NEKJIAPAIIASA O COOTBETCTBHU

JEKJAPAHT, IPHHAMAIOIIMHN AEKJIAPAIINIO O COOTBETCTBHH

AO "ThaxcoCmumKnaiin Tpeitdune”

Ceedenus o pezucmpayuy opzanuzayuu; MescpalionHas uHCHERyusi Dedepansroii Hanozoeol ciyicbsr Ne 46 no
> Mocwee 01.01.2008, OT'PH 1027739011486, dama npuceoenus OI'PH 24.07. 2002.

Adpec: 125167, e. Mockea, Jenunzpadcxuii npocnexm, 0. 374, xopnyc 4, smaoic 3, nom. XV, komnama 1.
Tenegpon:8(495)777-89-00.

B nuye: Ienepanvnerii dupexmop Buwruyxui A

Jlosepennoe auyo: Kysneyos A.A., dosepennocmy 60-13.09.2018 om 13.09.2018 2.

3ASIBJSIET, UTO
nexapemeenrioe cpedcmeo: 306upaxc, AUOPUIUIAM ONA NpU2OMOBIEHUA pacmeopa onst unghysuil 250 m2,

aakonvl (5), nauxu KApmMOKHbie €O 6CMPOEHHBIM KAPMOHHbIM pasdeaumenem, PY Ne I1 NO15101/02 om
29.12.2008 (dama ogropmnenus 02.07.2010) evidano 340 "InaxcoCmumKnsiin Tpeniounz", cepua HC4X,
napmus 2613 ynaxogox, 200en 0o 01.02.2023, npouzeodemea InaxcoCmumKasiin Manviogoriypune CnA.,
Hmanus, "GlaxoSmithKline Manufacturing S.p.A.", Strada Provinciale Asolana, 90 - San Polo di Torrile , Italy,
xod OKIIJ2 21.20.10.194, ko0 TH B3] 3004900002, JTucmpubslomop. co2nauerue b/1 ont 01.01.2013,
unsotic Ne 1020097562 om 02.11.2018

COOTBETCTBYET TPEBOBAHUSIM
IT N015101/02-020710 uzm. Ne 1-6

JEKJIAPAIIHSI IPHHSATA HA OCHOBAHHH
npomoxon ucnsimaruti Ne 7034 m om 14.11.2018 HJ1 000 HI] "®APMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21®JIH0, Cepmudgpuxam POCC IT®M08.C27495 om 15.11.2018

JIATA TIPHHSITHSI AEKJIAPALIAH 16.11.2018
T
APATL% JEMCTBATENBHA 10 01/02.2023
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Kysueuos A.A.

MONIHCH O U0

§
CBEJIEHMH O PETUCTPAITUHA

OPTAH IO CEPTHUO®HKAIIAH, 3SAPETUCT PHPOBABIIHN JEKJTAPAIIHIO

RA.RU.11®M08 OPIAH IO CEPTUOHKALHH MTPONYKIHH OFIJECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYKHOH LJEHTP KOHTPOJIS KA9ECTBA",

adpec opzanusayuu: 115280, 2. Mockea, . Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, am. 5., men.:(493 )788-02-88, eeb-

catim: oykx.pp.
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GlaxoSmithKline Manufacturing S.P.A.
Strada Provinciale Asolana 20

1-43056 SAN POLO DI TORRILE PR
ITALY

Tel: 0521526111 Fax: 0521526118

Product: ZOVIRAX FD INJ 250MGX5 RUSSIA

Certificate of Analysis
Cepruduxar aHanmsa
Certificate Date

[arta ceptudukaTta
29-Oct-2018
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fpenapar: 30BMPAKC, nuopuamnaat g NpUIOTOBABHHA P-pa ANA uHy3mMi 250 mrx 5 prakoros

Product Code: 582457
Kop ToBapa: 582497
Batch Number: HC4X
Homep cepun: HCAX
Expiry Date: 02-2023
fogeH ao: 02-2023

Manufacturing Date: 02-2018
Jara npouasogcrea: 02-2018

Description Specification Results
Wensitanue Cneyndurayma Peaynbrar
Description Complies with required specification Complies
Onucanue CoorsercryeT TpebOBIHUAM CooTBeTCTBYET
Clarity of Solution Complies with required specification Complies
[poapayHocTs pacTsopa CooreeTcTayet TpeboBaHUAM CooTBercTayeT
Colour of Solution Complies with required specification Complies
{BeTHOCTD pacTsopa CoorsercTeyeT TpeboBaHnam Cootsercrayer
Identity of Active by TLC Complies with required specification Complies
NoasauHHocTs MmeTogom TCX CooTeetcTByeT TpeBOBaHUAM CootBercreyeT
Identity of Active by UV Complies with required specification Complies
Moa/MHHOCTL MeToAOM YO CnekTpoMeTpun CooTsetcrayeT TpeboBaHMAM CooTBercTeyeT
Sodium Identity Complies with required specification Complies
MNoAAMHHOCTE MOHA HATPHA CootsetcTeyet TpebosaHnam Cootsercrayer
Content Uniformity EP Complies with required specification Complies
OfHOPOAHOCTb AO3UpoBaHuA Esp.@. Cooteercreyer TpeGaBaHnaAM CooTBetcrayer
pH 10,7-11,7 11,2

pH 11,2

Water Contentrmg/vial-eachof Svial Not more than 14 mg/vial Complies
Bopa mr/pnakon — Kamabiit w3 5 hrakoHos He 6onee 14 mr/dnaxoH CooTBeTcTBYeT
Bacterial Endotoxins <=0,17 EU/meg <Q,16
bBaKTepuanbHble 3HAOTOKCHHb! <=0,17 E3/mr < {,16

Sterility Test Complies with required specification Complies
CrepuAbHOCTS CootsercTayeT TpebosaHUAM CooTseTcTBYeT
Assay % of label claim 95,0 - 105,0 %LC 98,8
KonuuecteeHHoe ofipeaenenune % OT 3aABNEHHOTC COASPMAHUA 98,8
Particulate Matter EP/USP >= 10um <= 6000/ampoule 29
MexaHuyeckue BKAIOYEHHA >= 10 MKM <= 6000/amnyny 29

Particulate Matter EP/USP >= 25um <= 600/ampoule 5
MexXaHWU4ECKHE BRAIOYEHKA >= 25 MKM <= 600/amnyay 5

Qualified Person
YNonHoMoveHHoe iMuo
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