Docusign Envelope ID: F2316236-B634-4F1 E-AB70-B1DSCEDTAECD

TAEEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wickiow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

Batch:/

Cepin:

Batch size:/

Poawmip cepii:

Date of Manufacture:/
fara eupoSHuyTEa:

Expiry Date:/
TepmiH npugaTHoCT:

Package Size/Type:/
Posmip Ta Brn ynakosku:

Strength/Potency:/
Hosa/BmicT giroumx peyoBuH:

Marketing Authorisation Number: /
Peectpadilire MOCBigYeHHs:

Importing Country:/
Kpaina iMnopTep:

Country of origin:/
KpaiHa BupoBHuc:

Purpose of Usa:/
MeTa nocrauanns:

Dosage form:/
Nikapcbka dopma:

Name and address of Manufacturer,
responsible for batch release: /
Haaspa va agpeca BUPOGHUKA, sKMit
BUNyckae cepio B obir

Certificate of Release and GMP Compliance/
Ceprudikar BignosinHocTti GMP BUNYLLEHOT cepif

Edarbyclor®, film-coated tablets, 40mg/12.5mg Ne28 in blisters/
Enap6iKnop®, TalneTkM, BKPUTI NAIBKOROKO obanonKolo, 40 Mr/12,5 mr Ne?8 y Gnictepax

12829775
3,420un/ynarorok

19 JUNE 2024

18 JUNE 2027

14 tablets in blister; 2 blisters in carton box /
no 14 raénerok B Bnicrepi; no 2 BnicTepyn B KapToHHiIN Kopobui

One tablet contains 42.68 ing azilsartan medoxomil
potassium (which is equivalent to 40 mg azilsartan
medoxomil) and 12.5 mg Chlorthalidone

1 TaBrieTka micTUTL: asuncapTaHy MefoKkcominy kanio 42,68
MI (eKBiBaNeHTHO 40 mr asuncaprany Meaokcominy) Ta
Xnopranigony 12,5 mr

Ne UA/15204/01/01

Ukraine/
Ykpaina

Ireland /
Ipnanais

Commercial Supply/
Komepuiiina

film-coated tablets, 40mg/12.5mg /
TabneTkn, BKpUTI nniskosoko 060n10HKOIO, 40 MI/12,5 Mmr

Takeda Ireland Limited,
Bray Business Park,
Kilruddery,

Co. Wicklow,

Ireland. /

Takena IpnaHais I1n,
BEpeit BisHec Mapk,
Kinpynnepi,

Ko. Yiknoy,

IpnaHgis

CORAB8170518 Revision 4, EDARBYCLOR 40/12,5MG TAB 28PC UKR

PR1946601
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Docusign Envelope ID: F2316236-B604-4F 1E-AB70-B1DECEDTAECO

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

Certificate of Release and GMP Compliance/
Ceptudikar BinnosigHocti GMP BUNyUleHOT cepii

Manufacturing Licence:/ Ne MO0807/00001

Homep nigewair:

Registered Specification Number:/ TAK-491CLD-19900 ver 1.0

Homep cneyndikauji BUpOGHUKA:

|

| hereby certify that the above information is authentic and accurate,

This batch of product has been fabricated/manufactured, including packaging/labeling and quality
control at the above mentioned sites in full compliance with the GMP requirements of the local
Regulatory Authority and 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, /

—Signed £y
r Davis walsh
U Sonervane Davawansn
| Signing Reasan 1 agznave this documant
i Signg Fire: 21.G442924 | 1446 54 BET

21-Oct-2024 | 14:47:29 BST

Datid gyt cercersas
Qualified Person /
YnoBHOBaXeHa ocoBa
Takeds Ireland Ltd. /
Tarega Ipnawgis NTA.

Date / flaTa

CORAB170518 Revision 4, EDARBYCLOR 40/12,5MG TAB 28PC UKR
PR1946601
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Docusign Envelope ID: F2316236-8604-4F1 E-ABT0-B1D6CEDTAECD

Certificate of Analysis/
Cepmucbikam ananizy

Edarbyclor®, film-coated tablets, 40mg/12.5mg Ne28 in blisters/
EnapbiKnop®, tabneTiu, BKPUTI MMiBKOBOI 060SI0HKOH), 40 Mr/12,5 mr Ne28 y Gnicrepax

Batch size/ Poamip cepif: 3,420un/ynakoBok

Test/
HopmatusHi
MOK&3HWKM

Appearance /
Onue

Identification /
Azilsartan medoxomii/
laeHTudgbikaLlis /
Asuncaptany
MEOOKCOMIN

Chlorthalidone/
XnopTaninow

CA242437

Specification /
Cneyudikauis

Pale red round film-coated tablet with both “A/C” and
“40/12.5" printed on one side /

Tabnetku ceitno-poxesoro konbopy, Kpyrnoi chopmm,
BKPUTI nniskoBoo 0BOMNOHKCID, 3 HANUCOM «A/C» 13
«40/12,5» 3 ogHie’ CTOPOHMN.

Positive (UV spectrum of test sample exhibit two
absorption shoulders at the same wave lengths as
that of reference standard) /

MosuHHa ByTy noauTueHa {(Y® cnektp ocHoBHOrO nika
Ha Xpomatorpami BunpoBysaHoro PO34MHY nokasye
ABa afcoplbuinHUX nneya apn Tild e AoBXUHI, sk | Y
CNekTp  niky a3uncapraHy  Mefokcominy  Ha
XpoMaTtorpami cTaHAapTHOro PO34MHY).

Positive (Retention times of sampie peaks for TAK-
491 agree within +2% with those of the reference
standard peaks, respectively)/

MoBuHHa ByTM nosuTUBHE (Yacn  yTpuMyBaHHS
OCHOBHUWX MikiB Ha xpomaTorpamMax BUNpoGoBysaHux
POSYMHIB B Mexax +2.0% vyacis YTPUMYBaHHS
OCHOBHUX nNiKIB Ha XpomaTorpamax CTaHAAPTHMX
PO3YUHIB)

Positive (UV spectrum of test sample exhibit two
absorption maxima at the same wave lengths as that
of reference standard /

MoBMHHA BYTU NoaUTUBHA (Y® cnexrp ocHoBHOrO nika
Ha xpomatorpami sunpobysaHoro PO34MHY nokazye
ABa aacopOUinHMX MEKCUMyMU MU Tild e [JoBKUHI,
AK 1 YO cnekrp niky XropTanigoHa Ha xpoMarorpami
CTaHAapTHOTO PO3YMHY).

Pasitive (Retention times of sample peaks for
chlorthalidone agree within +29% with those of the
reference standard peaks, respectively)/

MNosuHna Bytm  noaurtueHa (Hacn  yTpumyBaHHs
OCHOBHWX NikiB Ha Xpomarorpamax BUNPpo6BOoBYBaKMX
PO3unHiB B Mexax +2.0% uacis YThuMyBaHHS
OCHOBHUX TNiKiB Ha Xpomarorpamax CTaHAapTHUX
pPo3ymHis)

COAB170518 Revision 4, EDARBYCLOR 40/12,5MG TAB 28PC UKR

PR1946601

TAKEDA IRELAND LTD
Bray Business Park
Kitruddery, Co. Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

Batch/ Cepia: 12829775

Result/
Pesynstatu

Complies
Bianosigae

Complies
Bionosigae

Complies
Bianosigae

Complies
Bignoeigae

Complies
Bignosinae
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Edarbycior®, film-coated tabiets, 40mg/12.5mg Ne28 in blisters/

Docusign Envelope ID: F2316236-B604-4F 1 E-AB70-B1DBCEDTAECO

Certificate of Analysis/
Cepmucbikam ananizy

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

EnapbikKnop®, rabnetiu, BKPUTI NiBKOBOK 0B60MOHKOI0, 40 Mr/12,5 mr Ne28 y Bnictepax

Batch size/ Poswmip cepil: 3,420un/ynakoBok

Test/
HopmarugHi
NOKa3HUKW

Related Substances /
BwaHavenns yncromy
Azilsartan medoxomil/
Asunncaprany
MeoKCoMIny

Chiorthalidone; /
Xnopranigon

Content Uniformity /
OaHopigHicTb
HO30BaHUX OOMHMLb
Azilsartan medoxomil/
Asuncaprany
Megokcominy

Chlerthalidone: /
Xnopranigox

CA242437

Specification /
Cneyndikayis

EOA (U-2): NMT 5.5% / < 5.5Y%,

2-0xo analog (U-3): NMT 0.50% /

2-0KCO aHanorosuii (U-3) < 0.50%

EOQA 2-hydrdoxy-3-oxobutyi ester (U-4):

NMT 0.25% /

EOCA 2-rinpokeco-3-okenbyunosnit edip (U-4):
=0.25%

Others (individual): NMT 0.20% /

bByab-aka ogutmnyna HelaeHTUIKoBaHa [omilka:

£ 0.20%
Total {(unspecified); NMT 1.0% /
Cyma Heinentudikosanmx AOMILLIOK: £ 1.0%

Total: NMT 7.5% /
Cyma Bcix gomiwok: < 7.5%

CCA:NMT 1.0% /< 1.0%
Others (individual): NMT 0.20%, /

byab-sika oaMHUYHa HelleHTnbikoBaHa foMilka:

= 0.20%
Total: NMT 1.5% /
Cyma Bcix gomiwok: < 1.5%

Meets the requirements of USP /

MoBUHHI BiNOBINATY BUMOram

Meets the requirements of USP /
MoBuHHI Bignosigat™ sumMoram

COAB170518 Revision 4, EDARBYCLOR 40/12,5MG TAB 28PC UKR

PR1946601

Batch/ Cepis: 12829775

Result /
PesynbTartu

1.3%
0.04%

0.10%

0.00%

0.0%

1.4%

ND %
0.11%

0.1%

Acceptance value (AV): 2.7
Binnoaigae

Acceptance value {(AV): 3.1
Binnosinae
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Docusign Envelope ID: F2316236-B604-4F 1E-AB70-B4 DECED7AECO

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co, Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

Certificate of Analysis/
Cepmucpikam arnanizy

Edarbyclor®, film-coated tablets, 40mg/12.5mg Ne28 in blisters/
Enapbiknop®, tabnerku, BKPUWTI NNiBKOBOIO 060rTOHKOI0, 40 Mr/12,5 Mr No28 y Gnictepax

Batch size/ Poamip cepit: 3,420un/ynakoBok Batch/ Cepisi: 12829775

Test/ Specification / Result /
HopmartusHi Creumdpikauis PeaynbtaTtu
MOKa3HNKK

Dissolution /

Poaunnetts

Azilsartan medoxomil/  Not less than 70% (Q) of the labeled amount of Stage Si:/ Piperb S,
AswcapTany Azilsartan Medoxomil s dissolved in 30 849%, 100%, 81%

MegoKCoMiny

Chlorthalidone; /
XnopranizgoH

Assay /

KinkkicHe BuaHaueHHs
Azilsartan medoxomil/
AsuncapraHy
Mefokcominy

Chilorthalidone: /
Xnopranmiaox

Date of Manufacture/: 19 JUNE 2024

minutes/
He meHwe Hix 70% (Q) Big 3asBneHOrO BMiCTY
qyepes 30 xB

Not less than 70% (Q) of the labeled amount of
Chlorthalidone is dissolved in 30 minutes /

He meHwe Hix 70% {Q) Bin 3aseneHoro BMiCTy
yepes 30 xB

NLT 95.0% and NMT 105.0% of the labeled
amount of Azilsartan Medoxomi] /
95.0%-105.0% (Bin 3as8neHoro BMiCTY)

NLT 95.0% and NMT 105.0% of the labeled
amount of Chiorthalidone /
95.0%-105.0% (Bin 3aseneHoro BMICTY)

5%, 96%, 96%

Stage S,/ PiseHb S»
N/A%, NIA%, NIA%
NIA%, N/A%, NIA%

Stage S+./ PiseHs S,
71%, 99%, 77%
88%, 92%, 91%
Stage S/ Pigens S,

N/A%, N/AY%, N/A%
N/A%, N/A%, N/A%

29.3%

100.6%

Expiry Date/: 18 JUNE 2027

Hata supo6uuyraa: TepmiH npupatHocTi:

CA242437

COAB170518 Revision 4, EDARBYCLOR 40/12,5MG TAB 28PC UKR

PR1946601 Page 3 of 4




Dacusign Enveiope ID; F2316236-5604-4F1 E-AB70-B1DBCED7AECD

(aked)

Certificate of Analysis/
Cepmucpikam ananisy

TAEKEDA IRELAND LTD
Bray Bustness Park
Kilruddery, Co, Wickiow
Ireland

Tel +353-1-23050600
Fax +353-1-2050601

Edarbycior®, film-coated tablets, 40mg/12.5mg Ne28 in blisters/
EnapGiKnop®, rabnetku, BKPUTI NNiskoBolo 060noHKot, 40 Mr/12,5 mMr Ne28 y BnicTepax

Batch size/ Poawmip cepii: 3,420unfynaxkoBok

SitNes by
David Walsh

L I S—

Prepared By /:
NigrotosneHo:

Signing Reasen, | approve this document
Signing Tume 21-Cat-2024 £ 14-47:07 BET

NianiH FI8ming

QA Analyst
AHamITUK KOHTPOITIO AKOCTI

Signed by
David watsh

Signut Name Daved Walsh

L¥
Approved By/ : Eriv P o

3aTBemeeH0 : Davlﬁ‘waﬂlgwomcawnaav

Qualified

Persaon

YMOBHOBaxeHa ocoba

CA242437

COAB170518 Revision 4, ED
PR1946601

ARBYCLOR 40/12,5MG TAB 28PC UKR

Batch/ Cepisa: 12829775

Date /,ElaTa: 21-0ct-2024 | 14:47:29 BST

Date / ,D,aTa : 21-0ct-2024 | 14:47:29 BST
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