JTEKJAPAIIUSI O COOTBETCTBUH

AEKJTAPAHT, IPHHHMAIOUIUI JEKJAPAIIIO O COOTBETCTBUHR

AO "ThakcoCvmumKnaiin Tpetidun2"

Ceedenust o pezucmparuu opeanusayuu: Mescpaiionnan uncnexyus Dedepanvhoii Hanoz060ii cayactvr Ne 46 no
& Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OTPH 24.07.2002.

Adpec: 125167, 2. Mocksa, Jlenunzpadexuii npocnexm, 9. 374, xopnyc 4, smaxc 3, nom. XV, komnama 1.
Teneghor:8(495)777-89-00.

B nuye: I'enepanenvisi Oupexmop Jybancruii One2

Hosepennoe nuyo: Kyzneyoe A.A., doeepenrocms 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, UTO

| Aexapcmeeninoe cpeocmeo: 3oeupaxc, nuoguUzam OIS NPULOMOSNEHUA pacmeopa Ois ungyzui 250 me,
gnaxons (3), nauku KapmoHHvie CO BCMPOEHHBIM KAPMOHHBIM pazoenumenem, PY Ne IT N015101/02 om
29.12.2008 (0ama ogopmnenun 02.07.2010) ewdano 340 "ThaxcoCvumKusiin Tpetiounz", cepun VE4H,
napmus 2189 ynaxoeox, zo0en do 01.04.2023, npouseodcmea NaxcoCymumKnsiin Mauviogaxyypunz C.n.A.,
Hmanus, "GlaxoSmithKline Manufacturing S.p.A.", Strada Provinciale Asolana, 90 - San Polo di Torrile , Iraly
x00 OKIT]2 21.20.10.194, xod TH B3] 3004900002, Hucmpubviomop. coznawenue 6/ om 01.01,2013,
ungotic Ne 1920007435 om 28.01.2019

COOTBETCTBYET TPEBOBAHUSAM

IT N015101/02-020710 usm. Ne 1-6

JEKJIAPAITASA ITIPHHSITA HA OCHOBAHUHA

npomokon ucrnvimariui Ne 776m om 13.02.2019 HJT 000 HI] "®APMOBOPOHA", ammecmam axkkpedumayuu
POCC RU.0001.21DJ140, Cepmudpuxam POCC IT.®MO8.C33793 om 13.02.2019

KysHenos A.A.
©.1.0

A

!
CBEAﬁﬁm O PETUCTPALIAH

OPTAH 10 CEPTU®HKAIINH, SAPETHCTPHPOBABIIHN JEKJIAPAIIAIO

RA.RU.11®M08 OPT'AH 110 CEPTHOHKAIIHH ITPOAYKIIHH OBI{ECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA"

aopec opzanusayuu: 115280, . Mocxsa, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmugpuxayuu: 115280, POCCHA, 20poo Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, se6-

caiim: OYrK.pe.

AEKJAPAITAA O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU J-IT.®M08.A.15706/19
ARETIEGTPAITHH /3.02.2019

//5% Kauan E.B.

MOAIHCE 3am. pyroromurens OC
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Product: ZOVIRAX FD IV 250MGXS RUS
Mpenapar: 30BUPAKC, nMOGMANZET AR NPUTOTOBAEHUA P-Pa A8 MHEY3IUH 250 Mr x 5 GraKoHOB
Product Code: 582497
Kop tosapa: 582497
Batch Number: VE4H
Homep cepun: VE4H
Expiry Date: 04-2023 Manufacturing Date: 04-2018
lopes go: 04-2023 Bara npoussoacrsa: 04-2018
Description - Specification Results
Wenbiranue Cneundmraumun Pesynwrar
Description Complies with required specification Complies
Onucanue CoorgeTcrayer TpeBoBaHuam Coorsercrayer
Clarity of Solution Complies with required specification Complies
MpozpaukocTs pacTeopa Cootsercreyer Tpebosanunm Cootserciayer
Colour of Solution Complies with required specification Complies
UserrHocts pactsopa Coortsercreyer Tpebosanuam Coorsercrsyer
Identity of Active by TLC Complies with required specification Complies
MopgnunnocTs metogom TCX CooTeercreyer TpeboBaHuam Coorgercrayer
identity of Active by UV Complies with required specification Complies
MoAAMHHOCTS MeToaom YD cnexTpomeTpun Coorsercrayer TpebosaHuaM Coorgercrayer
Sedium Identity Complies with required specification Complies
NoanuunocTe HoHa HATPUA Cooteercreyer Tpefobanunm CoorBercrayer
Content Uniformity EP Complies with required specification Complies
OpaHopoaHocTs fo3uposanua Eap.@, Cootsercrayer Tpefosannnm CooTeerciayer
pH 10,7 -11,7 11,2
pH 11,2
WaterContertmghia-cachol Svial Not more than 14 mg/vial Complies
Bopa mr/dnakoH — Kamablit 43 5 GaakoHos He Gonee 14 mr/dnanon Cootsercrayer
Bacterial Endotoxins <=0,17 EU/mg <0,16
BaKTepuansHbie IHAOTOKCHHEI <=0,17 E3/mr <0,16
Sterifity Test Complies with required specification Complies
CrepuabHocTe Cootsercrayer TpeboBannam Cootaercrayer
Assay % of label claim 95,0 - 105,0 %LC 99,0
KonuuecteenHoe onpefenetne % OT 3aABACHHOID COACPIKAHHA 99,0
Particulate Matter EP/USP >= 10pm <= 6000/ampoule 4
MexaHudeckue BRAIMEHNA >= 10 MKM <= 6000/amnyny 4
Particulate Matter EP/USP >= 25um <= 600/ampoule 0
MexaHuyeckue BHAIOYEHMUn >= 25 MKM <= 600/amnyny 0
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