Docusign Envelope ID: DEABSZBE-1CB39-440C-BFB3-0A0RC 1863596

Certificate of Analysis/
Cepmucdpixam aHanisy

Edarbyclor®, film-coated tablets, 40mg/25mg Ne28 in blisters/
Enap6iKnop®, Tabnertkun, BkpuTi nniskosoto obonoHkoio, 40 mr/25 mr Ne28 y Gnictepax

Batch size/ Poamip cepii: 19750un/fynaxosok

Test/
HopMaTuBHi
NOKA3HWUKK

Appearance /
Onwnc

ldentification /
Azilsartan medoxomil/
laeHTrchikauis/
AsuvncaptaHy
MEeOoKCOMIN

Chiorthalidone/
XnoptanigoH

CA250140

Specification /
Cneundchikauis

Light red round film-coated tablet with both “A/C" and
"40/25" printed on one side /

Tabnerkn poxesora KONsoRY, Kpyrnoi opmu, BKpUTI
NIiBKOBOKD COONOKKOI, 3 HANMCoM «A/C» Ta «40/25»
3 OOHIiET CTOPOHMN.

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

MosrHHa ByTu NosuTUBHA (Y® CNekTp OCHORHOTO Nika
Ha xpoMaTtorpami BunpobyBaHOro po3dMHY noxasye
A8a aacopbUiftHux Nneda npu T e A0BXKUHI, Ak i Y
CTEKTP  NiKy  as3uncapraHy  MefoKCoMiny  Ha
XpoMarorpami CTaHaapTHOrO PoadunHy).

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

MoeuHHa ByTn noautuBHa (Yack YTPUMYBAHHA
OCHOBHWX MiKiB Ha Xpomartorpamax BunpoBoByBaHuMx
PO3YMHIB B Mexax *2.0% 4aciB yTpumyBaHHA
OCHOBHMX NiKiB Ha xpoMaTorpamMax CcTaHAapTHUX
PO3YUHIR)

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

MosrHHA ByTU NoauTueHa (YO CnexTp OCHOBHOrO nika
Ha xpomarorpami BUNpoByBaHOTO PO3YMHY MOKAa3ye
0Ba afcopOUIMHNX MaKCUMyMMW NPU Til Xe JOBXWHI,
AK | YO cnekTp niky xnopTaigoHa Ha xpomaTorpami
CTaHAapTHOMo po3yuuHY).

Positive (Retention times of sample peaks for
chlorthalidone agree within 2% with those of the
reference standard peaks, respectively)y/

lNoBUHHA BYTM no3utTuBHa (4acu YTPUMYBaAHHA
OCHOBHMX NiKIB Ha XpoMaTorpamax ennpoboByBaHMX
poauunHie B Mexax 2.0% 4aciB yTpUMYBaHHA
OCHOBHMX NiKiB Ha XxpomaTtorpamax CTaHAapTHUX
pPO34K1HIB)
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TAKEDA IRELAND I.TD
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Batch/Cepina: 12849708

Result/ _
PesynsTtatn ‘

Complies
Bignosigae

Complies
Binnosinae

Complies
Bignosigae

Complies
Bianoeinae

Complies
Bignoeinae
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Edarbyclor®, film-coated tablets, 40mg/25mg Ne28 in blisters/

Docusign Envelope ID: DEAB52BE-1CB9-440C-BFR3-DA0RC1B563596

Certificate of Analysis/
Cepmucdpixam aranisy

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

Tel +353-1-2050600
Fax +353-1-205060!

EnapbiKnop®, tabneTku, BkpuTi nniskosoto obonoHkoo, 40 mr/25 mr Ne28 y Gnictepax

Batch size/ Posmip cepii: 19750un/ynakoBok

Test/
HopmaTtunaHi
NOKAZHWKN

Related Substances /
BuaHayeHHA Y1cToTH
Azilsartan medoxomil/
AsvncapTaHy
MeoKCoMIny

Chlorthalidone: /
Xnoprtanigox

Content Uniformity /
OpropigHicT
[030BaHUX OAWHWLB
Azilsartan medoxomil/
AawvrncapraHny
MeLoKCoMIny

Chlorthalidone: /
XnopTtanigoH

CA250140

Specification /
Chneuundikauis

EQA (U-2): NMT 5.5% / £ 5.5%

2-Oxo analeg (U-3): NMT 0.50% /
2-o0Kco aHanoroeni (U-3) < 0.50%

EOA 2-hydrdoxy-3-oxobuty] ester (U-4):
NMT 0.25% /

EOA 2-rinpokco-3-okcubytunoeuii edip (U-4):

<0.25%

Others (individual): NMT 0.20% /
Byns-sika oauHWSHa HeigeHTudiKoBaHa
Jomiwka: < 0.20% '

Total {unspecified): NMT 1.0% /
Cyma HeifeHTUhikoBaHWX JOMILLOK;

< 1.0%

Total: NMT 7.5% /

Cyma Bcix gomillok: < 7.5%

CCA: NMT 1.0% /= 1.0%

Others (individual): NMT 0.20% /
byns-sika oguHvdHa HeipeHTudikoBaHa
oomiwka: € 0.20%

Total: NMT 1.5% /

Cyma BCix gomiwox: < 1.5%

Meets the requirements of USP /
oBKWKHHI BiANOBIQATU BUMOram

Meets the requirements of USP /
MNoBWHHI BiZNOBIAATY BUMOram

Batch/Cepia: 12849708

Result /
Pesynbtati

1.1%
0.04%

0.08%

0.02%

0.0%

1.2%

ND%
0.09%

0.2%

Acceptance value (AV): 2.4
Bianoeigae

Acceptance value (AV): 2.6
Bignosipnae

CGAB170519 Revision 4, EDARBYCLOR 40/25MG TAB 28PC UKR
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Dacusign Envelope 1D: BEAB52BE-1CB3-440C-BFB3-0A0BC 1863596

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

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

Certificate of Analysis/
Cepmucbixam aHarnizy

Edarbyclor®, film-coated tablets, 40mg/25mg Ne28 in blisters/
Enap6iKnop®, tatnetxky, BkpUTI Nnigkosow 060MioKKoW, 40 MI/25 mr Ne28 y Gnictepax

Batch size/ Poamip cepii: 19750un/ynakoBok Batch/Cepia: 12849708
Test/ Specification / Result/
HopmaTtuBhi Creundixadin PesynstaTtu
MOKAZHNKN
Dissoclution /

PosyuHenHs
AZilsartan medoxomil/  Not less than 70% (Q) of the labeled amount of Stage S1:/ PiseHb Sy
AswvncaptaHy Azilsartan Medoxomil is dissolved in 30 98%, 90%, 97%
MEeLOKCOMINY minutes/ 88%, 103%, 95%

He meHwwe Hidk 70% (Q) Bia 3asBneHoro BMIcTy
yepes 30 xp Stage S/ Pisens S

N/A%, N/IA%, NIAY%
N/A%, NfA%, NIA%

Chlorthalidone: / Not less than 70% (Q) of the labeled amount of Stage Ss:/ PiBeHs Sy
Xnopranigo Chilorthalidone is dissolved in 30 minutes / 88%, 75%, 96%
He menure Hix 70% (Q) Bia 3asisneHoro Bmicty  77%, 98%, 86%
vepes 30 xB
Stage Sy PiBeHs S»
N/A%, NIA%, N/A%
NIA%, NIA%, NIAY%

Assay/
KinbkicHe BU3Ha4YeHHS
Azilsartan medoxomil/  NLT 95.0% and NMT 105.0% of the labeled 96.3%

AsvncapTany amount of Azilsartan Medoxomil /

MedoKcominy 95.0%-105.0% (Bif 339BNEHOF0 BMICTY)

Ehicrikaiidene: 7 NLT 95.0% and NMT 105.0% of the labeled  100.2%
XnopTaninoH amount of Chlorthalidone /

95.0%-105.0% {Bif 3aABNeHOro BMIcTY)

Date of Manufacture/: 03 October 2024 Expiry Date/: 02 Octaber 2027
Hara BupobHuyTRA: TepMiH NpPUAATHOCTI:
CA250140

COAB170519 Revision 4, EDARBYCLOR 40/25MG TAB 28PC UKR
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Docusign Envelope ID: DEABS2BE-1CB9-440C-BFR3-0A0BC 1863596

TAKEDA IRELAND LTD
Bray Business Park
Kiruddery, Co. Wicklow
Treland

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

Certificate of Analysis/
Cepmucpikam aHanizy

Edarbyclor®, film-coated tablets, 40mg/25mg Ne28 in blisters/
Enap6iknop®, TabneTku, BKpUTI nniskosoto 06onoHkoo, 40 Mr/25 mr Ne28 v Gnictepax

Batch size/ Poamip cepil: 19750un/ynakoBok Batch/Cepin: 12843708

Signed by:
! Kathryn Merrigan

U Signer Name: Kathryn Merrigan

Signing Reason: | am the author of this document ;I 16:54 iST
Signing Time: 17-Jan-2025 | 03:16:51 JST el | leise I
Prepared By /. L 6AS86730RCERABA08C FT60ET2987FCD Date / [lata :
Migroteanedo Kathryn Merrigan

QA Analyst
AHanNITUK KOHTPOSIH BKOCTI

Sigred by:
Nlikhil Sant
T signer Name: Nikhil Samt

Signing Reasen: f approve Ihis dogument
Signing Time; 20-Jan-2025 | 17:14:01 GMT

3BEGHIES 1172451 ERSEGENSEDA 185803 20-Jan-2025 | 17:14:40 GMT
Approved By/ : Date / lata :

3ateepixero (INSERT NAME HERE)
Qualified Person
YnoBHoBa}xeHa ocoba

CA250140

COAB170519 Revision 4, EDARBYCLOR 40/25MG TAB 28PC UKR
PR1946601 Page 4 of 4




Docusign Envelope 1: DEAB52BE-1CB9-440C-BFB3-0A0BC1B63546

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wickiow
Ireland

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

Batch:/

Cepin:

Batch size:/

Poamip cepil:

Date of Manufacture:/
Hata eupcBHuuTea:

Expiry Date:/
TepMik NpuAATHOCTI:

Package Size/Type:/
Posmip Ta Bug ynakosxu;

Strength/Potency:/
Hosa/BmicT Qik4unx peyoBuH;

Marketing Authorisation Number: /
PeecTpauiiine noceigyeHHsn:

[mporting Country:/
KpaiHa imnopTep:

Country of origin:/
KpaiHa BupobHuk:

Purpose of Use:f
MeTa noctayanHs:

Dosage form:/
likapcbka thopma:

Name and address of Manufacturer,
responsible for batch release: /
Hasea Ta agpeca BupcBHUKa, SAKUIA
BMNYCKaE cepilo B 0bir:

Certificate of Release and GMP Compliance/
Ceprudikar Bignosigrocti GMP eunyweHol cepil

Edarbyclor®, film-coated tablets, 40mg/25mg N228 in blisters/
EnapGiKnop®, Tabnetku, Brputi nniskosco o6ononkoio, 40 Mr/25 mr Ne28 y 6nictepax

12849708
19750un/ynaxkoeok

03 October 2024

02 October 2027

14 tablets in blister; 2 blisters in carton box /
no 14 vabnetvok B &nictepi; no 2 6nicTepy B KAPTOHMIK KOPOOL

One tablet contains 42.68 mg azilsartan medoxomil
potassium (which is equivalent to 40 mg azilsartan
medoxomil) and 25 mg Chlorthalidone

1 rabneTra MiCTUTL: asuncapTaHy Meackeeminy kaniro 42.68
Mr (exkBiBaneHTHo 40 Mr aauncapTaHy MeaoKCoMiny) Ta
XnopTanigoHy 25 Mr

Ne UA/M5205/01/01

Ukraine/
YrpaiHa

Ireland /
Ipnannis

Commercial Supply/
KomepLiika

film-coated tablets, 40mg/25mg /
TabneTkn, BKPWTI NNiBKOBO 0BONOHKoD, 40 Mri25 wmr

Takeda lreland Limited,
Bray Business Park,
Kilruddery,

Co. Wicklow,

Ireland. /

Takena lpnawngis Nra,
Bpei bizHec MNapk,
Kinpyanepi,

Ka. Yiknoy,

Ipnanais

CORAB170518 Revision 4, EDARBYCLOR 40/25MG TAB 28PC UKR Page 1 of 2
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Daocusign Envelope ID: DEAB52BE-1CB9-440C-BFB3-0ACBC1B63596

TAKEDA IRELAND LTD
BruyBusinessPark
Kilruddery, Co. Wicklow
freland

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

Certificate of Release and GMP Compliance/
Ceprudikat BinnosigHocTi GMP Bunywersol cepil

Manufacturing Licence:/ Ne M00807/00001
Homep niueHaii:

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

Lvm niaTeepaxyio, Wo BullieBkasaHa iHdopmMallin € A0CTOBIDHEGH | TouHeo. JaHa cepia npoaykuii BupobreHa
{BKAIOYAKMY YNAKOBKY/MapKyBaHHA) Ta NPCBEAEHWHA KOHTpOMb 11 SKOCTi, Ha BKasaHifl [AinsHU! B NOBHIRA
BIANCGBIAHOCTI 3 BUMOramn GMP, scTaHOBNEHUMHW MICUEBUM PerynATOPHIM OPTraHoM, a TAKoX Y BiSNoBigHOCT
3i cneuudikayieto, aka MICTUTLCH B peecTpalitHoMy 4ocke KpalHu-imnopTepa abo B gocke cneludikalii Ha
npenapat Ang BunpeboByBaHoro nikapcskoro sacoby. [poTokonu supobruTBa, YNakosky Ta aHanisy Synu
nepernsiHyTi | BCTaHOBNEHO BignceiaHicTs GMP,

Signes by
| Hikhil Sant

U Signer tyame. Nikhil Sanl
Signirg Reason: | approve this document
Signing Time: 20-Jan-20251 17:14:22 GMT 20-Jan-2025 | 17:14:40 GMT
JREEABES1172461EBSESEOSETA 188203

(INSERT NAME HERE} Date / laTa
Qualified Person /

YnosHoRaxeHa ocoba

Takeda Ireland Ltd. /

Taxena lpnangis NTQ

CORA8170519 Revision 4, EDARBYCLOR 40/25MG TAB 28PC UKR Page 2 of 2
PR1946801




JEPKABHA CIAVKEBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KUIBCHKIA OBJIACTI
npos. CeiTimanot Hanit, 3, m.Kuts, 02099, Ten/daxe: (044) 576-40-41

E-mail: dls.ko@dls.gov.ua, Ko €JIPTIOY 37078774 02/;
BIICHOBOK
1po SIKICTH BBE3€HOr0 B YKpainy JikapcbKoro 3acody
27.06.2025 No 30218/25/10
EJIAPBIKJIOP®

(afMeHyBaHI TIKapChEOTO 3ac0By 3rinHo 3 peceTpariRIMM IIOCBLIHCHHM)
TAbJIETKH, BRPUTI NIIBKOBOIO 06010HK010, 40 MI/25 Mr; no 14 TaBueTok y 6aicTepi; o 2
OaicTepH y KapTonHiin Kopobui

((hopmu BINYCKY, NO3YRANIIA, BHI NAKYBAHIA NIKGPCHLKOTO 32¢06Y)
Hosiep peectpartitinoro nocsiauents UA/15205/01/01 erpox aii peectpauiitnoro moceinuenns 01.01.2099
Cepis nixapeskoro sacoby Ne 12849708 KinskicTs BRe3eHOrO nikapeekoro 3acoby 11109

Bupobiuk Taxena Ipnaunia Jlta, Ipoammis

(naiiMenyeanng eHpobHIIKa NIKapeLKOTO 32c08y, Kpaika noxoLucHms)

Brescre B Yipaiity Tosapucrso 3 oGmeskenolo Binnosinansuictio "ACIHO YKPATHA",
ineur. kon: 42274733
(maitmernrypannsg Ta kox 3z €JIPTIOY ropuanynoi ocolfH abo npisewie, iM'a, To BaTLKORI (izimHe]

ocobu - nignpueMug, i Micne Tpokusanus T8 peecTpauilinuit Hovep oBRKOBOT KAPTKH MIATIMKY
nofaTkis abo cepid Ta HOMCp NacnopTa)

Mporoexon pisyansnoro koutpomw rix 25.06.2025 Ne 1959/1,

3a pesympTaTaMit  AEPKABHOFO KONTDOMIO BCTAHOBIGHO, IO INHKApCBKMii 3aci6 BBesemo B Ykpainy 3

ACGTPHUMAITHAM ruMOr 3aK0HOAABCTEA UICAO 3a0€2IEYEHNS SKOCT] JIIKAPCHLKUX 3aC06in,

Onera EPLOMEHKO

"0 KOHTRONIO) (miamec) {iriniam Ta npisnuu)




JEPKABHA CJIVIKBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMU Y KHIBCBHLKIA OBJIACTI

npoe. Cermnnanoi Hauil, 3, M. Kuig, 02099, ten/dakc: (044} 576-40-41
E-mail: dls.ko@dls.gov,ua, Kog €APIIOY 37078774

BHUCHOBOK
PO SKICTH BBe3eH0ro B YKpainy Jikapcbkoro 3acody
11.08.2025 Ne 37976/25/1011
EJAPBIKJIOP®

(mafimenyBanHA NIXapcLKOTo 3aco0y AriAHo 3 peecTpaliiiHuM MoCai AHeHHTM)
TalJIeTKN, BKPHTI IUIIBKOBOIG 000/101K010, 40 MI/25 Mmr; no 14 TaGnerox y Guictepi; 1o 2
fJricTepn y KapTonuii kopo6ui
{thopma Bunycky, L03YRALI, B NAKYBAHNR AikapChkoro 3acoby)

Homep peeerpaniitnoro noceigenns UA/15205/01/01 erpox il peecrpauisinoro nocsinuenns 01.01.2099
Cepis nixapcsxoro sacofy Ne 12849708 KinekicTs BBeselnoro nikapehkoro sacoby 8640

Bupofunk Taxena Ipnanais JItn, Tpnanqis

(naitmenypanns BupobHuKa NiKapeskoro 3acofy, kpaiea noxomxeiing)

Beescio B Yipainy Torapucrso 3 00Mexenolo Bigmosinansuicrio "TACTHO YKPATHA",

igenr. wom: 42274733

(nafimeayranng Ta koa 3a €JAPIIOY ropumaaol ocobu abo npizeMine, iM'a, Mo GatLkori dizmaiel

ocoby - nianpreMus, i Micue NPOXUBARHEA Ta peecTpalifaul HoMep 06MIKOBOT KAPTKH INATHHKA
noxaTis abo cepis Ta HOMED nacnopra)

[Iporexou risyaannoero kourpoio sin 01.08.2025 Ne 2447/9.

32 pesyNLTATAMM  NEPARIOTO  KOHTPOIIO BCTAICBNCHO, (O JiKapceKkHil 3aci6  Bseezsno »  Yepainy 3

HOTPUMAHHAM BHMMOT 30KOHOAABCTEA LUOAO 3a6GE3IEUeHS AKOCT] NIKAPCLKHX 3ac001B.

Onera €PEOMEHKO

Y KOLUTPONIO) {ntimuc) {iniians Ta npizsyue)
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