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

Haitmenysanns npopyruii:  3IHHAT™ taBretki, siputi oBonowxrolo no 250 mr Ne 10 y GnicTepax

[aterial Number: 1304862 Dosage Form: Tablet

Houmep npogyrry: 1304862 Nikapceika popma: Tabneriu

Package size / type: Tablet x 10 Paclc Strength: 250 myg

Poamip / Tun nakysaHus: no 10 Tabnerok y 6rnictepi  Cuna gil: 250 mr

Marketing Authorisation Number; UA/5508/02/02

Homep Peectpauiiitoro nocriquenns: UA/5509/02/02

Manufacturing Authorisation Number: MIA4

Homep ninensii na BupoBuuyTaO! MIA4

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

Quallty Control: DL12 8DT, United Kingdom

3aBoA-BUPOBHUK: [nakco Onepeiiune 0K fNiviTen, Xapmip Poyn , BapHapg Kactn,

[fhopxem, DL12 8DT, Benuka Bputanis

[ hereby certify that the Information provided within this certificate Is authentic and accurate.
Lium s nigreepmnyio, wWwa iHchopmallis, HanaHa B UkoMy cepTudiati, € focToBipHOW Ta TouHoW,

| hereby certify that ail the manufacturing stages of this batch of finished product has been manufactured, Including
packaging/labelling and Quality Control at the ahove-mentioned site(s) in full compliance with the GMP raquirements 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.

Uum 51 nigTeepmiyio, Wo Bei eTany BupoBrulTea Lisl napTii rotosol npoayuii Byny suroTosneHi, BriIouaEIoYY ynakosky
/ maprysaHHn Ta KOHTPONb AKOGTI Ha BULYesranakomy caliTi {cailitax) y nosHii sianosiaHocTi fo susor GMP €C Ta
MICLISBOTO PErynaTopHOro oprady cneludikadii e Jossoni Ha MapkeTunr kpatHiu-imnopTepa, MaketHa obpabia,
nakysanbHi Ta adaniTwami aanvien Synu nepernsanyTi Ta BU3HaHi Bignosighumu GMP,

All investigations, if any, pertaining to the batch (including deviation, planned changes and/or temperature deviations)
have heen recorded and compleled to a sufficient level to support certification.

Bei gocnizgiments, alwo Taki e, BIAHOCATESS /10 NapTii (BrMIoHaIouW BiOXUNeHHS, 3annaHosaHi aMlry Ta / a6o BiXUNEHHA
Temnepatypy) Oynu aapeecTposani Ta sasepluei Ha AOCTATHROMY PiBHI ATIA NIATRUMIG cepTudikaLsil,

Active drug substance: Cefuroxime
AxrTiaHa fiiova peqosuHa; Liedbypoiccum

1 tablet contains 250 mg of cefuroxime (in the form of cefuroxime axetit)
1 TabneTia MicTUTs Ledyporcimy (Y dopmi Ledypolcumy akcaTuny) 250 mr

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

Kentpont mikpobionoritHol YMeToT [OCsracThea KOMNABKCOM 3EX0AIB B NPOoLEeci BUPOSHULITEE, YRAKoBKY,
3BepiraHHs | po3noAinexHs, i
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Quantity of the hatch (packs): 28080
Posmip cepil (ynakorox): 28080
Lot/Batch: BFOY Date of Explry: 03-2023
Cepis / Cepisi BFQY Tepuin npupatdocti:  03-2023
Date of Manufacture: 03-2020
Hara supoBuuyrea: 03-2020
Importing Country: Ukraine
Kpaiia imnoprep: Vipaina
Test Specification Results
Tect Cneyudirayia Pesyneratu
Description — Form Tablet, capsule-shaped, biconvex, film Complies

coated

Onuc - diopma

TaGreTiy, y dhopni kancynu, 4BoonyKii,
BkpUTi obonoHKale

Bignosinae umoram

Description — Colour

White to off-white

Complies

Onic - konip

Big binoro go maitie Ginoro

Bignoeifae Bumoram

Description ~ Engraving

"GX ES7" on one side

Complies

Onuc — MapkyeaHHaA Ra TabneTuy

«GX ES7» a ogHiei cTaporn

Bianosinas sumaoram

Identification - Gefuroxime axetil (HPLC)

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

Complies

lneHTudirauia — Llediypolkecum akeetun
(BEPX)

Yac yrpumyBadHa OCHOBHUX NiKiB Ha
XpomaTorpami sunpoboBysaHoro
po3quKy signosifae Yacy yrpumyaaHss
nikie Ha XpomaTorpami cTasaapTHoro
PO3YUHY LedypOoKCHMY aKceTny.

Bionosinae srmoram

Cefuroxime content (% of claim) % 95.0-105.0 99.8
Bruaict uecb'ypoucumy _ 95,0 105,0 99,8
(%Bin HomikankHoro BMicTy) %

Water (by Karl Fischer) %wiw Not more than 1.5 0.8
Bopa (warag iepna ilucpa) He Ginbuu His 1,5 0,8

% Yy BaroBOMY CniBBiRHOWEHHI
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Tast Specification Results
Tect Cneuudinanis PesynsTaTtu
Not less than 60% of the labelled
Dissclution at 16 minutes (USP) amount of Cefuroxime is dissolved in 15 | Compiies

mintites

PoadunnicTs sa 16 xeunun (USP)

He meHbiue 60% sig HomiHanbHoro
BMicTy Ledyporchmy PoadMHAETbSS 38
15 xB

Bignosigae Bumoram

Dissolution at 45 minutes (USP)

Not less than 75% of the labelled
amount of Cefuroxime is dissolved in 45
minutes

Complies

Po3uuHHicTs 3a 45 xaunun (USP)

He meHbwe 75% Big HoMiHaneHoro
BMiCTY Ledhypokcumy po3uunsieTses aa
45 w8

Bignosigae sumoram

Film coat rupture time

The mean time for the film coat rupture
of 30 tablets is nol 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 {ablets) no
more than 3 tablets should have a
rupture time exceeding 40 seconds and
the mean time is not greater than 12
seconds

Complies

Uac npopusaHHa oGoNoHIM

CepepHil uac npopusalHs aBonoHKu
Aans 30 TabrieTok He nepesuilye 10
cekyHa, ans woarol a TabneTok He
nepesuttye 40 cexydn,

Ao vYac npopuBaHHg nepesullye 40
cexynn ans wioHaiBinbile 2 Taéneton
abo cepefHe sHadeHHs nepesulye 10
CEeKyH[, NPOBOAUTLECA BUNPOBYBaHHA HA
popatrosux 30 Tabnetiax.

3 60 TabneToi He Binsle Hk 3
TabneTid MOXYTh MaTh HYac NpopUBaHHs
Ginblue 40 cekyHa, a cepegHe aHaveHHs
MOBWHHO CTAHOBWTYH He Binblue 12
cekyHa.

Bignosinae Bumoram

Unifermity of weight

Complies with Ph.Eur.

Complies

OnHoplgHicTs Baru

Bipnosigae €®

Bianoeiaae sumoran
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JIEPIIIKCITYKBA YKPATHUA
AEPIKABHA CIYIKBA 3 JTIKAPCBKMX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npocnekT Banepis Jlobarnoscskoro, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOV 37078774

BUCHOBOK
PO SKICTh BBE3eHOro B YXpainy Jikapebroro 3acoly

06.07.2020 Ne 30169/20/10

3IHHAT™

{HaliMenyeanus aikapcekoro 32co0Y 3riAHO 3 peecTpalifiHuM NOCHITUEHHAM)
Tabuerky, BKpuTi 060/10HK010, 10 250 Mr; no 10 Taduerox y 6aicrepi; 1o 1 Gaicrepy B
KOpOBII 3 KAPTOHY
{thopra BuNyCKy, 103YBAHHS, BHA MAKYBAHHS Jikapenkoro 3acoby)

Howmep peecrpaniitnoro nocsiguenns UA/5509/02/02 crpox nii peecrpaniiinore nocsimuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne BFGY KinskicTs BRE3€HOTO Tikapcskoro sacoGy 28080

Bupofuux I'naxco Onepeitinne FOK Jlimiten, Benuka Bpuramis
(naliMenyBaHHEs BUpOOHUKA Aikapcsikoro 3acoly, KpalHa [OX0/KEHH)

Bresero B Yipaiwy Tosapucreo 3 odmexenoro Bignosinansuictio "UaaccoCritKnsitn

apmaceioTiKane Yipaina', igent. xox: 35619519

(naliMenyBanmn ta kon 3a €APIIOY opunyiasoi ocotu abo npissuile, iM's1, no 6atekos] Qizugrol
0co0u - THANpHesLs, 11 Micle NpMKHBaKIL Ta peecTpaliiEyi HoMep 06NiKOBO! KAPTKH AAATHHKA
noaaTkis abo cepin Ta HOMEp NacnopTa)

MpoTokoa BisyaasHoro koutpomo sig 26.06.2020 Ne 1958/8.

3a pesynpTaTaMH  OSPIKABHOTO KOHTPONIO BCTAHOBNEHo, IO Jikapeekmi 3aci® BeeseHo B YipaiHy 3

AOTPHMAHHSIM._BIMOT 32KOHOJIABCTBA LIOA0 3a0e30eYCHHS AKOCTI JILKAPCEKITX 3ac00is.
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