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Material Description: ZINNAT™ tablets coated 1 25mg #10 in blisters

HaliMenyBanHn npogykaiis  3IHHAT™ TabneTky, BKpUTI 0BONOHKAI0 No 125Mr Na10 y Briictepax

Material Number: 1304855 Dosage Form: Tablet

Homep npogykry: 13048558 Jlikapechka dopma: TadneTku

Package size [ type: Tablet x 10 Pack ‘Strength: 125 mg

Poamip / TUN nakysarHs; no 10 TabneTox y 6nictepi. Cuna gif: 125 mr

Marketing Authorisation Number: UA/B509/02/01

Homep Pecerpayiitoro noceigyenns:. UA/B509/02/01

Manufacturing Authorisation Number: MiA4

Homep niueHsii Ha BupoBrnuTeD: MIA4

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

Quality Control: DL12 8DT, United Kingdom

3aB0A-BUPOBHUIC Inakco Onepeiiurc OK fliMiTes, Xapmip Poya, Baphapg Kacrn,

Aropxem, DL12-8DT, Benuka Bputanis

Fhereby certify that the informiation provided within this certificate is authentic and accurate.
Llvun s ninreepaxyio, Lo iHdopmalis, HafaHa B UbOMY CepTUhIKaTI, € AOCTOBIPHGIO Ta TOYHAIO.

| hereby certify that aif the manufacturing stages of this balch of tinished product has been manufactured, includirig

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

Lium s nigreepaxyio, wo e eTanu BupoBHKyTea uiel napTii roToBoy npoaykuil 8ynu BuraToenesi, BITNHOHAIOMW YMaKOBKY
1/ MapRyRaKHA Ta KOHTPONbL 9KOCT! HA BULLB3rafaHomy cauti (caitax) y noeHii elanoeigHocTi no sumor GMP £0 Ta
-MICLI@BOro PeryaaTopHoro oprady cnedrdikayii 8 Jo38oni Ha MapKeTHHS kpaiHu-iMnopTepa, MNakeTHa 06pobKa,
nakysansHi Ta aHaniTUYHI 3anuow Bynu nepernaryTi Ta ausHaHi BianoBigHuMn GMP.

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

Bl gocnimxeting, AKLIO TaKi €, BITHOCRTRCS f10 HapTi] (BKMHOUAIOMK BIIXUNEHHS, 3anNNaHOREH] 3MIHK Ta / a6 BigXMNeHHa;
TeMriepaTypy) Bynu sapeecTpoBaHi Ta aarepiLeHi Ha AROCTaTHEOMY PIBHI ANG RATPUMKK cepTUdikaLil.

Active drug substarice: Cefuroxime
AKThBHA AlloYa pevyoBuHa’ Hedwpokcum

1 tablet contains 125 mg-of cefutoxime (in the form of cefuroxime axetif)

T TabneTka micTuTe yedypokcimy (y popMi-Liedypokeumy akcetuny) 125mr

Control of microbiological quality is achieved by a combination of mea'sures-d’U’fih'g’m'anufact'ure;-pa'c'k'a'g'i'ﬁ'g,' storage
and distribution;

KoHTponk MikpobGionoriqHol HucToTy ocsraeTses KoM fINEKCOM 3aX0AIB B NpOUEC] BUPOBHWTRA, YNakosku,
3bepiraHHs | posnopineHkHs.
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‘Quantity of the batch (packs): 17540
Poauip cepil (ynakosok): 17540
Lot/Batch: us7G Date of Expiry: 12-2025
Cepis ! Cepis:. Us7G Tepmin npupariocTi:  12-2025
Date of Manufacture: 12-2022
Adara supoSHunyTea; 12-2022
Importing Country: Ukraine
Kpaina imnoprep: Ykpaina
Test Specification Results
Tecy Cneuudikauin Pesynbrary
Description — Form Tablet, capsule-shaped, biconvex, film Complies

-Onuc - chopma

TabneTky, y chopmi kancynu, OBOORNYKNI,
BKPpUTI 0BONOHKOWD

Bignosigac symMoram

| Description — Colour

White to off-white

Complies

1 Onue - konip

Big 6inoro no maixe 6inoro

Bigriosinae sumoram

Description - Engraving

“GX ES8" on one side

Complies

Onuc ~ MapkyBanHs Ha TabneTu

«GX ESS» 3 ogHiel cTopoHu

Binnosigae sumoranm

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

InenHTudikania — Liedypokeum akcetun
(BEPX)

Hac yTpuMyBaHHS OCHOBHMX NIXiB Ha

XpoMartorpami BunpoboByBaHoro

PO3YURY BIANORIAAE Yacy yTPUMYBAHHS

KB Ha xpomaTerpami cTangapTHOro

PO34MRY UedyPOKCUMY aKCeTuny.

Bignoeinae srumoram

| Cefurexime content (% of claim) % 95.0-105.0 100.5
| Buler uedoypokaumy 95,0 - 105,0 100,5
(%8ig HOMIHANLHOTO BMICTY) %
Water (by Karl Fischer) %wiw Not more than 1.5 0.7
| Boga (MeTop Kapna diwepa) % y 07

BaroBOMYy CniBeifHOLWEHHI

He 6inbLu Hixe 1,5
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Test Specification Results
Tect Cneuundikauin PesynuTaTu
Not less than 65% of the labelled
Dissolution at 15 minutes (USP) amount of Cefuroxime is dissolved in 156 | Complies

minutes

PoaunHKicTk 3a 15 xeunud ($. CLUA)

He meHbtue 65% 8iQ HOMIHAITLHORO
BMICTY LletbyPOKCUMY POSYUHAETLCSA 3a
15 xB

Bignosigae BumMoram

Dissolution at 45 minutes (USP)

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

-minutes

FPo3uuHKicTE 3a 45 xsunud (§. CLUA)

-Complies

He Merble 80% Big HOMIHaNMbHOra

-BMICTY UetypOoKCUMY POSUYUHASTLCA 33
45 %8

1 Bignosigae pmoram

Film coat rupture time

The mean time for the film coat rupture

~of 30 tablets is not more than 10
'seconds and no {ablet should have a

rupture time exceeding 40 seconds

If N0 more than 2 tablets have a rupture |

time exceeding 40 seconds or the mean
value exceeds 10 seconds, an extra 30
tablets will be lested.

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-

Cepepghitt yac npopueaHHA oBosoHKY
ans 30 rabnetok He neperuitye 10
CeKyHA, 8N XogHol 3 TabneTtoKk He
nepesullye 40 cexryng,.

Ao Yac NpopUBaHHeA nepasullye 40
CeKyHD L5 WoHakbinewe 2 Tabnerol.
abo cepepHe aHaveHHs nepesuutye 10
CEeKYHJ, NPOBOAUTLCH BUNPODYBAHHA HAa

“Rodatkesux 30 TabneTkax,

'3-60 TabneToK He BinbLue HiX 3 |
TabreTky MOXYTb MaTh Yac NpopusanHs

Ginbule 40 cekyHn, a CEpPaHE aHaYEHHS
NOBUHRO CTAHOBUTH He Binklwe 12

CeKyHA,

-Bignosinae BumMoram.

| Uniforrmity of weight

Complies with Ph.Eur,

Complies

Bi,qnuai,n,aeledl'

Bianosinae suMmoram

CofA generated manually by Ka Keung Fong. on 28 March 2023 09:09
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AEPIKABHA CJTYIKBA 3 IKAPCBKUX 3ACOEIB TA KOHTPOJIIO 34
HAPKOTHKAMU Y KHUIBCBHKIU OBJIACTI
npocriext Banepis JloGanopcskoro, 51, . Kwis, 03110, ren/ haxe: (044) 363-06:50
E-miail: dis. ko@dls.gov.ua, Kon €EAPIIOY 37078774

BI/ICHOB’OK __
PO AKICTH BBE3CHOro B Yxpainy aikapeskoro 3acoby
17.05.2023 Ne 22202/23/10

 3IHHAT™

(HAMEHYBAHAS HIKAPCHKO]

"0 32C00Y 3rigHo 3 peéé'ipauiﬁxmzﬂ_ 10CB uqemmm)
no 125 mr; o 10 tabuerox Y Oaicrepi; mo 1 outicrepy B
_Kopobui 3 Raprony

Ta0JeTKY, BRPHTI 060J0HK010,

(ti}ﬂph{a_aﬂnycxy,.ﬂus}*sam-m;: BH;1 TAKYBAHHS JIKADCEKOTO 32c00Y)

‘Homep peecrpaniiisoro mocsinueris UA/S 509/02/01 crpox xir peecTpartiiinoro mocsigvenns 01.01.2009
Cepin sikapeskoro sacoty Ne USTG KinbkicTs BEEsEHOIO MiKapCEROTG 3acody 17540
Bupotmmk. T'nakco G'H'Ep'eﬁmﬁc{l{)K.‘ﬂiMiTeﬂ;_'B'EJ“IH'K'&' bputanis

(HaliMenyBanns BrpobHIKa FKAPCEKOrD 3acoby,

Kpa'l';-ra__Hoxa,amemm}_
Beeseno B Vipainy Toapucreo 3 o6mexcenorn BIUTOBIRaNBHICTIO ”fﬂﬂﬁﬁ'{}CMiTKﬂﬂﬁHj
| "Q?agmacbm*rilcaﬂc-_Ym'pai'ﬂa"'*,_i'gez-rr.-jfc‘o;z: 35619519
(Haﬁmcﬁ_yﬂagzmTﬂ.m,g_:s'a CHAPHOY ropunsmurol ocolu abo Npi3eHIlie, 1M'st, 110 GaThroR] (
ocodl ~ manpuenMis, if MiCHE IpoXKIH

Y3ugHOT
aiHT T2 peecTpattilinmii nomep obnikonof KapTY [INATHHKE
nonatkir -abo Cepis Ta Homep macro pTa)

Hpororon Bisyanbuore KouTpoio Bix 16,05.2023 No 1450/1.

33 pesynnTaramic JCPXKBBHOIG KOHTPOMIO  BCTAHOBICHD, MG :;zz'inapcgmﬁ- 3ACI0. BHEISHO B Yxpdiny 3
AOTPUMAHHAM BuMOr 3aK0HOIABCTES HOA0 340e3MIeueHH AKOC

T JHKAPCHKUK 38C0BIB:!
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