AEKJIAPALIMSA O COOTBETCTBHHA

JEKJIAPAHT, IPUHUMAIOI UM JEKJIAPAIIUIO O COOTBETCTBUU

AQ "ThaxcoCxtumKnaiin Tpetidune”

Ceedenus o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyus Pedeparsroii Han020801i cayacoor Ne 46 no
2. Mocxee 01.01,.2008, OT'PH 1027739011486, dama npuceoenus OF'PH 24.07.2002,

Aopec: 125167, 2. Mockea, Jlenunzpadckuii npocnerm, 0. 374, kopnye 4, amaoic 3, nom, XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: Fenepansueiii oupexmop Jybancruii Onez

Hogepennoe nuyo: Kysneyoe A.A., dosepernocms 60-13.09.2018 om 13.09.2018 2.

3AMABJSIET, UTO

Jlexapemeennoe cpedcmeo: Junnam, mabiemxu nokpeimbvie neHounou oborouxod 250 mz 10 wum., ynaxosxu
Auetikogeie konmyprvie (1), nayku kapmonnsvie, PY No IT NO15531/01 om 06.03.2009 (dama savensi
06.09.2018) svioarno 340 "ThaxcoCuumKaaiim Tpeiiounz" , cepus J46P, napmus 59610 ynaxosox, 20den do
31.03.2022, npouzeoocmea I'taxco Onepoiiuenc Benuxobpumanua JTuvumed, Benuxobpumanusa, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, koo OKIIJ]2
21.20.10.191, koo TH B3 3004200002, Jucmpubsiomop. cozrauienue 6/u om 01.01.2013, unsotic Ne
4205266014 om 06.05.2019

COOTBETCTBYET TPEEOBAHUSIM

ITNOI5531/01-060918

JEKJIAPAIIHS ITPHHSTA HA OCHOBAHHU

npomoxon ucnsimarnuii Ne 3068m om 06.06.2019 HIT 000 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21PJI40, Cepmughuxam POCC GB.®dMO8.C41573 om 06.06.2019

BECTH
Ly

,IIATA HPUHATHA TEKJIAPALIUH 06.06.2019

PATIIS 'EF{CTBHTEJILHA JO 31.03.2022

Ky3ueuos A.A.

Qom%h O.H.O

J
CBEJIEHUSI O PETUCTPAITANA

OPT'AH I10 CEPTU®HUKAIIUH, 3SAPETHCTPUPOBABIIUNA JEKJTAPAITHIO

RA.RU. 11 ®M0O8 OPI'AH ITO CEPTH®HKALJHH ITPOJYKLHH OFHIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYJKHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, o. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocksa, yr. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, se6-
caim: oyxkx.pa.

I[EK.JIAPAI.{HH O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-GB.®M08.A.26408/19

Hunenxo H.B.
Pykoropurens OC




Mporokon/CepTudukar aHanusa
Protocol/Certificate of Analysis

1304857

Batch Number
Homep naprun

Date of Manufacture
Hata narotosneHus
Date of Expiry

Cpok rogHocTH

ZINNAT tablets 250mg 10
3unnar Tabneruu 250 mr

J46P
27-03-2019

31-03-2022

GlaxosmithKline

Test Specification Result
MowasaTenu Hopmbi PeaynbraTthl
Description White to off-white film-coated, capsule Complies
shaped, bi-convex tablets plain cn one
side and engraved on the other
Onucanne "GXEST". CooreetcrayeT
TabneTku, NOKpbIThIE NAEHOYHOR
oBonovkoi, oT 6encro Ao noyrk Benoro
LBeTa, oBancHoi ropmsl,
[IBOSIKOBLINYKNblE, C OAHOW CTOROHbI
KoTOpbLIX BhirpasuposaHo "GXEST",
Cefuroxime axetil identity Complies with test Complies
{HPLC)
MoanuHHOCTL Bedyporcuma CooraetcrayeT CooteeTcrayeT
akcetuna (metogom BIXKX)
Cefuroxime content (by HPLC) 95.0 to 105.0 100.8
% LC
KonuyecTBeHHoe O 95,0 no 105,0% ot 3ansneHHoro 100,8
onpegenedue uedypokcuma coaepmaHua
{(MeTogom BIWX)
Water (by Karl Fisher} % Not more than 1.5 0.7
Bopa (metogaom K. duwepa) He Bonee 1,5 0,7
Dissolution % LC Not less than 60 % LC at 15 minutes and 87
Not less than 75 % LC at 45 minutes 99
PacTBOpeHue He meHee 60 % yepea 15 MuH 1 87
He meHee 75 % yepes 45 muK 99
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GlaxoSmithKline

MpoTokon/Ceptudmkar aHanumsa
Protocol/Certificate of Analysis

Reference Number J46P-1304857-RU Signature H Q_‘;,%
CebutoyHblit Homep Moanuce # O iy Ze i
A. 8. Smith

B Eng, Chem. Eng. P i
Country RUSSIA Quality Manager - Batch Release ?
Crpana POCCHA Qualified Person

Barnard Castle

OTBETCTBEHHDIN 38 KA4ECTBO
Quality Manager
Bapxapg Kacn -
Barnard Castle
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