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PA3SPEIIEHUE
Ha BEOX B Ipaxanckuii ofopor » Poccniickoit Penepaunn cepuu pim TIAPTHH
Tipoussenennoro B Poceuiickoii Denepauun umm BBO3HMOTro B Poccuiickyro Denepanuio
HMMYHOOHOMOrYeCKkoro JICKapCTBEHHOTO Npenapara
o1 03.09.2021 Ne 005319/21

Boipano 3akpriTomy dKIHOHEPHOMY 06IecTRY "HayT:IHO-HpOH?-BOlICTBeHHaSI KOMITaHus
"KOMBHUOTEX", Poccus, 117997, 1., Mocksa, y. Muxnyxo-Maxnas, 1. 16/ 10, xopriye 71,
WHH: 7709067311.
(HauMenoBanue FOpPHIHIECKoro nuia, opanAYeckui anpec, HHH)

DenepannHasn cayxba 1o Haj3o0py B cdepe SAPAaBOOXPAHEHHUS] HA OCHOBAHMM
SAKMIOYCHHS  HCIBITATENBHOIG HEHTpa  sKCHepTHM3BI  KavecTsa MEHUHUHCKIX
HMMYHOOHONOIHYeCcKux lpenaparos  @enepantuoro TOCyapcTBeHHOro  Gro/mKeTHOTO
yapexnenns “"Hayymsrit [EHTp aKkcrepTHssr cpegcrs MEANLMHCKOr0 HpUMeHeHus"
Munncrepersa 3Apasooxpanenus Poceuiickoii Degepanun

(HauMeroOBanue tenepancroro TOCY IapCTBEHHOTO GiomKeTHOro YHupexaeHus)

or 31.08.2021 M 964/HITBCMIT Pa3pemiaeT BBOJ B IpaskIaHCKuii oGopor

B Poccumiickoii Depepanyu HMMyHOOHONOrHYecKkoro JIEKAPCTBEHHOIo NpenapaTa
v By60®-M (Baxnuna KOMOUHUpOBaHHas remaryra B 5 aHaTOKCHHA Murepuiino-
CTONOHAYHOTO © YMEHBIICHHEIM CONEPXAHUEM AHTUTEHOR ancopbupopannas HKHJIKasn)

(Toprosoe HauMenosanue)
Bakiyna mig OPODUITAKTHKH BUPYCHOIO remarura B, IMOTEPHH 1 CTONOHsKA

(MC)K,HYH&pO,HHOE HenaTeumuaHHoe HauMeHORaHue rpynnapoaoq}me nin XPIMPE‘IEC](OE}
CYCOEH3MA U1 BHYTPHMBIIIEYHOIO Bpenennsa 0.5 mu/noza 0.5 oy - amityiisl (10 mr.) -
[IaYKY KapTOHHEIE - 11g TieuebHO-IpodHNaKTHYCCKHX YYpeXIeHui

~ (dopma BEINYCKa ¢ yiazanmem JIEKAPCTREHHON (hopmt, HOIMPOBKH, (PACOBKH U KOTHYECTRO B YOAKOBKe)
cepuu 043-0521 v/ | obnem CePHM Wi mapTum 11562
(HoMmep cepuu) (komugecrno YIaKoBOK)
roged o 05.2024
(cpok FORHOCTH)
npouseoacrea 3A0 HIIK "KOMBHUOTEX", Pocens, 117997, r. Mocxksa, y. Muxtyxo-
Maknas, n. 16/10, Kopnyc 71-61 (mce CTanuu, BKIHOYag BBILYCKAIOINMH  XOHTpos
KayecTna),

2

(HaumenoBanue u anpec NpOU3BOINTENT ¢ YKazauwem cranui IIPOM3BOACTRA)

Perncrpaunonnoe yRocrosepenne No P N000048/01 ot 19 ] 1.2007.
Hepxarenn peracrpannenytoro yAaocropepenns 3A0 HIIK "KOMBHOTEX", Poccus,

117997, r. Mocksa, ya. Muknyxo-Maxnas, 5. 16/ 10, xopnyc 71. .
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3aMecTuTeNs PYKOBOOUTE ST

HOKYMEHT NIGITHCAH
SMEXTPOHHOM TIONHACHIG
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Cepragurar EI036EIB U7EQ0481EBI LA3DYDEADCA]
Branenen Hapromenwo Asieerpuii Breponoxons
Heticranrenen ¢ 30.06 2021 no 30.06.2022
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HKOMBHOTEX

3AD HAYUHO-NIPOUIBOACTBEHHAR KOMNAHKS

117997, Mocksa

ya. Mmcnyxo-Mawknag, 16/10, xopr. 71

Ten/arc: 8 (495) 330-74-29

DACHOPT L 73- 27

by6o®-M (Baxmusa KOMOWHHPOBaHHAA remaTHTa B M anavoxenHa Aurepmiino-
CTONGHAUHOIO € YMEHBIEHHLIM COEPRAHHEM AHTHICHOB AxCOpOUPOBaAHHAN KHUAKAH)
CYCMEHIMS A BHYTPMMBIIICYHOr0 BBEICHHAH

Cepust axunnst Ne 75 - 2527

Cepust HBsAg (cyberannus
Cepust OKJIA (ADC) /7

Cepust OKCA (A®C) /7 757

I TI0) 45/ 4264 Jlacnopt/ ATI N85 Zoor 257752820
Tacwopr Ne 777 ot Z# 27 2080

acnopr Ne

Hara posnusa £7 % 747

F57 o X A2 Spsy

Cpox romnoctu no /A5, F4204°

KoHTpornis KauecTBa OCYIHECTBNEH B COOTRETCTBYH C HJL P N000048/01-060819 meTomams,
ykasanupiMu B cineuudukanun CIT-KO-0400-139

Konrponsusii Ne OBTK 5 4.7

KOHTPOJIb KAMECTBA BAKI{HHBI

v Komruectso 77547 ynaxosox (775674 avmyn)

IloscazaTenn Hopmex Pesyarratel
O g
Onucanue lomorennas cycremsms Genoro co cserio-
XKEINTHIM OTTEHKOM 1BETA, DA3ACIOIANCS OpH
CTOAHHM HA BECUBETHYIO NPO3PAIHYIO KHUAKOCTD K M
PBIXTIBIA 0CanoK GEnoro €O CRETIO-KENTHIM OT- g '
TCHKOM 11BETa, JIETKO pasbuparomuiics npu BeTps-
XVBaHUH, Oe3 BUIMMEIX NOCTOPOHHHUX BKTIOYCHHMI
Hopnusaocrs IIpenapar nomken o6nanats HMMYHOYeHHOH aK-
THBHOCTLIO, ODecneyrBas 3alUMTY OT ACHCTBAA / o =g
RUQTEPRIAHOIO W CTONOHATHOrO TOKCHHOB M CO- e
Jepxats HBsAg
[ipoxopumocTe. Cycnemsuss nomxsa ceofomso npoxomuTs B /ﬁ -
Yepes Uriy WIpKL Yepes urny 0,8x40 mm ity
CennmenTauuonnan | Cycrnensus Baxumus: He noyKHA PaccapBaTLECH B 2
CTOHYHBOCTE TEYCHUE 5 MUH TIOC/E BCTPSXHBAHUS Losrs.
Mexannyeckue HomxHst 0TCyTCTRORATE //; M
BKJIIGYEHHHA 42 :
I
H Or16,3 10 7,3 &7
HMseiexaembiii 00ném | He menee nomMunamssoro Ve SrEHEL [ Sy
epmeTuzannsn AMITYNIBI C IPENAPATOM JOKHE GEITE TEPMETHYHEI Lewss”
Crepnabnocrs Tpenapar nomxes 61ITb cTepuIBHEM [ e
AHOMAIbHAR [Ipenapar nomxen GLITH HETOKCHUHEIM 2 5
TOKCHYHOCTE ,‘%ﬂ”
3 Lo Rk
Crenndmnaeckan Ipenapar momxen 65ith Gesonacupiu \\\’('%Hurm : ‘
GezonacHecTs O sy i s
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Tokazaremnn Hopmei Pesyanrarns
Cneunduuecican — 100 % sepxusaemoctn JupTEpHitHOTO KOM- g
(mmMMyHeresnnan) IOHEeHTa =
AKTHRHOCTE = He menee 70% Broxusaemoc: CTONGHAYHOrO }yyﬁf

¥ KOMIIOHEHTa =
~ Conepxanne HBsAg nomkHO BETE He Menee | 7;},;@&:0
80% o oTHOMWEHMIO X Dpenapary CpaBHEHHs. 54
EDsp nomxuo 651t me 6oee 250 ur. _évﬁ’zg ;
Hoanora copbunu B 1 mn vanocanounoit JHJIKOCTH BAKOHELL DOJDK- .
HO GbITH He Gonee U e dope
- ] Lf HeancopbupoBanEoro audrepniisoro 725/ ot
aHATOKCHHA, . 7E Priged
— 0,1 EC neancopbuposanmoro cronbmsuroro G TLL Loty
4HAaTOKCHHA __—
£
— 1% HBsAg or HoMEHAIEHOTO KOHYeCTRA _%é{
DopManLIerun He 6onee 100 myr/m 7"’{;‘/ MX,?;/ b
I Tuomepea Ot 30 5o 70 mxr 2 1 mn #3 ﬂ/k{/ﬁfy@
: Bl 3*
".Jlm,ﬁ»}:mmuﬂnn Ot 0,7 mo 1,1 mr (Al )YB 1Mn
e o - 4’7ﬁﬂﬂ?’/}§m
rHapoxcu: (AF)
Tlpouzsoncraenunie C. diphtheriae PW-8, BapuanTt Maccauycerc v
g LITAMMEY CI retani Ne 471, No 228, Kosne No 154 ¥
&,/ .

Hans. polymorpha KBT-99/, HB-51, KET-98/pHB-50
S. cerevisige TAH-041/p20

Ynaxonka ITo 0,5 mn (onna 103a) B aMIyJie HpO3PavHOro Gec-
HUBETHOTO cTeksia Mapku HC-1 wm crewma [ THAPO-
mtateckoro wnacea. ITo 10 amnyn s KOHTYPHOM .

menaoﬂaoﬁ YIIAKOBKE W3 IIEHKY nommumfﬂo- L/{; g d
PANHOH ¥ DONLIY ATOMUBEHEROI ¢ MHCTPYKIHEH 110
TPHMEHEHAI0 M HOMOM aMIYJBHBIM B IIA9Ke u3
kaprona. Ilpw mcnonssosanuy aMIyIl C TOYKaMH
HAMIOME aMITYIBHEIA HOXK HE BKIANBIBAIOT.

Mapkupogska B cootsercteum ¢ HJI. CoeF 2
Xpanenne B cootsercreum ¢ CIT 3.3.2.3332-16 IpH Temile- i
patype ot 2 no 8°C. L/; -~

Jamopaxwvisadue ne JONYCKACTCH.
TpancnoprupoBanue | B cootsercreum ¢ CIT 3.3.2.3332-16 IIpH TEMIre-

<2 ;
patype ot 2 o 8°C. 4{;-;&;2?’
3aMopaxranve ne JOIYCKaeTcs.,

Cpox roguoctu 3 rona

3axmioueHMe: cepua BAKIUHED COOTBETCTRYET Tpebopanuam HJT P 42/014061()

HH Ty Jl‘h'l‘l\'J‘f
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Hara Beinycka £757 2827 Hauansaumk NPOH3BOACTEA
Hava etnaum nacnopra 504 F0 87 Hawansnux OBTK

fONHEG BEvHA opma DO9-PH-KO-0400-008-09



