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JNEPKABHA CJIYXFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npoB. Ceitnuynoi Hapnii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo SIKIiCTh BBE3€HOr0 B YKPaiHy JiKapChKOro 3acody

T 29,12,2023 Ne 65821/23/10

JIHHAT™

(HaHMEHYBaHH# NIKapPCbKOTro 3aco0y 3TifIHO 3 peecTpaLliiiHuM IIOCBIT4EHHAM)
TadJeTKH, BKPUTi 060/10HK010, 110 500 Mr; mo 10 Tabaerok y Gaicrepi; no 1 6J11crepy B

KOpoOui 3 KapTOHy

(fopma Bumycky, 103yBaHHA, BHA HAaKyBaHHA JiKapchbKoro 3acoby)
Homep peectpauiiinoro nocsimuenns UA/5509/02/03 crpox gii peectpaniiiroro mocsimuenus 01.01.2099
Cepis nikapebkoro s3acoby Ne AUSN KinekicTs BBe3eHoOro nikapcrkoro 3acoby 31720

BupoGuux - _T'makco Omepenimnce FOK Jlimiten, Benuka Bpuranis

(HaHMeHYBaHHsA BUPOOHUKA JIIKapChKOro 3acoly, KpaiHa NOXO0IKEHH )

Bgeseno B Vkpainy ToBapucrro 3 00Mexkeno10 BinnopinaasnicTio "I'inakcoCmiTK nsiitn
PapmackioTikajc YKpaina", inent. xon: 35619519

(HaliMenyBanns Ta Koz 3a €/JPIIOY ropuaudnoi 0co6u aGo Npi3BHILE, iM'4, TI0 6aTHKOBI (pizu4HOI
0Co6H - MANPHEMILA, Ti MiCLle TPOXKUBAKHA Ta PeeCTpaLiiHU HOMep 06/1iKOBOT KAPTKH IUTATHHKA
noaaTkis abo cepis Ta HOMep nacnopra)

IIporoxoa Bizyansnoro kourpomo Bix 28.12.2023 Ne 4183/8.

zief

3a pe3ynbTaTaMu  Jep’KAaBHOTO KOHTPONIO BCTAHOBJICHO, IO JIKApChKHH 3aci® BBeseHo B VYkpainy 3

I[OTpHM AHHSAM suMoOr 3aK0HOAABCTRA LIOI0 3a0e3MeYeHHs SKOCTI JIIKApPChKHUX 3aco0iB.
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2 B Matenal Description: ZINNAT ™ tablets coated 500mg #10 in bfisters
i HaumeHyBaHHH npoAaykuii:  3IHHAT™ tabnetiu, BkpuTi o6anoukor no 500mr Ne10 y dnictepax
Material Number: 10000000080254 Dosage Form: Tablet
Homep nponyKTy: 10000000090254 INikapcbka popma: Tabnetku
Package size / type: Tablet x 10 Pack Strength: 500 mg
Poamip / TN nakyBaHHA: no 10 Tabnetox y bnicrepi  Cuna Ait: - 500 mr
Marketing Authorisation Number: UA/5509/02/03 |
Homep PeccTpalliniore nocBifMeHHs: LA/5508/02/03
Manufacturing Authorisation Number: MiA4
Homep niuensii Ha supobHuuyTeo: MIA4
Site of Manufacture, Packaging and Glaxo Operations UK Limited, Harmire Road, Barnard Castle, Durham,
Quality Control: DL12 8DT, United Kingdom

JaBoa-BUPOOBHMK: nakco Onepeirwne HOK Tlimiten, Xapmip Poya , Eapl-tap,a Kacrtn,
Hiopxem, DL12 8DT, Benuka Bpuranis |

| hereby certify that the information provided within this certificate is authentic and accurate.
Liim 5 nigTeepaxyto, Wo iHdopMalia, HaflaHa B LeOMY cepTudhikaTi, € JOCTORIPHOI Ta TOUHOIO.

| hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including
packaging/labeliing 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 imparting country,
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Lum a1 nigreepaiyio, wo Bei etanu supobHuuTea yiel napTii roTosol npogykuii 6ynu BUroTOBNEH], BKITHOHAIOMM YNAKOBKY
] MapKyBaHHST Ta KOHTPONL AKOCT] Ha BulearagaHoMy caiTi (caiiTax) y noswril BignoeigHocTi go sumor GMP €C 1a -~
MICLIBBOFO perynsiTopHoro opraky cneludikauil 8 1o3soni Ha MapKeTUHr kpalHu-imnopTepa. MNakerHa obpobika,
nakyBanbHi Ta aHanitudHi 3anucy Dynu nepernaHyTi Ta BisHadi BianosigHuvun 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 cedification.
Bol gocnimkeHHa, ARWO TaKi €, BAHOCATLEA N0 NapTil (BKAOYAYY BigXvMNeHHn, aannadosaHi aMiHy 1a / abo sigxuneHHa

TemMnepartypu) Byrnu sapeecTpoBaHdi Ta 3aBepLlleHi Ha gocTaTHbomy piBHi Ans NigTpyUMKA cepTurdikallil,

Active drug substance: Cefuroxime
AKTMBHA fitova peyoBuHa: Lledoypokcum

1 tablet contains 500 mg of cefuroxime (in the form of cefuroxime axetil)
1 TabneTka MicTUTL Lediypokcumy (v dopmi Ledypokcumy akcetuny) S00mr

Cantrol of microbiological quality is achieved by a combination of measures during manufacture, packaging, storage

and distribution;
KoHrpons mikpoBIionoriyHol 4ucTeTH AocAraeTeea KOMNASKCOM 3axogis B Npotec BUpOOHKUTRAE, ynakoBky,
36epiranHs | po3noninexHa.
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... Tel. 7 +44(0)1833 690600  Fax: +44(0)1833 692300 09.0CT-2023 BCC 0000002810
| Page/Crop. 2 offsa 4
__31-. .Qiigntity of the batch (packs): 31720
T " Poamip cepil {(ynakoBok): 31720
Lot/Batch: AUBN Date of Expiry: 09-2026
Cepina / Cepisn: AUSN Tepmin npugarnocti:  08-2026
Date of Manufacture: 09-2023
dara supoBHuyrea; 09-2023
Importing Country: Ukraine
KpaiHa imnoprep: Yipaina
Test Specification Results
Tecy Cnenundikauis PeaynbraTiu
Description — Form Tablet, capsule-shaped, biconvex, film | Complies

Onue - gopma

BKPUTI 0BONORKOW

Tabretku, y chopMi Kancynu, ABOONYKI,

Bianosigae sumoram

Description — Calour

White to off-white

Complies

Onuc - konip

Big 0inoro ge Maike 6inoro

Bianorinae aumoram

Description ~ Engraving

"GX EG2" on one side

Complies

Onue — MapkyBaHHsa Ha TabneTu

Identification - Cefuroxime axetil (HPLC)

«GX EG2» 3 ogHiel cTopoHu

Bignosigae BumMoram

The retention time of the major peaks in
the sample solution chromatogram
conforms {o the beaks in the cefuroxime
axet] standard solution chromatogram.

Complies

laeHTudpikauia — Liedypokeun akceTun

(BEPX)

Yac yTpumyBaHHA OCHOBHWUX NiKiB Ha
Xpomatorpami BunpoGosyBaHoro
PO34YUHY BiANOBIAAE vacy yTpuMyBaHHA
RiKIg H& XpomMmaTorpami craHgapTHoro
po34nHY UediypoKCHMY akceTuny.

Binnosigae sumoram

Cefuroxime content {% of claim) % 95.0 - 105.0 100.8
BmicT yedpyporeumy B
(%Bin HoMiHanNkLHoro BMicTy) % 96,0 —105.0 100,8
Water (by Karl Fischer) %w/w Not more than 1.5 0.7

| Bopa {(meTon Kapna diwepa) % v He BirilL Hix 1.5 0.7

BarosoMy CniBpifgHOWEHHI
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Test Specification Results
Tect Crieyudhikatiis PeaynbraTti
Not less than 50% of the labelled
Dissolution at 15 minutes (USP) amount of Cefuroxime is dissolved in 15 | Complies
| minutes
He meHblle 50% Big HOMIHANLHOrO
Fo3uuHHicTb 3a 15 xaunuH (O. CLUA) BMICTY LiepypOKCUMY PO3YUHAETLGS 33 Bignosinae sumoram
15 xB
Not less than 70% of the labelied
Dissolution at 45 minutes (USP) amount of Cefuroxime is dissolved in 45 | Complies
minutes
He meHnlle 70% Big HOMIHaANbHOIo
Po3uuHHicTs 3a 45 xsunud (@, CLUA) BMICTY LedypOKCUMY poaunHaeTser 3a | Bianosigae sumoran
45 xa - |

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
Film coat rupture time value exceeds 10 seconds, an extra 30 Complies
tablets will be tested

In the whote 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

CepegHiil Yac npopusaHka oBQnMoHKN
ans 30 TabneTok He nepesullye 10
CEKyHA, N8l KORHoI 3 TabreTok He
nepeeuutye 40 cexyHg,.

HKU[O Yac npopUBRaHHA NepeBullye 40
CekyHa ans woHanbinele 2 tabneTox
afbo cepepHe 3HaueHHs nepesuiyye 10
CeKyH/l, NpoBOAKTLCA BUNRODYBaHHA Ha
nogatkosux 30 TaGnerkax.

3 60 TabneTtok He Binbile HK 3
TABNeTIYU MOXYThH MATH 4ac NPOPUBAHHA
Dinble 40 cekyHi, a cepeaHe 3HaYeHHA
NOBWHHO CTAHOBUTU He Binpiue 12

Binnoeigae sumoram

CEKYHA.
Uniformity of weight Complies with Ph.Eur. Complies
ORQHOopIAHICTE Baru Bianogigae €¢ Bignosigae sumoram
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