JTEKJIAPAITS O COOTBETCTBUM

JEKJAPAHT, IPUHUMAIOIUHA JEKTAPAIIMEIO O COOTBETCTBHAH

AO "ThaxcoCmumKnaiin Tpetioun2"

Ceedenus 0 pezucmpayuu opzanusayuu. Medjcpauorran UHCneKyua Dedepansroii Hano2osol caysicbor Ne 46 no
2. Mocxee 01.01.2008, OTPH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 3 74, xopnyc 4, amaoc 3, nom. XV, komnama 1.
Tenepon:8(495)777-89-00.

B nuye: I'enepansuviii dupexmop [ybanckuil Onez

Tosepennoe nuyo: Kysneyos A.A., dosepennocme 18-09.08.2019 om 09, 08.2019 2.

3ASIBJSIET, UYTO

nexapcmeennoe cpedcmeo. 306uparc, MuoGuausam Ol NPU20Moeierus pacmeopa onst urighyzuti 250 me,
(naxonst (5), NAUKU KAPMOHHbIE CO BCMPOEHHBIM KAPMOHHLIM PA30ENUMeNeM, PY Ne IT N015101/02 om
29.12.2008 (dama 3amenst 035.04.2019) sordano AO "InaxcoCmumKasin Tpetoun2", cepus. BY3U, napmusa
5289 ynaxoeok, 200en do 01.07.2024, npouséodcmea IaxcoCmumKaaiin Mauviopaxuypunz C.n.A., Hmanus,
GlaxoSmithKline Manufacturing S.p.A., Strada Provinciale Asolana, 90 - San Polo di Torrile , Italy, ko0
OKII/2 21.20.10.194, koo TH B[] 3004900002, Jucmpubsiomop. coznamenue 6/1 om 01.01.2013, uneotic Ne
1920075517 om 01.10.2019

COOTBETCTBYET TPEBOBAHHAM
IIN015101/02-100918 usm. Ne 1

NEKJAPAITUS TPUHSITA HA OCHOBAHHH
npomoxon ucnsimanui Ne 6723m om 22.10.2019 HJT 000 HL "®APMOEOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC IT. ®MO8.C51843 om 23.10.2019

JIATA TIPHHSITHSI JEKAPAIIH 23.10.2019
¢ TAPAIIE: A CTBHTETBHA xo,ﬁ.ﬁzm
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CBEJ}EHHH O PETUCTPAIINA

OPTAH [0 CEPTH®UKAIIAH, 3APETHCTPHPOBABIIHI JEKJIAPALIIO

RA.RU.11®OMO8 OPTAH IIO CEPTHDHKAI[HH TPOYKIHH OFLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, y». Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzaria no
cepmugpurayuu: 115280, POCCHA, 20poo Mockea, yn. Macmepxoéa, 0. 4, am. 5., mex. :(495)788-02-88, ee6-
catim: oyrK.pep.

JAEKJIAPALTHA O COOTBETCTBHMU 3APETHCTPUPOBAHA N POCC RU J-IT. ®M(18.4.41515/19
JATA P PAIITHM 23.10.2019
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Issued by:

GlaxoSsmithitine Manufacturing S.P.A.
Strada Provinciale Asolana 90

1-43056 SAN POLO DI TORRILE PR
ITALY

Tel: 0521 526111 Fax: 0521 526116

Certificate of Analysis

Ceprudurar aHannaa
Certificate Date Page
fata ceptudurara Crpasnua
24-Sep-2019 lof1
imal
Product: ZOVIRAX FD INJ 250MGX5 RUSSIA
fipenapar: 30BHUPAKC, amoduau3at AA NpuroToBaeHua p-pa Ana WHy3nit 250 mrx 5 gpaaronos
Product Code: 582497
Hop ronapa: 582497
Batch Number: BY3U
Horep cepuit
Expiry Date: 07-2024 Manufacturing Date: 07-2019
Topex po: fara npoussoAcTod:
APl aclclovir
ADC: auMKAoBHp
API manufacturer: Mylan Laborataries Limited, India
Mpoussoautents ADC: Munan NaBopatopus Numnteg, Unaua
Description Specification Results
WUenbitatine Cnaymdmnaumn Pesynbrar
Description Complies with required specification Complles
Onucanne CooTsercrayer Tpefosanuam CoatsercTayer
Clarity of Solution Complles with required specification Complies
MpoapayHoCTL pacTaopa CooToercTnyeT TpeGosanmuim Coorsercrayer
Colour of Solution Complies with required specification Complies

L1peTHOCTL PACTBOPA

Identity of Active by TLC

NoamHHocTL meTagom TCX

Identity of Active by UV

MToAMMHHOCTE METOGOM YD CREKTPOMETRHK
Sodium dentity

MoAMHHOCTL HOHD HATPHA

Content Uniformity EP

OpanopogHocTb Ao3uponankn Eop.d,

pH

pH

Water Content mg/vial -aach of 5 vial
Boan MF/DNAKOH = KBMALIA 13 5 DaakaHoD
Bactarial Endotoxins

BakTepHasbHbie SHAOTOKCHHDI

Sterility Test

CTepuaLHoCTh

Assay % of label clalm

Coorsercrayer tpeGopaHuam

Complies with required specification
Cooraercrayet Tpefosanvam

Complies with required specification
Coorsercrayet TpelGoBanuam

Complies with required specification
Coorsercrayer 1pefosannsim

Complies with required specification
Cootsercryer TpefiopaHnnm

10,7 - 11,7

Not more than 14 mg/vial

He Gonee 14 mr/dnanon

<=0,17 EU/mg

<=0,17 E3/mr

Complies with required specification
CooTBercToyeT TRaSosauam

95,0 - 105,0 %LC

CooTBeTCTBYET |
Complies
CooTaercroyeT
Complies
CoaTBeTcTayer
Complies
Cooraetcrayer
11,1

Complies
CooTRRTCTRYRT
< 0,16

Complies
CooTseTcTeyer
99,3




Honuuecrnernoe onpesenenie % oT 3anBABHHOMO

copepIKanna

Particulate Matter EP/USP >= 10um <= 6000/ampoule 4 i
MEXaHUHECKHE BRAIGHSHHA, HEBUAHMbIE <= 6000/amnyny
yacTMLbl pasmepom >= 10 Mm f
Particulate Matter EP/USP >= 25um <= 600/ampoule o
Mexatpuueckue srAICHEHNA, HEBKAUMbIE <= 600/amnyny
HACTHLBI PASMEPONM >= 25 Mmitm
Bottle Content Uniformity This parameter is controlled in the Russian n/a

OANOPOAHOCTE MACChI COASPIMMOrO daakoHa Federation territory. H/n

Janueiii noKazaTe/ib KOHTPONMPYETCH Ha {
TeppUTOpUHK Poccuiickon deaenatmi
Related Impurities This parameter is controlled in the Russian nfa
Pogcraensbie npumecn Federation territory. Hin
Oannbiid nokasatens KOHTPOAUPYETCA Ha
TeppHUTOpUK Poccuitckod deaepaiiuu

Particulate Matter, visihle particles This parameter is controlled in the Russian n/a
Mexannueckue BRAICYEHUA, BUAMMBIE YacTHLUBl  Federation territory. H/n

AanHbIi NoKasaTens KOHTPOAUPYETCA Ha

Teppuropum Poccuiickoi Pegapatun
Packaging This parameter is controlled in the Russian nfa |
Ynanoara Federation territory. H/n

[anHbifi NOKa3aTeNns HOKTPOAVPYETCS Ha
TeppuTOopHK Poccuiickon Beaepaumu
Labelling This parameter Is controlled in the Russian nfa
Mapruposra Federation territory. u/nl
LaHHbilt NoKasatenb KOHTPOAUPYETCA Ha
TeppuTopnK Poccuiickon Pegepauum
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y OMOMEHHDE NMUo — i T T
NOAH HEHE AL ‘ i“'{of"z{l‘b: (-l(/l:ﬁ/' i
ity .
Date of issue i\ {i P LL’VQ‘}» (__,;fc),,\_l L.,

Lara sninauu

(RIAYE25

i
3
.
8
2
i
1
:

s




