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H4 BBOA B rpaxknanciuit obopor » Poccnitckoit Denepanun CCPHH WK napTuy
HPOH3BEAEHHOrD B Poccniickoit Denepanmy way BBO3UMOTrO B Poceniickyio Denepatune
AMMyHOBHONOrHYec kOO JICKApCTBEHHO O npenapara
0T 28.11.2022 No 009664/22

Buinauo AKLEHOHE{)HOM}’ obmectpy "Bunnodapy”, Poceuns, 124460, .
I, 3enenorpaz, V31, K{)HCprr(’ropa T'yenkona, o1, 3, ¢tp. 1, UHH: 7735518627.
(Hanvenosanye HOPHAYECKOTD Niya, HOpIIHgeckuii agpee, HHE)
Deaepansyan cayxba 1o HAQ30py B chepe 3ApaBoOXpanenns nja ocHon
JARAvYeHAn  Mockosekol MCIIBITaTenLHO N Jabopatopun KOHTpoJIg
AICKAPCTREHHBIX CpeacTs Degepanvrore FOCYRAPCTBEHHOIO GI0MKeTHOMO yYapexgenns
"Hﬁ(bopmam»zom{o—Memmx‘wcmif: UEHTP no axcnepruse, YUETY H aHanusy o0patuenny

CPIACTB Meauuunckoro ApuMesenys" Denepansuoii CayxOut 110 Hansopy B chepe
3APaBOoOXpaneHuy

(Hanmenoraune esepansnors Pocyaapersenncro 6iomketrorg Yupexaenus)

or 25.11.2022 M 2257/1K-11/22 paspemaer BBOA B Irpasknanckuii obopor
{Mara) {(Houep)

8 Poceniiekos Penepary IMmynobuororuyeekoro JACKADCTBEHHOTO npenapara
Perepax® B (Baxuuna 1POTHB renarura B, PeKoMOuHanTHAay APOAKEBAd K Kas)
{(roprosge HakMeHOBaHHE)

Baxnuna s i HIIAKTHKH BUDYCHOIO renartura B
A PO 64

AHHH
Kayecrtpa

I124KH KapTOHHEe - f177g Jeuebno-npo HABKTHYECKHX
{dopra BBEIYCKA © Yxazanuen ACKAPCTREHRO thopme, A03HPOBKH, .qlaacﬁmc:»x H ron
cepun 80822 s 00bem cepun uan naprun 24613
{(nomep cepun)
roxen zo  08.2025
{cpok rOAHOCT)
HpOH3BO/ICTRa AKllnoseproro oOmectra “bunnodapm” (AO "bunnodapm), Poccps,
124460, r. Mocksa, 1. 3eneHorpag, Vi1 Koxcrpyxmpa Fycexosa, g, 3, ¢tp. I (Bce crannn,
BKAIOYAA BEITYCKAIOHIHT KOHTpONE KavecTna). _
{HaumMeHOBaNue 4 42peC HpOHIBOaMTEe T C YKasagueM cranui lipon3soscTRa)
Perucrpaunonnoce Yaocrogepenue Np HH-N9(000539)-(PF~RU) or 01.02.2022.
Hepxateas Perucrpanuonunoro YAcCToBepenus AKUHOHEPHOE 0611ecTRo "ButtHopap”
{AO ”EHHHG@)&}BMH), Pocens, 124460, r. Mocksa, r, 3enenorpan, VL. KOHCprxTopa
T'ycekosa, . 3, c1p. 1.

HYECTBO B ynakopke)

¥

(konuyecrso YTak0BOK)

{HaﬁMeHOﬁaiiﬂE, agpec)
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aroup

Ceprudukar aHanusa Ne 774

Peresax® {Bakuuna nporvs 'enatura B, pexoMBunanryag ApOXCkeBas Kuakas)

Tychanaua ong BHYTPUMBILLEYHOD B3eeHNs 20 saxelran 0.5 wn - avnyiis (10 wy)
~ N3YKA KEPTOHKLIe

Haumenosanus no Hi

AnpEc npousecperea 124480, r. Mockns, r, 3enevorpag, yn. Konctpykropa Mycskona g, 3 £1p. 1
ARPEG BuinyTRarRLEre XGHTBCNA 124460, 1. Mozxaa, r. 3enenorpag, ¥i. KeHerpykropa 1 YCbXOBA 4. 3 ¢rp. 1
GTiN Q4810004580055
Homep fapTUAiCEPMY Bogz2
Konuuscrag fmacca, obueny, BAUIM, 24613 ynay
Hara nponssonoras 08,2022
Cpox rogsoeru 08,2025
Cepun A2C A {£78+479)2
Bﬂ-Ns{OﬂSSQ)~(P§'~RU}-m 0222 Peresaw® {BakumHa npotus fenatura B,
pexoMGuHanTHan npojokenas HMAaxas) cycneHus ans BHYTDUMbILLSUHOrD
Kourpon, npoBegen no BRRnenun 20 suriun
Ne | Hawwvenopauus noxasarers ' ]
ﬁf-ﬁ £aJeCTRa no HORMETHBHOMY Tpebonanme ¢ xavecrey no HODMATUBHOMY AUKYMBHTY Peaynurar
Aokysmenry ]
) fﬁMm’EﬂHQﬂ CYCNEHIUR 59:'?0?’0 T Caphiv TITEHKOM
Fomarausuan Cycrensis Genoro wnu Benors o CEpaiM  uBeTa Be3 BuaUMEX ROCTOPOHH. BRACMEHI,
5 Onucanne CTTEHKOM LBaYa Bea BHAMMBIX NOCTODOHNNK Pasjgenswan nocne OTCTAMBAHKA Ha, (‘}ecx;aernyse
' BKHOUCHIN, passanmicuan TIGCNe OTCTAKBAHUS Ha NPo3paHHYC Hagocagounyio MUAKOCTS o GCalox
Sacusernyn NpoIpEIHy Genora ¢ cepaim orTanios 4BeTa, nerko

PeCycneH A upyernii TIpY BCTRAXMBAHMK

Foarvrrocrs: 1. HoA (no

2 paspeny «Cneynduueckan flpenapar somxen Coaspxare HBsAg Rogreepmpena
HKTHEHDCTLS)

NoanukHocTs: 2. Snexrpotbope; Homixa BbIABAATLCA GCHOBHAR Nonong MOHOMEDE ¢
B NONNSKDHNAMUAHGM rane p MONEKYNADHOH MBCTOR 2412 w%a v Momer

3 PERYLIMDYIOU 4% YCNosunx Bp# Inpucyrcraceats ACNOAHYTENLHAR MEHes Nogteepwaans
DXRalMBaNY pacTeOpOM UHTeHCHSHAR nonoca ARMEDA C MONBRYIRDHOR
HuTpaTta cepelipa Maccol 4522 kO
2 Cepnuenraysennan Cycrenaus BAUHLY, 0Bpaayiou anc npy Cycnenaus ﬂaﬁunﬁm, t8pasyouancy o]
: = BCTPRAXUBAHAYN, He AOAXAKA DaccnavsaTLey g TeugHME SCTPAXMBAHNNA, He Pactnausaeren 8 Tedenpe g
YOTOWINREnCTY
5 mun, MUH,
5 fpaxeaumocts Neped urny %g?:g IR forKa caobonte FRoXoRuTe uepes "y Cycnenaus caobogHo npoxoguT MERES urny NeOB40,
g - ; He menas cymmm HOM¥HANbHLIX O6LeMon Cymma vomuHansunly OBLEMOB UCCRBAOBANLIX
2 Mesriekaemdi cbvem MeCRenoBIMX Yranoaox ynaworox Sores 2.5 mn
7 pH Or64p074 7.0
8 Mexanuyeckne samouerus %.J g C_QB:HCTBGB”B Coorsercrayer
g Ofiui Genok He Sonae 25 myimn 18 arrjmn
10 ATOMUHIR MADORCRE G 18-032 w05 en {aeTCxar q033) ] 0,23 mr
11 Crepunenocts Tipenapay KonweH Ghite CTEPUNBHLIM Mpenapar creounen
12 | BaKTepMancnbie GHADTORCHNL He Sones 25 ES/mn Mense 25,0000 ES/un
. Noxazatens nenseren BRETADHATUBHLIM NOKAIATEN0 :
13 nn?omrsunm “BaKTepHansHue AHAOTOKCHIL® AHANKI He npomenmwacs
14 | AxoMansian rorcwanonrs fipenapar gonmen Bbrvn HeTokCHuHEm Dpenanar Hetokcnien

OTHoiesns 4030 HAEAMYHOIOHHOH AXTUEHOCTH

; . |PRREpRHC-BEKUWHL NPOTUS FenaTiTa 8, ]

15 ?ﬁﬂeumim%: cx:” a:_:::;: ::; BLOLBBIOWEH BHPaGaTXY anTuTen ¥ 50% Mool AHANUS He NposoaRAcH

HIMMYHOreHHan {E{};},u}, ¥ Eflss MCNBITYBMOR BAKIMHbI 40MKHO SbiTs
20,5

16 Cswwaézmeqsax amﬁaom: Cogepranue HBsAg Igun»cm; GalTh 8 npegenax or 16

MK
2.Cozepxanye HBsAg AQ 25 mitun 22 mkrhwr
Coaepxanne HBsAg B kagocagognon WHAKOCTH
17 TlonHoTa copBuun NPENapnaTa A0MKHC COCTARNATE He Sonee 1 % or 0,1%
HOMPHENLHOR Benusinb 20 Mirfmn _ :
) ; (lpouaBsoACTRerKbIA LiTana Hansenula pelymorpha Npowascacraentbik uramm Hanserula polymorpha
'8 | Meoussoncraesie umamm BRITM -208 {¥-296 BL-Uph-HBs), BKM Y-2981 (Y-265 DL-Uph-Has),
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EAYNRL[I0 T} » hons caproremin

y Cepun 80822

Tlo 1,0 mn {1 s3pocrian 4033} unu 0.5 un (1 garcxan '
A3} B AMAYNN C UBeTHAIM KONBLOM DAINOME Wi ¢

{ UBBTHOR Toukod Hare4yxom, Ha AMRyrax moxat S 1o 0.5 mn (1 gercxas A022) B 3mAyN ¢ Userson
O4KHO, ABE ¥NK TPu UBBTHBIX X0hbLA wnu Hea TOMKOH ¥ HBCe4xoR, 1o 5 amnyn foMeldmeno 5

19 [V AORORHUTE M HX LUBETHRX Honey, KOHTYPHYIO AUe Axosyo YNaxosky ¥3 nneHiw
1Mo 5 amnyn OMBWAIOT § XOKTYDREYID AuBiKoByIo AGNABAHNNXACDAAHOW, TIg 2 KOHTYDHbIE SubBkosme

YRRKOBKY W3 AneHxu TIORABRNUNA OB HOR, YRRKOBXM BMaCTe ¢ HHETDYRUER No npuMeHE N

1o 1 wne 2 HOHTYDHOIE AUEHXORLIE YAAxXDBK4 BMECTE ¢ jnoMemens & KEPTOHHYK Nayky.
MHCTPYKUHEH N0 NOUMEHENIIO AOMBIWEOT 8

KEDTOHKRYID fausy,

Ha sruxerse BMAYAN YUEILIEAOT. TODrOBoE : : ’

MaumerRORaNME MIp8NaDATa ¢ NpedynpeguTensol  |TI® STWRETXE amnynu yeasamo: peame "

WADKHDOBKOH®, A0MPOBKY B MKTTMA. Obaste b HaUMEHOBAHM Npenapara ¢ fPeAYNPEAUTENbAO

MU AWTRA ‘; KONWIBETHD £03 B a;“ nyne: «finm MaApxupaskod®, foavpossa p Murfan, o6uém

A8TeNS, ¢1 5032.0,5 1na: wowan capu: o MUSNANATEAX W XCNWHECTA 403 B amnyna: «finn

: i 2 : ACTERD, €1 AD33-0,5 man; HOMED cepui, gara

Bb £ aiem, : <

Ho ?;ma' C::; aiﬁ?:irgh:yaﬁ < — BhinyCea, CpoK raanoery, xaliume, Ha aproruos

e “g‘ %""auw DB AAPHATAA- PO 3B oo NAUKE © AMNYAGMA YKBIAHO, HEMMEHOBANHS

coknalBinLl appec. Tenedon, walium, Toprogoe  |"PEANP ”"T"*'”mmﬁmmm' SONpRILAR

HBRMEHOBEHNE Rp8NGpaTS ¢ TReAYIPeAUTENLEHON SAPSE, Tenedan, saliuma, w;ﬁrgzns-mmgzc‘afignﬂ

MAPXULOBKOA, TpyIRMpORIHGe HaumeNoBaNme, CPYTITHOROGS pessc e sl LSERADOBIOED,
20 MabNposEs IEKADCTRRHEYIG SopMYy, ADIRDORAY & MKI/MDN, COCTAS, 4

dbopma, Aoauposka 5 MLrivn, CocTas, obvem o
ofiven 8 MEATANATDAR U XOnvecTas ADD B awnyne: ]

2 W KOnw B 03 8 amnyne: ﬁﬂnﬂ
«Iins nevoks, of Ac2a-0,5 mnp; xonuuscrao amnyn s VAnAMINTRAX K KOnWecTas A 4

; ABTRR», a1 4033-0,5 M, XONALLLTBO aMnys B

YhakoBxe, crocod npm?;ueunn, ecﬂpwfp;am L ynaxeske, cntcob npumeneus, «TpnMensTy ne
HASHAYHKID Bpadz.», & TEDMINHOB, «flepeg Ha3HRYSHYI DR, R, CCTBpHIbHOS, Topes
yoTpebnewsn BETPAXUBSTH. ¥, «XpaHuTh B YNoTpeBaekuen BeTpRxHaaTY », CXPIHATY B
HE}ISC?}’NHDM! ADR ReTad Macte.», «He i HBA0CTYNHOM ANA AsTed MecTe,», «Hs BEOANTS
auyrpuaenun.g, YEAOHUA XDANBHUR, YCNOBUA OTHYCKa, BHYTDHBEHNOLY, YCIDBAS Xpanenin i
PEFCTDALHO RN HoMep, HoMep cepru, Rary OTNYCKS, PeracTLaunokmm) HOMED, HOMBD Cepuy,
asifycxa, WOK_E’DI}HGCT& Wipns-xo, ASTA BRINYCKA, CROK TOAHOCTH, WITPUX-KDA.
Hon:;:m:;:nﬁzege;«;:; Kr:; C}S)‘; g;i :;:.ii:;i Haxecero: K3, GTIN Homepa, VHANAKAYANEHLIR
Mdig el 2 RHTAY MTENLEKOH yrakoBky,
YnaKoBKy, Howep noThebuten ¥

o X M Xpanuts npu TeMnepaTyDe o7 2 40 8 °C. He XDaHWTS Npy Yom nepatype or 2 g0 8°C. He

pange ADNYCKEETCA 3AMOPaNHBAHYS, AonyckasTen 3auopaxusanye.
22 Cpox rognbori 3 roaa 3 roaa —l

Jaxrouerua: Coorsercrayer TpeGonanunu

Nf-Ne(00538)-(PT- -RUS-D10222 Peresax® {(Bexuuna npotus renaruts B, pekomBunanthan APONOKEBAR MUAKER) CYCREHINA ANSA BHYTDWMBILLBYHO D
aBepanun 20 uerbun

Dars sunyexa: 25

o sical
] Timtn

HIREAE Company »
Joint Stock
€nmpans

R e A i L



