JAEKJIAPAITUSL O COOTBETCTBUM

AEKJIAPAHT, NMPUHAMAIOIN U AEKJAPAITMIO O COOTBETCTBUU
AQ "ThaxcoCyumKasim Tpetidunz"

Ceedenusn o pezucmpayuu opearuzayun: Medepationnan uncnexyus Dedepansioii narozogoii cayoicher Ne 46 no
2. Mocree 01.01.2008, Or'PH 1027739011486, dama npucsoenus OIPH 24.07.2002,

Adpec: 125167, 2. Mockea, Jenunzpadckuii npocnexm, 0. 374, kopnye 4, smaxc 3, nom. XV, xosmama 1.
Tenechon:8(495)777-89-00.

B nuye: I'enepanvnonii Qupermop [lybancrkuti Onez

Hosepennoe nuyo: Kysneyoa A.A., dosepennocmy 18-09.08.2019 om 09.08.2019 »

SAABJISIET, UTO

AeRapcmeennoe cpedemeo: Junnam, mabaenicy NOKpbimyle nuenounou obonouxor 125 mz 10 wm., ynaxcexu
Ayetikoswre Koumypuwie (1), nauku kapmonnore, PY Ne IT NO15531/01 om 06.03.2009 (Oama samenvi
06.09.2018) svivano 340 "ThaxcoCauumKaniin Tpetiounz" , cepua E79A, napmus 71280 YRakoeox, 200exu do
30.06.2022, npoussodemea Niarco Onepstiuenc Beaurxobpumarusn Jhistumeo, Benuxobpumanus, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DLI2 8DT, United Kingdom, koo OKITI]2

21.20.10.191, xod TH B3] 3004200002, Hucmpubviomop. coznawenue 6/ om 01.01.2013, ungoiic Ne
4205288878 om 25.09.2019

COOTBETCTBYET TPEBOBAHHSIM

T N0O15531/01-060918

AEKJIAPAIIMS IIPUHSITA HA OCHOBAHHH

npomoxon ucnetmanuti Ne 7667x om 25.,11.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21 ®JI40, Cepmutpuxam POCC GB.OMO8.C55903 om 26.11.2019

2022
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Issued by:
Bbigan

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT

Certificate of Analysis

UNITED KINGDOM CepTpNKaT dtlaie

Tel: +44{0)1833 680600 Fax: +44(0)1833 692300 Certificate Date Certificate Number
Hata cepruchukata  Homep ceprudimkara
23-SEP-2019 BCC_00000015495
Page/Ctp 1 offus 5

Material Description: ZINNAT TABLETS 125MG X 10 RU-GSK

Onucadue MaTepuana 3BuHHaT®, TabneTu, NOKPLITLIE NNEHOUHON oBonodkol, 125 mr

Material Number; 1304856 Package size / type: Tablet x 10 Pack

Homep matepuana: 1304856 Pasmep / Tun ynakoBxu 10 raBneTok B ynakoske

Product Name: - Zinnat Strength: 125 mg

HauMmeHoBanue ToBapa:  3uunar Hozuposka: 125 mr

Dosage Form: Film-coated tablets

Nexapcreennan dopma:  TabneTku, nokpsITeie NASHOYHOH 0BENOUKO

Marketing Authorisation Number: 1 NO15531/01

Homep peructpauuonnoro ygoctosepetna 1 N015531/01

Manufacturing Authorisation Number: MiA4

Homep paspelielns Ha NPOU3IBOACTEO MiA4

Manufacturer's GMP Certificate Number: GMP/IMP 4/3848

Homep GMP ceptudukara npoussogutens: GMP/IMP 4/3848

Site of Manufacture, Packaging and Quality Centrol: Glaxo Operations UK Limited, Harmire Road, Barnard

Castle, Durham, DL12 8DT, United Kingdom
MriolanKa NPOWIBOACTEA, YNAKOBKM W KGHTPONA Makco OnepaieHe BenukeBputanusa Mumuten,
KavwecTsa: Benukobpuranus

I hereby cerlify that the information provided within this certificate is authentic and accurate.

Hacroawmm nogreepxaaio, Yto UHPOPMEUWS, NPeACTaBNEHHas 8 3TOM cepTudimraTe, SENSETCH LOCTOREPHON W
TOYHOM

¥
I hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including
packaging/labelling and Quality Control at the above-mentioned site(s) in full compliance with the GMP requirements
of the EU and the local Regulatory Authority with the specifications in the Marketing Autharisation of the impaorting
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP. o

Hacrosiusm noaTsepxaaio, YTo Bee 3Tankl NPON3BOACTBA AaHHON CEpUU TOTOROTO NPOAYKTA, sxnmuﬁé}gﬂ’epggug;_ﬁ\\
ynaKoBKe/MapKUPOBKE W KOHTPONb Ka4ECTBa, Ha BbILLEYNOMAHYTOR NPAU3BOACTEEHHOM nnowazke Bointt pposeaeHE;

o / JA
8 M0fIHOM COOTBETCTBUM ¢ Tpebosanuamu GMP Esponelickoro cotosa, nokansHbimm PEryNATOPHLIMMN | ppﬁosaﬁmm\;_@f: Vot
u TpeBoBaHUAMI cneumduKaLMy PEMCTPALNOKHOMD YA0CTOBEDERUS CTPAHLI HAGHAYBHUS. Banuciy ppﬁrocw\'@cﬁk' ¢ S

f=1m

NPOUSBOACTREHHOMY NPOLIECCY, YNAKOBKE W TECTUPOBAHMIO Cepuyt, Binu NpoBepeHs! U COOTBETCTAYIOT Tpefosanuam /o /
GMP. L AN ,

X e
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Tel +44(0)1833 690600  Fax: +44(0)1833 692300 Cerlificate Date Certificate Number
Hara cepruchukata  Homep cepruchukara
23-8EP-2019 BCC_0000001585
Page/Crp 2 ofus 5

Allinvestigations, if any, pertaining to the batch (including deviation, planned changes and/or temperature deviations)
have been recorded and completed to a sufficient level to support certification,

Bce paccnenoBakus, ecnu Takosble UMEIOTCA, OTHOCHLYMECA K Cepum (BKIIOYER OTRMOHEHUS, 3anNaHupoBaHHbie
U3MEHEHWA 1 / Uny TEMNEPATYPHbIE OTKNOHEHNS), Bbinu 3aperucTpuposanbl U 3aBeplleHb! 10 YPOBHA, AOCTATOMHOrO
AnA noaTBEDNASHUA cCepTuduKaLum. :

APl name:  Cefuroxime
HaumeHosatiue hapmatiesTuyeckoit cyBeTanumu: Uedyporcum

APl manufacturer:  Glaxo Operalions UK Limited. United Kingdom
lNpovseogurens cyGeranuuu:  Maxkco Onepaiiwetc BenukoBpuranns Jlumutes, BenukoSpuranus
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<1 1751}-5[?":1‘:,.,}

ColA generated manually by mac55853 on 26 September 2018 09:07




Issued by:
Brigan

GlaxoSmithKline
Harmire Road

BARNARD CASTLE » _
PR Bl Certificate of Analysis
UNITED KINGDOM CoETHONIAT Ataniss
Dara ceptuchukara  Homep ceprudmkara
23-SEP-2019 BCC_0000001595
Page/Ctp 3 ofus 5
Lot/Batch: E79A Date of Expiry: 30-06-2022
Not ! Cepus: lMNogen no: '
Date of Manufacture: 14-06-2019
[Oara npouasoncTea;
Importing Country:  Russia
Crpana-umnoprep:  Poccus
Description Specification Results
Mokazarens Creuuntpuraums Pesynbrartsl
Film-coated tablets, 125 mg: oval,
biconvex, white to off-white, film-coated .
Appearance (Visual) tablets with "GX ES5" engraved on cne Complies
side.
Tabnetky oBanbHOM hopMel,
NBOAKCBBINYKITLIE, NOKPLITEIE
Onucanne (BU3yansHeii) nnexo4Hol obonoukoil, ot Genoro go CooTtsercrByeT

noqTh §enoro UBETa, C OAHOM CTOPGHLI
KOTOPBIX BoIrPaBUpoBaHo «GX £S5y,

Appearance {Visual)

White to off-white core on the cross-
section.

This parameter is controlled
in the Russian Federation
territory.

Onucarue (en3yaneHbii)

Ha nonepeurom paspese agpo or
Benoro o noytk Benoro Ueera.

[HanHeiil nokasatens
KOHTpONUpYyeTcs Ha
TEPPUTOPUN POCCHMACKOHN

Pegepauuu.
The retention times of two main'peaks
on the chromatogram of test solution
repared for assay sh ly with ;
Identification (HPLC) HIFRADO ur asesy Siioti Comply Wi Complies

the retention times of two main peaks on
the chromatagram of cefuroxime axetil

standard solution.

MognurHocTs (BAMX)

Bpems yaepuuBanna gByX 0CHOBHLIX
NKOB Ha XPOMATOrPamMmme MCNbITYEMOrO
PacTeOpa, NPUroTOBNEHHOMO 4NN
ucnbitanus «KonuyecrserHoe
onpenenexsne» JOIKHO
COOTBETCTBOBATL BPEMEHW
YASPHKUBAHNUA 4BYX OCHOBHbIX NMUKOB Ha
XpoMaTorpaMmMe CTaH4apTHoro
pacTBopa Uedypokcuma akceTuna.
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1
Description Specification Results L
lNokasarens Cneyudpuraymn Peaynbrartht 11
: . : Complies with Ph.Eur. standards for :
Uniformity of weight unecaied labigte Complies
B cooteercrewu ¢ Esp.d. ans
OAHOpOAHOCTE Macchl HENOKDITLIX TEBNBTOK CooTeeTCcTRYET
Dissolution (UV) at 18 minutes %LC Not less than 65 % LC at 15 minutes 89
) He metiee 65 % (X) yepes 15 MuH ot
PacTsopeHue (VG: crekTpodhoToMeTpus) 3AABNEHHOTO COACPXEHIS 89
nput 15 muHyTax, %
Uedypokcuma
Dissolution (V) at 45 minutes %LC Not less than 80 % LC at 45 minutes 94
) He meHee 80 % (X) uepes 45 MuH o1
i;ﬁﬁo F:;Zb;? af:;) GRS PO OMaT Y 32ABNEeHHOro Cogepranns 94
° vedypokcuma
Related Substances (HPLC) - E-lsomers | E-isomers — not more than 1.5% .
% Would comply if tested
PopcTeeHHble npunecu (BIXX) E- 5 Byaet cooTBeTCTBORBATD,
naomepos, % He Bones 1,6 % €Cni NPOBEPEHO

Related Substances (HPLC) - A3-isomers
%

Not more than 2.0 %

Waould comply if tested

PopcTeeHHble npumecy (BOMX) A3-
usomepon, %

He Gonee 2,0 %

ByeT COOTBETCTBOBATS,
ECnu NPoBEpeHo

Related Substances (HPLC) - Any other
related impurity %

Not mare than 1.0 %;

Would comply if tested

Pogcreettble npumeck (BIXX) nioboit
apyrolt eAHUYHON npumecu, %

He Gonee 1,0 %

Byaer CoOOTBETCTBORATS,
ecny NpoBepeHa

Related Substances (HPLC) - Total
impurities %

Not more than 3.5 %

Wotld comply ua@‘gtgdﬁ.__* ‘

PopcreeHebie npumeck (BOMKX) cymma
npumece, %

He Bonee 3,5 %

&S ——)
Byner coorgxﬁyc(épa%b, -

‘Water (by Karl Fisher) % wiw

Not more than 1.5

Bona (metonom K. duwsepa) %

He Bonee 1,5 %

09
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Description Specification - Results
Mokazarens Crneyudbuxauusn PeayneTaThi
This parameter is controlled
Microbiolegical Purity Category 3A in the Russian Federation

territory.

Mukpabuonoruyeckas wucrora

Kareropus 34

laHHbiit nokasarens
KOHTDONUpYeTCA Ha
TeppuTopun Poccuiickon
Gegepalun,

Uniformity of dosage unit

According to requirements Rus. Ph. XiII

This parameter is controlled
in the Russian Federation
territory,

OnHOpoAHOCTE A03NDOBAHKA

B cootreTcTEMM ¢ Tpebosanuamu O
X

HanHeil nokasarens
KOHTPONUPYeTCH Ha
TeppuTopun Paccuitckon
begepauuy.

3ARBNEHHOTO CoAEpHaHunnA

Cefuroxime content (by HPLC) % LC 95.0t0 105.0 99.7
KonuuecTeeHHOE OnpegeneHve
uedypokcuma (metogom BOMX) % or O7 95,0 go 105,0% 99,7

Qualified Person
YnonsomoueHHoe nuuo

¥
Signature

Moanuce

Name
Hma

Date
Oata
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