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CEPTHDHKAT AHAJH3A

Toprosoe Ha3BaHHe Npenapara: YEJOBEYECKHWH AJLBEYMMH 200 ria (20%)
Howmep cepuu: A4V193
Howmep cepuu (Ha ynakosxe): A4VI93AA
Hanonuenne: 50 M
@opMa BRITyCKa: Pacteop ans Hudy3zxi 20%
Jlata npon3BOACTRA: 04.08. 2020
KonH4ecTso KOHTERNCPOB IOTOBOH 22827 wryk
NeKAPCTBEHHOMN DOPMBI L% BBIMTYCKA:
JlaTa UCTEUEHMA CPOKA TOAHOCTH! 31.07.2023
TemnepaTypa XpaHeHHs: He XpanuTh OpH TEMNEpaType cBblule 25°C, He 3aMOpaXHBaTh
INpouzsoasrens: Baxtep AT, A-1220 Bena, Hnpacrpruutpacce 67, Anctpus
C1pana Ha3HAYEHHA: Poccua
HoMep perucTpaiioHHOr0 YAOCTOBEPERHA! I1 NaG15003/01
CEPTHOHEKAT HA IIJIASMY

HacTosmum cepTRQUUHPYETCE, YTO KAKAEA HHIHBHIYANLHAR NOPUHA HOHOPCKOR NIAIMLL, HCTIONLIOBAHHAR LI
MPOH3BOACTES AdHHOrC Npernapata, buina npotecTHposana Ha Hbs-auturen, asrurena x BHY-1/2 u HCV antHTena
HMMYHOJIOTHYECKHM wmetonom. [ins npoH3BoaCcTES JAHHOTO NIPENaPaTa HCMONL30BAHA TONAKO Ta [1a3Ma,
KOTOpas He gana peakuud Ha Hbs-aururen, anrurena k BHY-1/2 w HCV.

Bosee T0r0, Kaxasii nyn nIasMel, OMY4EHHbLIH H3 AOHOPCKOH NNaiMel NPOTECTHPOBAHHOMH, KAK ONHCAHO BuLE, Obln
npoasanuinpoean Ha Hbs-anturen u autrtena x BUY-1/2 UMMYHOIIOTHYECKHM MeTonoM H Ha BHDYCHBIE
HyknerHoBsie kucnotel HAV, HBV, HCV, BHY-1/2 1 BI19V metomom NAT. Jina npos3BoACTBA AaHHOrO NipenapaTa
KCIIOIb30BaHE TONLKO TE Y/l MOa3MbI, KOTOPLIC He AanH peakury Ha Hbs-auturen, anrurena k BHY-1/2, PHK HAV,
JHK HBV, PHK HCV, PHK BHY-1/2 u copepxaiue He Sonee sem 10*4 M.E. B19 DNA/Mn.
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CEPHA HOMEF A4V193

KoHTpoabHbIe HCMBITAHHSA TOTOBOH NPOAYKIHN

TeeT Meron Crneanduxauns PesyanTath!
| Busyaasublil KOHTPOIL Buayansso TIpo3pauHad, CIerka onanecuHpyouas
KHAKOCTS, MOYTH BecuserHas, OT XeNTON N0 | COOTBETCTBYET
KOPH4KEBOH HH 2eneHoR
2 | Bexox ABtoMaTHueckni asothstt | 200 ofa (20%): 190-210mr/un
AHANTH3ATOP 199 mrimn
3 | dpaxunounnsii cocras Snexrpodopes
> 95% wenoBeMecKoro ansdyMiHa 983 %
4 | [Monumeps! H arperaThl KunkocrHas Mnowazae nHka NOAKMEPOB K ATPEraToB He
(naowans / Genow) xXpoMoTorpagus Gonee yeM Ha 10% or oGmed miowmaau 3%(1 %)
XpOMATATPaMME! (CODTBETCTBYET OKONO 5%
MONHMEPOB H arperaTos)
5 | AKTHBHOCTH aKTHBaTOD MeToll XpoMOreHHOTO <10 ME/n <4 ME/Mna
APEKALTHKPEHHR cyBerpara
6 Harpuit ATOMHO-IMHCCHOHHAR 200 r/n (20%): 100-130 MxMons/Ma -
CNEXTPOMETPHA 11 Memoas/Mn
7 Conepwanune Kaaun ATOMHO-IMHCCHOHHAR < 2 mrMone/MI
CNEKTPOMETPHA <0.10231 mxMons/mia
8 Cogepaatne ANOMHHRI Atomuo-abcopBunontas 200 r/n (20%) < 75 Mxr/n
CNEKTPpOMETPHA <50 mur/n
9 | LlpeTnocTs (Femnurnentsi) ABcopbumonuas 0,03
CreKTPohOTOMETPHA <0,15
10 | pH TloTeRnMoMeTpUYECKOe
OnpesencHHe 6,7-7.3 78
11 | TepsocTabuasnocTh Huxybauns
Cootasercrayer COOTBETCTBYET
{DCTAETCH HEHIMEHHEM )
12 | N-AueTnarpuntodan Huaxocryas 200 r/n (20%): 12.8-19.2 MxMons/mMn
xposaTorpadns 15.7 sxMons/Mn
13 | Conepxanune KanpuioBoki Hounas xpoMarorpagus 200 r/n (20%): 12.8-19.2 Mxmons/Ma
KHCAOTBI 16.3 mxsons/mn
14 | ConepwanHe OMTpPaTa DepMeHTaTHEHEIH METOR © <(.05 mrmons/ v
{onpesefeHne UNTPaTa) Vip-petexuned <0.15 mxmonu/an
15 | Crepuasnocts (ED) MemGpannan GuibTpauus
CTEPHIBHO CTEPHISHO
16 | BakTepuantusie XpoMoreH &I 200 r/n (20%): <1.0 E3/mn <0.5E3/ma
IHAOTOKCHHBI KHHETHYCCKHA MeTON
17 | Mapkuposka COrnacHo HOPMATHBHOM TOKYMEHTaUKH COOTBETCTRYET
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CEPHA HOMEP A4V193

CEPTH®HKAT COOTBETCTBHA

Tes cambiM MOATBEPAKAALTCH, YTO NPHBENECHHAS BEILIE HHGIOPMAlMA SBANETCA JOCTOBEPHOH H TOYHOH. JTa cepHs
npoxyxra GbiNia NPOX3BEACHE HA BLILLIECYNOMAHYTOM Y4acTKe (aX) B [IONHOM COOTBETCTBRH ¢ Tpebosanusmu GMP
MECTHOIO PEryAHPYIOLIEro Opraya u co creuxurauneil B Perncrpationnom Y I0CTOBEPEHHH CTPaHbI-HMIIOPTEpE.
3anucH no npoleccy, YNakoBKe H aHani3e Ouiin NpoBepensl ¥ NpH3Haet cooTheTcTRYOMIMH GMP. JokymenTs! no
npoleccy, NepBHYHOH, BTOPHYHOM YNAKOBKE i AHANH3Y, BIUIICYAA MADKHPOBKY H YNakosky, Oblix Nposepexs ¥

NPH3HAHE! cOOTBETCTBYOWMMH GMP,

Hactosuum NORTEEPKAAL0, YTO ITankl NPOHIBOACTEY, YKazaHHble B COrnameHuH o TEXHH4YECKOM KadecTre, Obinn
BLINONHEHSE! B [TONIHOM COOTBETCTBHH ¢ Tpebosanuamu GMP EC i ycnosHamu, onicanuuMy B Cornamesuu, 1
ofecnieyennn cobmonesus tpeGosaunit Perncrpaunontoro Y aoctosepeHHa(i) Wi aHANOIrHYHBIX [IPH YCIOBHH, 4TO
KoHTpakToaatens / [IPOH3BOJMTENL CEPTHOHUHPYIOT H BRITYCKRIOT CEPHIO.

3Tankl NPOH3IBOACTEA

[MpoussoanTens

Anpec

[IpoH3BOACTBO NEXAPCTBEHHEIH
npenapaton

baxtep AT (yacTe xomnannu Takena)

Hunactpuutpacce 72, 1221 Bena,
Ascrpua

[epsuuHas ynakosxa

Baxtep AT (vacte komnauuu Taxena)

Hunpactpuwatpacce 72, 1221 Bena,
ABcTpHA

BTOPH‘-! Had YNakoBka

Baxtep AT (vacTs komuauny Taxena)

JNasure Anee 24, 1221 Bexa,
ABCTpHa

Beinycxatoluas cTopoxa

Baxtep A" (yacTh komnannn Takena)

Hunactpruitpacce 67, 1221 Bera,
ABCTpHS

[poussopncrsetnas miomanxka API

TIpoussoakTeEss

Anpec

Yenopeyeckuit AnpOymMus
YacTHYHO cTabuh3npoBarHaa
Macca

baxtep Al (wacTb komnauun Taxena)

Hupactpuurtpacce 72, 1221 Bena,
ABCTpHA

Yenosedeckni AnsGymuH
YaCTHYHO CTAOHIHINPOBAHHAA
Macca

Baxtep IpoussoacTee C.nA (uacTs
KoMnauuK Taxena)

Bua [Henna Ynmmca 5,02010 C.
Pyduna (Puetn), Hranu

Brinymero:

Manyana Meiixuep <ITonnuce>

18-02-2021

Hoanuch

Onobpeno:

MaptuH Bponka <["Eo£::’l§/;3c5>

18-02-2021 757
M
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