NEKJIAPATIHSI O COOTBETCTBUH

JNEKJIAPAHT, TPUHUMATONIHI JEKJIAPAITHIO O COOT BETCTBHH

AO "ThaxcoCmumKnaiin Tpeiidun2”

Ceedenusn o pezucmpayuu opeanusayuu: Meacpaiionnasn uncnexyus @edepanvroti Hano2060i cyuchvr Ne 46 no
2 Mocxee 01.01.2008, OT'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocxsa, Jlenunzpadckuii npocnexm, 0. 3 74, xopnye 4, smaoic 3, nom. XV, komnama 1.
Tenecpon:8(495)777-89-00.

B nuye: Tenepamsusiii dupexmop Jybancxuii Onez

JTlosepennoe nuyo: Kysneyos A.4., dogepenrocmy 1 8-09.08.2019 om 09.08.2019 2.

3ASIBJSAET, UTO

nexapemeentoe cpedcmeo: Junnam, 2panyivi 0N NPUZOMOGHEHUS CYCheH3ul Ons npuema exympu 125 mel5 ma,
praromst memnozo cmexaa (1)/8 komniexme ¢ MEPHbIM CIMAKAKOM, Mepnoii nodcxoil/, nauxku kapmonnsie, PY Ne 11
NOO08779 om 28.06.2010 (dama 3amenwr 10.11.2017) ¢uidano 340 "ThaxcoCyumEaaiin Tpetiounz", cepus AS2F,
napmus 18186 ynaxoeox, 200en do 31.07.2021, npouséodcmea Inaxco Onepatiwenc BeauxoGpumanus JTusumen,
Benuxo6pumanus, Glaxo Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United
Kingdom, koo OKITJJ2 21.20.10.191, koo TH B3/ 3004200002, Hucmpuberomop. coznawenue 6/ om
01.01.2013, unsoiic Ne 4205286004 om 06.09.2019

COOTBETCTBYET TPEBOBAHHAM

I NO0O&779-101117

JEKJTAPALIUS ITPHHATA HA OCHOBAHUH

npomoxon ucnsimanui Ne 5612m om 01.10.201 9 HJT 000 HI] "PAPMOBOPOHA", ammecmam
axkxpedumayuu POCC RU.0001.21®JT40, Cepmugpuxam POCC GB.DMO8. C50020 om 02.10.2019
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CBEI[E/H[I/IH O PETUCTPAIIUHA

OPIAH 10 CEPTU®HUKAIIHH, 3APETHCTPUPOBABIIHI JEKJIAPALIIIO
RA.RU.11®MO8 OPTAH 110 CEPTH®HKALJHH MPOAYKIHH OBL{ECTBO C OI'PAHH YEHHOH
OTBETCTBEHHOCTEIO "OKPYIKHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepioga, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mocxaa, yi. Macmepkoea, d. 4, am. 5., men.:(495)788-02-88, ae6-
caiim: oyrK.p.

JNEKJAPAIIAS O COOTBETCTBUM 3APETHCTPHPOBAHA Ne POCC RU JI-GB.®M08.4.38916/19
JATAPECHCFRAITNH 03.10.2019
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ZINNAT SUSP 125MG/EML 50ML RU-GSK

3uHHaT®, rpaHynbl AN NPUIOTOBNEHUS CYCNEH3UW ANS Npuema BHYTPb, 125 mr/5mn

Material Number: 1000000002704 Package size [ type: 50 mL Bottle
Homep matepuana: 10000000027048 Paamep / TUN yNakosKu $nakor 50 Mn
Product Name: Zinnat Strength: 125 mg/SmL
HaumeHoBaHue ToBapa: 3uHHaT Doaupoexa: 125 mr/Smn

Dosage Form:

Granules for oral suspension

NexapcToeHnan gopma:  [PaHYnbl ANA NPATOTOBNEHWS CYCNEH3UN AN NPUEMA BHYTPb

Marketing Authorisation Number: 1 NCO8779

Homep perucTpaunoHHoro yaoctosepenus  [1 N0O08778
Manufacturing Authorisation Number: MIA4

Homep paspelieHns Ha NPOU3BOLACTEO MIA4

Manufacturer's GMP Certificate Number: GMP/IMP 4/3848
Homep GMP cepTudukaTa npouasoanTens: GMP/IMP 4/3848

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

Castle, Durham, DL12 8DT, United Kingdom

Iaxkco Onepaiitwerc BenukoBputanus JlumuTes,
BenukobpuTtanua

Mriowlaaka NpoU3soACTEa, YIIEKOBKM U KOHTRONS
kauecTea:

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

Hacroswum noATEepgalo, YT WH(opMaums, npeacTaBnelHas B aToM cepTudmKaTe, ABNAETCA [OCTOBEPHON U
TOYHOW

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

HacToALL MM NOATEEMHASIO, YTO BCE 3Tarkl NPOWIBOACTRA AAHHOH CEepWM roTOBOrD NPOAYKTE, BKNOYER onepalin na
YrakoBKe/MapKUpOBKE U KOHTPONL Ka4yecTsa, Ha BHILLIEYNIOMAHYTOW NPpov3E0ACTBEHHOR Nnowagke Gbiny nposeaetsl
B NONHOM COOTBETCTBUY ¢ TpeBosarHusMn GMP Esponeickoro co3a, NoKaneHbIMU PErynaTOpHbIMA TpeboBaHnsami
v TpeBoBaHuamMy creurdinkalny perucTPaLMOHHOTO YAOCTOBEREHUA CTPaHbl HAZHEHEHWS. 3anucu, OTHOCALLMECH K
NPOW3EOACTEBEHHOMY NPOLIECCY, YNIAKOBKE 1 TECTUPOBaHUIO Cepuy, Bbinv NpoBEpeHs! v cooTeeTCTRYIOT TpebosaHuAM
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All investigations, if any, pertaining to the batch (inciuding deviation, planned changes and/or temperature deviations)
have been recorded and completed to a sufficient level to support certification.

Bce paccnepoBaHns, ecnv Takosbie UMEKTCA, OTHOCSILMECA K CEpuy (BKNIOYAs OTKMOHEHWR, 3aNaHUpoBaHHLIE
HIMEHEHVS 1 | UM TEMNEpaTYpHbIE OTKIOHEHUR), Bbln 3aperncTpupoBaHLl 1 3aBepLUEHb! A0 YPOBHSA, ACCTaTOYHOrO
AN NOATEEPXKAEHUS CepTUUKaLMA,

APl name: Cefuroxime
HanmeHoeaHWe hapmaLesTUHeckoi cyBcTaHLmMu: Ledypoxkcum

AP manufacturer:  Glaxo Operations UK Limited, United Kingdom
MpousecauTent cyberatuymu:  [Naxkeo Onepaiiwerc BennkoGpuraria NumnTeq, BenukobpuTanus
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Lot/Batch: AB2P Date of Expiry: 31-07-2021
TNlot | Cepus: [opex Aot
Date of Manufacture: 31-07-2019
Narta npou3BoACTBa:
Importing Country: Russia
Crpana-umnoprep:  Poccus
Description Specification Resulis
MokasaTenb Cneundivxanmsa PeayneTaThl
White to off-white granules having
irregular form, different size but not more
than 3 mm.
i G fie
Appearance (Visudl) At dilution white to light-yellow omplies
suspension with characteristic fruit odour
is formed
Mpanynbl 0T Benoro Ao NOYTH Benoro
LBETA, MMSIOWKE HenpasunbHYio
chopMy, PAINUUHEBIA Pa3Mep, HO He
, Gonee 3 MM.
OnucaHue {opranonEﬂmqecxnm) CoQTBETCTBYET
Mpu passeneHun oOpasyeTca
cycneHaua o1 Genoro 4o CBeTno-
WENTOro LBETa ¢ XApaKTepHbiM
hpyKTOBbLIM 3anaxom.
UV-spectra of cefuroxime axetil test
ldentification (UY Spectrophotometry) solution and standard solution in the Complies

range of 230 to 320 nm should have
absorption maxima near 276 nm £ 2 nm

MloanuHHOCTD (Yb-crexTpodioTOMETPURA)

Yd-crakTphl NOrnoweHUs UensITyeMora
W CTaHAaPTHOrG PacTeopoB
Ledypokcuma akceTuna B obnacti ot
230 po 320 HM poMmKHb MMET:
MAKCHMYMBE nornoLeHus 86nmsn
(27642) Hm.

pH Ph.Eur. 35t0565

pH Esp.®apm. 358055

Water content (by Karl Fischer) Ph.Eur. % | Not more than 0.2 %
Boga (no K. ®uwepy) EBp.Papm. % He 6onee 0,2 %

CofA generated manually by mac55853 on 5 September 2019 11:53 : 1




Issued by:
BuigaH

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT

UNITED KINGDOM

Tel +44(0)1833 690600  Fax:

+44(0)1833 692300

Certificate of Analysis  *
Ceprudpurat awanusa

Certificate Date
[ara cepTudykara

Certificate Number
Homep cepTudurata

02-SEP-2019 BGC_OOGOOM 527
tPageiCTp 4 offus 6
At ’
Description Specification Results
MoxazaTtens Cneuyundrayua Pesynerathl

Sedimentation stability

Resuspension time should be not more
than 1 min, no sign of sedimentation
-should be observed within 2-3 minutes.

This parameter is controlled
in the Russian Federation
territory.

CeaMMEHTaLMOHHAA YCTORMBOCT

Bpems pecycneHamMpoBaHua A0mKHO

LT He Bonee 1 MiH, HUKaKKuX

NPU3HaKOB cefuMeHTaLn HE [OMKHO

HabnoaTecs B TeveHne 2-3 MUH.

[aHHeli nokasarent
KOHTROMUPYETCA Ha
TeppuTopun POCCHICKOW
deaepalnm.

Dissolution (UV) %

Not less than 80% (Q) of label claim
after 30 minutes

93

PacteopeHue (Y%

He mexee 60% (Q) o1 3assneqHoro
copepxanus Yyepes 30 MuH.

93

Related substances (HPLC) - Cefuroxime
Impurity %

Not more than 1.0 %

This parameter is controlled
in the Russian Federation
territory.

PoacTeerHbie npumecy (BIHX) -
npumech uedypokcuma

He Bonee 1,0 %

[aHHbil nokasaTens
KOHTPONUPYETCA Ha
TeppuTopuy POCCHIACKON
depepaunn.

Related substances (HPLC) - delta-2-
isomers of cefuroxime axetil %

Not more than 2.0 %

This parameter Is controlled
in the Russian Federation
territory.

PogcTaentbie npumec (BIMX) -
AenbTa-2-u3oMepsl UeypoKkcuMaa
akcetina, %

He Bonee 2,0 %

[auHblil nokasarens
KOHTPONMPYETCA Ha
TeppuTopuu POCCHACKOR
Qepepaynn.

Related substances (HPLG) - anti-isomers
of cefuroxime axetil %

Not more than 1.5 %

This parameter is controlled
in the Russian Federation
territory.

PoACTEEHHLIE NTPUMECK (BIHKX) -
aHTUMaOMEDE! Ledypokcuma akceTuna, %

He 6onee 1,5 %

[anHbiil nokasaTenk

.| KoHTpONUpYeTCs Ha

TeppuTOpUiA POCCUIACKOH
::s,CDé,aepaumm.

Related substances (HPLC) - Any other
impurity %

Not more than 0.2 %\",

* |/ This parameter is controlled
4 in the Russian Federation
v territary.

PogcraeHHsie npumecn (BIMX) — nbasn
apyras npumecs, %

He Bonee 0,2 %

[anHbill nokasarens
KOHTPONWPYETCA Ha
TeppuTopuy POCCHtCKON
Qepepatnun.
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Description Specification Results
Mokaszatens Crneumndpukauus PeaynbTaThl

Related substances (HPLC) - Total
impurities %

Not more than 3.5 %

This parameter is controlled
in the Russian Federation
territory.

PopcTeeHHbIE NpUMECH (BOHXK) = cymma
npumecei, %

He Bonee 3,5 %

[arnbin nokasarens
KOHTPOMWUPYETCR Ha
TeppuTopuy PoccuircKod
Gegepalun.

Fill weight (Uniformity of weight, as %

Average weight of bottle content: 98 -

target) 102 % of target weight. L

Cpegusis Macca CORspUMOoro
OaHOPOAHOCTE Macchl chnakoHa: 98-102 % QT 3anBnexHoil 100

MaCChI.
Fill weight RSD % RSD not greater than 3.0 % 0.9
OAHOPOAHOCTL MACCe (OTHOCHTENBHOS OTHOCUTENBHOE CTAHAAPTHOE 08
cranpapTHoe oTkioneHne), % otkrionexue He Banee 3,0% '
Deliverable volume Ph.Eur. Not less than 50 mL Complies
Wasnekaembiit ofbem, Esp.@apm. He menee 50 Mn CooTBETCTBYET

Microbiological purity

Category 3A

This parameter is controlled
in the Russian Federation
territory.

MukpoBuronoriueckan YucToTa

Kareropus 3A

[laHHeiit nokasarens
KOHTPONWPYETCA Ha
TEPPUTOPUYN Poccuiickoi
degepaunn.

Assay (UV) cefuroxime content mg/smL 112.5 to 137.5 mg/5mL 126.4
KonuuyecTBeHHOE CnpeaeneHue

Lechypokcuma, M/ 5 Ml Ot 112,56 go 137,5mr/ 5 mn 126,4
Assay (UV) cefuroxime content %LC 90 to 110 %LC 101

KonudecTeeHHOoE snpefenerne
uechypokcuma, %

OoT90 o 110%
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Qualified Person
YronHomoueHHoe nuua

Signature .
Moanuck M UD U\
Name \

o Ml LoPRzeN

Date

fata 0bSeP14

L NG
GlaxoSmithKline ';-\ e

Trading b=l
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