JEPNUIKCIIYXBA YKPATHA
HAEPIKABHA CIYIKBA 3 JIKAPCBKITX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHUKAMM ¥V KHUIBCHKIA OBJIACTI

npocriexT Banepis JloBanoserkoro, 51, M. Kuie, 03110, ten/daxce: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3eHOT0 B YKpaiHy Jikapcbkoro 3acoby

01.07.2020 Ne 29133/20/10

JIHHAT™
{HaifMeRyBaHHi JiKapcLKOro 3acofy 3riHO 3 PEECTPALIHHIM NOCBITIEHHEM)
rpaxysIH aus nperorysanns 100 v (125 mr/S ma) cycnensii, 1 ¢uiakoH 3 rpany/iaMu pazom 3
MIDHHM KOBINAYKOM T2 MIPHOIO JIO3KEYKOI0 B KAPTOMHIN kopobui
{(dopma BNyCKyY, NO3YBAHHS, BKA NakyRanHs nikapcekoro 3acoby)

Homep peectpaniiisoro nocsizgenas UA/5509/01/01 crpox aii peectpantitaoro nocsigsenns 01.01.2099

Cepix nikapeskoro zacoby Ne YD8F Kinsxicrs Beesenoro nikapesxoro 3acofy 10052

Bupobmx I'maxco Onepeitine FOK Jlimiten, Bemaka Bpuranis
(nafiMeHynadHsn BHpobrUKa NIKADCEKOTO 3ac00Y, KpaiHa MOX0MKEHHA)

Baesero B Vipaiiy TosapucTeo 3 oOmesxenoro sinnosigansuictro "'InaxcoCmiTIsniia

®apmackloTirane Yipaiua', inenr. won: 35619519

(nalivenysaunn Ta kol 3a €JIPTIOY opumsuHoi ocobu abo npizsrute, iM's, no Gatexosi dizmasol
ocobu - nianpuenma, 1T Miclie NPOXKHBEHHA Ta peectpauiiinuil HoMep 06RIKOBOT KAPTKH MAATHHKA
nopatkir abo cepis Ta HOMep nacnopTa)

IIpotokon sisyansuoro xoutporo sig 22.06.2020 M 1886/2.

3a pesyneTataMM JEP/KAaBHOTO KOHTPONIO BCTAHOBIEHO, IO JHKapChkmi 3acif BRessHo B Yipaimy 3

AOTPHMAHHM BHMOT 32KOHOJABCTRA MEAO 3a0e3MeUe R AKOCTI MikapehIHX 3ac0bis.
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Issued by:

GlaxoSmithlKline
Harmire Road

BARNARD CASTLE 7
BwlhraEn[?) ?(I[;Jé‘. S%L Batclh Cel‘tif%pate / Oepmd)i.:g.m" akocTi cepif
Certificate Date Certificate Number
, Hara cepruchikary  Homep cepruchirary
Page/Ctop. 1 offs 3
Mateyial Description: ZINNAT™ granules for suspension preparation 126mg/8mi 100 mi vials #1 with

measure cap and measurs spoon

Haitmenyeanug npogyruit:  3IHHAT™ rpanynn ons npurotyearHs cycnenali 125mr/5mn 100 mn y donarkoHax
Ne 1 pazom 3 mipHiM koBNAYKOM Ta MIPHOK ACIEUI0IO

Material Number: 10000000082861 Dosage Form: Granules

Howmep npopyury: 1000000008286 Mikapckia dopma: rpaqynu

Package size / type: 100mL Bottle Strength: 125 mg/SmL

Poamip / Tun nakysaHHs: $naioHd 100mn Cuna nil 125 mr/5mn
Markefing Authorisation Number: UA/5509/01/01

Homep PeectpaiiiiHoro nocaigueHHA: UA/5509/01/01

Manufacturing Authorisation Number: MIA4

Homep niyedsil na supoBuuyTso: MIA4

Site of Manufacture, Packaging and Glaxc Operations UK Limited, Harmire Road, Barnard Castle, Durham,
Quality Control: DL12 8DT, United Kingdom

3aron-BUPOGHUIK: MnaKco OnepeiiwHe IOK Mimiten, Xapmip Poyg, BapHapg Kactn,

Hiopxem, DL12 8DT, Benura bputadis

I hereby certify that the Information provided within this certificate is authentic and accurate.
Lvm a nigreepmiyio, Wo IHdopmalln, HagaHa B Ubomy cepridikari, & ACCTOBIPHO Ta TOYHOIO,

| herehy ceriify that all the manufacturing stages of this bateh of finished product has been manufactured, Including
packaging/tabelling and Quality Confrol at the above-mentioned site(s) in full compliance with the GMP requirements of
the EU and the local Regulatory Authority with the gpecifications in the Marleting Authorisation of the importing country.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Lium s ninTRepeKyte, Lo BCi eTank aupoGHULiTREa Liel napTit roToeol npoayKUii Gynii BUroToBreH, BIMIOUAICHN YNarkoBky
{ maplkyBaHHA Ta KOHTPONk AKOCT! Ha BULLearagaHomy cail (caittax) y nosHi signosigHocri o sumor GMF €C Ta
micLieacro perynsTopHoro opraty cnelwdirauii B fo3poni Ha MapieTuHr kpainu-imnoprepa. MNakeTha obpobia,
naiyeanbHi Ta aHanituini sanuey Gynu nepernaHyTi Ta BusHaHi signosigHumm GMP,

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

Bci gocnimierHs, axuio Taul &, BIRHOCATLCA A0 napTii (Bliloyalouy sigxunenHs, sannaHosani amidu Ta / afio BiaxuneHHs
Temnepartypy) 6ynu aapeectporaHi Ta 3aBepLIeHi Ha ACCTaTHLOMY PIBHI ANA MIRTPUMKN cepTudilauil,

Active drug substance: Cefuroxime

AKTHBHA Alloda peyoBuHa: Lledyporcum

5 ml of prepared suspension in the vial contains Cefuroxime 125 mg (in the form of cefuroxime axatil)
5 mn roToBol cycneHali y cnakeHl mictaTe uedypokcumy (y chopmi Liecdbyporcumy akcetur) 125 mr

Control of microbiological quality is achieved by a combination of measures during manufacture, packaging, storage and
distribution; , ;
KonTponb MikpoGionoriyHol YKCTOTH AoCAraeTbCA KoMANekcom 3axoale & npoyect BUpobHULiTEa, ynakosy, sbeplraxys §
poanogineHys. T 3
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Issued by:

GlaxoSmithiKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITEDR KINGDOM

Tel: +44(0)1833 690600  Fax:

The product release spacification Is appliad to un-constituted product or bull dry granule.

+44(0Y1

Certificate Date
Jara ceprudpikaty

07-MAY-2020
Page/Crop.

833 692300

‘Bateh Cerlificate / Ceprudiiar auocT cepii

Ceifiﬂcate thber

Homep ceprudixary

BCC_0000002055
offsa 3

CnetudliaLilst npy Bunycky 3acTOCOBYETLCA NPK JocnimkeHi npenapaty B rpadynax abo "in bulk",

1 Test performed only on granules / TecT npoBogWTLCS TINLKKA Ha rpaHynax
2 Test may be performed on the bulic granule before filling / TecT Moxe npoBoguTUCE Ha HedacoraHli npoayuil

Quantity of the baich (packs): 10100

Poamip cepll {ynakopoig): 10100

Lot/Batch: YD8F Date of Explry: 03-2022

Cepis | Cepisn: YD8F Tepmin npupaTtioct:  03-2022

Date of Manufacture: 03-2020

Oara BupobBHyUTRA: 03-2020

Importing Country: Ukraine

Kpaina imnoprep: YipalHa
Test Specification Results
TecT Cneuudikania PeasynbTtati

Description? — Form Granules, free-flowing Complies

Onuc? — dhopma

{panynu, poscunyacti

Bipnosinae BUMOram

exhibits a maximum near 276 nm

Description? ~ Golour White to off-white Complles

Onue? -~ (cornip Bini abo maibie Bini Bignoblgae Bumoram
The light absorption in the range 230 to

Identity? (UV) 320 nim of a sample solution in methanol | Complies

lnerTudiaLin? metonom YO

MornyHaHHs ceiTna B Jgianazoxi 230-320
HM PO34MHY apaaka B MeTaHoni
HEMOHCTPYE MBKCUMYM nNpu 276 Hm

Binnoeigae BuMoram

Cefuroxime content? (UV) ma/smtL 118.8-131.3 127.2
BmicT yedyporenma? mr/Smn 118,6 -131,3 127,2
Cefuroxime content? (% of claim) % 95 -106 102
Bmlct Ledypokcuma?® (% sig .

HomiHansHoro emicty) % =105 1
Dissoluticn? after 30 minutes % >=60 87
Posauutienna? 3a 30 xsunuH % >=60 a7
Water (by Katl Fischer)! Y%wiw <=0.2 0.1
BmicT Boaw meTonom KO % miv <=0.2 0,1
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Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 80T
UNITED KINGDOM

Ratch Certiflcate / Geprudixar aKocTi cepii

Certificate Date Certificate Number

: Dara cepruchlkaty  Homep ceptudlcaty
Tel: +44(0)1833 690600 Fax: +44(0)1833 692300 07-MAY-2020 BCC 0000002055
Page/CTop. 3 ofs 3

Test Specification Resulfs

Tect Cneyudiranin PeaynwTatu
Fill weight (% of target) % 98 - 102 100
Maca aanosHeHHs (%eia Uinborol macu) _
% 98-102 100
Fill welght (RSD) % <=3.0 0.9
Maca aanoerenHa (RSD) % <=3,0 0,9

CofA generated manually by mac65853 on 11 May 2020 156:55

Qualified Person/ ¥noepHoeax)eHa ocoba

Signature/ Mianuc IM‘UOQA
Name/ Mpiasnue MARIE LOMIZEEN

Datef Jara W WA o0
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