JEKJIAPAIIASI O COOTBETCTBUM

AEKJIAPAHT, TIPHHUMATOII AT AEKJIAPAIIHIO O COOTBETCTBUU

AO "ThaxcoCruumKanim Tpeiidunz"

Ceedenus o pezucmpayuu opeanuzayuu.: Mescpaionnan uncnexyus Dedepanvroii Haro206oil cayaichot Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011 486, oama npuceoenus OT'PH 24.07.2002.

Aopec: 125167, 2. Mocksa, Jlenunzpadcicuii npocnexm, 0. 374, xopnyc 4, smaowe 3, now. XV, xomnama 1.
Teneghon:8(493)777-89-00.

B nuye: I'enepanvuviii dupexmop Jly6sncxuii Onez

Hosepennoe auyo: Kysueyos A.A., Oogepennocme 18-09.08.2019 om 09.08.2019 2.

3ASIBJSMET, UTO

Aexapemeenroe cpedemeo: Joaupaxe, nuoduruzam ona npuzomosrenun pacmeopa oas ungiysuti 250 me,
paaxonw (5), nauxu kapmonnsie co SCmpoeHHbIM Kapmonnbim pasoeaumenem, PY Ne IT NO15101/02 om
29.12.2008 (dama 3amenvi 05.04.2019) guidarno AO "ThaxcoCyumKsiin Tpeiouna", cepun BRSE, napmus
11057 ynaxoeox, 20den do 01.06.2024, npouseodcmea InaxcoCyumKasiin Monsioghaxuypunz C.n.A., Hmanus,
GlaxoSmithKline Manufacturing S.p.A., Strada Provinciale Asolana, 90 - San Polo di Torrile , Italy, koo

OKII/2 21.20.10.194, o0 TH B3] 3004900002, Hucmpubsiomop. coznawenue 6/u om 01.01.2013, uneoiic No
1920075517 om 01.10.2019

COOTBETCTBYET TPEEOBAHUSIM
LI N015101/02-100918 uzm. Ne |

JAEKJIAPAITHS IIPUHATA HA OCHOBAHUU
npomoxon ucnsimanuii Ne 6722m om 22.10.2019 HII OO0 HIJ "®APMOEOPOHA ", ammecmam
axxpedumayuy POCC RU.0001.21 DJI40, Cepmucpuxam POCC IT. ®MO8.C51842 om 23.10.201 9
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CBEJEHIIS O PETHCTPATIIH

OPI'AH IO CEPTU®HKALIUH, 3APETHCTPHPOBABII U JAEKJIAPAITHIO

RA.RU.11®MO8 OPIAH IO CEPTHOHKAIIHH 1IPONVKIHH OBIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYXKHOH IJEHTP KOHTPOJIA KAYECTBA o

aopec opeanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mocxaa, yn. Macmeproea, 0. 4, am. 5., men. :(495)788-02-88, ged-
catim: oyxK.pep.

AEKJIAPAITHA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU HA-ITOM08.4.41514/19
JATA PEL :__inl(‘:?PAJ.IHK 23.10.2019
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Issuecd by:

GlaxoSmithKline Manufacturing 5.P.A.
Strada Provinciale Asolana 90
1-43056 SAN POLO DI TORRILE PR
ITALY

Tel: 0521526111 Fax: 0521526116

Certificate of Analysis
Ceprudmuar ananusa

Cartificate Date Page
Jfara ceptudurara Crpanuya
16-5ep-2019 1ofl
1mil
Product: ZOVIRAX FD [N} 250MGX5 RUSSIA
Mpenapar: 30BUPAKC, nuoduan3aT ana NPUICTOBACHHA P-pa ANA wHdyaui 250 mr x S dnaroros
Product Code: 582497
Hog rosapa: 582497
Batch Number: BRSE
Homep cepuu:
Expiry Date: 06-2024 Manufacturing Date: 06-2019
lopen po: Hara npowspoacTaa:
APL: aciclovir
ADC: auurosnp
AP manufacturer: Mylan Laboratories Limited, India
Mpouzsoautens ADC: Munan NlaGoparopus fiumuteq, HUrana
Description Specification Results
Menuirative Cneumduuayun Pesynwrar
Description Complies with required specification Comphes
Onucarne Cootsercrayer tpefoaaninm CooTneTcisyer
Clarity of Solution Complies with required specification Complles
MpoapastocTs pacTRopa Coorsercteyer TpeGosannam Coarsererayer
Colour of Solution Complies with required specification Complies
LiseTHoCTL pacTHopa Cootpercrayer pefoaarmnm CoorBeTcrayer
Identity of Active by TLC Complles with required specification Complies
flopnnuHocTy metegom TCX Coorsercreyer TpebosaHAM CooTeeTcTeyeT
Identity of Active by UV Camplies with required specification Complies
[oanMHHOCTL MeToA0M Y(P CNeKTPOMETRIH Cootaercrayer Tpebosatiiam CoorpeTcToyer
Sodium identity Complies with required specification Complies Q\axoSn\it\1"‘“"“e i
MTOAMMHHOCTE MOHA HATPHA Cooraeiciayer TpaGoBaHHAM Cootpercrayer Trading
Content Uniformity EP Complies with required specification Complies
OAHOPOAHDCTE RO3HNOBAHNUA EBp.. Coorsercrayet tpedonaHinm Cootaercisysy
pH 10,7 = 13,7 57 )
pH
Water Content mg/vial -each of 5 vial Not more than 14 mg/vial Complies
Boaa mr/dnaron — kanuiil 43 5 PaanoHos He Gonee 14 mr/dnanon CootBercTBYST
Bacterial Endotoxins <=0,17 EU/mg < 0,16
BaltrepnanbHeie IHAOTORCHHb <= 0,17 E3fmr
Sterllity Test Complies with required specification Complies
CTepsnbHOCTL Cooraercrayer 1pefosaniam Caorpercrayer
Assay % of label claim 95,0 - 105,0 %LC 99,4




Roanvecraennoe onpegenenue % o 30ABNEHHOrO
copepIKAHUs

Particulate Matter EP/USP >= 10pm
MexaHr4ecKkMe BRAIDYEHHA, HEBHAHMBIE
YACTHLBI Pasmepom >= 10 Mim

Particulate Matter EP/USP >= 25um
MexaHKu4eckKe BIIOUCHNA, HEBMAHMBIE
HACTHLLLI Pa3IMEPOM >= 25 Mitm

Bottle Content Uniformity

QAHOPOAHOCTE MBCTLE COARPHUMOrS (ranoHa

Related impurities
PopcTBEHHRIE NpUMaCH

Particulate Matter, visible particles
MexaHH1eckue BRAIOHEHHS, BHAMMBIC YaCTHLLI

Packaging
Ynanoexa

Labelling
Mapruposka

<= 6000 /ampoule
<= GOCO/ammyny

<= 600/ampoule
<= 00/amnyay

This parameter is controfled in the Russian
Federation territory.

HAarHeil nokaIaTent KOHTPOAUPYETEA Ha
TeppUTOpKK PoccHitcion degepaumn

This parameter Is controlled in the Russian
Federation territory.

JlaHHbIf NOKasaTe/b KOHTPOAHPYETCA Ha
TepPUTOPKK Poccuitckol Gegepaunn

This parameter is controlied in the Russian
Federation territory.

Jantbiit NOKa3aTenb KOHTPOAMPYETCH Ha
TEPPUTOPKK Poccuiiciol Pegepatun

This parameter is controlled in the Russian
Federation territory.

JlanHbii noKasaTens KOHTPONMPYETCA Ha
TeppuTopKK Paccuitckoi Deaepaunu

This parameter is controfled in the Russian
Federation territory.

JaHHblit NOKa3aTENb KOHTPOAUPYETCH Ha
TEPPATOPMK Poccuitckoi Pegepaliuu

n/a
Hin

n/a
Hin

n/fa
H/n

nfa
H/n

n/a
w/nl

Qualified Person
YROAHOMOUBHHOE AKLIO

Date of issue
Nata Buipaiu
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