JTEKJIAPAIIMSI O COOTBETCTBHUHU

JAEKJIAPAHT, IPUHUMAKOLIIHI JEKJTAPAIIMIO O COOTBETCTBUH

AQ "ThaxcoCmumKnsaiin Tpetiounz"

3apeaucmpuposano : Meakpaiionnan uricnexyus MHC Poccuu Ne 39 no 2. Mockee OTPH 1027739011486 om
24.07.2002

Adpec: 125167, 2. Mockea, Jlenunzpadcruii npocnexm, 0. 374, kopnyc 4, amaac 3, nom. XV, xomnama 1.
Tenechon:8(495)777-89-00.

B nuye: I'enepansusiii Oupexmop Buwnuyruii J]A.

Hosepennoe nuyo: Kysneyoe A.A., doeepennocms 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, UTO

Jexapemeentoe cpedcmeo: Junnam, mabiemxu ROKpoimvle naeHouHOL obonoukoii 125 mz 10 wm. , YHaxoexu
avelixossie konmyprvie (1), nauxu kapmonnvie, PY Ne I NO15531/01 om 06.03.2009 (dama nepeogopmrenus
12.02.2014) evidano 340 "InaxcoCmumKnsiin Tpetidunz" , cepun 7C2L, napmus 71280 ynaxoeok, 200en 0o
17.05.2021, npouzeodcmea Ihaxco Onepaiiwenc Benuxobpumanun JTumumeo, Benuxobpumanus, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, koo OKII/]2
21.20.10.191, koo TH B3J] 3004200002, Jucmpubsiomop. coznawmenue 6/u om 01.01, 2013, unsotic Ne
4205158754 om 30.08.2018

COOTBETCTBYET TPEEOBAHUSIM
II N015531/01-270312 uzm. Ne |

JAEKJTAPAITMS IIPUHSITA HA OCHOBAHHUHA
npomoxkon ucneimanut Ne 6033 m om 12.10.2018 HJT OO0 HI] "PAPMOFEOPOHA" ammecmam
axxpedumayuy POCC RU.0001.21DJI40, Cepmugpuxam POCC GB.PM08.C24939 om 12.10.2018

AATA HIPHHSITHS! EKIAPALINN 15,10 2015
APA @%EHCTBI/ITEJILHA IO 17,05.2021

AR
§ Kysneuos A.A.
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CBE,I[EH)[/I}I O PETUCTPAITNH

OPTAH IO CEPTU®HKAIIUH, 3BAPETUCTPUPOBABIIUNNI JEKJIAPAIIHIO

RA.RU.11®M08 OPI'AH IO CEPTHOHKALIHH ITPONYKIIUH OFILJECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTHRIO "OKPY)KHOH IJEHTP KOHTPOJII KAYECTBA"

adpec opzanuzayuu: 115280, 2. Mockea, yr. Macmepxosa, 9. 4, am. 5, nom. I, xom. 1, adpec opeauna no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoaa, 9. 4, sm. 5., men.:(495 )788-02-88, eeb-
catim: oyrx.pe.

lIEK.}IAPAIII/UI O COOTBETCTBHH 3APETHCTPUPOBAHA X POCC RU JI-GB.®M08.A.04053/18
NATA PETHETRAIINMN 15.10.2018
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MpoTokon/Ceprudpukar ananusa
Protocol/Certificate of Analysis

1304856

ZINNAT tablets 125mg 10

3uuHaT Tabnetin 125 mr

Batch Number 7C2L
Homep naptum

“rdaxoSmithline

Date of Manufacture 18-05-2018
Oata warotosnexnusn
Date of Expity 17-05-2021
CpoK rogHocTy
Test Specification Result
MoxasaTenu Hopmul PesyneTarhl
Description White to off-white film-coated, Complies
capsule shaped, bi-convex tablets
plain on one side and engraved
on the other "GXES5",
Onucanue TabneTku, NoKkpbiThe NNEHCHHOH  CooTaeTcTayer
oGonoukoi, ot Benoro 4o nouTu
Genoro useta, oBanLEHON GopMbl,
ABOAKOBbLINYKNbIE, C OQHOM
CTOPOHbL! KOTOPLIX
BbirpasipoeaHo "GXESS",
Cefuroxime axetil identity (HPLC) Complies with test Complies
NMoanuHHOCTE Uedypokeuma
akceTuna (Mmetogom BIKX) CootaetcreyeT CooraetcTayeT
Cefuroxime content (by HPLC) % LC  95.0 to 105.0 101.5
KonuuectBenHoe
onpepeneHue yeyporcuma Ot 95,0 oo 105,0% ot 101,56
(mMeTonom BIXWKX) 3aABMEHHOr0 COAepKaHunA
Water (by Karl Fisher) % Not more than 1.5 1.0
Bopaa (meTodom K. ®utepa) He Gonee 1,5 1,0
Dissolution % LC Not less than 65 % LC at 15 Q0
minutes and
Not less than 80 % LC at 45 99
minutes
Pacreopenue He MeHee 65 % yepea 15 MUH ¢ 90
He meHee 80 % yepes 45 mMuH 99
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MpoTokon/Ceprudpukar ananuaa
Protocol/Certificate of Analysis

Reference Number 7C2L-1304856-RU Signature
Ccbinoytbiin Homep Moanuce
Country RUSSIA
CtpaHa POCCKA
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# Glaxosimithidin

A‘i&:o\ 2 AG g

A. S. Smith

B Eng, Chem. Eng.

Quality Manager — Batch Release
Qualified Person

Barnard Castle

OTBETCTBEHHBIN 33 KauecTBo
Quality Manager

BapHapg Kacn

Barnard Castle
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