fipouseeneHnoro B Pocceuiickoi Deaepauuy unn BBO3UMOro g Poccuﬁcjxyro Denepanuio
UMMYHOGHOMOrHYeckoro JIEKAPCTBCHHOrO fipenapara;
o P006-001 10-77/00978283 ot 19.12.2023

Boigano AKUHOHEpHOMY obuecty "Bunnothapu”, Pocens, 124460, r. Mockaa,
r. 3enexorpan, yi. Kouer kTopa I'ychbkosa, 1. 3. c1p. 1 MHH: 7735518627,
(HaumenoBanme HOPHIMIECKOTO HLQ, KOPHANYEC I aipec, MHH) |
®enepanvuas cayméa no Hagsopy B cepe 31paBOOXpAHEHHR| HA OCHOBaHUK
Jakinovenna  Mockosckoit ACHLITATELHOR  nabopaTopuu KOHTpons  kayecrpa
JCKApCTBEHHLIX cpeacTe OIBY "MMLIDVAOCMIT" Poc3anpasnansopa -
(HaumeHoBae denepantroro FoCy¥aapeTeeHnoro B10/pkeTHOrO yapeKaesns)
or 15.12.2023 Ne 2372/IK-11/23 Paipewiaer 8roa B rpamaganckui obopor
(aata) {Homep)
B Poceniickoi ®enepaunn HMMyHoGHOM0rHYecKkorg JICKAPCTBEHHOrO Npenapara
Peresak® B (Bakunna POTHB renaturta B, pekomGunanuas APOAOKEBAst KH/AKas)
(Toprosoe Hanmenosane) '
Baxkuuna 1ns POQHIAKTHKY BUPVCHOO renaThTa B
(MC’/K,;’I}’H&[)O,&HOC HCU&TEHTOB&HROC HauMeHoRanie TpYyAnuUpoOBoYyHoe WK XHMKHCCKO&)

CYCIICH3HA U1 BHYTPUMBILIeYHOo Beeenus 20 mxr/mn 1 mi - aMn}{nm (10 wr.) -
TIa4KH KapTOHHbIE - 115 ne4eOHO-NpoduIakTHYeC ki YdpexaeHuit
{dopma srinyexa ¢ YKAZBHUEM NEKAPCTREMION HOPMBL, 1031posKA. $acoskm u Konmci‘rao B ynaxoske)

cepun 90923 > 00bem cepun nay naprun 13634 L
=2z - ;
(noMep cepuu) {rOIHYeCTBO ynaxos{nc)
rojgeu no 09,2026 . |

{cpox roaxocTi) !
!IPOM3IBOACTBA AKUNOHEpHOrO ofLrecTea "Butnodapm” (AO "BHHHoh)apM"), Poccus,
124460, r. Mocksa, r. 3enenorpaz, yi. Konerpykropa I'yeekona, 1. 3, ¢Tp. 1 (Bce cTanum,
BKIOYAA BLINYCKaAtOUyit KOHTPOJIb KayecTBa). |
(Hanmerosanue 4 A4pec NPOUIBOANTEA ¢ yKa3aHHem cTannT ﬂpou:mo,:xcri:aa)
Perucrpaunounoe yYaocrosepenue Ne JITI~N9(OO()539)—(PF~RU) or 01.02.2022.
Hdepxarean peruerpaunonuoro YAGCTOBepenust AkunonepHoe ofectho "bunHodapm"

(AO "Bunxodapm"), Poccus, 124460, 1. Mocksa, r. 3enenorpaz, ya, Koncrpyxropa
[ycbxosa, 1. 3, crp. 1.

(Hanmenorane, ajapec)

3amecTuTens pykosoanTens A B. ITapxomenko

,*ff’*" HOKYMEHT HOANMHeAH
% FIEKTPOHHOR HCAIMCHLIO

Ceprudrxar 0117424600 3 340D34SERSHOS0TRAE?
Branesey Flapronesise Asarepsit Beewous nronuy
Heltersstreaen o 14.62.2023 o 00 553024




Binnopharm

group

HausmerosaHue no HA

Anpec npou3lsogcTag
Aapec BBINYCKAOWErD KOHTPONR

GTIN

Homep napruu/cepun

Konuuecteo fmacca, oBuem/, /.13,

Aara nponssogerna

Cpok rogsocTy -
Cepug ADC

Kontpane nposegex no

Ceprucbukar ananmza Ne 824

Peresax® B {BakuuHa nporus reratura B, pekombunantran ApPoxxesan xnakas)
cycnensus gna BHYTDHMBILIBYHOrO BBEAGHUS 20 Mar/an (amnyna) 1.0 mn x 10

{nauxa KBPTOHHAR)

124480, r. Mocksa, r. 3enenorpan, yn. KoHcTpykropa fycoxona 4. 3 cTp. 1

124460, r. Mockea, r. 3enenarpag, yn. KoHerpykropa Mycoxosa 4. 3 crp. 1

046100045380178

80923

13634 ynax

09.2023

08.2026

A(514+515+516)-1

Ji-Ne(000536)-(PI-RU)-010227 F

eresax® B (Bakunna npots renatura B,

PBROMBUHAKTHAS ApomKesas HADKER) CYOTIEHINE ANR SHYTPWMLILEUHO!S

saeneHus 20 mxrfan

Ne Hawmenosarue naxazarens ]
nin X34BCTBA NO HIOMaTUBROMY TpeBosaune x KavecTey no HOPMaTUBHOMY AGRYMEHTY Pesynorar
ROKYMEHTY )
Fomorexnan CycneHaust Benoro un Genoro ¢ Cepuits  ITOMOrBHHER CYCNensus Genoro & CephLIM OTTEHKOM
OTTeHKOM UBETA GE3 AUAUMEIX NCCTOPGHNMX unera Bas sugumeix NOCTOPONHUX BRIAIGNBHKUA,

1 Onucanse BRIHOUGHUR, paxiensmuyan nocne OTLTAHBAHMA KA Pasaenrioliidn nocne GICTanBAHHA Ha 6ecuaemyao
Secunernyo NPOIPBIHYIO HBAOCAAGNHYIO KUAKOGTS | NPO3PAYNYIO HALOCA OHHYIO XHAKOCTb U ocagox
ocagex Benaro wnn Sencro ¢ CepuiM OTTeHKoM LUBeTa, |Benoro COPLIM OTTEHXOM UBETa, Nerxo
NETXO PRCYCNEHAMDYR MY NpU BCTRAXUBAHNN, PECYLTIEHANDYEMBIA NP BOTPAXMBANWY

fognusHocra 1 VOA {no

2 pasggeny «Cneyndunecsan (penapar fomxes coaepxate HdsAg NoaTeepxaena

. AXTUBHOCTh R}
Tog NuHHOCTL: 2. Onexrpodopes |onwna BLIARNATLCR OCHOBHAR NONOSA MOHOMEDE
B ROMNBKDUNAMUAHOM rene & MONBXYNADHOW Maccod 2442 kla 1 Moxer
3 PEAYLMPY DLW YCRORWAX APy InpacyTETRoBATS ACNORHWTENDRAN MEHEE NoaTtaepxaena
CXPALMBANUYN DACTBOPOM UHTBHCHBHAA 1ONCCA AMMepa ¢ MONBKYNSPHOR
HKTPaTa cepebpa M3CCoR 4542 xa
. CeanMenTauMonnas Cycnenaus saxunnsr, abpasywowanca npp CycneHaun BaKuinb, efipasyowanca npy s
YETORUEOCTE gcrpﬁxuaanuu. HE LOIMKHA PACCNaUBaThCR B TeueHne BCTPRAX , He paceh TCH B TENEHWE
MAH. MAM,

5 TMpoxoaumocTs vepes urny SZ;Q:;?M Aonwna caoBoano npoxoauTh Hepes #rny Cycrienans caoBogro POX0ANT Yepes urny Ne0B4Q.
He menee cymmn HOMURaNHeX obbemon CyMMa HOMWHANL HX ofvemon ®OCNBROBAHNMX

& Mssnexaennid obwam MCCNBAOBaHMbIX ynakosox ynaxosok Gonea 5.0 un °

7 pH Or64a07 4 7.2

[ Mexanuueckne BRAYGHAR Lommb ovcyTeTaonats JTCYTCTBYIOT

9 Ofuimn Benok He Gonee 25 miriun 16 surimn

10 ANOMUHER TRADOKCHA 0.35-G,65 mr 88 1 wn (B3pocian £033) 1,54 me

11 Crepunerccrs flpenapat gonmen Borrs CTePUNLHEIM Npenapar ctepunen i

12 | Baxrepuanshme IHABTOKCHKL  [He Bonee 25 E3/un idense 25 ESIun ;
ﬂonaza*renb RUNHRATCR ANBTE HETWSH M MAKAZTENO

13 Nuporesnocrs B aKTepRAT G 3Hnofcxcu§u" AHBNAI HE NPOBOAMNGCH

14 AHOMANLHAR TOKCHARO T flpenapat gonme Sure HETOKCHYHBIM {peranar HeTokcaen
OTHOWRHIE A UMMYHOTGHHOR BKTHBHOCT

. [PRdepeHC-BaKUM H NPOTS renaTiTa B,
15 ?ngszq’:;;i‘x::::;::::g; BLINBAIOWER GuPaBoTKy aHTUTen ¥ 50% Mullued 2,95
’ Y {Ells0), k Eflse UCRBITYBMOR BEKUMH b 4ONKHO Buith

20,5

16 Cneusdimueckas axruenocry Cupepxanus HBsAG £0NHO GbTh 1 apepensx ot 16 21.4 murmn

2. Copepxanue HBsAg 40 25 mxriusn

Coaepxanne HBsAg s HBLOCHAOHHOD ¥uAKOOT

17 Nonnata capBuuu NP8AApaTa A0MKHO COCTRRNATL e Gonee 1 % s34 01 %
HOMUHENBHOR Benwunmn 20 Mre/imn )
NIPONIBOACTRENHBI LLITamMM Hansenula polymorpha MpOMIBOACTERHMDIA UITamM Hansenula polymorpha

'8 | Mpowssozcroerved wramm  [[1R0N2 Y2981 (v.298 OL-UphHB) e fgeons ¥-2981 (Y-296 DLUph-H8s).

Crpaneua 1 2




TiposyRMR Paraage B i%exwa nooTie renamiera B, paronGummnnas APGHOKBREN WALXBAS CYCrauug ARR Ay T DML LESHOD Buageran W0 sartvn {amnyna)

1.0 mMn X 10 (naeca XaZTComims}
Copum 90023

[ Mo 1,0 ma {1 a3pocran Acaa} urw 0.5 un (1 seTckan
A038) B 8MIYNbE G UBETHLIM ONbLOM PaInoMa wnu ¢
UBETHOR TOMKOR W Haceukod. Ha amnynax Mower oy, Mo 1,0 mn {1 Bapocnas A03a) B aMAynM C YaeTHG
OARHO, ABA WU TOK LBETHLIX KONBYA 1 Baa TOMKOR W Haceukod, Mo § SMAYN NOMEeWeHE 8
19 YVrako ACNONHUTONLHLIX LBOTHBLIX Xoney, KOHTYDHYIO AueitkoByis YRBKoBry U3 nnemm
fakonka flo 5 aunyn nomewaior a XONTYPHYIO suedxoayin NONUAHUNXTOPUAHOR. T10 2 KonTypree AMeAxonuie
YNakosKky ua nnemku NORUBUKKNXNODUAHOM. YNAKOBKA BMECTS C UKCTDYSynel no fpUMeHsnmo
fo 1 4nn 2 xoutyprme ANGAKOELIE YNIXOBXN sMECTE floMeluero 8 kapTonHyso nauxy.
MHCTOYXUKENR NO NpHMeHSHuIG noMewanT &
XEPTOHHYIC nadky.
Ha sTretke amnynbi YKA3bIB0T, TOpronce H :
) - 8 ITMKeTre amnyne ykaiang: Toprosoe
4 T -
Dupencort. rompamey s Lo AR |8 T2 L e
. o ) Mapx1poskoi®, Aoauponka BlMKr/MA, O6nEM 8
MBANANUTDEX M XONAYeCTED 03 B ama ne’ «fina X
aapocnuxf «1 2033 -1 0 Mnf' Homep cyepm %gra MUSZRAUTRAX WM xOnvvecTso Ro3 8 amnyne: «fing
sbinyCxa c'ox ; Hocr;v «ah’dm» e 83DOCNbIXy, «1 gosa -1,0 MIT4 HOMBP cBpuu, 4ata
i :;p?éhfoﬁ ngﬁne oo nynamy yeasssaior: BLINYCKE, cPOK roanocTd, «alilms. Ha kaproumon
) ! nauxe ¢ aMnynamu yXaaaHo: HanMeHosarue
HBNMEHOBHHMG npeanpYATRA-n {)MSEO,QMTEHS!, ~
CORPALBHH it a;::ei F;enecbwp «zlium», Toprosce fpeanp mmn-npomagogmem, COXPAUBHHLIA
HaUMEHOBaNME npenépa‘ra c npé,aynpaa&renbﬁcﬁ 3Apec, Tenedon, «atiums, TOProsos HanmeHosaHue
KUPORK
NeraapOSXOHB, FEYMAEORONHOE KakwenCsarue. oy reaunen L0} MEPPIBIGHO)
20 Mapsnposxa 22:2’; c:’z:;r:ﬂf”;ﬁﬁz;z& ii:};: ::;/:I;'MCHO?:.B' thopma, goauponxa g MmN, cocrar, o6uen g
«[1n% B3pOCsLIX ?1 2038-1.0 ;m»‘ " kuwrsay T IMUATMAWTEAX ¢ KONU4eCTso aea B amayne: «fina
) T - b a- ! WECTBO aMnyn
AMNYN B YNaKoBKE, Crocob npumenenns, «Npusesar, ::2%g::";n‘;igganp:;,Ge’:g:;',;a:ﬂ:wwm ns; ?
o s & St [ s e, o
HEAOCTYNHOM Ansm ,a;eraﬁ Marﬁé 3, «He sBcnuTy ynoroenenuau acrpaxusar, 2 aXpanurs &
e HEACCTYNHOM ANR ABTER Medre.», «He BROAKTL
BHYTDUBEHHO!S, YCroBUR XPBHEHUA, yenoBAA pTNVCKa, ; N
BrUCTNAURORHDIR HOMeD, Homep ceprn Aary SHYT2U8E 4Hol 8, yenosun *panewn, yenosws
SNFYCG CPOK roaHoCTH an-xw ' OTNYIKA, PErUCTRALNOHNbIR HOMED, HOMED cepuu,
fon cm;uo Hanecenwe; i(VIS GTIN nomepa Aara soinycka, cpok OAHOCTR, WTPHX-KOA.
ar zs N Hamé a wrenwnol’a Hangceuo: K3, GTIN HOMeRE, UHAMBHAYA MbHbIA
yngxo:iyan Horo Pa notpet - HORED BoTpeBuTennoxod YNEKOBKHM,
- I
Xpanurs npu TemMneparype or 2 a0 8 °C. He XCaHuTs npu TeMnapa &t 240 8°C. He
21 Xpanenue
AONyCKkaeTeA 3amapamnsanna. ACNYCKABTCA JUMODAKNBAHKE,
22 Cpox rogHeCTy 3rana Iropa

3axmonenne: Coorsercrayer Tpebonanunm

ﬂﬂ-N9(0005393.(Pf~RU)-0?0222 Peresav® B
BRYTPUMLILIEUNOIO BreARNIR 20 mwrimn

fdata awnycxa.

Hauanbkux O

13.12.2023

o8z Onera MBKC&NIJDOBHE

Crpanmia 2 ua 2

(Baxusna npotwa renartura B, pexoMBuuanThas APORHERAR WBAKAR) CYENBHINS AnR



