PA3PEIIEHHUE

Ha BBOJI B IpaxkJaHCKuit 060poT B Poccuiickoii denepariv cepuy WiTd MapTHH
npousBeneHHoro B Poccuiickoit denepaliiu Ui BBO3UMOro B Poccutickyro deneparuio
UMMYHOOHOJIOTMYECKOT0 JIEKAPCTBEHHOTO TIperapaTa

Ne P006-00110-77/03335028 ot 06.10.2025

Beinano AxuuonepHoMy o6mectBy "bunHodapm", Poccms, 124460, r. Mocksa,
r. 3eseHorpan, yi. Koucrpykropa ['yeekosa, a. 3, ctp. 1, UHH: 7735518627.
(HauMeHOBaHNE FOPUANIECKOr0 NUIIA, Iopuandeckuit anpec, MHH)
®epepanpHass cayxba 1o Hajg3opy B cdepe 3ApaBoOXpaHEHUs] HA OCHOBAHUHU
3akmiodenust McnbitarensHoil naboparopuu MOCKOBCKOM abopaTopun  KOHTPOJIS
KaudecTBa JiekapcTBeHHBIX cpelactB PI'BY "MMIIDYAOCMII" Poc3npaBHagzopa
(HauMeHOBaHUE eNepATHLHOI0 rOCy IAPCTBEHHOTO OIOIXKETHOTO YUPESKIESHMS)
or 03.10.2025 Ne 16571K-11/25 pa3pemaer BBOA B rpa)KIaHCKUIA 000poT
(mara) (HOMED)
B Poccuiickoil deaepannyu HMMYHOOHOI0THYECKOT0 JIEKAPCTBEHHOT'O NIpenapara

Peresax® B (Bakipna npotus renarura B, pekOMOMHAHTHAS APOXIKEBAs KUIKAS)
(TOproBoe HaMMEHOBAHUE)

BaKLII/IHa JJIA HpO(i)I/IJIaKTI/IKI/I BHUPYCHOI'O I'€lIaTHUTAa B
(MeXOyHapoJHOE HEMaTeHTOBAHHOE HAMMEHOBaHWE (TPYIITMPOBOYHOE HITH XUMHYECKOE)

CyCHeH3Us U1 BHYTpUMBIIIEYHOro BBeAeHus: 20 Mxr/mi1 1 mi1 - ammynsl (10 mt.) -
Na4YKW KapTOHHBIE - JJIs1 JIe4eOHO-MPOPUIIAKTUIECKUX YUPEIKISHU
(dopma BeIycKa (C yKa3aHWEM JIEKapCTBEHHON GOpPMBIL, T03UPOBKH, PACOBKH) U KOJIUYECTBO B YIIAKOBKE)
cepun 30625 , 00bem cepum uiau naptuu 10860 ,
(HOMEp cepun) (KOJIMYECTBO YMAaKOBOK)

rogea no 06.2028 ,

(Cpok TOIHOCTH)
npomsBoAcTBa AknuoHepHoro obimectBa "bunHodapm" (AO "bunnodapm"), Poccus,
124460, r. Mockaa, r. 3enenorpay, yin. Konctpykropa ['ycekoBa, 1. 3, ctp. 1 (Bce cTamum,

BKJIrO4as BBIHYCKaIOIHI/Iﬁ KOHTPOJIb KanCTBa).
(HaMeHOBaHUE U aJ[pec POU3BOAUTENS (C YKa3aHUEM CTaqui TPOU3BO/ICTBA)

PeructpanuonHoe ynocroBepenue Ne JII1-Ne(000539)-(PT-RU) ot 01.02.2022.
JepxaTesb perucTpaHOHHOI0 yaocTOBepeHust AKIIMOHepHOoe o61iecTBo "brunHObapm"
(AO "bunnodapm"), Poccus, 124460, r. Mocksa, r. 3eneHorpan, yia. KoHcTpykTopa
I'ycekoBa, o. 3, cTp. 1.

(HanMeHOBaHUE, AAPEC)

3aMeCTUTENb PyKOBOIUTEIIS

J.B. ITapxomeHKo
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Binnopharm

group

Hauwmenosauue no HJ

ALpec Npon3BoACTsa

ARpPeC BhINYCKAOLUETO KOHTRONA
GTIN

Homep napra/cepus

KonwuecTso /macca, obbes/, eg.uam,

Hata npowseogcTsa
Cpax rogrocTi
Cepun ADC

Koarponb npoBeneH no

Ceprucbukar ananusza Ne 525

Peresak® B (Bakuuua npoTus renamita B, peromBUHaHTHaR ApoxcKesas MUaKas)
CYCTeHans ANA BHYTPUMbRUBYHOrD peneHns 20 mrr/mn (amnyna) 1.0 mn x 10

(navka xapronHan)

124460, r. Mockaa, r. 3enenorpag, yn. Koucrpykropa ycekosa a. 3 1p. 1

124460, r. Mockea, 1. 3enerorpag, yn. Konctpykropa [yowskosa 4. 3 ¢rp. 1

(4610004580178

30625

10860 ynax

06.2025

06.2028

A(680+581+582)-1

NM-Ne (000539)-(PT-RU)-171023 Perepax® B (Bakuusa npovus renatvra B,
pekomMONHAHTHAR APONOKSBAH MULKAA) CYCNEHINS ANA BHYTRUMBILIBYHOTO

aeepenns 20 mrr/mn

HauveHosarue nosasarens

GecuseTHYD NPO3PAUHYIO HBRDCAAONHYIO KUAKOCT, 1
ocapgox Benoro wnu Benoro ¢ cepsid OTTEHKAM UBETa,
NErko PecycriengupyeMsli NPU BCTPRXHBAHWUM,

Ne
i RAYLCTBS N0 HOPMATUBHOMY TpeboBanUe K KAHECTBY N0 HOPMATHENOMY A0KYMEHTY Peasynbrar
AOKYMEBHTY
oMOreHHa
R cycriensus Genoro wi Genaro ¢ cepsim "oMorennas cycnensus Benoro usera Ge3 supumbix

TTRIRGM: st Gos Bl UM AOGIOR0HANX NOCTOPOHHUX SXIGUEHWH, pasensiowas nocne
BRMOHEHWE, PAIABNAINLIAR NOCNE OTCTARBAHUA !

1 Onucanue pasa 1A Ha OTCTANBaHNA Ha BecUBETHYIO NPOapaYnyio

Haf0CaAOMHYIO WIEKOCTE W ocanok Benoro usera,
Inerko pecycnerpupyesuili pw BCTPAXABIHUY

NognusdocTs: 1. UPA (no

BKIMIM ¥-2881 (Y-296 DL-Uph-HBs),

2 paageny «Cneyudnueckan (ipenapat ponxex cogepwars HBsAg MoaTeepwaena
AKTHEHOCTLY)
0, 2w
popnupdcts: 2. dnekrpcopes Bnemxna BLIFENATLCA DCHOBHAR NOAOCE MOHOMEPE &
RonuakphnamMisHomMree.5 MonerynapHod maccol 2412 klla n MoxeT
i X YCIOBsK
3 oxg:'gmia?azué:cgso:m“uw:m NPUCYTCTROBATS AONOMHUTENLHER MEHER UHTBHCHBRER floavsepmpena
cepebpa NOAOCA AMMEDA ¢ MORBKYIAPHOR mMaccol 4542 klla
4 CegumenTaguorHan g’g;: :;::Hiixz“:;" Oﬁpssygdclél;:::a:z; . scycnanam BaKUMHbY, 0BpasyLancs npw
YCTOAYUBOCTL LA N P BCTPAXUBAHUY, HB PACCNAUBACTCR B TevaHue 5 MuH.
5 (poxoAUMDCTE Mepes urny ﬁggg:gam AQTOKHG CEA0OAHO NPOXORUTE YBRE UFNY Cycnensva caoBogHo npoxogur yepes wrny NeDB4AQ.
- He mMenee cymmbl HomuHanaMb obhemos
5} Vasnexaemsit afvem P — 5,2 mi
7 pH Or64 a0 74 7.1
\HomKHsl COOTERTCTBORSTD
8 Mexanuseckne BUIOMEHUS S CooreercTayior Tpebopanunm
9 O6uumit Senok He Sones 25 mrrfan 19,2 mxrimn
10 ATIOMUHAR (MADOKCHA 0,35-0,65 mr B 1,0 wrt (83pocnas a03a) 0,55 mre 1,0 Mn
11 CTEpUbHOCTE MNpenapar Aomket DbiTh CTERUNbHEM [penapar crepuneH
12 | bakrepuanbsie aHgoTokcunsl  He Gonee 25 ED/mn Menee 25 EQ/mn
13 Muporenxocrs® (penapar aomxey BuiTh SNUPOrEHHLIN Ananua He NpoBoAKNCH
14 AHOMAnNLHAR TOKCHHHOCTL Upenapar gonxet BuiTh HETOKCHIHEIM [penapar HeTokeu4eH
OTHOWEHHAS ZO3B UMMYHOPSHHOR aKTUBHOCTH
Crigymthuieckan akTUBHOCTL:  [pediepeHc-8aKuuHLl NPoTHB renatuTa B, Bxswemowei
~ %}
19 T.HMMYHOrEHHER QRTUBHOCTL™  BripaloTry antuTen y 50% mouueld (Elsy), ¥ Elds AHANN HE NPOBOAUNCR
MCTIBITYRMOR BARUMHSL A00HHD Boire 20,5
15 Creguhuyeckan axTuadosTs:  [Coepwanve HBsAg gomuyo Owrs B npegenax ot 18 20,34 mKe/Mn
2.Copepuanve HBsAg inG 25 mur/mn ¥
Copepxatine HBsAg B HaaOCAAOHHOR HWAKOCTY
17 {londora copBuun npenapaTa JOrskHo CocTaBnaTs He Bones 1 % or 0,02 %
HOMUHENLHOA BenmynHbl 20 M/t
18 D — NpouasopcTeendnd wramm Hansenula polymorpha  flpoussoacreeHsit wramm Hansenula polymorpha

BKIM Y-2981 (Y-206 DL-Uph-HBs),

Drpaneiya 1 43 2




Mpoayxuns: Perssaxd B (Baxuwia npores renstura B, p

Cepwa, NS

P WRAKEA) EHES T

O 20 wmxeiane {amoyna) 1,0 we x 10 {navsa xapronsan)

Mo 1,0 mn (1 Bapocnan gosa) wnu no 0,5 mn (1 gercran
oza) & amnynet W1 wne LN2, s crakna mapku
HC-3 ung | ruaponarisMeckory Kacea, © UReTHbIN
s;{anbum PA3NOMA WM C LBETHOR TOMKOW W HACBHKOR. o 4 o o (BapOcan £038) & AMAYELC UBETHOM
3 AMAYNAX MOKET Bbith OHO, 4BA WK TRY UBETHEX s P
ombua W 663 ONONHATENEHEL UBETHWX Konel, Ha roukol u nacewod. Ha Kamﬁ msamnyny fEknaea
KEKLYID AMNYIY HAKNeUBRT sTUReTRY 1a Bymary CaMOKNBALLAACA STUKETI, 1105 BMNYI NOMEBLUEHD
. & 1B KOHTYPHYIO RUSHKOBYIO YIIAKOBKY U3 RASHIW
18 Ynakosxa nucHed, win Bymars aTekeToMHo|, wn Bymary ORMBHHUIXIOPHAHOR
AANOPTHON WY CAMOKNEALINECH STHKOTHIA. & amnyn o 2 KoHTYPHblE AUEHKOBLIE YIAKOBKA BMECTE ¢
NOMBLLBIOT B KOHTYDHYIO SHEAKOBYI) YRAKOBKY W3 MHCTDYKUMT NO NIDHMEHEHIID OMELLSH! B
fLREHK HOARBURKNXAOPUAHOR unw waropTHas, o 1 KapTOHHYI0 MaUKy
AN 2 KOHTYPHBIE AYSTKOBLIE YNAKORKY BUMECTE C :
MHCTRYKLMER N0 IPUMBHEHWO TIOMBLLRKOT B KAPTOHRYIO
NaMKy M3 KBpTOHE MAPKM XPOR-IP3aL, MAW XPOMOBLIA
WK MMNORTHOIS
Ha aTUKETKE aMNyNLl YHA3hIBAKT: TOProsoe
HAMMEHDBEHUE NPENAPATA C NPeAYNPEARTRNLHOR
mapiposkodi ®, cokpatjenHoe obosnaderue ryTy
BREASHWR. «B/MY, A03WPOBRY B MiaIMn, obbeM B Ha aTuiaTiE aMOynsl YREISHO TOprosoe
MUNAHARTRAX ¥ KONWHECTBO 403 B amMnyne: «in HAMMEHOBAHME NPRNAPATA C NPEAYNPEARTENLHONR
mapacneix.y, «1 4o3a — 1,0 ane winr «Jins gerei.s, «1 Mapxuporkol ®, coxpatierHoe oGoaHatetue nyTy
Inoaa — 0,5 mn»; norotun Aepiatens PY, HOMEp CEpus, [BBSASHIWA: ¢B/M», J03UPOBKS B MRT/8AS, O0bew 8
RETY NPUNIBOACTER, AATY WCTBUEHUS CPOKA TORHOCTH, [MUWINUATPAX W KONUMECTBO 403 8 amnyne afinn
Ha KapTOHHOR HAaUKe C aMnynams YKashisaoT! papocnbix.s, «1 goaa — 1,0 Mne; noroTun pepxarens
ITOProBCe HaMMeHOBaHUe npenapara ¢ PY, HOMED CepuW, AaTa NPON3BOACTE], 8T8
INPeAYONSAMTRILHON MaPKUPOBKOH B, FpYRAMPOBOUHOR MGTEYEHMA CPOKA TORHOCTI. HA KAPTOHHON nauke ¢
HanMe o 1 Woaanne Aepuatens PY, ero  [BMnynaMn YKa3aHo! TOProeoe HauMeHosanue
inorovun, cTpany, Tenethou, aApec uHTEpHET Caltrta,  mpenapara ¢ npe,qynpe,qmenbuon mapruposkoi @,
InesapceTseHnyo (DOpMY, ACIUPOBKY B MKF/MN, COCTAB  (PYITAPOBONHOE | oRaKHue
(HaWMEHORAHME U KOMWMECTBO ASRCTAYIOLIErD epwarens PY, ero nororun, r:Tpana TenedoH,
BEIECTRY, HAUMEHDBAHUA BCNOMOFaTENBHEY DeC UHTEPHET CaliTa, nexapcraedHas hopma,
melgcTa), oULEM B MUINUAWTPAX U KONWUECTBO 403 B [R03MPOBKA B MKI/MN, cocTas (HapmeHDBaHWE ¥
amnyne: «ns BIpOCLIX.», «} gosa ~ 1,0 may wiu KONMUECTRO ASRCTBYIOWErD BeWecTsa,
20 Maprupoeya b )
cfinn gevenr, «1 gaza — 0,5 My, KONUHECTRO BMNYI BHAUMEHOBAHAA BCNOMOraTenhHbIX BeWecTs), obuem
ynagnaKe, cnocof NPUMEHBHUA, xﬂpnueﬂmb noe B MUNSTMARTRAX ¥ KONUMECTBO 403 B amnyne; «AJ'IR
HasHaueHmo apava.y, «CtepunsHo., «llepeg a3pocnbix.s, €1 403a ~ 1,0 MNe; KOMUECTBo amnyn
ynoTpefineHnen BCTPAXMBAT Y, «XpaHTh B @ ynakoake, cnocol np ieHuA, «fip Th NO
HEAOCTYIHOM ANA. AeTel MeCTE.», «He BEOZUTL HasHAHeHWID Bpaua.», «Crepunsio.s, «lepey
IBHYTPUBRHHO, YCNOBUA XPEHEHWA, YCROBUS OTIYCHE, [YNOTPeBRsHieM BCTpRXBATE.?, «XpanuTh 8
DErICTPALMONHDI HOMED, HOMED CEPUN, B XOTOpOM  HEAQCTYNHOM AN aeten mecre.y, «He ssogurs
OTpameHa AaTa NPONIBOACTER, ARTEL UCTEYRHUA CPOKA [BHYTPUBEHHO, YCNORMA XPAREHWS, YCNOBIR
rogasocTy («CofeH A0.....»), WIRWG-KOA, [Ans loTAYCKa, PErMCTRRUNOHHEIA HOMED, HOMED Cepun, B
BHYTPEHHErD WCONBIOESHNA NPORIBORUTENRM HA KOTOPOM OTPameHa AaTa NPOoUIs0ACTEa, AaTsl
navke KApTOHHON KOMMEPYECKOR ynakoaky MoryT OaiTe [CTEUEHIR CPOKA MOAHOCTY («"open fo....»),
HaHeCSHE NPOUABOACTBEHHLIS KOgL!, Ha MecTs Tpux-kog,. Haneces! CPLACTRA ABHTHEMKALIN
HANECEHAR HOMBDA CEpUH, B KOTOPOM OTPVKEHE JaTa [ANA CUCTeMbI MOHATOPWHIA ABIKEHWH
NROHIBOACTRS, ASTH KCTEMBHUNA CROKA TOAHOCTY NexapCTBEHHBIX NPENapaTos AN% MEAULMHCKOro
alogen 10,5}, SONONHATENLHO MOTYT HAHOCHTLOS o] A.
cpeacTas WASHTUDUKALIM ANA CUCTEMB MOHWTOPUHIE
{ABIKEHAR NOKAPCTBEHHLIX NPENApaToR ANA
MEAVNLMHCKOIO NPUMEHBHIS.
21 XpaHerse XpaHwrs now Temnepatype ot 2 1o 8 °C. He XpanuTs npu Temneparype or 2 ao 8 °C. He
QIYOKAETCH JAMOPIRVBAHNE, QrycKaeTes 3amop
22 CpoK rogHocT# E rogs g roAs

Zaxmouenue: CooTsercrayeT Tpelopanusiv
NIN-Ne (000539)-(PI-RUY171023 Peresax® B (Bakiwda npotvs renatira B, peromGuHanTian gposcresan HUKARA) CYCNeHINA B

BHYTRUMBILRYHOTD BBegenun 20 Mxr/mn.

“ Nokazarens ABARETCH ANLTEPHATHEHEIM NOKSSATENID “BaKTEpUANLHBIE JHAOTOKCHHE".
““AHANUI NPOBOARTES Ha kawpoi 10-0 cepus.

fata ssinycka; 02,09
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