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Material Description: ZINNAT® tablets coated 125mg #10 in blisters

Halimenysanns npogykuii:  3|HHAT® TabneTkn, BkpuTi 06onaHKow No 125mr Ned 0 y Gnictepax

Material Number: 44102234 Dosage Form: Tablet

Homep npoaykry: 44102234 INikapckka hopma: TabneTkn

Package size / type: Tablet x 10 Pack Strength: 125 mg

Poamip / Tun nakysanus: no 10 TabneTok y Bricrepi  Cuna air: 125 mr

Marketing Authorisation Number- UA/5509/02/01

Homep PeecTpauiithoro nocainyenus: UA/G509/02/01

Manufacturing Authorisation Number: MiA4

Homep nileusii na BUpoBHULTRO: MiA4

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

certification; DL12 8DT, United Kingdom

Hinbruus, sBignoeiganua 3a Inayco OnepeiituHe HOK Hlimiren, Xapmip Poyg, Baprapna Kactn,
BUPOGHUUTRO, NaKyBaHHA Ta Hiopxen, DL12 8DT, Benuxa BpuTanis

cepTudpicanito cepii;

Batch Release date: 30-SEP-2024

HAara Bunyciy cepii: 30-SEP-2024

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality contro! 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 reviewead and found to be in compliance with GMP.,

L ninTaepmkyo AOCTOBIPHICTE Ta TOYHICTL BuilierasegeHol indopmauil. Lia cepia nNikapckkoro 3acoby Gyna
BUrOTOBIEHA, BRIIOYHO 3 YIaKOBKOIO/MAPKYBAHHAM Ta KOHTpOnem AkocTi Ha BuLeBKasanii (-1x) BUPOOH UM (-1x)
AinbAUY] (~9%) ¥ noeHii BignoBiaHOCT] BUMOram GMP MIGLIEBUX PErynaTopHUX OPraHiB, a Takoxk Ao cneyndikadil
Peectpauiivoro Hocoe Kkpaiku iMnopTepa abo chaiiny cneundikauii AOCIIMRYBAHOMO MIKAPCHLKOIO Jacoby. 3anucu npo
BUTQTOBIIEHHST, NAKYBaHHs! Ta TeCTYRAHHS ceplf 6yno nepesiperio Ta NiTBEpMKEeHa TX BiANOBIGHICTE CTaHpaptam 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 gocnimkenns, sikuo Taki €, BIAHOCHTROS A0 napTil (BrMIOYaOYM BIAXUNEHHS, 3annaHoBar sMiK Ta / a6o BiAXUNEHHS
Temneparypu) Gynu sapeectposani Ta 3aBeplieHi Ha focTaTHEOMY piBHi Ans NgTPUMKN cepTuchikaui.

Active drug substance: Cefuroxime
AxTueHa aioya peyosuna: Ledypokcym

1 tablet contains 125 mg of cefuroxima {in the form of cefuroxime axetil)
1 TabneTra MicTUTe yedypokcumy {y chopmi yedpypokeumy akceTuny) 125umr

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

KonTpons mikpoBionoriunet SUCTOTU AOGArAETECR KOMMIEKCOM 3axXo4ins B npoueci supobuuniTea, YIAKOBKY,
sbepirants | poanoainests.
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ZINNAT® tablets coated 125mg #10 in blisters
3IHHAT® TEBReTIN, BKPUTI 050NOHKO No 125Mr Nel10 y GnicTepax
15500

Posuip cepii (ynakosok): 15500
Lot/Batch: 3B9F Date of Expiry: 02-2027
Cepin / Cepin: 3B9F Tepmiu npunataocrl:  02-2027
Date of Manufacture: 03-2024
Hara supoSuuurea: 03-2024
Importing Country: Ukraine
Kpaiva iMnoprep: Yrpaira
Test Specification Results
TecT Crieuudbikauin Peayneraru
White to off-white, film- coated, capsule-
Description shaped, bi-convex tablets with marking Complies
"GX ES5" on one side
Bini aBo maitie aini, BKpUTE oBonoHkolo,
O ABoonyini TaBnetkn y dopmi kancyn 3 Bifitleninacisnimersi

Mapkysantsim «GX ESS» 3 ogHiel
CTOPOHK

identification - Cefuroxime axetil {(HPLGC)

The retention time of the major peaks in
the sample solution chromatogram
conforms to the peaks in the cefuroxime
axelil standard solution chromatogram,

Complies

(BEPX)

lneHTuchikauin — Liedyporkcum axcetun

Hae yTpumysaHHs ocHOBHUX mikis Ha
XpoMarorpami BUNpoBoBYBaHOrO
poauuny sinnosinae yacy yTpumysans Bianosinae sumaram
NiKiB HA Xpomarorpami cTangapTHoro
PO34uHy Liedypokeuny akceTuny.

Lsaroaomy CniBBIAHOLIEHHI

Gefuroxime content (% of clairm) % 895.0-105.0 101.0
BumicT usdypokcimy
(YBig HOMINaNbHOra BMicTY) % 95.0~105.0 10,0
Water (by Kar! Fischer) %wiw Not maore than 1.5 0.8

H (1]
Boga (vetog Kapna diwepa) % y He Ginbie Hix 1.5 0.8
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ﬁ Test Specification Results
TecT Cneyudpirayin Pe3synbTartu
Nol less than 65% of the labelled
Dissolution at 15 minutes (USP) amount of Cefuroxime is dissolved in 15 Complies

minutes

PO34UHHICTb 33 15 XBUNUH (d, CLUA)

He meHie 65% gig HOMINaRLHOrO
BMICTY LiedypOKCUMY PO3YMHAETLES 33
S xB :

Bianceigac Bumaram

Dissolution at 45 minutes (USP)

Not less than 80% of the labelled
amount of Cefuroxime is dissolved in 45
minutes

Complies

PosunhHicTs 33 45 xaunun (0. CLIA}

He meHwe 80% Big HoMiHanBROro
BMICTY LieypOKCUMY POIUMHASTLES 33
45 xB

Bianceigae sunmoram

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 46 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 (80 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 npopuearhs o6onoHKu

Cepeqriil yac npopuearts o6onoHKM
Ans 30 Tabnerok He nepesuwye 10
CekyH4, ANA WOAHOT 3 TaBneToK He
nepesuliye 40 ceryHa,.

AKl|o yac npopueaHis nepeavlye 40
CeryHa Ans wWoHaikbinkuwe 2 Tabnetok
abo cepepHe 3RaYeHHs nepesutlye 10
CekyHA, NpoBOAUTECA BUNPoByYBaKHa Ha
AogaTrosyix 30 tadneTkax.

3 60 TabneTok He Ginblue nix 3
TabneTky MOXYTE MaTh 4ac NPOPWBAHHA
binktue 40 cekyna, a cepeaHe aHaYeHHs
NOBWHHO CTAHOBUTU He Binbiue 12
cexyha.

Bignosinae sumoram
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Test Specification Results
Tecr Cneuuncpirauis PeszynwTatu
Uniformity of weight Complies with Ph.Eur. Complies
OnHopigHieTs Baru Bignosigae Eep. ¢, Bignosinae sumoram |

Qualified Person/ Ynasrosaena ocofia

DAV HARZ2D
\L P13 2250

Signature/ Niznuc
Name/ Mpissuwe
Date / llara

Fedoc h en ko Dagilally signed by Fedochenka Tetiana
GN: de=com, dp=novartis, ou=poogla,
ou=SZ, SarialNumba=2116815,

Tetiana P
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AEPIKABHA CJYKBA 3 JJIKAPCHKHX 3ACQEIB TA KOHTPOJIO 3A
HAPKOTUKAMM V KUTBCLKII OBJIACTI

poe. Ceitnuunof Haii, 3, m.Kuiz, 02099, Texn/daxc: (044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kox €JIPTIOVY 37078774

BIICHOBOK
Mpo SIKICTH BBE3EHOTro B Ykpainy dikapcskoro 3aco0y

28.03.2025 Ne 13220/25/10

SIHHAT®

(HalMCHYBAHHS NikapchKoro 3acoly 3Tifl0 3 peecTpalyifaum HOCBITYEIHAN)
TadIeTKH, BKPUTI 060001K010, N0 125 Mr: o 10 radaerox y Gaicrepi; no 1 6iicreny g
2 p H 2 bl
Kopodui 3 kapTouy

{opma punycxy, nosysanns, sug HARYBAHHSA TiKAPCLKOTO 3acofy)
Homep peectpaniitnoro noceigvenns UA/5509/02/01 erpox mii peecTpauiiinoro nocrizuenns 01.01.2099
Cepin mikapeskoro saco6y Ne 3BOF Kinexicrs 8esenoro nikapcrkoro zacoby 15499

BupoGrunk I'naxco Onepefinmc FOK Jimiten, Benuka Bpuranis
(Haitmenysanns BUPOOHHKA NiKapChEOro sacaly, kpaiuna MOXO/KCHHA)

Bzesewo » Yipainy ToBapucTro 3 06Mescenor Bianosigaasnicrio "Cangos Yxpaina",
inenr. kom: 38419586
(naiMeryBauI T2 koM 3a €JPTIOY OpHANYHOI ocoby abo Tpi3BHIIE, M, M0 GaThKOB1 pisHu0T
ocobu - mianpuesmus, ii micue TPOKHBEAHHA Ta peecTpaniitni HoMep o6riKonoT KapTKH 1UTAaTHUKA
noxarxis ao cepis Ta Homep nacnopra)

Hporoxon risyannnoro konrponio sin 28.03.2025 Ne 0835/1.

3a  perynsraTamu ACPHABUOTO  KOHTPONIO  BCTAHOBICHO,  WI0 MKAPCBLKHA  3aci6  BResemo g Ykpainy 3

AOTPUMANHAM Bumor 3akoroAaRCTEA WOA0 320e3MIeTeH s AKOCTI TiKapCEKuX 3aco6in.

Onsra EPLOMEHKO

{niamuc) {imiufany ta npisaume)
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