| JEPIUIKCITYKBA :
JEPIKABHA CJIYIKBA 3 JIIKAPCHKIX 3ACOBIB TA KOHTPOJXO 3A .,
HAPKOTHEKAMM Y KUIBCHLKIA OBJACTI

npocnert Banepin JloGanoscekoro, 51, .. Kuin, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Ipo SIKicTH BBe3eHOro B Yikpainy JikapesKroro 3acoby

12.01.2021 . Ne 72839/21/10

3IHHAT™
(HatiMeHyDanna NikaposKoro 3acody srinHo 3 PeecTPalLiiHIM [IOCBLTTEHIAM)
rabaeTiu, BKpUTI 060m0mK010, mo 500 Mr; no 10 Tabueror y 6mictepi; no 1 Guaicrepy B
Kopob1i 3 KAPTOHY
(thopma BUITYCKY, A03YBAHHS, BRJ| NTAKYBAHHA sixapeskoro 3acofy)

Homep peecrpamiisoro rocsimenns UA/5509/ 02/03 crpox xif peectpanitinoro nocnimaenns 01.01 2099
Cepis nixapeskoro sacoby Ne KJSD Kinskicrs Baesenoro nixapeskoro sacoy 33080

BripoSauK I'naxco Onepefimuc IOK Jlimites, Benuka Bpuragis
(HaliMeHyBaHHS BUpOSHHKA JiKApCHKOTO 3acoBy, kpaiHa NOXOMKeHHs)

BupeseHo 8 YKpaity ToBapucTBO 3 00MEKEHO0I0 BiANOBIIATLHICTIO "TnaxcoCyiTKasiin
@apmaceioTicanc Ykpaina', inenr. kox: 35619519

(ualivMesyBaHHA TA KOJ 32 CIPIIOY sopraraHoi oceby abo Tipi3BHuLe, iM'1, 110 Garbxasi QizHuHOT
oco6H - mianpuemMu, il Micle NpoXHBAHAL T2 peecrpauikHui Homep 061iK0ROT KAPTKH MIATHHE
nogarkis abo cepls Ta HOMEp NIACHOPTa)

IIpoToKOA BiZyaJLHOTO KOHTPOSIO Bift 29.12.2020 Ne 4648/4.

3a pesylbTaTaMH JEPIKABHOTO KOHTPONIO  BCTAHOBIIEHO, pio  jixapchkmit  3aci6  BBE3CHO D Vxpainy 3
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Issued by:

GlaxoSmithKline

Harmire Road

BARNARD CASTLE

Biﬁﬁl}%ng ?(il_[jlég%—gﬂ _Batc‘h Qegtif?cate ) Ceprmhil(ar }'-I-I(CE'S_T?E'CEpi‘I'
Certificate Date Certificate Number

B Narva ceprudbikaty  Homep ceptudpinary

TEEJ +44(0)1833 680600 Fax: +44(O)1 833 692300 24-NOV-2020 BCC 0000002399
Page/Crop. 1 offs 4

aterial Description: ZINNAT™ tablets coated 500mg #10.In blisters

Hafimenysanusa npogynuii:  SIHHAT™ taGnetiw, BipuTi oBoncHkolo no 500mr Ne10 y Gnicrépax

Waterfal Number: 10000000080254 Dosage Form: Tahlet

Homep npopyury: 10000000080254 Nikapewita hopma: Tabnerkn

Package size / type: Tablet x 10 Pack Strength: 500 my

Poswmip / TR niakyBaHuA: no 10 Tabnetor y Bnictepl  Guna gli: 500 wr

Marketing Authorisation Numbher: UA/5509/02/03

Howmep PeecTpauifiioro noceigyenHn: UA/5508/02/03

Manufacturlng Authorisation Number: MIA4

Homep niyensii Ha BUpoGHULTR0: MIA4

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

Quality Control: DL12 8DT, United Kingdom

3apog-BUpoBHMK: Mnakco OnepeiiwHe I NimiTen, Xapmip Poya , Bapxapa Kactn,

DNiopxem, DL12 8DT, Berwia Gpurasis

| hereby certify that the Information provided within this certificate is authentic and accurate.
Llum st nigreepaiyio, Wo iHgopmalis, HagaHa B Lsomy cepTudikarti, € AOCTOBIPHOIO T& TOYHOI.

| hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including
packaging/labelling and Quality Gontrol at the above-mentioned site(s) in full compliance with the GMP requirements of
the EU and the local Regulatory Authorily with the specifications in the Marketing Authorisation of the importing couniry.
The hatch processing, packaging and analysis records were reviewed and found to be in compliance with GMP,

Llviv 51 niaTBEpANYIO, W0 Bol eTany BupoBHuLUTEa Liel napTii roTosol npoay kUit Gyniu BUrOTOBNEHI, BINICYAI04M YIAKOBKY
[ MapiyBaHHA Ta KOHTPONE AKoCT Ha BUWe3ragaHomMy caiTi (caittax) y noeHiil signosigtHocTi fo Bumor GMP €C Ta
mICLIeBOTO paryNaTopHOro oprany cneundikauii 8 fossoni Ha MapeThHr kpatHu-imnoprepa. MakeTtHa 06pobika,
nalkysanbHi T2 adanitiiti sanuey Gynu nepernsnyTi Ta BusHaxi Blgnosianumi 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 gocriimieHHs, AKWo Taki €, BIGHOCATLCS A0 napTil (Bwnovatoyi BiAXUNeHns, aannanasani smMiiu Ta { abo BigxmneHHs
Temnepatypu) Gynu sapeecTpoeaHi Ta 3aeeplueni Ha A0CTaTHbOMY PIBHI ANs NiATPUMKN ceptudliadlii.

Active drug substance: Cefuroxime
AKTIBHA AltoYa pevoBUHa: Uethypokctim

1 tablet contains 500 mg of cefuroxime (in the form of cefuroxime axaetil)
1 TaBneTika MicTUTL Ledypokciuy (y dropmi Ledbyporcumy akcetuny) 500mr

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

Korrrporie mikpoBionoriyHol HHUGTOTH AOCATAETLCS OMNINRKGOM aaxoais 8 npoleci BAPOGHWLITEE, YNaKDBLY, >
aBepiralHs i posnogineHHa. : ‘ S50

CofA generaled manually by mac55853 on 25 November 2020 0£:48




Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Tel: +44(0)1833:690600 Fax: +44(0)1833 692300

Certificate Date -
Hara cepruchikary

Bateh Certificate / Ceprudinat ArocTi cepil

Certificate Number
Homep ceptudyikary

24-NOV-2020 '  BCGC_0000002399
Pagef/Crop. offs 4
Quantity of the bafch {packs): 33080
Foawmip cepil (ynakosok): 33080
LotiBatch: KJ5D Date of Expiry: 10-2023
Cepin / Cepin: KJBD Tepmin npupardocti:  10-2023
Date of Manufacture: 10-2020
HaTa BupobHuyTEa: 10-2020
Importing Country: Ulkraine
Kpaiua imnoprep: Yipaina
Test Specification Results
Tect Cneuwikanis PesynekTatn
Description — Form Tablet, capsule-shaped, biconvex, film Complies

coated

Onic ~ chopma

Tadneriu, v dhopui kancyni, Apoanyiril,
Biputi oBonoHkolo

Bignosifgae sumoram

Description ~ Colour

White to off-white

Complies

Onue - konip

Bin 6lnoro pno maibke Ginoro

Bignosinae Bumoram

Description — Engraving

"GX EG2" on one side

Complies

Onuc — MapikysaHHa Ha Tabnerti

«GX EG2» 3 ogHiel cTopoHu

Bionosinae suMoram

Identification - Cefuroxime axetil (HPLC)

The retention time of the major peaks in
the sample solution chromatogram
conforms to the peaks in the cefuroxime
axelil standard solution chromatagram.,

Complles

IpenTudikaiin — Ledypokeum akceTyn
(BEPX) :

Yac yTpuMyBaHHa OCHOBHUX Nikle Ha
xpomarorpami BunpooBysaHoro ‘
pOaYIHY BignoBiAae Yacy YyTpUmMyBsaHHs
nikis Ha Xpomartorpami cTasgapTHoro
pO3UHY Ledhy poKCUMY aKceTuny.

Bignoeigae BuMaram

Cefuroxime content (% of claim} % 95.0-105.0 98.4
Bmicr Ledypokeumy _

(%Bin HoMiHaNbHOTO BMiCTY) % 95,0-105,0 984
Water (by Karl Fischer) Y%ew/w Not more than 1.5 0.7
Bopga (metoy Kapna diepa) % y He Ginbw Hi 1.5 07

BaroeoMy cnissigHouerHi

Cof generated manually by mac55863 on 26 November 2020 08:48




Issued by:

GlaxoSmithKline

Harmire Read
BARNARD CASTLE !
Durham DL12 8DT : s o i
UNITED KINGDOM 7 'Batqh Certificate / Cepmlcbm_aT ﬁ_ﬂq{:’r{ cepil
' Certificate Date Certificate Number
Hara cepruchikaty  Homep ceprudpikary
Page/Crop. 3 offs 4
Test Specification Results
Tect Creuudhikadin Peaynirvaru
Not less than 50% of the labelled
Dissolution at 15 minutes (USP) amount of Cefuroxime is dissolved in 16 | Complies
minutes
He menbue 50% sig HominanbHaro
PoaunrHicTs 3a 15 xsurH (<. CLUA) BMiCTY LiehypoKkcumy po3vMHAETLCS 3a | Bignoeigae BuMoram
15 xB
Not less than 70% of the labelled
Dissalution at 45 minutes (USP) amount of Cefuroxime Is dissolved in 456 | Complies
minutes
He menwwe 70% Big HomiHaNEHOO
PosynHHIcTL 3a 45 xpunud (. CLUA) BmicTy Liehypokoumy PosuKMHRETECA 3a | Bignosinae Bumoram

45 xB

The mean time for the film coal 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 exceading 40 seconds or the mean
Film coat rupture time value exceeds 10 seconds, an exira 30 | Complies
tablets will be tested

In the whole sample (60 tablets) no
more than 3 tahlets should have a
rupture time exceeding 40 seconds and
the mean time Is not greater than 12
seconds

CepepHiit yac npopusakta 0BONOHKA
‘ans 30 TaBnetok He nepeauye 10
cekyHa, 4n9 oaHo! 3 TabneTok He
nepesuLye 40 ceryHi.

Arwo yac npopveaxHA nepepullye 40
ceKyHa Ans WoHaiGinbie 2 TabneToK
abo cepefHe sHavueHHs nepesuye 10
CENYHE, NROBOANTLCA BUNPOBYBaHHA Ha
poparkoeux 30 TabneTxax.

3 60 Tabnetol He Binblle Hix 3
TabNETKU MONYTh MaTK Yac NPOPUBaHHA
Ginblie 40 cekyHA, a cepeqHe 3HaYeHHs
MOBWHHO cTaHoBUTH He Ginbwe 12

Yac npopusaHHa 0C0nNGHKK Bipriosinae sumoram

ceyHA. i
Uniformity of weight Complies with Ph. Eur,;'};b‘f-;\'«/ — > [\€omplies

OpHopigHicTh Baru . sk Binnorinae €¢

7 TIAKCOCHT :Bianosifae sumoram
YA LA T

TR
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Issued hy:

GlaxoSmithKline
Harinire Road
BARNARD CASTLE i

Durham DL12 8DT : “n ; =
UNITED KINGDOM V-Batch Cel'tlflqate !.Cep_a'mq)lm-ar mm(i:"r.l ce_pn
Certificate Date Certificate Number
: fAata cepruchivaty  Homep ceprudhivary
Page/CTop. 4 offa 4

Qualified Person/ ¥YnosHosakeHa occta

Signature/ Tiianue [UMQVDQ/\

Name/ MMpizsuiLe MMI{: VOMZ(&U
Date/ [lata Ve Teto

P
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HEPXIKCITY X BA
JEPFCABHA CIYIKBA 3 JIKAPCHKUIX 3ACORIR TA KOHTPOJIO 3A
HAPKOTHKAMM ¥V KUIBCHLKI OBJIACTI
npoctiexr Bayepia JloGasoncrkoro, 51, M. Kuis, 031 10, ren/(axce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,hittps:/Awww.dls.gov ua Kom €/IPTIOV 37078774

BHCHOBOK
PO HKieTE Breseroro B Vipaiiny K2 PCHICOTo 3acoby
25032021 Ne 1171321710
SIHHAT™ B

(naidveryBasHn nikapenikoro saco6y sriano 3 peceTpaniiinms nocsi Tusnusm)
Tabuerion, BpuTi oGosonicoro, o 500 mr; o 10 TabneTorn y Gudcrepi; mo 1 6uicrepy B
' Kopobui 3 xapTony
{thopua mrmycky, nosynats, Bua MakyBaHIst NiKapeskoro 3acoGy)

Homep peecrpaniitaoro mocaimmenns UA/5509/02/03 erpox aif pecerpanifisoro nocniymens 01,01.2000

Cepist nikapesroro sacofy Ne RY 7N Kinbricts sBe3eHOr0 nikapenkoro sacoby 32820
Bupofuux I'naxco Onepeftmmae JOK Jlimirexn, Bemuxa bputanis

(HaifMCHY DAY BUPOOIHKE JHKAPCEKATO 3acofy, xpalia noXomKeHHs)
Brezeno v Vipatny Tesapucerno 3 o6memenoo sinnoeimansrictio " naccoCMmitIC s iin
DaprachbioTicane Yiepaina", inenr. kox: 35619519
(naiinenynanns ra xox 3z €JIPIIOY ropraHano! ocobn abo npissuule, iM's, 110 Hathioni dizkanol
QCOBH - miaupHenML, 1T MiCUS MPOKHBAHHS 12 peectpauiiimat nomep obnikonol kapriy niaTHuka
noxarrin afo cepis Ta HoMep [acuopTa)

Fporoxon sisyamsnoro xontpoemne sig 16.03.2021 N 0709/1.

3a  pesyinraraMu  gepwasHoro KOHTPOJIC BCTAHOBIEHO, IO nikapebkuit 3acil  poesemo B Yxpaimy 3
3\

AOTPUMA LI numor sakoroxascsa o0 3a6e3M6TeHIs 51 KOCTI JIiKapeEkHx 3acobin,
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lssned by:

GlaxeSmithKline
Harmire Road s
BARNARD CASTLE SR

H:\T;;fﬂg [&lﬂ\ié !”JE())I{JI Batch Gerilflcate / Cepruditar skoeri ceplii
Cerlificate Date Certificate Number
Rara ceprudpiary  Homep cepriaditary
Tel  +44(0)1833 690600 Fax: +44(0)1833 692300 06-JAN-2027] BCC 0000002436
Page/Crop. 1 offa 4
Matevial Description: ZINNATT™™ tablots coated 500mg #10 in blisters
Haltmenyzanust apogyruii:  AHHAT™ TabreTi, BipuTi 0BonoHKoie o S00mr Nedo y Gricrepax
Viaferial Number: 10000000090254 Dosage Form: Tablet
Howmep npopyiory: 10000000090254 Hirapania dropma: Tabnetin
Package size [ type: Tablet x 10 Pack Strength: 500 my
Poamip ! ven niaymanns: no 10 TaGnetok y Gnicrepi  Cuna i 500 mr
Marketing Authorisation Number: UAIB5E09/02/03
Homep Pecerpaniinoro nocsiguenns: UA/B509/02/03
Mianufacturing Authorisation Numbey: MiA4
Homep nivensii na supoSuuntpo: A4 .
Site of Manufacture, Packaging and Glaxo Operations UK Limited, Harmire Road, Barnard Castle, Durham,
Quality Control: DL12 8DT, United Kingdom
Jason-Bupobnm: Inaxeo Onepefitne 10K Jlimiten, Xapmin Poyy bBapHapp [GacT,

Hiopxem, DL12 8DT, Benua Bpuratis

I hereby certify that the information provided within this certificate Is authentic and accurate,
vm 7 ninreepmuyio, wo indopmats, HagaHa B UboMy cepTudbiiari, e LocTosipHOIO Ta ToUYHoIo.

I hereby cerlify that all the manufacturing stages of this batch of finished product has been manufactured, including
packaging/labelling and Qualily Control at the ahove-mentioned site(s) in full compliance with the GMP reguirements of
the ££U and the local Regulatory Autherity with the specifications in the Marketing Authorisation of the impaorting country,
The batch processing, paclkaging and analysis records were reviewed and found to be in compliance with GMP,

Hm 51 nigreepicyio, Wo Bol etany BupoSHuuTea Liel naptii rovoBol npoayKyil Gynu BuroToBnex, BRIOYEIoUY yrakonky
/ MapRYBaHHR Ta KOHTPOML SIKSCT] Ha Bulllesraganomy caiTl (caiitax) y nosHii BignosigHocT a0 sumor GMP &G 1a ;
MiCLEBOrO PerynsropHoroe oprary cneulhikauil B goanoni Ha MapreTuHr kpau-imnoprepa. Maketha oBpoBia,
nakysanbHi Ta ananituing sanuck Byni nepernanyTi Ta Buanax sianosiguumn GMP, :

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

Bei focnimrenun, siwo Taii €, sigHocATLCH Ao napTii (Bcuaoun BigXuneHNn, aannanosak] aminm Ta / abo BigXWNeHsHa
Temnepatypy) Gynu sapescTposadi Ta sasepuweHi Ha BOCTaTHLOMY piBHI Ans miaTpumMiv cepTudiralil.

Aclive drug substance: Cefurcexime

ArTiiBHA Aifo4a pevoBKHa: Ledyporcim

1 tablet containg 500 my of cefuroxime (in the form of cefuroxime axetil)

1 TabneTia MicTuThL Hedypokcumy (v hopmi uedyporcumy axcetiuny) 500mr

Gontrol of microbiclogical qualily is achieved by a combinalion of measures during manufacture, packaging, storage
and distribution;

Konrpone mikpoBionoriyHol YMeToTH 4OCAFEETLES KOMMITIERCOM saxonis & npoueci BUpoBHULTRA, YrakoBiu,
3bepiradHa | posnopinaHsa.
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Issued by

GlaxoSimithiKline
Harimire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Baich Geriificate / Ceprudiinat akoeri copii

Certificate Date Certificate Number
Hara ceprudivary  Howep ceprudirary
Tel:  +44(0)1833 690600  Fax; +44(0)1833 692300 05-JAN-2021 BCC 0000002430
Page/Crop, 2 offs 4
Cuianiity of the batch (pacls): 32020
Poawmip cepii (yimcogow): 32820
Loi/Batch: RY7N Date of Expiry: 10-2023
Gepin | Gepis: RY7N Tepmin npuparuocyis  10-2023
Date of Manuiacture: 13-2020
Hava pupobumyrea; 10-2020
limporting Country: Ulkiraine
ipaiua imnoprep: Yipaina
Test Specification Resulis
Tecr Crnenudinanin Peaynsrari

Deseription — Form

Tablet, capsule-shaped, biconvexy, film

it Complies

Qe - hapma

TabGnerin, y chopmi kancyni, naoonykni,

: ianeni BUMOIA
sipuT! oBosoHKoIo Blanos|jae suMoram

Description — Colour White to offwhite Complias
—OﬂMC - KOftip Big Binoro no madxe Ginoro Bigrorifae sumoram -
wDescrIption - Engraving ‘GX EG2" on one side Complies

Onune — maprysaHya Ha TabneTL «GX EG2» 3 oyHiel cTopoii Binnosinae Bumoram

Identification - Cefuroxime axetil (HPLC)

The retention fime of the major peaks in
the sample selution chromatogram
conforms to the peaks in the cefuroxime
axelil standard solution chromatagram.

Conmplies

inenrudbikauis ~ Llechyporenn akcerun
(BEPX)

Yac yTpumyBaHHR QGHOBHNX Nikie Ha
Xpomarorpami punpobosyRatoro
poauuny Bignoeigas vacy yrpumysania | Bignosinae sumoram
nikia Ha xpomaTorpami crangapTHoro
posuniy Ledypokcumy akceTuny.

Cefuroxime (‘.GH{G[XE {% of claim) % 95.0 - 105.0 100.4
Bmig-i- u,eq)_ypmu:mmy . 95,0 - 105,0 100.4
(Yenig HoMIMANLHOTO BMiCTY) Y%

Water (by Karl Fischer) Y%wiw Not more than 1.5 0.5

i T s H = C,

Bona (meron Kapna diwepa) % v He GlribL i 1,5 0,5

BarcBoMy CnipBigHOLEH i

oY

CofA generaled manually by ag282924 on 6 January 2021 10:27
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GlaxoSmithi<line
Harmire Road
BARNARD CASTLE
Durhan DL12 8DT
UNITED KINGDOM

Certificate Date
Hara cepruchikary

Batoh Gerilficate / Cepruginar siocTti copil
P

Certificate Number
Howmep ceprudiary

Page/Cron. 3 offa 4
Test Shecifleation Results
) Tecr Crienubiranin Peayrisrary

Dissolution at 15 minutes (USP)

Not less than 50% of the labellad
amount of Cefuroxime is dissolved in 15
minutes

Complies

Poauntnicts sa 15 xaunud (¢, CLIA)

He menblue 50% sig HoMiHabLHOrO
BrICTY LUedypokcumy posuuHaeTbes 39
15 x8

Bignosinas sumoram

Dissolution at 45 minutes (USP)

Not less than 70% of the labelled
amount of Cefuroxime is dissolvad in 45
minufes

Complies

PoavunHicTs 3a 45 xewme (2, CLUA)

He mamwe 70% sig HomiHansioro
BRMICTY LEthbYPOKCUMY POSUMHSIETLCA 32
45 xn

Bignosigae BuMoram

Filrm coat rupbure time

The mean time for the filin coat rupture
of 30 tablets is not mare 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
tabiets will be tested

In the whole sample (80 tablets) no
mere than 3 tablets should have a
rupture time exceeding 40 seconds and
the mean time is not greater than 12
seconds

Complies

Hac npopurpaiitst 060n0HIM

CepepHiil yac npopusalis oGonoHKK
Ans 30 rabnetox He neperuye 10
CERYHL, s ofHoT 3 TabneTok He
nepesiye 40 cekyH.

Flrio yac npopusanHs nepesvwye 40
ceryH ans woHakGinsile 2 Tabneroi
abo cepeaHe aHavdeHHs nepesuiye 10
CeryH, npoBodnTben Bunpabysaiia Ha
nogarrosux 30 TabneTiax,

3 60 rabnerok He Ginklle Hix 3
TAbNETIN MONYTL METY YaC NPOPMBAHHS
Binslie 40 ceryna, a cepefie aHaueHHs
NeBWHHO CTAHOBUTI He Binkiue 12
cexyHa. s

Bignosigae sumoram

Uniforimity of weight

Complies with Ph.Eur, -

| Complies

OnHopiaHicTb Barn

Bignoninae €d

| Binnosigae sumoram

CoiA generaled manually by ag882924 on 6 January 2021 16:27
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Drham DL12 80T
UNITED KINGDOM

Tel  +44(0)1833 690600  Fax:  +14(0)1833 692300
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Batch Certificate / CepTudbiar axoeri cepii

Cerlificate Date Certificate Nurnber

Hara ceprnbitary  Howmep ceprudicary
05-JAN-2021 BCC_0000002436
Page/Grop. 4  offa 4

Qualified Person/ YnosHosanea oco6a

Signature/ Nipnve \M\L’)()/\

Name/ Mplasie WAL, WA ‘th\f‘h

Date/ farta b S Fmﬂ(?,, \,
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