Taﬁﬂefmm BKpUT i}ﬁﬂHﬂHK{}H), 1o 250 mr; 1m0 10 TaﬁﬂETGK ¥y 53111:?&;31,

. Beesewo s Vikpaimy

BRIETI Ea pﬂz}?HLTfITaMH ,I[Ep}KEIEHi}I"D :Ecam;mﬂm BGTEIHUBJIEH{!

JIEP}I{ABHA CIIVKBA3 JIKAPCBKUX 3ACOFIB TA KOHTPOJII%G 3A o

| | HAPKOTI/II{AMI/I y KIIIBCE:KIH OBJIACTI -
npf}B Ceirminasot Hagii, 3, MK‘PHE 02099, Teﬂfq}afw ({}44) 3634)6-5{}

- B-mail-dls. ka@dis gov ua, KOI{ E‘,QPIIOY 3?{}78774
BI/ICHQBOI{ o

Hpo saKicTs BBESBH{}TO B Yxpamy m}capcmcom Sacoﬁy
29 12 2923 B

31 HHATF M

(H&HMEH}'B&HHE mrcapcwarﬁ aacoﬁjf ITIEHO 3 peecrpaummm no«cﬂlﬁt{eﬁﬂﬂm}

_Xopo0ui 3 xkaprony R
{c}mpma EHH}TGK}'F ,E[GE}’EHHIIH BH,;E{ HHI{}’EEHHH Jﬂl{ﬂpbbi{ﬂf{} sacuﬁy}

Kmsmcm BRCISHOIG mx{apcmcom 3am6y 35 {}50

BHpﬂﬁHHK I‘J}:a}cca} OHBpBHHJ{HC TEOI{ }Imrra,z{j Benﬁm Bpm'a:ﬁm

{HHHMEH}*BHHHE BHpDﬁHHKEi EiKﬂpGBK{}P{} 3ac06y, I-.?EIHE’L HDX{}H};‘{{’JHH}I)

L Tonapm’mo 3 ﬁﬁmemaﬁﬂm Biﬁﬁﬂnma.}}ﬁﬁl{fﬂﬁ *’TﬂamaCmrrE.zmm{
- Dapmacsworicanc chpama", menT. koa: 35619519

. {Ha¥iMenyBaHHi Ta Koz 33 CIPIIOY 1o
. ocolH - m;znpﬂemug,

" Micue npamnaamm TE PECCTpRIHHI HoMep oﬁmmgm KapTR’H ﬁHﬂTHHI{&
o m};;a'rxm abo. a:e;}m Té Hﬂ*ﬁfﬂp nacﬁegm}

S : HPﬂTﬂhﬁﬂ BIS}’&ELHGPG kE}HTp{}JIH} mzi 28 12 2823 Nu 4183/7

m{} HH{HIZ}ELKEH 3ac1§ Bneae}m B Yz{pamy 3

- -_QDTpﬁMHHHﬁM BHMOT 33}{{}1{0%5{:1*53 ma,zza aaﬁezneqﬁﬂﬂﬂ SO mxcapcamx aacaﬁm

A

-

-”D?@ﬁﬁwwmﬁ#&?&:i'- : . :

':.nff'w

BRI _-_-I{HIB%KIH 06}? {:’?1” f%-‘ e . Ip;ma E_HAJIAMAM
{nmm{}ﬂﬂ mnﬁa epraﬁngep}éanfrom K{}H'I‘p{m!ct} {illilllﬁﬁﬁ Ta: npmmsm&} |
M Fi

Na 65329;23/13; R

o 1 ﬁmcrepy B .

przsgnol ocofy abo HpISE}iH_IE,, i’ ﬁ,, o ﬁanmﬁz {;glaw{ﬂm



Issued hy:

GlaxoSmithKline-
Harmire Road

BARNARD CASTLE R TR O T T
Certificate Date Certificate Number
Hata cepTuchikdty  Homep ceprudikaTy

Tet +44{0)1833 690500 Fax: +44(0)1333 692300 09-0CT-2023 BCC. 0000002813
Page/Crop. 1 offs 4

Material Deseription: ZINNAT™ tablets coated 250mg #10 in blisters

Havmenysauus nponykuil; SIHHAT™ TabneTky, BKpuTi 06onoHKor Mo 250 Mr Ne 10 y Bnicrepax

Material Number: 1304862 Dosage Form: Tablet

Homep npogykry: 1304862 Rikapcwka dopma: Tabnetin

Package size / type: Tablet x 10 Pack Strength: 250 mg

Posmip / TMR nakyBaHus: no 10 vabnetok y 6rictépi  Cuna nii: 250 mr

Marketing Authorisation Number: UA/5509/02/02

Howmep Peecvpauifinoro noceigueniis UA/5508/02/02

Manufacturing Authorisation Number: MIA4

Homep nigensii Ha BupoBhuyteo: MiAd

Site of Manufacture, Packaging and Glaxo Operations UK Limited, Harmire Road, Barnard Castle, Durham,

Gluality Control: DL128DT, United Kingdom |

3aROg-BUPOSHUK; I'rrakco Onepeltine FOK Nimiren, Xapuip Poyn,, BapHapn Kacrn,

Arapxen, DL12 8DT, Benuka Gpuranis

| hereby certify that the information provided within this certificate Is authentic and accurate.
Lum g nigreepmxyto, wo (HbopmaLlia, HanaHa s UbOMY CepTUQIKAT, € [OCTOBIPHAIO Ta TOUHOK.

|- hereby centify that all the manufacturing stages of this batch of finished product has been manufactured, 'inbELden'g -
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.

Linm A nigTeeppkyio, WO BSi eTany BUPOOHUYTRA Wiel napTii roToso! NpoAykyil 6YNnu BUrQTOBMEHI, BKIIGNAI0MHN YNAKOBKY
/ MapPKYBaHHA Ta KOHTPONbL sikoCTi Ha BulliearaiaHomy caitTi (calitax) Y nosHii BifnoBIARGCTI Ko BuMor GMP €C Ta
MICLIEBOTO perynaTopHoro opraHy cneuudikauii B Ro3BOM Ha MapPKETUHT KpaiHu-imnopTepa. MNaketHa ofipobka,
naKysanoHi Ta aHaniTuyki-3anucy Gynu nepernaHyTi Ta BusHaHi signosinHum GMP,

Al investigations, if any, pertaining to the batch (including deviation, planned changes and/or temperature-deviat'ionSJj
-have been recorded and completed to a sufficient level to support certification.

Bei gocnigxkenns, L0 TaKi €, BifHOCATRCA JO napTii (BRMIOYEIONN BigXUIeHHs, 3arTaHoBaHI 3MiHU Ta / abo BiaXuUeHus
TemMmneparypu) Synw sapeecTposaHi Ta 3aBeplueHi Ha focTathbomy piBHi Ans niaTpumiy ceptudbikallii,

Active drug substance: Cefuroxime
AKTWBHA fitoya pedosuHa: Lledpyporcim

1 tablet-contains 250 mg of cefuroxime (in the form of cefuroxime axetif)

‘TabneTka MicTUTbL Ledyporcumy (y dropmi Uedyporcumy akcetuny) 250 mr
Control of microbiclogical quality is achieved by a combination of measures during manufacture,; packaging; storage
and distribution:

KonTponb mikpoBionorivynot umetotu gocaraerses KOMNITEKCONs 3aXOAIB B NPOLeci BUPOBHULTEE, YHaKOB it
3bepirannd | posnogineHHst. >
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coated

09-OCT-2023 BCC. 0000002813
Page/Crtop. 2 offs 4 |
Quantity of the batch {packs): 35060
Poawmip cepif (ynakorok): 35060
Lot/Batch: # B55U Date of Expiry: 092026
Cepin / Cepin: B55U TepMin npupatiocri:  09-2026°
Date of Manufacture: 09-2023 .
Hara rupoGHuyTBa: 09-2023
Importing Country: Ukraine
Kpaina iMmnoprep: Ykpalna
Test Specification Results
Tecr Crneuundikanin Pesynuraru
Description — Form Tablet, capsule-shaped, biconvex, film Complies

1 0nue - hopma

Tabneru, y copmi kancyny, Asoonykni,

BKPUTI OCOMOHKOW

Bianopigae BuMoram

Deascription — Colour

White to off-white

Complies

Onue - konip

Bif 6inoro ao Matixe Ginoro

Bignoeinae sBumoram

Description ~ Engraving

“GX ES7" on one side

Complies

Onuc — mapkyBaHHs Ha TaBneTw|

«GX.ES7» 3 ogHiel cropoHu

Binnosigae Bumoram

ldentification - Cefuroxime axetil (HPLC)

The retention time of the major peaks in
the sample solution chromatogram

confarms to the peaks in the cefuroxime
‘axetil standard solution chromatogram.

Complies

| kaeHTupirauia — Ledbypokeum akceTun
(BEPX)

Hac yTpumyBanHs 0CHOBHUX MikiB Ha
XpomMarorpami BunpoGoByBaHoro
PO3YUHY BinnoRiLae Yacy yTpuMyBakns
nikis Ha Xpomarorpami cTaHgapTHOrO
PO34URY Ledypokcumy akceTuny.

Bignosigae Bumoran

Cefuroxime content (% of claim) % 85.0~105.0 100.6
BuICT Uedypokcumy 95,0 - 105,0 100,6
{%oBig HoMinanbHoro BmicTy) % o
Water (by Karl Fischer) %w/w “Not more than 1.5 0.7
Bona (Metog Kapna ditrepa) He BinbLu Hix 1.5 0.7

% Yy BarosomMy cniBBigHOLUEHHI

CofA generaled mahually by ag982994 on 10 October 2023 00:49°
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Test Specification Results
Tect Cneundikayin Fezynbraru
Not less than 60% of the labelied
| Dissolution at 15 minutes (USP) amount of Cefuroxime is dissolved in 15 Complies

Issued by:

GlaxoSmithKline

Harmire Road

BARNARD CASTLE

Sic

minutes.

Po34urtHicT 3a 15 Xeunuu (O, CLUA)

He menblie 60% rig HoMiHaRBHOTO
BMICTY LiedbyPOKCUMY DOSURHAETLCS 33
5xB

Bianosinas eumMoram

Dissolution at 45 minutes (USP)

Not less than 75% of the laballed

-amount of Cefuroxime is dissolved in 45

minutes

Complies

4. PosuuHHicTb 33 45 xBurniu (. ClUA)

He MensLe 75% Big HOMIHaNbHOro
BMICTY Lethypokeumy POAYMHAETLCY 34
45 xp

Bignosigae sismoram

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 i

value exceeds 10 seconds, an extra 30"

tablets will be tested
1. 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

Cepeatiit Yac npopusaris o6onoHKN
AnA 30 TabneTok He nepesuiLye 10

'CEKYHA, N7 XOAHOT 3 TaBneTox He
-nepesuulye 40 cexyHa.
AKWoe Yac npopusanHa nepesuyye 40

CEKyHA Ars WwoHabinbile 2 TabneTok

abo cepefHe 3HaYeHHS nepeauyye 10

CekyHz, NPOBOAUTLCA BUNPOOYBAHHS Ha
AoRatkosux 30 Tabnerkax,

3 60 Tabnetok He Ginslie Hive 3
TabNETK! MOXYTH MaTK Yac MPOPUBEHHHA
Ginswe 40 cekyHy, a cepente sHayents
NOBUHHO CTAHOBUTY He Biribiue 12

ceKyH,

Bignosigae sumoram

Unifarmity of weight

Complies with Ph.Eur.

Complies

| OBHopigHicTL Bary

Bignosigae €¢

Binnorifae sumoram

- CofA generated manually by ag982924 on 10 October 2023 0940
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‘Qualified Person/ YnosHogaweda ocoba
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MAC e 10 0T 07T

Signature!_ Mianue
Name/ MpizeuLle
Date / Qara
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