JIEPYKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KMIBCBHKIN OBJIACTI

npos. Ceitnnunol Hanif, 3, m.Kuis, 02099, Ten/dpaxc: (044) 363-06-50
E-mail: dls.ko@d!s.gov.ua, Koa €APIIOY 37078774

BUCHOBOK
1po SIKiCTb BBE3eHOI0 B Y KpaiHy JIiKapcbKoro 3aco0y

13.06.2024 Ne 28546/24/10

EJAPBIKJIOP®

(HaiimMenyBanHs JiKapesKkoro 3acoby 3riiHO 3 peccTPpaLifiHMM MOCBIAYEHHIM)
TaGJIeTKH, BKPUTI I1iIBKOBOI0 060J10HKO010, 40 MI/25 mr; o 14 TabaeTok y OJictepi; no 2
OJiicrepu y kaproHHil kKopoOui

((popma BHITYCKY, RO3YBANISA, B NAKYBAHHS MKAPCLKOro 3ac00y)
Homep pecerpaniiinoro nocsipuenus UA/15205/01/01 crpox aif peeerpauitinoro nocsinuenns 01.01.2099
Cepist siikapebkoro sacoby Ne 12743224 Kinbkicrs BBesenoro nikapebkoro sacoby 2880

Bupobuuk Taxena Ipnanais Jlta, Ipnanais
(HaiimenyBariist BUpOOGHMKa JIKApChKOro 3aco0y, Kpaita roxXoKeHHsI)

Bresciio s Yipaiiy Tosapucrso 3 o6mexenolo BianosigaasnicTio "ACIHO YKPAIHA'",
inent. kom: 42274733
(nalimenyBanist Ta koA 3a €APITOY ropuarutol ocobu abo npizsuute, im's, no Garskosi izuunoi
0CoGH - NIANPUHEMLEA, Ti MICLIC POXKUBAHHS Ta peecTpalliiinnii HoMep 06AIKOBOT KAPTKH MAATHHKA
noaarkis abo cepis Ta HoMep macriopra)

Mpotoxoa Bizyanasnoro kontpomo six 07.06.2024 Ne 1617/3.

3a pesyspraraMd IEPKABHOINO  KOHTPOMIO  BCTAHOBACHO, U0 Jikapebikudl  3aci®  Beseno 8 Ykpainy 3

ROTPUMAHHSM BuMOr 3aK0HOAEBCTBA WOO0 3a0e3l1eueH s sIkocTi AikapebkuX 3acobiB.
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AEPKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJITO 3A
HAPKOTUKAMM Y KMIBCHLKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog € APTIOY 37078774

BUCHOBOK
Npo AKICTh BBE3EHOI0 B YKPpaiHy JIiKapcbKoro 3acody

10.10.2024 Ne 50249/24/1011

EJAPBIKJIOP®

(HAFMEHY BAHS JHKAPCLKOTO 3aC00Y 3ULLHO 3 PCCCTPAILTIiM HHOCBLTUCHIINM)
TabJICTKH, BKPHTI MJIIBKOBOIO 0060/101K010, 40 Mr/25 mr; no 14 Tabaerok y OJtictepi; no 2
Oaicrepn y kaprousiii kopoGii
(([)()pMZi BHITYCKY, A03YBAMH, BHTTAKYBaHI Jlil\'ilpchl\’()l'() '%‘(IC()G_\’)

Homep peecrpauiiinoro nocsizuenns UA/15205/01/01 crpok aii pecerpanisinoro nocsiuens 01.01.2099
Cepis nikapenkoro 3aco6y Ne 12743224 KLLKICTS BREICHOTO HiKkAPChKOTO Sacofy 279

Bupobiui Taxena Ipnaunis Jltn, Ipnanis

(HATMC TV BT RUPOOHIK HRKAPCHROIO GCOAY, KPATH HONO RIS

Baeseno B Yipaiiy ToBapucTBo 3 06mMexenolo Bixnosiganasuictio "ACTHO YKPATHA",
inenT. kon: 42274733

(Haiimenysanis ta kot sa CJIPTIOY 1oprunol ocofn abo npisgiie, im's, 1o 6arskosi Gisiunol
0COOH - TIANPHEMIEL. T MICIC TPOXHBANNS Ta peccTpailifinmii Homep oOAIKOROT KAPTKH 11aTHHKA
HOAATKIB a0 CePIst Ta HOMEP HacTopTa)

Mporokon sisyansuoro kourpoaio sia 01.10.2024 N 2981/14.

3a  pesysbrataMd  JICPKABHOIO  KOHTPOIIO  BCTAHORICHO. 1O Jikapehkuit  sacid nncseno s Yipainy - 3

JOTPUMAHHAM BUMOT 3aKOHOAABCTRA HO/10 3abeicuens sKOCTi JikapehKkuX sacodin.
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DocuSign Envelope |ID: CE176588-56AB9-4D97-9FD3-E9E9662F0FDY

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow

Ireland

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

Batch:/

Cepis:

Batch size:/

Poswmip cepil:

Date of Manufacture:/
[aTta supobHuuTea:

Expiry Date:/
Tepmin npygaTHOCTI:

Package Size/Type:/
Poamip Ta Bug ynakosku:

Strength/Potency:/
[o3a/BmicT Aitoumx peyoBuH;

Marketing Authorisation Number: /
PeecTpauiiie nocsiguerHs:

Importing Country:/
Kpaina imnopTep:

Country of origin:/
KpaiHa BMpoBHWK:

Purpose of Use:/
MeTa noctavaHHs:

Dosage form:/
JNikapceka dopma:

Name and address of Manufacturer,
responsible for batch release: /
Hasea Tta agpeca supobHuka, skui
BUNYyCKae cepito B obir:

Certificate of Release and GMP Compliance/
CepTtudikaT BignosigHocti GMP sBunyweHol cepil

Edarbyclor®, film-coated tablets, 40mg/25mg Ne28 in blisters/
Enap6iKnop®, TabneTky, BKpUTI NNiskosolo 06onoHkoto, 40 mr/25 mr Ne28 y 6nictepax

12743224
3,160un/ynakoBok

04 FEBRUARY 2024

03 FEBRUARY 2027

14 tablets in blister; 2 blisters in carton box /
no 14 Tabnerok B 6nicTepi; no 2 Gnictepn B KAPTOHHIA kopobili

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

1 TabneTtka MiCTUTL. asnncapTany MeaoKCOMINy kanito 42.68
Mr (eksiBaneHTHoO 40 Mr aguncapTaHy mMesoKCoMiny) ta
xropranigoHy 25 mr

Ne UA/15205/01/01

Ukraine/
Ykpaina

Ireland /
Ipnanais

Commercial Supply/
KomepuitHa

film-coated tablets, 40mg/25mg /
TabneTky, BkpUTi nnigkosoo ob6onoHkoto, 40 Mr/25 mr

Takeda Ireland Limited,
Bray Business Park,
Kilruddery,

Co. Wicklow,

Ireland. /

Takena lpnangis 1tg,
Bpeit bisHec MNapk,
Kinpyaaepi,

Ko. Yiknoy,

Ipnargis

CORAB170519 Revision 4, EDARBYCLOR 40/25MG TAB 28PC UKR

PR 1946601

Page 1 of 2




DocuSign Envelope ID: CE176588-5AB9-4D97-9F D3-E9E9662F0FDI

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

Certificate of Release and GMP Compliance/
CepTudixat BinnosigHocti GMP BunyweHor cepil

Manufacturing Licence:/ Ne M00807/00001
Homep niueHsi:

Registered Specification Number:/ TAK-491CL.D-19900 ver 1.0
Howmep cneuudikallii 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. /

Lunm nigTeepmkyto, W0 BULLEBKasaHa iHhopMauis € AOCTOBIPHO | TouHO. [aHa cepis npoaykuii BupotneHa
(BKAKOYAOUM YNaKOBKY/MapKyBaHHSA) Ta NpoBeAeHUl KOHTPOMb 1T AKOCTI, Ha BKasaHi AinNaHUi B NOBHIA
BianoBiaHoCT 3 BUMoramu GMP, BCTaHOBNEHUMU MICLIEBUM PErYNSTOPHUM OPraHoM, a TakoX y BiANOBIGHOCTI
3i cneymcbikalieto, sika MICTUTBCA B peecTpauitHoMy A0CkLE KpaiHu-imnopTtepa abo B f4ocke cneundikalin Ha
npenapaT 4ns BuNpoboBYyBaHOro Mikapcbkoro 3acody. NpoTokonu BUpoBHUUTEA, ynakosku Ta aHaniay 6ynu
nepernsHyTi | BCTaHOBMNEHO BianosigHicTe GMP.

Y
David Watghy oo
Qualified Person /
YnosHoeaxeHa ocoba
Takeda Ireland Ltd. /

Takepna lpnangis NTA

15-Apr-2024 | 12:47:53 BST

Date / Jata

CORA6170519 Revision 4, EDARBYCLOR 40/25MG TAB 28PC UKR Page 2 of 2
PR1946601



DocuSign Envelope |D: CE176588-5AB3-4D97-9FD3-E9E9662F0FD9

Certificate of Analysis/
Cepmucbikam aHarnizy

Edarbyclor®, film-coated tablets, 40mg/25mg Ne28 in blisters/
Enap6iKnop®, TabrneTku, BKkpUTi Nriskosoto o6oroHkoto, 40 Mr/25 mr Ne28 y GricTepax

Batch size/ Poamip cepii: 3,160un/ynakoBok

Test/
HopmaTusHi
MOKa3HNKM

Appearance /
Onuc

Identification /
Azilsartan medoxomil/
laenTndbikauis/
AsuncapTany
MeaoKCOMIN

Chlorthalidone/
XnopTaniaoH

CA240905

Specification /
Cneuudikauisa

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

TabneTkn poXeBOro KONbOPY, KPYrnoi hopmu, BKPUTI
niBKOBOO 000NOHKOW, 3 Hanucom «A/C» Ta «40/25»
3 OJHIET CTOPOHMU.

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

MoBuHHa 6yTK No3uTuBHa (Y®P cnekTp OCHOBHOrO nika
Ha Xxpomartorpami BunpoDyBaHOro pPO34YUHY fOKa3ye
ABa aacopbuinHux rneya npu Til ke AOBXMWHI, sKi YO
CNeKkTp  Niky  asuncaptaHy  MeAoKCOMiny — Ha
Xpomarorpami CTaHAapTHOrC PO3UnHY).

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

[MoenHHa OGyT noswTuBHa (4acu yTPUMYBaHHS
OCHOBHMX NIiKIB Ha xpomaTorpamax sunpoboByBaHMX
po3yuHiB B Mexax +2.0% 4aciB yTpUMyBaHHS
OCHOBHUX NiKIB Ha XxpomaTorpamax cTaHgapTHUX
PO3YMHIB)

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

[TosyHHa ByTu No3nTuBHA (YP CnexkTp OCHOBHOTO Nika
Ha Xxpomarorpami BUNpoByBaHOro pPO3YUHY MNOKa3ye
ABa afcopbuinHNX MakCUMymn npu TiR Xe A0BXWHI,
aK | YO cnekTp niky xropTanigoHa Ha xpomarorpami
CTaH4apTHOrO PO3UnHYy).

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

MoBuHHa OyTn nosuTuBHa (4acu YTPUMYBAHHS
OCHOBHUWX MiKiIB Ha xpomaTorpamax BunNpoboBYyBaHWUX
po3uunHiB B wmexax +2.0% 4acis yTpuMyBaHHs
OCHOBHUX MiKIB Ha XxpomaTtorpamax craHgapTHUX
PO3YUHIB)

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

PR1946601

TAKEDA IRELAND LTD
Bray Business Park
Kilrucldery, Co Weklon:

Ireland

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

Batch/Cepis: 12743224

Result/
PesynbTaTti

Complies
Binnosinae

Complies
Binnosinae

Complies
Bianosinae

Complies
Bignogigae

Complies
Bignosigae

Page 1 of 4



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

DocuSign Envelope ID: CE176588-5AB8-4D97-9FD3-E9E9662F0F D9

Certificate of Analysis/
Cepmuchikam aHanisy

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

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

Enap6iKnop®, TabneTku, BkpuTi nniskoBoto 060roHKkow, 40 mMr/25 mr Ne28 y Bnictepax

Batch size/ Poamip cepii: 3,160un/ynakosok

Test/

HopmaTuBHi
NOKa3HWKN

Related Substances /
BusHaueHHsa yucTotu
Azilsartan medoxomil/
AsnncapTtaHy
MELOKCOMInNy

Chlorthalidone: /
XnopTtanigoH

Content Uniformity /
OOHOPIgHICTL
A030BaHNUX CANHULb
Azilsartan medoxomil/
AsuncaptaHy
MeOKCOMINy

Chlorthalidone: /
Xnopranifo

CA240905

Specification /
Cneundikauisa

EOA (U-2): NMT 5.5% / £ 5.5%

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

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

EOA 2-rigpokco-3-okcubyTtunosun edip (U-4):

£0.25%

Others (individual): NMT 0.20% /
byab-sika oguHU4Ha HeigeHTudikoBaHa
gomiwka: < 0.20%

Total (unspecified): NMT 1.0% /
Cyma HeigeHTUdIKOBaHNX AOMILLOK:
£1.0%

Total: NMT 7.5% /

Cyma Bcix gomiwok: £ 7.5%

CCA: NMT 1.0% /< 1.0%

Others (individual); NMT 0.20% /
Byab-aka oavHuyHa HeigeHTndikoaHa
aomiwka: s 0.20%

Total: NMT 1.5% /

Cyma BCix gomiwok: < 1.5%

Meets the requirements of USP /

[MoBMHHI BignoBIiAaTH BUMOram

Meets the requirements of USP /
MoBWHHI BignoBigaT BUMOram

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

PR 1946601

Batch/Cepisa: 12743224

Result/
PesynbTtaTtn

1.2%
0.02%

0.08%

0.00%

0.0%

1.3%

ND%
0.06%

0.1%

Acceptance value (AV) :

Bignosigae

Acceptance value (AV) :

Bignosigae

Page 2 of 4
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DocuSign Envelope |D: CE176588-5ABS-4D97-9FD3-EQE9662F0F D9

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

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

Cetrtificate of Analysis/
Cepmucbikam aHanizy

Edarbyclor®, film-coated tablets, 40mg/25mg Ne28 in blisters/
Enap6iKnop®, TabneTku, BKpUTI NNiBkoBow 060m0HKo, 40 Mr/25 mr Ne28 y 6nicTepax

Batch size/ Posmip cepii: 3,160un/yrnakosok Batch/Cepis: 12743224
Test/ Specification / Result/
HopmaTumeHi Cneundikauis PeaynbTaTtn
MOKa3HUKN
Dissolution /
PosynHeHHs
Azilsartan medoxomil/  Not less than 70% (Q) of the labeled amount of Stage S/ PiseHb Sy
AsnncapraHy Azilsartan Medoxomil is dissolved in 30 82%, 97%, 99%
MeZOKCOMINy minutes/ 81%, 98%, 102%
He meHwue Hix 70% (Q) Big 3asBNEHOro BMICTy
yepes 30 xB Stage S/ PiBerb S

91%, 97%, 103%
98%, 102%, 94%

Chlorthalidone: / Not less than 70% (Q) of the labeled amount of Stage S1:/ Pisetb S
XnopTanigoH Chlorthalidone is dissolved in 30 minutes / 76%, 80%, 98%
He meHwe Hix 70% (Q) Big 3aasneHoro BMicty  73%, 92%, 101%
yepes 30 xB

Stage S,/ PiseHb Sy
92%, 87%, 105%
98%, 98%, 80%

Assay/
KinbkicHe BU3Ha4YeHHA
Azilsartan medoxomil/  NLT 95.0% and NMT 105.0% of the labeled 99.0%

AsmncapTgHy amount of Azilsartan Medoxomil /

MeZoKcomINny 95.0%-105.0% (Big 3asiBNeHoro BMIicTy)

Chlorthalidone: / NLT 95.0% and NMT 105.0% of the labeled 100.8%
XnopTanigoH amount of Chlorthalidone /

95.0%-105.0% (Big 3asBNEHOro BMICTY)

Date of Manufacture/: 04 FEBRUARY 2024 Expiry Date/: 03 FEBRUARY 2027
Jata BupobHnuTBa: Tepmin npugaTHOCTI:
CA240905

COAB170519 Revision 4, EDARBYCLOR 40/256MG TAB 28PC UKR
PR 1946601 Page 3 of 4



DocuSign Envelope 1D: CE176588-5A89-4D87-9FD3-E9E9662F 0F DI

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

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

Certificate of Analysfs/
Cepmucbikam aHanizy

Edarbyclor®, film-coated tablets, 40mg/25mg Ne28 in blisters/
Enap6iKnop®, Tabnetku, BkpuTi niiBkoBowo 060noHKow, 40 mr/25 mr Ne28 y Brictepax

Batch size/ Poamip cepii: 3,160un/ynakoBok Batch/Cepis: 12743224

Prepared By /:_| Date / lata ; L>APr2024 | 12:47:53 BT
NigrotosneHo Niamh Fleming
QA Analyst
AHaniTNK KOHTPONIO AKOCTI
v 493 B
Approved By/ : | Date / [lata : 15Apr-2024 | 12:47:53 BST

3arteepmkero David Walsh
Qualified Person
YnoBHoBaxeHa ocoba

CA240905

CQA6170519 Revision 4, EDARBYCLOR 40/25MG TAB 28PC UKR .
PR1946601 . Page 4 of 4 .



