JAEKJIAPALIVSI O COOTBETCTBUHA

AEKJIAPAHT, MPHHUMAIOUIUIA AEKJAPAITAIO O COOTBETCTBUHA

AO "TnaxcoCaumKnsiin Tpetiounz"

Ceedenun o peaucmpayuu opzanusayuu; Meacpationnan uncnexyus dedepanvoii nanozoeoii cayacon Ne 46 no
2. Mockse 01.01.2008, OTPH 1027739011486, dama npuceoenus OFPH 24.07.2002,

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

B nuye: lenepanvnsiii oupexmop [ybsanckuii Onez

Hosepenioe nuyo: Kysneyoe A.A., dosepennocmy 60-13.09.2018 om 13.09.2018 »

3ASABJISIET, YTO

AexapcmeenHoe cpedemao: Junnam, matnemu NoKpbinivie nAenounon obonouxoii 125 mz 10 wm., ynaxoexu
Auelixosnie konmypnvie (1), neuxu kapmonnwie, PY No I N015531/01 om (06.03.2009 (dama zamenwt
06.09.2018) evioarno 340 "TraxcoCryumKnsiin Tpeiiounz" , cepusn JX7N, napmus 26270 YnaKoeox, zedew 0o
31.01.2022, npouseodcmea Naxco Onepoitweric Benuxobpumanus Jhuvumeo, Benuxobpumanus, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, koo OKIIJ]2
21.20.10.191, koo TH B3JT 3004200002, Hucmpubviomop. coanamenue 6/n om 01.01.20] 3, unsotic Ne
42035266736 om 10.05.2019

COOTBETCTBYET TPEBOBAHUSIM
IIN015531/01-060918

AEKJIAPALIUSI IPHHSITA HA OCHOBAHHM
npomokon uchvimanuti Ne 3067y om 06.06.2019 HIT 000 HI] "®APMOBEOPOHA" ammeemam
arrxpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC GB.OMOS.C4] 372 om 06.06.2019

Kysneuos A.A.

(nonn%m ®. 1.0

CBEI[E(I:{PIH O PETUCTPAITNU

OPTAH ITO CEPTH®HKAIIUU, 3APETHCTPHPOBABIIHII AEKJIAPAITUIO

RA.RU.11DM0O8 OPIAH ITO CEPTHO®HKALTHH HPONYKIIHH OFLJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIS KAYECTBA 4

aopec opeanusayuu: 115280, 2. Mockea, ya. Macmeprkosa, 9. 4, sm. 5, nom. I, xom. I, adpec opeana no
cepmughurayuu: 115280, POCCHA, 20pod Mockea, yr. Macniepxosa, 0. 4, sm. 5., men. :(495) 788-02-88, geb-
caiim: oyrK.pep.

AEKJIAPAITHA O COOTBETCTBHM 3APETHCTPUPOBAHA Mo POCC RU I-GB.DM08.A.26407/19

§°( uerp xoutpons | § Iluzenxo U.B.
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Mpotokon/Ceprudpukar aHanuza
Protocol/Certificate of Analysis

1304856 ZINNAT tablets 126mg 10
3unuar TaGneTtku 125 mr

Batch Number JXTN

Homep naptum

Date of Manufacture 26-01-2018

Lata warotoBnewus

Date of Expiry 31-01-2022

Cpok rogHocT!

GlaxoSmithKline

Test Specification Result
Mokazarenu Hopmii Pesynkrartnl
Description White to off-white film-coated, Complies
capsule shaped, bi-convex
tablets plain on one side and
engraved on the other "GXES5",
Onucarnne Tabnetuy, NoKpbiTeie NNeHouHon  CooTBETCTBYET
oBonoukoil, ot Benoro Ao noyTy
Benoro uypeTa, 0BanbHORA
chopmbl, ABOAKOBLINYKIbIE, C
OAHOM CTOPOHBI KOTOPBIX
BhirpasupoBaHo “GXESS”,
Cefuroxime axetil identity (HPLC)  Complies with test Complies
MoanuHHocTh yedypokcuma
akceTuna (MeTogom B3XX) CooraercTeyeT CooteeTcTayer
Cefuroxime content (by HPLC) % 95.0 to 105.0 102.0
LC
KonuuecreenHoe Ot 95,0 go 105,0% or 102,0
onpegenenue Ledypokcuma 33ABINIEHHOTO COABPIKAHWNS
{meTonom BIWX)
Water (by Karl Fisher) % Not more than 1.5 0.7
Bopga (metonom K. @uwepa) He Gonee 1,6 0.7
Dissolution % LC Not less than 65 % LC at 15 92
minutes and
Not less than 80 % LC at 45 101
minutes
Pacrsopenne He mexee 65 % vepea 15 muH . 92
He meHee 80 % uepes 45 muH 101
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lMpoTtokon/CepTudukar ananusa
Protocol/Certificate of Analysis

Reference Number JX7N-1304856-RU Signature
CcbinouHbIi HOMep ﬂc?gnaca ALL“*‘ e Ay oy
A. S. Smith
B Eng, Chem. Eng.
Country RUSSIA Quality Manager - Batch Release
Crpana POCCUA Qualified Person
Barnard Castle
OTBETCTBEHHbIN 38 KAa4eCTBO
Quality Manager
Bapuapa Kacn
Barnard Castle
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