HEPKABHA CJYXKFBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJACTI

npos. Ceitimunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
PO SAKIiCTH BBE3EHOr0 B YKpaiHy JiKapcbKoro 3aco0y

27.08.2024

EJAPBI™

Ne 42053/24/10

(HaiMenyBanns JiKapchkore 3acofy 3TiAHO 3 peECTPallifHIM MOCBIAYEHHAM)
Tab1eTku 10 40 mr; 1o 14 Taéuerox y Gaicrepi; no 2 Guictepu y kapTouuiii Kopooui

((popma BuMIyCKY, N03yBaHHS, BUI [TAKyBaHHs TKapchKoTo 3ac00y)

Howmep peectpauiitoro mocsinuenns UA/13312/01/02 crpox nii peectpauiiiroro nocsizuenns 01.01.2099

Cepis nikapcnkoro sacoby Ne 12749560 KinskicTs BBe3enoro mikapeskoro 3acoby 2880

Bupobuux Taxena Ipnanpis JIta, Ipnannis

(HaiimenyBanns BUpoGHHUKA MIKaPCLKOro 3acoly, KpaiHa MoXomKeHHS)

Bresewo B Vikpainy TosapucrBo 3 00MexeHoI0 BigmoBinanLHicTIio "ACTHO YKPATHA",

iment. xon: 42274733

(naitmenysanus Ta ko 32 €JIPTIOY ropumuunol ocobu abo npissuiue, iM's, o 6aThKOB] hizrumol
0CO0H - miANpueMus, ii Miclie IPOXHBAHHA Ta peecTpauiitiuii HoMep 0B6MIKOBOT KAPTKH IIATHIKA
noxatkis aGo cepis Ta HoMep macropTa)

TIpoToxon Bizyansnoro xonrpomo six 22.08.2024 Ne 2479/5.

3a pe3ynbTaTamMu  IEPXKABHOI'O  KOHTPOJIKD  BCTAaHOBIIEHO,

MO NiKapchKui

3aci6

BBE3€HO B VYKpalHy 3

AOTPUMAHHAM BuMOr 3aK0HOABCTBA INOAO 3a0€3EUEHHS AKOCTI TKAPCHKHX 3ac00iB.
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DocuSign Envelope 1D: 4C8C9305-29AD-42BA-8D3C-01F669B821A8

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

Batch:/

Cepis :

Batch size:/

Poawmip cepii:

Date of Manufacture:/
[ata BupoGHuLTBa:

Expiry Date:/
TepmiH npupaTHocTi:

Package Size/Type:/
Poawmip Ta BUA ynakosku:

Strength/Potency:/
Hoaa / BMicT Zitounx peqoBuH:

Marketing Authorisation Number: /
Peectpauiiite IMocsigverHs:

Importing Country: /
Kpaina imropTep:

Country of origin:/
KpaiHa BUpoBHUK:

Purpose of Use:/
MeTa nocrayaxHs:

Dosage form:/
Nikapcbka copma:

Name and address of Manufacturer,
responsible for batch release: /
Hassa Ta agpeca BupoBHuka, KOTpuid
BUNYyckae cepito B oBir:

Certificate of Release and GMP Compliance/
CepTudpikaT BigrosigHocti GMP BUMNyLLeHoi cepii

Edarbi®, tablets 40 mg Ne28/ Enap6i™, tabnetku no 40 mr Ne 28

12749560
10080un/ynakoBok

22 FEBRUARY 2024

21 FEBRUARY 2027

14 tablets in blister; 2 blisters in carton box/
14 Tabnetok y Gnictepi; 2 6nictepu B KapTOHHiiA Kopobui

One tablet contains 42.68 mg azilsartan medoxomil
potassium, which is equivalent to 40 mg azilsartan
medoxomil/

1 Tabnetka MicTUTL 42,68 Mr asuncapTany MezloKcoMiny
kanito, Lo eksiBaneHTHO 40 Mr asuncapTaHy Me/[IoKCoMIny

Ne UA/13312/01/02

Ukraine/
Ykpaina

Ireland/
IpnaHais

Commercial Supply/
KomepuifiHa

tablets, 40 mg/
TabneTku no 40 mr

Takeda Ireland Limited,
Bray Business Park,
Kilruddery,

Co. Wicklow,

Ireland. /

Takena lpnadpis N1TA,
BEpen Bizkec Mapk,
Kinpyagepi,

Ko. Yikroy,

Ipnaxais

CORA6099797 Revision 10, EDARBI 40MG TABS 28 PC UKR

PR1946600

Page 10of 2




DocusSign Envelepe ID: 4C8C9305-29AD-42BA-8D3C-01F669B821A8

TAKEDA IRELAND LTD
BrayBusinessPark

Kilruddery, Co. Wicklow

Ireland

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

Certificate of Release and GMP Compliance/
Ceptudvikat Bignosigrocti GMP sunyweHoi cepii

Manufacturing Licence:/ Ne M00807/00001
Homep nieHasit:

Registered Specification Number:/ TAK-491-18725 ver 1.0
Homep Crieuundikauii Bupo6Huka:

I 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, /

Lium ninTeepaxyo, Lo BULLEBKasaHa iHdhopMaLlis € AoCTOBIpHOK | ToUHOL0. [laHa cepis npoaykwii sBupo6neHa
(BKNIOUAKOYM yNaKoBKy/MapKyBaHHs) Ta npoBegeHuil KOHTporb 1T $IKOCTi, Ha BkasaHiil OiMsiHUi B MOBHIN
BiANOBIZHOCTI 3 BUMoramut GMP, BCTaHOBNEHUMU MiCLIEBUM PEFYNSITOPHUM OPraHoOM, a TaKoxX y BifnoBigHoCTI
3i cneyudikauielo, sAka MICTUTBLCS B peecTpauiiHoMy Jocbe KpaiHu-iMnopTepa abo B Aocke crieLudikauii Ha
nNpenapar Ans sunpoboBysaHoro nikapcekoro 3acoBy. MpoTokonu BUPOGHULTEE, yrakoBkW Ta aHanisy Gynu
nepernaHyTi i BcTaHoBNEHO BiANoBiAHICTE GMP.

f-v~-l)ocus'gnad by
| Duvis Walsh

B sine Nama, David Watsh 10-May-2024 I 11:37:17 BST

| Signg Reasan. | apprave ths docusmant
| Soning Tine 10-40y.2024 1 11,19:23 BST

David WErsHe e Date / dara
Qualified Person/

YnosHoBaxeHa ocoba

Takeda Ireland Ltd.

CORAG099797 Revision 10, EDARBI 40MG TABS 28 PC UKR
PR1946600 Page 2 of 2




DacuSign Envelope ID: 4C8C9305-29AD-42BA-8D3C-01F669B821A8

Certificate of Analysis /

Cepmucpbikam sikocmi cepii nikapcbkoz0 3acoby

Edarbi®, tablets 40 mg Ne28 / Enap6i™, tabneTku no 40 mr Ne 28

Batch size/ Poamip cepii:- 10080un/ynakosok

Test/
HopmatusHi
NoKasHUKK

Appearance/ Onuc

ldentification
Azilsartan
Medoxomil/
IneHTudikavis /
AsuncapTaHy
Megokcominy

Related -
Substances/
BusHayeHHs yucTotu

Content Uniformity/
OpHopigHicTb
[030BaHUX OUHULb

CA241158

Specification/
Cneuundikauis

White to nearly white plain tablets with “ASL” debossed

~ on one side and “40” debossed on the other side/

bini a6o mavbke 6ini TabrieTku, 3 rpasitoBaHHaM «ASL»
Ha OJHiI CTOPOHI | «40» Ha iHWI CTOPOHI

Uvivye:

The UV spectrum of the test sample is similar to the UV
spectrum of the standard sample /

YO criekTp BuUnpobysaHoro 3paska aHanoriuHui Y-
CMEKTPY CTaHAapTHOMY 3pasky

HPLC/BEPX:

The retention time of the sample peak agrees within
12.0% with that of the reference standard peak /

Hac yTpuMyBaHHS OCHOBHOTO MiKy Ha Xpomatorpami
BUNpoBysaHoro posunHy Mae 6yt B Mexax +2.0% yacy
YTPUM&aHHSA OCHOBHOTO MKy CTaHAapTHOMO PO3UMHY

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

2-Oxo analog (U-3): NMT 0.50%/
2-okco aHanorosuti (U-3): £0.50%

EOA 2-hydroxy-3-oxobutyl ester (U-4): NMT 0.25%/
EOA 2-rigpokco-3-okcibyTunosuii edip (U-4): £0.25%

Others (individual): NMT 0.20% /
Byab-aka oguHuuHa HeineHTudikoBaHa nomiluka:
<0.20%

Total (unspecified): NMT 1.0%/
Cyma HeineHTubikoBaHux nomiltok: <1.0%

Total: NMT 7.5%/
Cyma Bcix pomiwok: £7.5%

Meets requirements of Ph.Eur. /
IMoBuHHI BignoeigaTv BuMoram

COA6099797 Revision 11, EDARBI 40MG TABS 28 PC UKR

PR4287489

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

Batch/ Cepisi: 12749560

Result/

PesynbTaTtu aHanisy

Complies

Bignosigae

Complies

Bignosipgae

Complies

Bignosigae

0.9%

0.03%

0.08%

NQ%

0.0%

1.0%

Acceptance value (AV): 1.7/
Bignosigae

Page 1 0of 2



DocuSign Envelope ID: 4C8C9305-29AD-42BA-8D3C-01F669B821A3

Certificate of Analysis/

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

Cepmucdpikam sikocmi cepii nikapcbkozo 3acoby

Edarbi®, tablets 40 mg Ne28/ Eqap6i™, ta6netku no 40 mr Ne 28

Batch size/ Po3mip cepii:- 10080un/ynaxosox

Test/
HopmaTtusHi
MOKasHWUKK

Dissolution/
PoaynHeHHs

Assay

Azilsartan Medoxomil/
KinbKicHe BU3Ha4eHHs
AsuncapraHy
MeJoKCoMiny

Microbial Limit!/
MikpoGionoriyna
uuctorat

Specification/
Creuundikauis

NLT 80% (Q) of the labeled amount of Azilsartan
Medoxomil Potassium is dissolved in 30 minutes/
He meHwwe 80% (Q) uepes 30 xa

NLT 95.0% and NMT 105.0% of the labeled amount /
95.0%-105.0% (8in 3asBneHoro smicTy)

Microbial enumeration tests /
TecTu Ha MikpoGionoriuHe BUSHAYEHHS:

TAMC-NMT 103CFU/g/
He 6inbiwe 103 KYO/r

TYMC-NMT 102CFU/g /
He 6inblwe 102KYO/r

Escherichia coli: Negative /
BigcyTHicTe/r

Batch/ Cepis: 12749560

Result/
PesynbTaTn aHanisy

Stage S1/ ETan S1:
98%, 97%, 97%
96%, 100%, 100%

Stage Sz / Etan Sz
N/A%, N/IAY%, N/AY%
N/A%, NIA%, N/A%

99.5%

Not tested / He nposoautses

'Test is done on the first 10 batches at release and then at least 4 batches per year according to the sampling
method of sampling /

' Tect npoBoaNTLES Ha NepLux 10 Cepisx Npu BUNYCKy, a Aani He MeHWe Hix Ha 4-X cepisx B pik 3a MeTogOM
BUBIPKOBOTO KOHTPOMO

Date of Manufacture/:22 FEBRUARY 2024
lata BupobHuuTea:

l

Prepared By / g

MNigroToeneHo:

-~ Dagusignod by,

David Walsh

Signer Namo: Davad Walsh
Sianing Roason' | appsove this document
Signing Time 10-May-2024 | 11:19:37 BST

Adnehal Sharma ™
QA Analyst

+~DocuSighod by,

LY

Approved by/: |

David Walsh

Signet Name: David Walsh

ason: 1 approve Iis docursant
0 19-Muy-2024 | 13:37:12 B5T

SaTBepA)KeHO: Dawﬁaf W lféfrsnﬁwuncmrmav
Qualified Person/
YnoBHoBaxeHa ocoba

CA241158

COAB099797 Revision 11, EDARBI 40MG TABS 28 PC UKR

PR4287489

Expiry Date/: 21 FEBRUARY 2027
TepmiH npuaaTHOCTI:

10-May-2024 | 11:37:17 BST
Date / dara: 2y '

Date / flata; 10-M2y-2024 | 11:37:17 BST
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