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GlaxoSmithKling
Harmire Road
BARNARD CASTLE
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Certificate Dat Certificate Number
Dara ceptudpikaty  Homep ceprucpikaty
Tel: '+44(0)1833 690600 Fax: +44{0j1833.692300 10-00T-2023 BCC 0000002816
Page/Crop. 1 offa 4
Material Description: ZINNAT™ tablets coated 500ig #10 in blisters
HaiimeHysauus npogykiil:  3IHHAT™ raGnetry, BKpuTi 060NoHKow. Mo 500Mr Ned0 y Gricrepax
‘Material Number: 46000000090254 Dosage Form: Tablet
Homep npogyxry: 10000000090254 Nikapcexa dopma; TabneTku
Package size / typer Tablet-x 10 Pack- Strength: 500 mg
Poamip / TUR nakyeanns: no 10 TaGnetok y Giilctepl  Cuna pii: 500 mr
Marketing Authorisation Number: UA/5509/02/03
Homep PeectpaniiiHoro noceigueHHs: UA/5509/02/03
Manufacturing Authorisation Number: MiA4
Homep niuenzil Ha eupoSHugTBO: MiA4
Site of Manufacture, Packaging and Glaxo Operatlons UK Limited, Harniire Road, Barnard Casile, Durham,.
Quality Control: DL12 8DT, United Kingdom _
3aBon-BUPOGHMK: nakece OnepeiiluHe KK Nivitea, Xapmip Poya , Baprapa Kacrn,

-Riopxem, DL12 8DT, Benuka Bpuranis

| hereby certify that the informatioii provided within this certificate is authentic and aceurate,
Livm 5t nigreepgicyio, 1o Hdgopmalia, HagaHa B LboMy copTydikaTi, € JOCTOBIPHOK Ta TOMHO:

I herely certify that all the manufacturing stages of this batch of finlshed product has been manufacturad, inéluding
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 baich pracessing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Lym 5 ninTepmyio, Wo Bai eTany BUpodHNLTEa Liel mapTil roToBoi nponykuii Oy BUTOTOBITEH], BKITFOMAKOYM YNIAKOBKY
/ MAPKYBEHHA T& KOHTPOIb AKOCTI HE BULLEIrafaHOMY caiiTi {caittax} y noBHIl eignosigHocTi no Bumor GMP €C 1a
MICLBBOro PerynaTopHare epraty cneludixauii B Jo380mi Ha MapKeTUHT kpaiHu-iMmopTepa. MNakeTHa o6potika,
NakysankHi Ta-aHanituiHi sankck Bynu neparIsiyTi Ta sKaHaH! sinnosigHMy GMP.

All investigations, If ahy, pertaining to the batch (inciuding deviation, planned changes and/ar temperature deviations):
have been recorded and completed to a sufficlent level to support certification.

Bef pocnigxerns, AKWO TakKi €, BIAHACATLECA 00 NapTii (BRMIOYAIOU BIAXUNSHHS, 3annaHoraH] sMinv Ta / abo BlaxunerHs
Temneparypu) 6ynu sapeecTporaHi Ta 2aBeplUeH] Ha 40CTATHLOMY PIBHI 4rA nigrpumian ceprudikadii,

Active drug substance: Cefuroxime

ArrsHa fitoya pevoBiHa; Ledypokcrm

11ablet contairis 500 my of cefurexime (in the form of cefuroxima ax‘etil')_ _

1 Tafinetka MicTUTL Uethbypokcumy (¥ diopMi Ledbyporeumy akcetuny) S00Mr

Control of microbiological quality Is achieved by a combination of measures duririg fanifactirs, packaging, storage
and distribution;

Hontponk MikpoGlonorMHoT YUCTOTH NOCArAETEEA KOMANEKCOM 3aX0AiB b npoueci BUPOBHUUTEA, YNAKOBKM,
afieplraHHs | poanoginsHHs. A,

CofA generated manually by 29987924 ori 11 Oclcbsr 2023 14:08
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GlaxoSmithKliie
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM
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Certificate Date
| Dara ceprudikary

SR e HEERET )
Certificate Number
Howmep ceptudbikaty

coated

Tel: +44(0)1833 650600. Fax: +44(0)1833 692300 10-0CT-2023 BGC GO00002816
Page/Crop. 2 offa 4
Quantity of the batch (packs): 31970
Poamip cenii {ynakorox): 31970
‘Lot/Bateh: AUBS Date of Expiry: 09-2026
Cepis | Cepisn: ALIBS TepMin npupatHocTi:  (09-2028
Date of Manufacture: 09-2023
Rata supoBuuyrea: 09-2023
Importing Country: Ukraine
Kpafra imnoprep: YkpaiHa
Test Specification Results .
Tecrt Cneuudhikanis Peaynbtatu
Description — Form Tablet, capsule-shaped, biconvex, film Complies

Qe - hopma

TabneTuu, y dopmi kancynu, geocnykni,
BKPUTI 0BCAOHKOKD

Bignosipas suMoram

Dascription - Colour

White to off-white

Complies

Onuc - konip

Big Ginoro go mainke Ginoro

Bignosigae sumoram

Description - Engraving

“GX EG2" on ong side

Complies

Onic — MapryBaHHA Ha TabneTyl

«GX EG2» 3 ogniel cropoku

Binnoelinae sunoram

Identification - Cefuroxime axetil (HPLG)

The retention tirme of the major peaks in

-the sample solution chrematogram

canforms to the peaks in the cefuroxime

‘axetil standard solution chromatogram.

Complies

Jrenrubikauin — Uedypokoum-akcetun
(BEPX)

Yac yTpumMyBaHHA OCHOBHUX NiKiE Ha
xpomarorpami sunpoBoeysaHoro
Po3vnHy BianoBiaae Yacy yTpuMyBaHHa
nikie Ha xpomarerpami CTaHAapTHOrO
po3UrHY LahypokcuMy akceTuny,

Binnosinae sumoram

Cefuroxime content (% of claim) %

95.0 - 105.0 100.4
ButicT uedyporcumy _
{%Bif HoMiHansHoro sMicTy) % 95.0-105,0 05
Water (by Karl Fischer) %wiw Not more than 1.5 a7
Bona (meTop Kapna ®iwepa) % vy He 6inbla Hik 1,5 07

BarosomMy cnigsigHowenui

CofA generated manually by ag982024 on 1 -October 2023 14:08 .
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BARNARD CASTLE _ _
Durham DL12 8DT e e
UNITED KINGDOM B Corifionte L Cepnbinar scocti copl
Certificate Date Certificate Nimber
JHata ceptudikaty  Homep cepTudixary
Page/Crop. _ 3 offs 4
Test Specification Results
Tect Cneundpinarin PezynsTtaTti
Not less than 50% of the labelled
Dissolution at.15 minutes (USP) amount of Cefuroxime is dissalved In 15 | Complies
minutes _
He MeHbure 50% sig HoMikRanbHOrO
PoaunHHicTs 3a 15 xBunuH (®. CLLIA) BMICTY LethypOKCHMY BOAUMHAETLES 34 Bignoeinae sumoram
15 xB
Not less than 70% of the labelled
Dissolution at 45 minutes {LISP) amount of Cefuraxime is dissolved in 45 | Complies
minutes
He MeHwe 70% sig HoMiHaNBHOrO
PaauunicTs 3a 45 xaunud (d. CLUA) BMICTY uediyPOKCHMY POAUUHAETLECA 33 Bignosigae BuMoram
45 xB.

The mean time for the film coat rupture
of 30 tablets is not more than 10
seconds and no-tablet should have a
rupture time exceeding 40 seconds

If no more than 2 tablets have a rupturs
time-exceeding 40 seconds orthe mean
Film coat rupture tirme value excoeds 10'seconds, an extra 30 | Coipliss
tablets will be tested

In the whole sample (60 tablets) no
more than 3 tablets should have a
rupture time exceeding 40 seconds ard
the mean time is not greater than 12
seconds

CepefiHiin Yac NPpopUBaHHSA oBONOHIW
anna 30 TabneTok He nepesiye 10
CeKyHa, Anf XogHo! 3 TabneToK. He
“nepesutlye 40 cakyHa.
Akuio yas npopuBaHHR Nepesutye 40
‘CeKyHA ANA WoRalbinewe 2 TaBrneTok
ab0 cepefiHe 3RaveHHs nepesulye 10
CeKyHAl, TPOBORMTLCH BUNPoOYBaHHA HE -
‘popatroeux 30 TaGneTkax.
3 60 TabneTox He Binbite Hix 3
TabneTkn MOKYTh MaTK Yac NPoPUBAHHA
Ginbie 40 cekyHA, 8 CepeHE HAYEHHS
NOBUHHG CTAHOBWUTH He BiNbilue 12

Binnosigae musoram

. CeKYHA, _ R
Uniformity of weight Complies with Ph.Eur. Complies
QOpHopiaHIcTs Bark Bianosinae € Bianosigae sumoram

CofA generated manually by ag982924 on 11 October 2023 14:08
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GlaxeSmithKtine
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‘BARNARD CASTLE

Tel: #44(0)1833 690600  Fax:
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Batel Certitioats / Copyidbiray
Certificate Date Certificate Number
DNara ceptudhikaty Homep ceprudikary
+44(0)1833 692300 10-0CT-2023 BCG_0000002816
Page/Crop. 4 offs 4

Qualifiad Person/ YnoBHOB#KeHa 0ch64

]
Signatura/ Nignue  vAMAosrens
Name/ Tlpiasuile A Kioerse

Date / Jata i3 et RS

CofA generated manually by ag882924 an 14 October 2023 14:06




NEPKABHA CJIVKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHiBCHKIN OBJIACTI

npos. Ceitmuroi Hanii, 3, M.Knis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
Npo AKIiCTH BBe3eHOro B YKpainy JikapcbKoro 3acody

28.03.2025 Ne 13225/25/10

3IHHAT®

(waliMeHyBaHHS NIKapChKOTO 3ac0By 3TiHO 3 peecTpaliifnnm MOCBIIMCHHSM)
ta6eTku, BKPUTi 000J10HK0I0, 10 500 Mr; o 10 Tabaerox y 6aicrepi; mo 1 dxicrepy B
KOpoOi 3 KApTOHY

(dopma BUIIYCKY, H03yBaHHS, BHA TAKyBaHHs JIIKapCHKOTO 3ac00Yy)
Howmep peccrpaiitioro nocsizuenns UA/5509/02/03 crpok mif peecTpanifHoro nocsixdeHs 01.01.2099
Cepis nikapcskoro 3acoby Ne 3C4J KinbKicTs BBE3EHOTO Jikapchkoro 3acoby 9419

BupobHuk ['nakxco Onepeitmac FOK Jlimiten, Benuxa bpuranis

(HaiiMeHyBaKHs BUPOGHHMKA JTikapchkoro 3acoby, kpaiHa MOXOJUKCHHSA)

Baeseno B Ykpainy TosapucTBo 3 00MexeHO0I0 BiinosigaabuicTio "Cannos Ykpaina',
imenr. kon: 38419586

(naiimMenyBanHs Ta kox 3a €APTIOY opuantHoi ocobn a6o mpisBuLe, iM'a, 10 GaTEKORI (izHUHOT
0coGH - niampuemns, Ti Micle NPOXUBAHHS Ta PeecTpauidHuii HoMep 0611iKOBOT KapTKH TIaTHRKA
TIofaTKiB 260 cepist Ta HOMEp HacnopTa)

TIpoTokoa Bisyansnoro kontpoio six 28.03.2025 Ne 0835/6.

3a  pesyNbTaTaMM JIEPKABHOTO KOHTPOJIO ~BCTAHOBNEHO, IO JIKapChKHH 3aci6 BBeseno B Ykpainy 3

AOTPUMAHHSAM BUMOT 3aKOHOJIABCTBA MOAO 30€3MCUCHHS AKOCT niKapchkuX 3acobiB.

27 e RO S ‘
.gg‘sb% ﬁnm;fp% f— jors

SEAXE G0N Ossra EPLOMEHKO
pi&;if?g G"?%or KOHTPOIO) . (nizunc) {inixgdany Ta npizpHIIE)
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GlaxoSmithKline
Harmire Road

BARNARD CASTLE

a2 80T Bt Carfats Coprupar mocr oo
Certificate Date Certificate Number
[ata ceptucpikaty  Homep ceprudirary
Page/CTtop. 1 offs 4

Material Description: ZINNAT® tablets coated 500mg #10 in blisters

HalimenyBanust npoaykuii:  3iHHAT® ra6rietiu, srputi obononkoko no 500mr Ne10 v Gnictepax

Material Number: 44102236 Dosage Form: Tablet

Homep npony«ry: 44102236 JNixapcbka opma: Tabnetiu

Package size / type: Tablet x 10 Pack Strength: 500 mg

Poamip / Tun nakyBaHHs: no 10 tabnerok y Gnictepi  Cuna gii: 500 mr

Marketing Authorisation Number: UA/5509/02/03

Homep PeecTpauiiinoro nocsigueHHA: UA/5509/02/03

Manufacturing Authorisation Number: MIA4

Homep niuensii Ha BUPOBHULUTBO! MIA4

Site of manufacture, packaging and batch  Glaxo Operations UK Limited, Harmire Road, Barnard Castle, Durham,

certification: DL12 8DT, United Kingdom

[ineHuys, signosinansHa 3a naxco Onepeiiutc FOK Jlimiten, Xapmip Poya , bapHapa Kactm,
BUPOBHMUTBO, NaKyBaHHA Ta Hiopxem, DL12 8DT, Benuka BpuraHia

cepTudikauito cepii:

Batch Release date: 30-SEP-2024

Hara Bunycky cepit: 30-SEP-2024

| hereby certify that the above information is authentic and accurate. This batch of 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 local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Llnm niaTeepmpkyto AOCTOBIPHICTL Ta TOYRICTL BULLIEHABeAEHOT iHgapmaulii. Lis cepis nikapcskoro sacoby dyna
BUFOTOBNEHA, BKMIOUHO 3 YNIAKOBKOK/MapKyBaHHAM Ta KOHTPONEM SIKOCTI Ha BULUEBKa3aHii (-1X) BUPOGHWUYIR (-1X)
AinsHUL (-9X) Y NoBHIR BignosigHocTi BUumoram GMP MicUesuX perynsTopHux opraHi, a TakoX A0 cneuudikauii
PeecTpaiitioro [locke Kpaiiu imnoprepa abo daitny cneyudiiadii socrimKyBaHoro nikapcbkora 3acoby. 3anveu npo
BUFOTOBMEHHS, NakyBaKHaA Ta TecTyBanHs cepil 6yno nepesipeHo Ta nigTsepaieHo 1x signosigHicTe cTangapram GMP.

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.

Bei gocnimkeHHa, Ao Taki e, BIAHOCSTLCS 40 napTii (BIIoYaloum BiAXUNEHHst, 3ariaHosaHi smiku Ta / abo BigxurerHs
Temnepatypu) Gynu 3apeecTpoBaKi Ta saBepileHi Ha A0CTaTHBOMY PiBHI Ans NIATPUMKY cepTudikauii.

Active drug substance: Cefuroxime

AKTUBHA diloda peyoBuHa: Liedyporcum

1 tablet contains 500 mg of cefuroxime (in the form of cefuroxime axetil)

1 TaBrerka MicTUTb Ledypoicumy (Y hopmi Ledypokcumy akcetuny) 500mr

Control of microbiological quality is achieved by a combination of measures during manufacture, packaging, storage
and distribution;

KoHTponb MikpoBionoriHHel YUCTOTH AOCATasTbCH KOMINEKCOM 3axofiB B npoLeci BUPoGHULTBA, YNakoBiu,
36epirantn i pO3NOZINEHHA.
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Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Tel  +44(0)1833 690600 Fax:

Material Description:
HafimenysaHus nponyxuii:
Quantity of the batch (packs):
Po3mip cepii (ynakoBok):

L.ot/Batch:

Cepis [ Cepisi:

Date of Manufacture:
Hara supobuuurea:

Importing Country:
Kpaiua imnoprep:

Batch Certificate / Ceprudpinar sikocTi cepil
Ceﬂificate Date Certificate Number
HaTta cepruchikary Homep ceprudikary

+44(0)1833 692300 30-SEP-2024 BCC_0000002909
Page/Crop. 2 ofs 4

ZINNAT® tablets coated 500mg #10 in blisters

3IHHAT® TaBnetku, BrpUTi 0BonoHKolo no 500mr Ne10 y GricTepax
9420

Test
TecT

9420

3C44 Date of Expiry: 07-2027

3C4J Tepmin npuparnocri:  07-2027

08-2024

08-2024

Ukraine

Yxpaina
Specification Results
Crnieuudikauis Pesynbrartu

White to off-white, film- coated, capsule-

Description shaped, bi-convex tablets with marking Complies
“GX EG2" on one side
Bini aBo maiixe 6ini, BkpUTI 0GONOHKOIO,
Onue Asoonyini Tabnetin y dhopmi ancyn 3 Blanosinas BUMOraM

MapkyearHam «GX EG2y» 3 ogHiel
CTOPOHK

Identification - Cefuroxime axetil (HPLC)

The retention time of the major peaks in
the sample solution chromatogram
conforms to the peaks in the cefuroxime
axetil standard solution chromatogram.

Complies

loeHTudikayis ~ Uedyporcum akcetun

(BEPX)

Yac yTpumysanHs OCHOBHUX NiKIB Ha
xpomatorpami BURpoBoByBaHoro
pO34unHy Bignoeinae yacy ytpumysaria | Bignosigae sumoram
fiKiB Ha xpomaTorpami craHjapTHoro
PO3YMHY LEedypPOKCUMY akceTuny.

Cefuroxime content (% of claim) % 95.0 - 105.0 100.8
Bumict yedypokcumy -

(%Big, HoMmiHaneHoro smicty) % 85,0~ 1050 100.8
Water (by Karl Fischer) %w/w Not more than 1.5 0.8
Boga (meTog Kapnia ®iuepa) % y He Birtbwe Hin 1,5 0.8

BAroBOMY CriBsigHOLEHHI

CofA generaled manually by Gillian Dunnill on 5 February 2025 10:47
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GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Tel: +44(0)1833 690600 Fax:

+44(0)1833 692300

Certificate Date
[Hata ceprudikaty

30-SEP-2024
Page/Crop.

B;jtch' Certificate / CepTuchikar sivocTi cepii

Certificate Number
Howmep ceprudikary

BCC_0000002909
offa 4

Test Specification Results
Tect Cneuudpikauis Pesynbraru
Not less than 50% of the labelled
Dissolution at 15 minutes (USP) amount of Cefuroxime is dissolved in 15 | Complies

minutes

PoayuHticTb 3a 15 xeunud (O, CLUA)

He meHiue 50% Big HoMiHanbHoro
BMICTY LleddypOKCUMY POIUMHAETLCS 38
15 x8

Bignosigae sumoram

Dissolution at 45 minutes (USP)

Not less than 70% of the labelled
amount of Cefuroxime is dissolved in 45
minutes

Complies

PosuuHHICTb 3a 45 xeunun (O, CLUIA)

He meriue 70% Bifg HOMIHanNbHOro
BMICTY LEehypOKCUMY POSHUHAETLCS 38
45 x8

Bianosinae sumoram

Film coat rupture time

The mean time for the film coat rupture
of 30 tablets is not more than 10
seconds and no tablet should have a
rupture time exceeding 40 seconds

If no more than 2 tablets have a rupture
time exceeding 40 seconds or the mean
value exceeds 10 seconds, an extra 30
tablets will be tested

In the whole sample (60 tablets) no
more than 3 tablets should have a
rupture time exceeding 40 seconds and
the mean time is not greater than 12
seconds

Complies

Yac npopusanHa oBonoHKn

CepegHili yac npopusaHHs 060MnoHKu
ans 30 tabnetok He nepesuulye 10
CEKYHL, ANs MOAHOT 3 TabreTok He
nepesullye 40 cexyHa.

FAruio vac npopueaHHs nepesuulye 40
cekyHa ans woHalbinblle 2 TabneTok
abo cepefHe 3HaqeHHs nepesultye 10
CEKYHA, NPOBOAUTLCS BUNPOBYBaKHs Ha
gopatkosux 30 TabneTiax.

3 60 TabneTok He Binblue Hik 3
TABNETKA MONYTb MATU Yac NPopUBaHHA
Binbile 40 cekyHz, a cepeliHe 3HadeHns
MOBUHHO CTAHOBUTU He Binbiue 12
cexyHg.

Bignoeinae sumoram

Uniformity of weight

Complies with Ph.Eur.

Complies

OpHopigHicTL Barn

Binnosinae €ap. ®.

Binnoginae sumoram

CofA generated manually by Gillian Dunnill on 5 February 2025 10:47
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+44(0)1833 692300

Batch Certificate / Ceprudixar axocti cepil

Certificate Number
Homep ceprudixaty

Certificate Date
[ara cepTudikary

30-SEP-2024 BCC_0000002909

Page/Crop. 4 offs 4
Qualified Person/ YnosHosaxeHa ocoba

e .

D Aoy 0 g2

W\ ComrR 20 25

Signature/ Mianuc
Name/ MNpizsuile
Date / flaTa

Diglally
ON: de

Fedochenko :
Tetiana

cn=Fedocho) 3
Date: 2025.03,13 11:68:48 40200
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