JEKJIAPATIIUA O COOTBETCTBHHA

JEKJAPAHT, MPHHAMAIOIIUHA TEKJAPAIIAIO O COOTBETCTBHH

AO "ThaxcoCuumKnaiin Tpetidunz"

Ceedenun 0 pezucmpayuy opeanusayuu: Mexcpaiionnas uncrexyun Pedeparbioll Harozosol ciyxcoot Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, &. Mocksa, Jlenunepadckuii npocnexm, 0. 374, kopnyc 4, smadic 3, non. XV, komnama 1.
Tenepon:8(495)777-89-00.

B muye: lenepanvnviii oupexmaop [ybsinckuii Onee

Hosepennoe nuyo: Kyzneyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2.

JASIBJISIET, UTO

nexapcmeennoe cpedcmeo. Junnam, mabremru nokpuimbie nienouHol obonovxkoi 250 mz 10 wm., ynaxoexu
Avetioguvie koumyprvie (1), nauxu kapmounnvie, PY Ne IT N015531/01 om 06.03.2009 (0ama 3amenst
06.09.2018) evioano 340 "ThaxcoCmumEasiin Tpeiiounz" , cepust KY4A, napmus 47330 ynaxoeox, 200en 0o
30.04.2022, npouseodcmea Inaxco Onepaiuenc Benuxobpumanus JTumumed, Beauxobpumanusn, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, koo OKIIJ]2
21.20.10.191, koo TH BOJ] 3004200002, Jucmpubsiomop. coanauenue 6/n om 01.01,2013, unsoiic Ne
4205267818 om 16.05.2019

COOTBETCTBYET TPEBOBAHHUSAM

11 NO15531/01-060918

AEKJAPALIASI ITPHHATA HA OCHOBAHUH

npomoxon uchvimanuii Ne 3019w om 04.06.2019 HJT OO0 HI] "PAPMOBLOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmucpuxam POCC GB.@M0O8.C41415 om 05.06.2019
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CBEJEHMS O PETHCTPAIIUH

OPIrAH 10 CEPTHO®HKAIIMH, 3APETUCTPHPOBABIIHN JEKJIAPAITHIO

RA.RU.11®MO08 OPTAH ITO CEPTH®HKAITHH TPONYKIIHH OBIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeprosea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 2opod Mockea, yn. Macmepkosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oyKK.pe.
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MpoTtokon/CepTudmkar aHanusa
Protocol/Certificate of Analysis

1304857 ZINNAT tablets 250mg 10
3unHar Tabnertiun 250 mr
Batch Number KY4A
Homep napruu
Date of Manufacture 08-04-2019
Dara usrotosnesus
Date of Expiry 30-04-2022
Cpott rogHocTH
Test Specification Result
Mokasartenu Hopmi Pesynkrarth
Description White to off-white film-coated, capsule Complies
shaped, bi-convex tablets plain on one
side and engraved on the other
Onucanne "GXES7" CooTteetcrayeT
TabneTiu, NOKPLITHIE NNEHOUHOMR
ofornoukoit, ot Genoro 4o noyTH Senoro
LBeTa, 0BaNLHON GopMsl,
ABOAKOBLINYKNbIE, C OAHOR CTOPOHSI
KOTOpbIX BuirpasuposaHo "GXES7”,
Cefuroxime axetil identity Complies with test Complies
{HPLC)
MoanuuHocTL Ledypokcuma Cooraetcrayer Cooteercrayer
akceruna (Merofiom BIX(X)
Cefuroxime content (by HPLC) 95.0 to 105.0 100.0
% LC-
Konuuecreextoe Ot 85,0 po 105,0% ot 3asBneHHoro 100,0
onpegeneHue yedypokcuma copepRaHun
(meTogom BIXX)
Water (by Karl Fisher} % Not more than 1.5 0.8
Boga (meTopom K. Puwepa) He Gonee 1,5 0,8
Dissolution % LC Not less than 60 % LC at 15 minutes and 81
Not less than 75 % LC at 45 minutes a7
PactBopenune He meHee 60 % yepes 15 muH 1 81
He MeHee 75 % yepes 45 mur 97
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GlaxoSmithKline

MpoTokon/Ceptudukar ananusa
Protocol/Certificate of Analysis

Refarence Number KY4A-1304857-RU Signature
CebinoyHbIl Homep Moanuck 1&3‘9—*’;’“ 29 AR e
A. S. Smith
B Eng, Chem. Eng.
Country RUSSIA Quality Manager — Batch Release
CrpaHa PCCCUSA Qualified Person

Barnard Castle

OTBETCTBEHHBIR 38 KaYecTBO
Quality Manager

Bapuapp Kacn

Barnard Castle
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