AEKJIAPAITNS O COOTBETCTBUH

AEKJIAPAHT, IPUHUMAIO LI AEKJIAPAITHIO O COOTBETCTBUH

340 "IhaxcoCymumKasiin T) petiounz"

3apezucmpuposano ; Mescpaiionnas uncnexyus MHC Poccuu Ne 39 no 2. Mockee OT'PH 102773901] 486 om
24.07.2002

Aopec: 119180, 2. Mockea, Axuvancras nab., 0. 2. Teneqpon:8(495)777-89-00.

B nuye: I'enepansuiii oupexmop Buwunuyiuii T A.

Hoeepennoe nuyo: Kysneyos A.A., dosepennocmo 46-24/05/2017 om 24.05.2017 »

3ASIBJISIET, YTO

nexapcmeenroe cpedcmeo: Junnam mabremy NOKpbimbie nienounol obonoykoii 125 mz 10 wum., ynaroexu
avetixosvie konmypneie (1), nauku kapmonnsie, PY No IT NOI 5531/01 om 06.03.2009 (dama nepeoghopmiernun
12.02.2014) evioano 340 "TharcoCyumKaniin Ipetiounz", cepus C829117, napmus 49680 ynaxosox, 200en do
27.07.2020, npoussodcmea Inaxco Onepaituwenc Benuxobpumarus Jlumumeo, Benurobpumanus, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, koo OKII/]2
21.20.10.191, koo TH B3] 3004200002, Hucmpubviomop. coenawenue 6/u om 01.01.201 3, uneoiic Ne
00651719/795913 om 05.11.2017

COOTBETCTBYET TPEBOBAHUSIM
[T NO15531/01-270312 wsm. Ne |

AEKJIAPAIIMSI TIPUHSITA HA OCHOBAHWH
npomoxon ucnetmaruii Ne 7888 s om 28.11,.2017 HJT 000 HI] "®APMOBOPOHA", ammecnmam

axkpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC GB.®MO8.C01535 om 28, 11.2017

HAATA IPUHSITHSL AEKJTAPAIIAH 29.11.2017
JEKTAPALLSE IEHCTBUTEIB HA 0, 27.07.2020

& N | /

il / Kysneros A.A.
no,ur{gm; OHO0

CBEJIEHUS O PETUCTPAIINA

OPT'AH IO CEPTU®UKAITAA, SAPET'MCTPHPOBABIIIHIA JAEKJIAPAIIA IO

RA.RU.11OMO8 OPTAH 11O CEPTHOHKALIHH ITPONVKIJHH OFIIECTBO C OIPAHH YEHHOH
OTBETCTBEHHOCTEIO "OKPY)KHOH I[EHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 105062, Poccus, 2. Mockaa, Dypmannviii nepeynox, 10, 1, adpec opzana no
cepmugpurayuy: 115280, Poccus, 2 Mockea, ya. Macmepxkoea, 4, 5, men.:(495 )788-02-88, eb-caiim: oyxk.peh.

AEKJAPAITHST O COOTBETCTBUHU 3APETHUCTPUPOBAHA N POCC GB. DMOS. J[84162
MATA PETUCTPAITAHN 29.11,2017

?&? *@w Kauawn E.B.

MIOATTHCE / Pyxoromurens OC




MpoTtokon/Ceprudbukar aHanuaa
Protocol/Certificate of Analysis

1304856 ZINNAT tablets 125mg 10
3uHHaTt Tabnertku 125 mr

Batch Number C829117

Homep naptuu

Date of Manufacture 28-07-2017

Hata U3roToBnNeHUs

Date of Expiry 27-07-2020

Cpox rofiHocTH

Test
Moxkaaatenu

Description

Onucanue

Cefuroxime axetil identity (HPLC)
MoanuHHOCTE Yethyporcuma
aicetuna {metonom BIOKX)
Cefuroxime content (by HPLC) %
LC

KonuyecTBeHHOE

onpefenexue Ledypokcuma
(mMeTonom BIMX)

Water (by Karl Fisher) %

Bonga (meTogom K. duwepa)
Dissolution % LC

PacTsopeHue

Specification
Hopwme!

White to off-white film-coated,
capsule shaped, bi-convex
tablets plain on one side and
engraved on the other "GXESS",
Tabnerku, NOKPLITLIE NAEHOYHON
ofonoykoi, ot Genoro 4o novTk
6enoro ugeTa, oBanLHOM
chopmbl, ABORKOBLINYKMLIE, €
OAHOW CTOPOHBE KOTOPBLIX
BhirpasupoeaHo "GXESE",
Complies with test

Cooraertcrayer
95.0 to 105.0

OT1 95,0 o 105,0% ot
34ABNEHHOr0 COAEPKaHUS

Not more than 1.5

He Gonee 1,5

Not less than 65 % LC at 15
minutes and

Not less than 80 % LC at 45
minutes

He MeHee 65 % depes 15 MuH u
He meHee 80 % vepes 45 MUH

Result
Pesynbrath!

Complies

Cooteercrayer

Complies

CootseTcTByEeT
101.5

101,5
0.9
0,9
88
98

88
a8
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Mpotokon/Ceprudoukar aHanusa
Protocol/Certificate of Analysis

Customer Order 58227287
3axa3 knuenTa 000010 A
Signature  _AXNo.LS A e cps 7
A.'S. Smith
Noames B Eng, Chem. Eng.
Customer Reference 14893517-900001 Quality Manager ~ Batch Release
CewimoyHblil Homep Qualified Person
inueHTa Barnard Castle
Reference Number C€829117-58227287000010-RU
CcbinoyHbll Homep OTBETCTBEHHRINA 32 KaveTBO
Quality Manager
Country RUSSIA BapHapa Kacn
CrtpaHa POCCUs Barnard Castle
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