AEP)KABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTUKAMM Y KUIBCHKINA OBJIACTI

npos. Caitauunoi Hanii, 3, M.Kuis, 02099, ten/(pakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
po SIKiCTh BBE3€HOIro B Y KpaiHy JliKapcbKoro 3aco0y

05.03.2025 Ne 8708/25/10

EJAPBIKJIOP®

(HaliMeHyBaHNS NiKapCbkoro 3acoBy 3riAHO 3 peccTpauifiiim NOCBIAMEHIAM)
TaGJIeTKH, BKPUTI MJIIBKOBOIO 0600HKO0, 40 Mr/12,5 mr; no 14 Tabaerok y Gaicrepi; no 2
Onicrepu y kapToHHii kKopoOui

(popma BHITYCKY, NO3YBAHHS, BIJL NAKYBAHHS NIKAPCHKOrO 3ac0by )
Howmep peecrpauiitioro nocsinuenus UA/15204/01/01 crpor aii pecctpauiitnoro nocsinuenns 01.01.2099
Cepis nikapchkoro 3acoby Ne 12847292 KinbkicTs spesenoro nikapeskoro 3acoby 16239

BupoGHH Takena Ipnangis Jltn, Ipnanpis

(naitmeny Batng BHPoGHHKA NTIKapCLKOro 3aco0y, Kpaina noxomKenn)

Breseto B Yipainy TosapucTBo 3 o6MexeHolo BianosinanbHicTio "ACIHO YKPATHA™,
inent. kox: 42274733

(naiiMenysanHs Ta koa 3a €JAPITOY topuanunoi ocobu abo npissuule, imM'st, no 6athikosi BizuuHOi
ocobu - ninnpremus, ii MiCLE NPOXHBANKHA Ta peecTpauiiitnii nomep 06NiKOBOT KAPTKH NNATHKKA
noaarkis abo cepis Ta HoMep nacnopra)

Mporoxoa sizyaasuoro korposio sin 26.02.2025 Ne 0559/4.

3a  pesynsTataMH  [ePKABHOTO  KOHTPOJIO  BCTAHOBAEHO, 110 Jikapebkuii  3acil  seesewo B Yipainy 3

AOTPHMAHHSIM BHMOT 3aKOHOAABCTBA 111010 3a0e3N€UEHHA AKOCTI JliKAapChKkHX 3ac00iB.




Docusign Envelope ID: C1F1EC67-4CF5-4492-9E37-81C37F2B9859

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

Certificate of Release and GMP Compliance/
Ceptudpikat BignosigHocti GMP BunyueHoi cepii

Edarbyclor®, film-coated tablets, 40mg/12.5mg Ne28 in blisters/
Epnap6iKnop®, TabneTku, BkpuTi nniskosoto 060noHkoto, 40 mr/12,5 mr Ne28 y 6nicrepax

Batch:/

Cepis:

Batch size:/

Poawmip cepil:

Date of Manufacture:/
HaTa BupobHuuTBa:

Expiry Date:/
TepmiH NpUAATHOCTI:

Package Size/Type:/
Posmip Ta Bug ynakosku:

Strength/Potency:/
[osa/BmicT girounx pevoBuH:

Marketing Authorisation Number: /
PeecTpauiive noceigyeHHs:

Importing Country:/
KpaiHa imnopTep:

Country of origin:/
Kpaina BupobHuK:

Purpose of Use:/
MeTa noctavaHHs:

Dosage form:/
Nikapcbka thopma:

Name and address of Manufacturer,
responsible for batch release: /
Hasea Ta agpeca BMpoBHKKa, SKUA
BUNycKae cepito B 00ir:

12847292
19120un/ynakoBok

28 SEPTEMBER 2024

27 SEPTEMBER 2027

14 tablets in blister; 2 blisters in carton box /
no 14 Tabnetok B GnicTepi; no 2 Gnictepun 8 KAPTOHHIN kopobLi

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

1 TabneTka MicTUTL; aauncapTasy MegoKcominy kanito 42.68
Mr (exBisaneHTHo 40 Mr asuncapTaHy MegoKCoMiny) Ta
xnopTanigoHy 12,5 mr

Ne UA/15204/01/01

Ukraine/
YKpaiHa

Ireland /
[pnanais

Commercial Supply/
Komepuifina

film-coated tablets, 40mg/12.5mg /
TabneTku, BKpUTi NNiskoBoto obonoHkoto, 40 mr/12,5 mr

Takeda Ireland Limited,
Bray Business Park,
Kilruddery,

Co. Wicklow,

Ireland. /

Takeaa lpnaxgis INta,
Bpei bisnec MNapk,
Kinpyaaepi,

Ko. Yiknoy,

Ipnaxais

CORA6170518 Revision 4, EDARBYCLOR 40/12,5MG TAB 28PC UKR

PR1946601

Page 1 of 2
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Docusign Envelope ID: C1F1EC67-4CF5-4492-9E37-81C37F2B9859

TAKEDA IRELAND LTD
BrayBusinessPark

Kilruddery, Co. Wicklow
Ireland

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

Certificate of Release and GMP Compliance/
Ceprudikar BignosigHocti GMP BunyuweHoi cepil

Manufacturing Licence:/ Ne M00807/00001
Homep nitieHsil:

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

| 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. /

Livm nigTeepaxylo, Wo BULLeBKasaHa iHopmauis € 4OCTOBIPHOW | TOUHO. [laHa cepif NpoAyKUii BupobneHa
(BKIIOMalOYN  YNaKoBKYy/MapKyBaHHs) Ta NpoBeAeHWA KOHTpornb 11 AKOCTI, Ha BKa3aHilh AiNAHUI B MOBHIA
BiAnosiaHocTi 3 Bumoramyt GMP, BCTaHOBMEHUMU MICLIEBUM PETYNATOPHUM OpraHoMm, a TakoxX y BiANOBIAHOCTI
3i cneyudikaLlieto, sika MICTUTbCS B peecTpauiiHoMy [OCkbe KpalHun-imnopTtepa abo B Aocbe crneuundikalin Ha
npenapat Ans sunpoboByBaHOro nikapcekoro 3acoby. MNpoTokony BupoBHULTBA, YNakoBKK Ta aHanisy oynn
nepernaHyTi i BCTaHOBNEHO sBignosigHicTe GMP.

Signed by:
' Temi Odutayo

@ Signer Name: Temi Odutayo 21-Jan-2025 | 12:21:22 GMT
] Signing Reason: | approve this document
Te itOB’@"UUU%’yy -Jan-2025 | 12:17:56 GMT Date / aTa

QualifiearPeteerpps48CIBECE395930B00F D4

YnoBHoBaxeHa ocoba
Takeda lreland Ltd. /
Takega IpnaHgis NTA.

CORAB170518 Revision 4, EDARBYCLOR 40/12,5MG TAB 28PC UKR Page 2 of 2
PR1946601



Docusign Envelope 1D C1F1EC67-4CF 5-4492-9E37-81C37F2B9859

Certificate of Analysis/
Cepmucbikam aHaniay

Edarbyclor®, film-coated tablets, 40mg/12.5mg N228 in blisters/
Enap6iKnop®, Tabnetku, BkpuTi nniskoBoko obonoxkoto, 40 mr/12,5 mr Ne28 y 6nicrepax

Batch size/ Poamip cepii: 19,120un/ynakoBok

Test/
HopmaTusHi
MoKa3HUKM

Appearance /
Onuc

Identification /
Azilsartan medoxomil/
laeHTudikauis /
Asuncaprany
MefoKCOoMIN

Chlorthalidone/

Xnoprtaninox

CA250169

Specification /
Cneuudikauis

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

TabneTku CBITAO-POXEBOro KONLOPY, Kpyrnoi dopmu,
BKPUTI NNiBKoBOK OBOMNOHKOW, 3 Hanmcom «A/C» Ta
«40/12,5» 3 oaHieT cTopoHMN.

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

MoBuHHa BYTK No3UTMBHA (YD cnekTp OCHOBHOrO Nika
Ha xpomaTorpami BUNpoOBYBaHOrO PO3UMHY MOKasye
nBa aacopbuinHnx nneva npu Til e JOBXUHI, AKi YO
CneKkTp Miky asuncapTaHy  MeAOKCOMiny  Ha
Xpomartorpami cTaHA4apTHOrO PO3UMHY).

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

MoBUHHA OYTM MO3UTUBHA (4acu YTPUMYBaHHA
OCHOBHWX MiKiB HA xpomartorpamax BunpoboByBaHWX
posunHiB B Mexax +2.0% uvaciB yTpvMyBaHHA
OCHOBHUX MiKiB Ha Xpomartorpamax CTaHdapTHWUX
PO34YU1HIB)

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

MosnHHA ByTn no3uTuBHa (YP CnekTp OCHOBHOrO nika
Ha xpomaTorpami sunpobyBaHOro po3vnHy nokasye
nBa ancopbUiiHKUX MakCUMYMW NPW Ti e JOBXWHI,
Ak i YO cnekTp niky xnopranigoHa Ha xpomarorpami
CTaHAapTHOro PoO3yuHY).

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

MoBuHHa OyTM NO3NTUBHA (4acKh YTPUMYyBaHHSA
OCHOBHUX MiKiB Ha XpomaTorpamax BUnpoboByBaHUX
posyuHis B Mexax +2.0% uvaciB yTpuMyBaHHSA
OCHOBHWX TiKiB Ha XpomaTtorpamax CTaHgapTHUX
pO34nHiB)

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

PR1946601

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

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

Batch/ Cepis: 12847292

Result/
PesyrnbTaTtu

Complies
Bignosigae

Complies
Bianosinae

Complies
Bignosinae

Complies
Bignosinae

Complies
Bignosinae

Page 1 of 4



Edarbyclor®, film-coated tablets, 40mg/12.5mg Ne28 in blisters/

Docusign Envelope ID: C1F1EC67-4CF5-4492-9E37-81C37F2B9859

Certificate of Analysis/
Cepmucbikam aHanisy

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow

Ireland

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

Enap6iKnop®, TabneTtku, BKpuUTi NniBkoBoto o6onoHkoto, 40 mr/12,5 mr Ne28 y Gnictepax

Batch size/ Poamip cepii: 19,120un/ynakosok

Test/
HopmaTtusHi
MOKa3HUKN

Related Substances /
Bu3sHayeHHs uncToTn
Azilsartan medoxomil/
AsuncapTaHy
MegoKcoMiny

Chlorthalidone: /
XnopTanigoH

Content Uniformity /
OpaHopigHicTb
[L030BaHNX OAUHNLb
Azilsartan medoxomil/
AsuncapTaHy
MeJOKCOMINy

Chlorthalidone: /
XnopTanigoH

CA250169

Specification /
Cneuundikauis

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

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

2-okco aHanorosuii (U-3) < 0.50%

EOA 2-hydrdoxy-3-oxobuty! ester (U-4):

NMT 0.25% /

EOA 2-rigpokco-3-okeubyTtunosuii edpip (U-4):
<0.25%

Others (individual): NMT 0.20% /

Byab-sika oguHWYHa HeigeHTndiKoBaHa AoMillKa:

£0.20%
Total (unspecified): NMT 1.0% /
Cyma HeiaeHTudikoBaHux gomiwok: < 1.0%

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

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

Byab-sika oguHWYHa HeigeHTudikoBaHa AoMillKa:

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

Meets the requirements of USP /

[MoBwWHHI BigNOBIgaTV BUMOram

Meets the requirements of USP /
NoBUHHI BignoBigaTh BUMOram

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

PR1946601

Batch/ Cepia: 12847292

Result/
PesynbTaTtu

1.6%
0.04%

0.12%

0.00%

0.0%

1.8%

ND%
0.09%

0.2%

Acceptance value (AV): 3.3
Bignosigae

Acceptance value (AV): 4.3
Bignosigae

Page 2 of 4



Edarbyclor®, film-coated tablets, 40mg/12.5mg Ne28 in blisters/

Docusign Envelope ID: C1F1EC67-4CF 5-4492-9E37-81C37F 289859

Certificate of Analysis/
Cepmucpikam aHanisy

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

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

Enap6iKnop®, Tabnetku, BkpuTi nniskosok o6onoHkoto, 40 mr/12,5 mr Ne28 y 6nictepax

Batch size/ Poamip cepil: 19,120un/ynakoBok

Test/
HopmaTueHi
MOKa3HUKN

Dissolution /
Po34yunHeHHs
Azilsartan medoxomil/
AsnncapTaHy
MeZOKCOMIny

Chlorthalidone: /
XnopTtanigoH

Assay /

KinbkicHe BU3HAYEHHS!
Azilsartan medoxomil/
AszuncapTaHy
MEeLOoKCOMINy

Chlorthalidone: /
XnopTtanigoH

Date of Manufacture/: 28 SEPTEMBER 2024

Jata snpobHuyrsea:

CA250169

Specification /
Cneuundikauis

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

He meHwe Hix 70% (Q) Big 3anBnNeHOro BMICTy
yepes 30 xB

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

He meHwe Hix 70% (Q) Big 3asBrieHoro BMiCTy
yepes 30 xB

NLT 95.0% and NMT 105.0% of the labeled
amount of Azilsartan Medoxomil /
95.0%-105.0% (Bia 3asiBNEHOro BMICTY)

NLT 95.0% and NMT 105.0% of the labeled
amount of Chlorthalidone /
95.0%-105.0% (Big 3asBNeHoro BMICTY)

COA6170518 Revision 4, EDARBYCLOR 40/12,5MG TAB 28PC UKR

PR1946601

Batch/ Cepis: 12847292

Result /
PesynbTtaTty

Stage S1:/ PiBeHb S4
85%, 98%, 91%
103%, 90%, 96%

Stage S,:/ PieHb S»
N/A%, N/A%, NIAY%
N/A%, N/IA%, N/A%

Stage S1:/ PiBeHb S4
77%, 94%, 88%
98%, 89%, 93%
Stage Sz:/ PiBeHb S;

N/A%, N/A%, N/A%
N/A%, N/A%, NIA%

97.0%

102.6%

Expiry Date/: 27 SEPTEMBER 2027
TepMiH npugaTHOCTI:

Page 3 of 4



Docusign Envelope ID: C1F1EC67-4CF5-4492-9E37-81C37F2B9859

Certificate of Analysis/
Cepmucpikam aHanisy

Edarbyclor®, film-coated tablets, 40mg/12.5mg Ne28 in blisters/

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow

Ireland

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

Enap6iKnop®, TabneTkn, BKpUTI nniskoBoto obonoHkoto, 40 mr/12,5 mr Ne28 y Gnicrepax

Batch size/ Poawmip cepii: 19,120un/ynakosok Batch/ Cepina: 12847292

~Signed by
Prepared By /: (Niamh Flerning_ Date / faTa:

n I'q FOTOBNEHO: @ Ia{:wﬁg asun I am m;:?hor of this document

mnai »}bszh ~Jan-2025 [ 10:00:23 GMT
A P?Pf'W%ﬂ‘r‘ﬁféfﬂ%f’ﬁi?é@ﬁ

Signed by:
Temi Odutayo

@ Slgner Name: Temi Odutayo

Approved By/ : approve this document Date / ﬂ.aTa .
3aTBep,q>KeHo:Teﬁj§it0|§e§f®ﬁm@yb Jan-2026 | 12:18:17 GMT

Qualifiet e rstiiD848CIBECE395930B00F D4
YnosHoBaxeHa ocoba

CA250169

COAB170518 Revision 4, EDARBYCLOR 40/12,5MG TAB 28PC UKR
PR 1946601

21-Jan-2025 | 10:00:27 GMT
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