JTEKJIAPAIIASI O COOTBETCTBUM

JEKJIAPAHT, TPUHUMATOUIUI JEKJIAPAIIUIO O COOTBETCTBHH

AQ "ThaxcoCuumKasiin Tpefiounz"

Ceedenun o pezucmpayuu opeanusayuu: Meoicpaiionnan uncnexyun Oedepanvnoii Har020607i eayoicher Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

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

B nuye: I'enepanvuwiii dupexmop Jlybancxuii Onez

Hosepennoe nuyo: Kysneyoe A.A., dosepennocme 18-09.08.2019 om 09.08.2019 .

3ASIBJISIET, UTO

Aexapemeennoe cpedemso: Sunnam, mabremxu noxpeimuie naenoynol obonoyxot 250 mz 10 wm., ynakosxu
ayeroswle konmyprvie (1), navicu xapmonnuie, PY Ne IT NO15531/01 om 06.03.2009 (dama samensi
06.09.2018) gvidano 340 "ThaxcoCxtumKasiin Tpetiounz" , cepus G32G, napmusa 54830 ynaroeor, 20den do
31.08.2022, npouzeoocmea Inaxco Onepaituenc Beauxobpumanus Jhumumed, Benuxobpumarnusa, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, oo OKIII]2
21.20.10.191, koo TH B3] 3004200002, lucmpubviomop. coznauenue 6/4 om 01.01.2013, unsoiic Ne
4205291113 om 08.10.2019

COOTBETCTBYET TPEBOBAHUSAM

T NO15531/01-060918

AEKJIAPAIIHSA ITPHHATA HA OCHOBAHHUH

npomokon ucnoimariuti No 7048y om 08.11.2019 HIT OO0 HI] "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC GB.DMO8.C53700 om 09.11.2019

JIATA IPHHSTHS] NEKJIAPALHM 11.11.2019
APATIH] EHCTBHTEJII)HA 1O 31.08.2022

GEFTmEN Y
J Ay 3 e
§§ [¢fCla ‘?f’;{é@“’ / / Kysueros A.A.
..5, i

CBEJTEANS O PETUCTPAITAN

OPI'AH IO CEPTHOHKAITNH, 3APETHCTPUPOBABIIHI JEKJAPAIIAIO

RA.RU.11OMO8 OPTAH ITO CEPTHOHKAIIHH ITPONYKIIHH OFL[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPO/IA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, om. 5, nom. I, kow. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20poo Mocxsa, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, aef-
caiim: oyxk.pe.

AEKJAPALIUA O COOTBETCTBHUM 3APEI'HCTPHPOBAHA N POCC RU J-GB. @M0S.A. 43938/19
JATAPELUCFRAIIMHM 11.11.2019
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Issued by:
Boisan

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT

Certificate of Analysis

UNITED KINGDOM Geptwtbunay slialiad

Tel  +44(0)1833 69060C  Fax: +44(0)1833 692300 Certificate Date Certificate Number
[ava cepruchurara  Homep cepruchurara
30-SEP-2019 BCC_0000001626
Page/CTp 1 ofma &

Material Description: ZINNAT TABLETS 250MG X 10 RU-GSK

Onwucanue maTepuana 3uHHaT®, TabneTil, NOKPLITHIE NNEHOSHOR oDonoyKod, 250 mr

Material Number: 1304857 Package size | type: Tablet x 10 Pack

Homep matepuana: 1304857 Paamep [ tun ynakosku 10 rabneTok B ynakoske

Product Name: Zinnat Strength: 250 mg

HaumedoBauue ToBapa:  3uHHaT Hoszuposxa: 250 mr

Dosage Form: Film-coated tablels

NekapcTeennasn opma:  TabneTin, NOKPLITEHIS nneHo4YHo oBonouKon

Marketing Authorisation Number: M N015531/01

Homep perucTpaunoHHoro yaocrosepenus [l NO15531/01

Manufacturing Authorisation Number: MiA4

Homep paspewieHun Ha NPOM3BOACTBO MiA4

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

Homep GMP ceptuduKaTa nponisofuTens GMP/IMP 4/3848

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

Castle, Durham, DL12 8DT, United Kingdom
Mrnowanka Npou3BoACTEA, YNakoBik W KOHTPONS nakco Onepatituerc BenukoGpuranusa Jiumures,
Ka4ecTea. Benuxobputanus

| hereby certify that the information provided within this certificate is authentic and accurate.

HacTosuM NOATBEPNAAI0, YTO WMH(OPMALWA, NPeaCcTasnenHas B 3TOM ceprudukaTe, sBNABTCH AOCTOBEPHON U
TOMHOW

| 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 Authorisation of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

HacTosLMM NOATBEMKAAI, UTO BCE aTanbl NPOW3BOACTEA AAHHON Cepun roToBOrC NPORYKTA, BKMIOYAA onepauuu no
yNaKoeKke/MapKpOBIE M KOHTPOMb Ka4eCcTea, Ha BbILLEYNOMAHYTOM nPOW3BOACTEEHHON Nnowiaare Gbimy nposeaeHbl
B NONHOM cooTBETCTEMM ¢ TpeGosaHuaMu GMP Esponeickoro coi3a, NokanbruIMm pErynaTopHeiMit TpESOBAHUAMN
w TpéﬁOBaHMﬂMifi cneumcbmaqm pPerncTpayueoHHoro y;;ocmaepes«smn CTpaHbi Ha3HauveHns. Sanwcm, OTHOCALLWECH K
NPON2BOACTBEHHOMY NMPOLIECCY, YNaKoBKe U TecTupoeaHwio cepvi, G npoBepeHbl 1 cooTBeTCTaYIOT TPEeGoBaHNAM
GMP.

VAT gy
T
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Issued by:
Buipan

GlaxoSmithKline
Harmire Road
BARNARD CASTLE

Durham DL12 8DT Certificate of Analysi

UNITED KINGDOM

S

Ceprudukar aHanuaa

Tel +44(0)1833 690600  Fax: +44(0)1833 692300 Cerlificate Date

[fara ceprucpuxara
30-SEP-2018
Page/Crp 2

Certificate Number
Homep cepTudikara

BCC_0000001626
ofina 5

All investigations, 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.

Boe paccnefoBanus, eCnM TaKOBbIE VIMEIOTCR, OTHOCALINECH K cepuy (BKnioYas OTKNOHEHWS, 3annaHnpoBaHHbIe
HIMEHEHUS ¥ / Uin TeMNePaTYpHbIE OTKNOHEeHUR), Bbiny 3aperncTpupoBart sapeplUeHsl A0 YPOBHS, AOCTATOHHOrO

LNs NoATEEPKASHUA CepTUChuKaLmi.

APl name: Cefuroxime
Haumetriosaxue hapMaueBTUIECKon cyberaymn:  Lledpypokeum

API manufacturer:  Glaxo Operations UK Limited, United Kingdom

MponssoauTent cyocTaHUri: makco Onepailwerc BenukobpuTania NumuTen, Benunkobputalna
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Issued by:
Bbinad

GlaxoSmithikline
Harmire Road
BARNARD CASTLE
Durham DL12 80T

UNITED KINGDOM
Tel: +44(0)1833 680600

LotiBatch:

Jlot | Cepusn:

Date of Manufacture:
[ara npon3BoAcTBa:

Russia
Poccun

importing Country:
Crpana-uMnoprep:

Description
MNokasaTenb

Fax:

Appearance (Visual)

Onucarue (BnayanbHbii)

ﬁ;ggfénce (‘Jisual}

Certificate of Analysis
Ceprudpuxar ananu3ia
+44(0)1833 892300 Certificate Date Certificate Number
[ara cepruchurata Homep cepTuduiata
30-SEP-2019 BCC_0000001626
Pagel/Ctp 3 ofua 5§
G326 Date of Expiry: 31-08-2022
lopgen po:
20-08-2019
Speciﬁcaﬁnn e Resﬁlts N ‘.
Creyudmkauus 7 PesynbTathbl
Film-coated tablets, 126 mg: oval,
piconvex, white to off-white, film-coated Complies
tablets with "GX ES7" engraved on one P
side. )
TaBneTky 0sansHok Gopmsl,
LBOSIKOBBINYKABLIE, NOKPLITHIE
feHoUHOR oBonoudkon, oT Henoro A0 CooTBeTCcTBYET

nouTy 6enoro useta, € OAHOM CTOPOHE!
KOTOPLIX BbIrpaBpCsato «GX ES7».

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

This parameter is controlled
in the Russian Federation
territory.

Onucanue (BrayanbHbli)

\dentification (HPLG)

MoANWHHEOCTD (BOWX)

 N—

I ———

Ha nonepevHom paspese AaApo oT
Genoro ao nodty 6enoro UseTa.

The retention times of two main peaks
on the chromatogram of test solution
prepared for assay should comply with
the relention times of two main pealks on
the chromatogram of cefuroxime axetil

standard solution.

henepalnn.

[lanHblit nokasarens
KOHTpONUpyeTes Ha
TEPPUTOPUA PoccuitcKoi

i

Complies

il

Bpems yAepmeanus [1BYX OCHOBHbBIX
AUKOE Ha XpomMaTtorpamme WCRBITYEMOro
pacTsopa, NPUroTOBAEHHOTC ANA
MCABITEHNA «KonuiecTBeHHoe
onpegeneHuer JONKHO
COOTRETCTROBATL BPEMEHU
yaeprnsanua ABYX OCHOBHbIX MUKOB Ha
xpomaTorpamme cTaHpapTHoro
L_;ggc‘raopa LiedhypoKCUMa AKCETANE.

CooTeeTErays
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Issued by:
Boipan

GlaxoSmithKline
Harmire Road
BARNARD CASTLE

nipn 45 munyTax%

Liedpypokcuma

Du i d
rham DL12 8DT Certificate of Analysis
UNITED KINGDOM Cepmdm_t{m apanuia
Tel: +44(0)1833 690600  Fax: +44(0)1 833 692300 Certificate Date Certificate Number
[arta cepTudpukara  Homep cepTuduraTa
30-SEP-2019 BCC_0000001628
Page/CTp 4 oflus 5
Description Specification Results
[Mokasarenb Cneunthurayun Peaynbrathl
y g . Complies with Ph.Eur. standards for :
Uniformity of weight uncoated tablets Complies
OnHOpPOAHOCTD Macehl E 9?1%?;1?;:5;? :6;;%?{'@‘ pif CootBeTcTBYeT
Dissolution (UV) at 15 minutes %LC Not less than 80 % LC at 15 minutes 80
He meHee B0 % (X) vepes 15 MuH OT
PacreopeHue (Y®-cnekTpothOTOMETPUA) P! c;;e?mazm . 80
npu 15 mutytax, % Ledypokcuma
7 Dissolution (UV) at 45 minutes %LC Not less than 75 % LC at 45 minutes 89
a,
Pacraopenue (Y®-cnekTpodoTOMETPUSR) :{:ﬂ:;f::joig ;gééé:;’;jiﬁ i 89

Related Substances (HPLC) - E-Isomers
G/’n

E.isomers — not mare than 1.5%

Would comply if tested

Po,ac%aeaabne npumecu (BOXKX) E-
W3OMEPOB, %

He Bonee 1,5 %

ByaeT cooTBETCTBOBATD,
ecnu nposepero

Related Sﬂbstances (HPLC) - Al-isomers :
%

Not more than 2.0 %

Would comply if tested

PoacTBEHHbIE NPUMECH {BOWX) A
wzomepos, %

He Bonee 2,0 %

Byaer COOTBETCTBOBATD,
ecnv NposepeHo

Rolated Substances (HPLC) - Any other
related impurity %

Not more than 1.0 %;

Would comply if tested

PopcTBEHHbIE NpUMEcH (BS;I&) 'kmoﬁos'f
APYrOf €AUHIHHON NPUMECH, %

He Bonee 1,0 %

ByaeT CooTBETCTBOBATH,
ecnu NpPoBEpEHD

Related Substances (HPLC) - Total
impurities %

Not more than 3.5 %

Would comply if tested

PoacTaeHHbIE NpUMECH {BOXX) cymma

He Banee 3,5 %

ByneT COOTBETCTEOBATE,
ecny NpoBEPEHo

npumece#, %
Water (by Karl Fisher) % w/w

Not more than 1.5

0.7

Bona (Metogom K. duwepa) %

He Gonee 1,5 %

0,7
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GlaxaSmithKline
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BARNARD CASTLE
Durham DL12 8DT

UNITED KINGDOM

Tel, +44(0)1833 630600  Fax: +44(0}1833 692300

Certificate of Analysis
CepTudpuar ananusa

Certificate Date
Narta ceprudvxara

Certificate Number
Homep cepTugurara

30-SEP-2019 BCC_0000001626
Page/Ctp 5 offus 5
Description Specification Results
MNokasarenb Cneunduraums PesynbTathi

Microbiological Purity

Category 3A

This parameter is controlled
in the Russian Federation
territory.

MukpoBuonornseckas HueTeTa

Kateropus 3A

[JanHbiil nokasatens
KOHTpONWpYeTcs Ha
TeppUTOpHUN POCCHICKO
depepalinui,

Uniformity of dosage unit

According to requirements Rus.Ph. XHi

This parameter is controlled
in the Russian Federation
territory.

OAHOPOAHOCTE AO3UPOBARUA

B cooraeTcTaMA G Tpebosaruami [P
Xl

[aknslit nokasatens
KOHTPONUPYETCH Ha
TEpPUTOPUMK POCCHACKON
depepalnu.

Cefuroxime content (by HPLC) % LC

95.0 to 105.0

101.6

KonudecTeeHHOE onpefeneHue
uedypokcuma (MeToaoM B3MX) % oT
1aaBNEHHOr0 COAEMIaHNUA

Ot 85,0 no 105,0%

101,86

Qualified Person
YNonHOMOYEHHOS N0

Signature k\_‘_:)*(
Moanuck 7N

Name o

Wmsa oo 8(2‘~-‘.‘-,.(1d
Date )

fata S O 2609
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