JAEKJIAPAIINSI O COOTBETCTBUHA

AEKJTAPAHT, NIPUHUMAIOIIHT JAEKJTAPAIIHIO O COOTBETCTBUH

AOQ "ThaxcoCvumKastin Tpeiiduna"

Ceedenun o pezucmpayuu opeanuzayuu: Mesicpationnan uncnexyun Gedepansroii nanoz0604 cayouchor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mockea, Jlenunzpadcruii npocnexm, 0. 374, xopnye 4, smaxie 3, nom. XV kovnama 1.
Tenechon:8(495)777-89-00.

B nuye: I'enepansusiii oupexmop JyGancrusi Onez

AHosepennoe mujo: Padees A.B., dosepennocms 19-09.08.2019 om 09.08.2019 >,

SAABJIAET, YTO

Aerapemeenroe cpedcmeo; Junnam, mabnemxu nOKpLImble MACHOUHOT 060R0uK0T 250 M2 10 wam., ynaxosru
Avelikosele konmypusie (1), nauxu kapmonnuvte, PY Ne IT NO15531/01 om 06.03.2009 (oama 3amens
06.09.2018) ewidano 340 "ThaxcoCumumKaniin Tpediounz", cepus GM4X, napmus 61660 Yhaxogox, 200en 00
31.08.2022, npouseodcmea INaxco Onepoiuenc Benuxobpumarnus JTumumed, Benuxobpumanus, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, k00 OKII2
21.20.10.191, koo TH B3] 3004200002, Hucmpubsiomop. coenawenue 6/u om 01,01.2013, uneoiic Ne
4205291502 om 10.10.2019

COOTBETCTBYET TPEEOBAHUSIM
I N015531/01-060918

AEKJIAPAIINSA ITPUHSTA HA OCHOBAHUHU
npomoxon ucnsimanuti Ne 7014y om 08.11.2019 HJT 00O HL] "®APMOBOPOHA ", ammecmam
axxpedumayuy POCC RU.0001.21D.JI40, Cepmugpuxam POCC GB.OMO8.C53719 om 09.11.2019

AATAFIPHHSTUS AEKJIAPAIIUH J1.11.2019
f S AEICTBUTEILHA O 31.08.2022

%5 y A, Danees A.B.
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CBEJAEHHS O PETUCTPAIIIA

OPTAH IIO CEPTU®HKALIUH, 3APEI'MCTPUPOBABIINI AEKJIAPALTHIO

RA.RU.11OMOS8 OPIAH 110 CEPTHOHKAIIHH IPOVKIIHH OBU[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIS KAYECTBA ",

adpec opeanusayuu: 115280, 2. Mocksa, yn. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu; 115280, POCCHA, 20poo Mocxsa, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, get-
caiim: oyxx.pe.

AEKJIAPA O COOTBETCTBHU 3APETMCTPHPOBAHA A POCC RU HA-GB.®M08.A.43876/19
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Material Description: ZINNAT TABLETS 250MG X 10 RU-GSK

Onucadue marepuana 3uHHAT®, TabneTiv, NoKpPbITEIe NNeHoYHOK oBonoukon, 250 mr

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

Homep marepuana: 1304857 Pasmep / Tun ynaxoRuu 10 tabneTol 8 ynaxkoeke

Product Name: Zinnat Strength: 250 mg

HaumenoBaHuue ToBapa:  3uxHaT Bosuporka: 250 mr

Dosage Form: Film-coaled lablets

NexapcTeexHan ropma:  TabneTku, NOKPbITEIE NNEHoUYHOR 06ONOYKON

Marketing Authorisation Number: M NO15531/01

Homep peructpauuoHHore yaoctosepenuna  [1N015531/01

Manufacturing Authorisation Number: MIA4

Homep paspelweHun Ha NPOU3BOACTBO MiA4

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

Homep GMP cepTtudmkara npovasoauTens: GMP/IMP 4/3848

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

Castle, Durham, DL12 8DT, United Kingdom

Mrowaaka npon3BoACTea, YNakoBKKU 1 KOHTPONS nakco Onepaiiedc BenukoBputanna Numures,

KayecTea: BenmioBputaHus

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

HacTonwmm noaTBepkAalD, YTo uHopMaLus, NPeacTasnedkas B aToM cepTudukaTe, ABNRETCH AOCTOBEPHOR W
TOUHOMH

| 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.

HaCTOQLu%dM noaTEEepIAaD, YTO BCe 3Tanbl Npou3BoCcTea ,D,aHHGD'\ Cepuy rOTOBOIO NPOAYKTE, BKMIOHARA onepatiui No
ynakoexeimapecmposi(e W KOHTPONb KayecTea, Ha BbiweynOMﬁHyTOﬂ ﬂpCMSBOﬂCTBEHHDﬁ nnoujagee Obir nposenexbt
& NCNHOM COOTBETCTBUM ¢ TpeBosaHuamMi GMP EBponefickero colaa, NokantHeIMi PErynaTopHeiMi TPEDoBaHUAMU
" TpfiﬁOBaHHFEMM CI‘IELUAQ)MKELPAM PErMCTPauyMoHHOro yaocroBepesns CTpaHbl Ha3HavYeHus. Sanmcw, OTHOCHLUMECHA K
npouaaonmseﬁﬁomy NpoLecey, ynakoBKe U TecTUpoBaHnio Cepuun, Ebinu nposepeHt! U COOTBETCTE . OBBHMRM
GMP. o oy
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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.

Bce paccnefoBaHWs, ecny TaKoBble UMEIOTCS, OTHOCHUMECA K CEpUM (BKNIOUAA OTKNOHEHWSA, 3aNNaHNpOBaHHbLIE
MIMEHEHUS U / UMK TeMNepaTypHble oToHeHU:), Bbiny 3aperncTpUpoBaHL! M 3a8epLLeHbl 40 YPOBHS, LOCTATOMHOD
LNs NOATEEPNIEHNs CepTUinKkaumny.

APl name: Cefuroxime
HaumeHosanne hapmauesTuueckon cybetanyun:  Lledypokcum

APl manufacturer;  Glaxo Operations UK Limited, United Kingdom
Npoussoaurens cybcraduuu:  naxco Onepaitwerc BenukoBputanua Jlumutes, Benukobputaxun

GlaxoSmithKline
Trading
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Lot/Batch: GM4X Date of Expiry: 31-08-2022
Not [ Cepus: lopex go:
Date of Manufacture: 25-08-2019
Hata npousgopacraa:
Importing Country:  Russia
Crtpana-umnoprep:  Poccus
Description Specification Results
lMokasatens Crieyuduraumns Peaynbrathl
Film-coated tablets, 250 mg: oval,
biconvex, white to off-white, film-coated '
Appearance (Visual) tablets with "GX ES7" engraved on one Comples
side.
TabneTiv 0B3aNbHGH hopmbl,
[ABCAKOBLINYKNLIE, NOKPLITHIE
Onucanune (BuU3yanbHbii) nnesoyHol obonovkoi, ot Benoro go CooTaeeTcTBYET

noyTi 6enoro UBeTa, ¢ OJHOR CTOPOHbLI
KOTOpPBIX BbirpaBuposano «GX EST».

Appearance (Visual)

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

This parameter is controlled
in the Russian Federation
territory.

Onucatue (Bu3yanbHbii)

Ha nonepevxom paspese aapo or
Benoro Ao noyty Benoro UseTa.

HarHbin nokasarens
KOHTPONUPYETCA Ha
TeppuTopuy Poccuiickon
henepaLn.

Identification (HPLC)

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

standard solution.

Complies

NoanuHHocTk (BEXKX)

BpeMa yoepusanus [BYX OCHOBHbBIX
MMKOB HA XPOMETOrpaMmMe MChbITYEMOro
pacTeopa, NpUroToBneHHoro Ana
nenbiTanna «onudecTeeHHoe
ofipeAeneHne» AOMIKHO
COOTBETCTBORATL BREMEHN
YAEPKUBAHWUA ABYX OCHOBHLIX MUKOB Ha
XpoMarorpamme CTaHaapTHOro
pacTeopa UedypoKcimMa akceTuna,

GlaxoSmithKline
Trading
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Description Specification Results
Moxasarens Crneuuchurauua Pesynbrartsl

Uniformity of weight Sﬁgg?:j glgrl!efsh.Eur. shandards for Complies

OAHOPOAHOCTE MACCH! Ee?w%?{;i?:;?::égeiif{m B CooTaeTcTayer

Dissolution {UV) at 15 minutes %LC Not less than 60 % LC at 15 minutes 77

He metee 60 % (X) yepes 15 muH oT

Pactaopetine ( Vct:i;cnempochommmpuﬂ) SAABHEHHON cg;geim aﬁ o 77

npy 15 munyrax, %
uedyporcuma
Dissolution {UV) at 45 minutes %LC Not less than 75 % LC at 45 minutes 94
He meHee 75 % (X) uepes 45 muH o7
Pactsopenyie (Y&-cnerpocpotometpus) | - 1l c:)}ge?:xcaim 94

nput 45 muHyTax%

uedypokcuma

Related Substances (HPLC) - E-lsomers
%

E-isomers — not more than 1.5%

Would comply if tested

Popcreertble npumeck (BEMHX) E-
naomepos, %

He Bonee 1,5 %

ByneT cooTBeTCTE0BATD,
ECIU NpoBepeHo

Related Substances (HPLC) - A%-isomers
%

Not more than 2.0 %

Would comply if tested

PoacreeHHsle npumecu (BIXKX) A%-
usomepos, %

He Gonee 2,0 %

BYJET COOTBETCTBOBATD,
ecnu NPoBEpeHo

Related Substances (HP.LC} - Any other
related impurity %

Not more than 1.0 %;

Would comply if tested

Popcreenueie npumecy (BOIX) nioBoi
LPYrol eguHuYHoR npuMeck, %

He Gornee 1,0 %

ByneT cooTReTCTBOBATE,
€Cnn NPOBEPEHO

Related Substances (HPLC) - Total
impurities %

Not more than 3.5 %

Waould comply if tested

PoacteeHHeie npumecu (BIMX) cymma
npumeced, %

He Gonee 3,5 %

ByneTt cooTBETCTBOBATS,
eCnu NpoBEepeHo

Water (by Karl Fisher) % wiw

Not more than 1.5

1.0

Boga (metogom K. duwepa) %

He Gonee 1,5 %
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Description Specification Results
Mowrazatent Crneundmraymn Peaynbrartbi
This parameter is controlled
Microbiological Purity Category 3A in the Russian Federation

territory.

MuipoBuonorudeckan 1ueToTa

KaTeropua 3A

[ansblit nokasarens
KOHTPONUPYeTCH Ha
TeppuTopun Poccuiickoi
Denepatun,

Uniformity of dosage unit

According to requirements Rus.Ph. Xl

This parameter is controlled
in the Russian Federation
territory.

OAHOPOAHOCTL B03UPOBAHNS

B cooteeTcTenun ¢ TpebosaHuamy I'd
Al

HaHHbii nokasarerns
KOHTPONUpPYeTCR Ha
Tepputopun Poccuiickoii
depepanuu.

Cefuroxime content (by HPLC) % LC

96.0t0 105.0

101.6

KonuuecTeseHHoe onpegenestne
uedpyporcuma (matoaom BIAMX) % ot
3ARBNEHHONO COAePIKaHnA

Ot 95,0 po 105,0%

101,6

Qualified Person
YNONHOMOYEHHOE NKLO

Signature
Mognucek

WO

Name

A A . :_/
Wms M A

Date
[Oata |3

| .
%o
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