NTEP)KABHA CJIYXBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

mpocnekt Banepis Jlobanoeckkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKPaiHY JIKAapPCHKOro 3acody

17.05.2023 Ne 22203/23/10

3IHHAT™

(HaliMeHyBaHHS JiKapcbKOTO 3aco0y 3riHO 3 peecTpaliifHiM MOCBiTYSHHAM)
TabJIeTKH, BKPHUTi 000,10HK010, 10 250 mr; mo 10 Tabaerok y OJicrepi; mo 1 6ticTepy B
KopoOui 3 KapToOHY

(dopma BHITyCKy, 103yBaHHS, BH]] IAKyBaHHS JTiKapChKOTo 3acoly)
Howmep peectpaniitroro nocsimaenns UA/5509/02/02 crpok nii peectpauiitnoro nocsizuerns 01.01.2099
Cepis nixapcskoro 3acoby Ne V34D KinexicTs BBe3eHOrO Jikapcekoro 3acoby 35000

Bupo6Huk I'makco Onepeiimac FOK Jlimiten, Benuka bpuranis

(HaiiMeHyBaHHS BUPOGHUKA JTIKapchKOro 3aco0y, KpaiHa IIOXOKEHHS)

BaeseHo B Yipainy ToBapucTBo 3 00MexkeH010 BitnoBinansHicTio ""[iakcoCmiTKasiin
dapmachoTiKAJIC YKpaiHa', inent. kox: 35619519

(naitmenyBanHs Ta xox 3a €JIPTIOY opuxuunoi ocobu abo npi3BuIIe, iM's, o 6aTbKoBi (GizuIHOT
0co0u - mianpuemI, il Miciie MPOXKUBAHHSA Ta pPeECTpaliifHuif HOMep 06IiKOBOT KApTKH IIaTHHKA
MOATKIB a00 cepis Ta HOMep Mmacmopra)

IpoTokoa Bizyaabnoro kontpoao Bix 16.05.2023 Ne 1450/2.

3a pesyabTaTaMW JEP)KAaBHOTO KOHTPONIO BCTAHOBJICHO, INO JIIKapChkmii 3aci0 BBe3eHO B VYkpaiHy 3

JOTPHMAHHSAM BHMOT 3aKOHOAABCTBA OO 3a0€3MeYeHH AKOCTi TiKapChKUX 3aC00IB.

Ipana [IAJIAMAP

(mizmHc) (inilianu Ta npissume)
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Material Description: ZINNAT™ tablets coated 250mg #10 in blisters
HaiimeHyBaHHs npoaykuii:  3IHHAT™ ta6netku, Bkputi o6onaHkoto no 250 mr Ne 10 y GnicTepax
Material Number: 1304862 Dosage Form: Tablet
Homep npogykry: 1304862 Nikapcbka dopma: Tabnetku
Package size / type: Tablet x 10 Pack Strength: 250 mg
Poawmip / TN nakyBaHHA: no 10 Tabnetok y 6nicrepi Cuna ali: 250 mr
Marketing Authorisation Number: UA/5509/02/02
Homep PeecTpauiiiHoro noceigyeHHs: UA/5509/02/02
Manufacturing Authorisation Number: MiA4
Howmep niueHsii Ha BUpoSHULTBO: MIA4
Site of Manufacture, Packaging and Glaxo Operations UK Limited, Harmire Road, Barnard Castle, Durham,
Quality Control: DL12 8DT, United Kingdom
3aBoa-BUpOGHUK: nakco OnepeiiwHc KOK Mimitea, Xapmip Poya , BapHapp Kacrn,

Hiopxem, DL12 8DT, Benuka BpuraHis

| hereby certify that the information provided within this certificate is authentic and accurate.
Lium 5 nigTBepmkyto, Wo iHdopMallia, HapaHa B LiboMy cepTudikaTi, € JOCTOBIPHOIO Ta TOHYHOIO,

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

Uum a nigreepaxyto, Wo Bel eTany BupoBHULTBEA Uil napTil rotosol npoaykuii 6ynu BUroToBneHI, BKMIOUYaoun ynakoBKy
/ MapKyBaHHs$ Ta KOHTPOMb AKOCTI HA BULLle3ragaHoMy caidTi (caiitax) y nosHiii signosigHocTi ao Bumor GMP €C Ta
MicLeBoro perynaTopHoro oprary crnelpdikauii B fo3soni Ha MapkeTuHr kpaiHu-imnopTepa. MaketHa o6pobxa,
nakysanbHi Ta aHaniTudHi 3anucu 6ynu nepernsHyTi Ta BusHaHi signosigHuMu 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.

Bci gocnigkeHns, akwo Taki e, BigHOCATLCA A0 NapTii (BkMioYaloyn BlaxuneHHs, aannaHosaHi 3MiHW Ta / abo BigxuneHHs
Temnepatypu) 6ynu aapeecTpoBaHi Ta 3aBepLUEHi Ha BOCTaTHEOMY PiBHI AN NioTPUMKU cepTudikaLii.

Active drug substance: Cefuroxime
AxrusHa pjtovya pevosuHa: Liedbypokcum

1 tablet contains 250 mg of cefuroxime (in the form of cefuroxime axetil)
1 Tabnetka MicTuTh Liedypokcumy (y dopmi Liedypokcumy akceTtuny) 250 Mr

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

KoHTponb Mikpo6ionoriuHol YUCTOTH JOCAracTLCA KOMNIEKCOM 3axogis B npoLieci BUpoGHULITBA, Y
36epiraHHs | posnogineHHs.
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Quantity of the batch (packs): 35000

Poawmip cepii (ynakoBok): 35000

Lot/Batch: V34D Date of Expiry: 02-2026

Cepis / Cepis: V34D Tepwmin npupatHoerl:  02-2026

Date of Manufacture: 02-2023

Hata Bupo6HuuTBa: 02-2023

Importing Country: Ukraine

Kpaiuna imnoprep: Ykpaina

Test Specification Results
Teecr Cneuudpikanin PesynbTaT
-~ Tablet, capsule-shaped, biconvex, film
Description — Form cogted Complies
TabneTku, y dopmi kancysu, gsoonykni,
Onue - chopma BKPUT] OBOMOHKOK BignoBigae BMMoram
Description — Colour White to off-white Complies

Onue - konip

Big 6inoro go maiike 6Ginoro

Bignosigae sumMoram

Description — Engraving

“GX ES7" on one side

Complies

Onuc — MapKyBaHHs Ha TabneTui

«GX ES7» 3 ogHiel cTopoHu

Bignosigae Bumoram

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

IneHTUdDIKaUia — Liedypokcum akceTun
(BEPX)

Yac yTpYMyBaHHS OCHOBHUX niKiB Ha
xpomarorpami BunpoBosysaHoro
po34uHy BiAnoBifae Yacy yTpuMyBaHHs
niki8 Ha xpomarorpami ctaHgapTHoOro
po3uuHy uedypoKcUMY akceTuny.

Bignosigae sumoram

Cefuroxime content (% of claim) % 95.0 - 105.0 100.3
Bnlarpdypokouny. 95,0 - 105,0 100,3
{%Big HoMiHankLHOro BMicTy) %

Water (by Karl Fischer) %w/iw Not more than 1.5 0.8
Bopna (MeTop Kapna ®iwepa) He 6inbLy Hix 1,5 0,8

% y BarosoMy criiBBigHOLWEHHI
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Test Spacification Results
Tecr Cneuudlkauin Pesynkratn
Not less than 60% of the labelled
Dissolution at 15 minutes (USP) amount of Cefuroxime is dissolved in 15 | Complies

minutes

PoayuHHicTb 3a 15 xBusiud (®. CLUA)

He meHbLue 60% Big HoMiHanLHoro
BMICTY LedyPOKCUMY POIUUHAETLCA 33
15 xB

Bianosinae Bumoram

Dissolution at 45 minutes (USP)

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

Complies

PosuuHHIcTL 3a 45 xBunuH (®. CILA)

He meHbWe 75% BiA HOMIHaNLHOrO
BMICTY LedypOoKCUMY pO3YUHAETLCA 3a
45 x8

Bignosigae BuMoram

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 wili 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 npopuBaHHsi 060M0HKW

Cepepatiin yac npopusaHHs 06ONOHKU
ana 30 Tabnetok He nepesuuye 10
CeKyHA, Ans XogHoi 3 TabneTox He
nepesuLlye 40 cexyHA.

Akwo yac npopuBaHHA nepesuLlye 40
CeKyHA AnA WoHaibinbiue 2 TabneTok
abo cepegHe 3HauyeHHA nepesullye 10
CekyHa, NpoBoAUTLCA BUNPpo6yBaHHA Ha
poaatkosux 30 TabneTkax.

3 60 TabneTok He GinbLue Hix 3
TabneTku MOXyTb MaTU YaC NMPOpUBaHHSA
6inswe 40 cekyHA, a cepeaHe 3HAYCHHS
MOBMHHO CTAHOBUTK He Ginblue 12
ceKyHA,

Bignosinae sumoram

Uniformity of weight

Complies with Ph.Eur.

Complies ~ __——=

OpHopiaHicTL Baru

Bignosinae €¢
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