenapaTa ¢
NPEAYNPeAUTENBHON MBDKHPOBKOR ®,
'PYNNYPOBOYHO® HAMMEHDBAHMe, HanMeHoBaHHe
Aepxatena PY «AO Bunnodapus, ero norotun,
IcTrana, TenecdoH, agpec nHTepHeT-CaiTa,
EkapCTBeHHan HopMa, 403anpoBxa B MKT/MN, COCTaB
(HaumeHoBanwe M konuyecrso RedAcrsyowero
BELLECTBA, HAUMBHOBAHWUA BCNOMOTraTENLHBIX
BEWECTS), OGLAM B MUNUNUTPAX U KONUMECTRD K03
B amnyne: «[ins nevedt.», «1 4032 - 0,5 mn»;
KONUUECTBO aMnyn B ynaxoeke, cnocol NPUMBHEHUA,
«MpUMeHATL No HaaHauBHIKD 8pava.»,
«Crepunsno.», aMepes ynotpetneHnem
BCTPSAXMBATL. », «XPAHUTL B HBAOCTYNHOM Ans
eTed Mecre.», «He sBoguTh BHYTPUBENHO!D,
YCROBNA XDAHEHWA, YCNOBMS OTMyCKa,

Ha kapTonmol nauke ¢ BMNYNBMU yKaas BaOT:

] ; ! GProBoe KaUMewoBaHUe npenapara ¢
f : npeasynpeauTenbHOMN Mapkuposkod ®, rpynnuposoyHoe
HAUMEHORaNME, HAUMEHOBBHME 4epWaTens PY, ero
} [10rOTHN, CTPaHy, TenegoH, @Apec unTepHeT-caira,
| nexkapcTeeHtyo Gopumy, ACIKPOBKY B MKI/mN, cocTas
(HBUMBHOBAHUE U KONUYecTaO AeRcreyowearo
BELLECTRA, HAMMEHOBAMUA BENOMOraTENbHLIX
peuiecTs), oStvem o MRANKNKTPEX M KONMYECTBO 403 B
eMnyne: ¢Qns B3POCHLIX.», «1 4033 - 1,0 Mn» wnu
«OnR peTen.», «1 Ro3a - 0.5 Mn»; konuyecTteo amnyn g
nakoeke, cnocof npumeHenns, alpumensTs ro
HBIHAYEHVKD Bpaya.», «CTepUnbLHO.», «llepen
ynoTtpebnennem BCTPAXMBATL.», «XPaHUTL B
HOAOCTYNHOM AnA AeTed MecTe.», «He BBOAUTL
[BHYYpUBBHHO!S, yCNoBUA XpaKekus, ycnoeus oTaycka,
PErUCTPALKOHHLIA HoMep, HOMED cepum, B KoTopOM
‘f’oT :::;?&F;::f :?f?‘;i’:ﬁp‘:‘fz:we“e”“ Cpoxa PErnCTpaunoHHeIl Homep, HOM®D CepuK, B XOTOPOM
{Ans BHYTPEHHErO KCNoNLIoBRaHMS NpOMIBOAMTENEM Ka (0 PAKEHE AaTa nprgusuoacraa, AaT) NCTEGeHUR
Naqxe kapTOKHON KOMMEpyBCKoR YRHKOEKW MOTYT BbiTh SPOXA TOAHOCTH («loaeH AO.....n), LITPUX-k04.
HaNECEH B! NPOMIBOACTBEHMS KoRb, ONONHUTENBHO HaHeCeHE CpesCTaa
Ha mecre Hanecanus HoMepa cepuu, B kaTopom VASHTUDUKEUKH ANA CHCTeM! MOHHTOpUHra
OTPaMeHa para NPOMIBOACTBE, faTw! HcTeuerun cpoka BiNeHUA nf«apmennm fpenaparos ans
roaHOCTH («0neH A0...3), AONOAHKUTENLHO Moryr MEAALMHCXOTO NpUMeHEHMS.
HaHOCHTLEA CPeACTBE MASHTHDMKaL MK ANR CUCTEMD]

198 © Mapxeposka

MOHHTOPUHTE ABUXEHHRA NEKAPCTBOHHL'X npenaparos
NA MEAUUMHCKOIO NpUMENHEHMS,
| .
{ 20 . Xpanenms XpanuTs npu Temneparype or 2 po 8 °C_Ha IXpaHuTe npu Temnepatype ot 2 go 8°C. He
: ONyCKaeTca samopaxuparme. ONYCKAETCR 3aMODAXWBAHUE, :
21 Cpox rogHocTu 3 roaa 3roas

3aknoyenue :g:oomumyar Tpe60BaHNAM

NN-Ng (0005 B)-(Pr-RU171023 Pereaax® B (Baxuuna nporus TenaruTa B, pexoMbEuHaHTHAn aporokenan MAAKAN) CYCNeHSHA ANR
BHYTRAMLILLEW:Or0 BBSgOHUA 20 wxr/mn * MoxasaTen» spnsercn 8NLTEDHATUBHLIM NoKasaTenio "BaxrepuancHsie JHROTOKCHHD"
“"AHEM3 NpoBOZUTEA Ha x8¥40% 10-4 copun.
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