AEPZKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npoB. Ceitmrasoi Hagii, 3, m.Kuig, 02099, tex/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.na, Kog €APTIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3¢HOr0 B YKpaiHy Jikapchroro 3acody

13.12.2024 Ne 64484/24/10

EJAPBI™

(HalMEHYBAHHA NIKAPCHKOTO 3ac00y 3TinHO 3 peecTpauilfiHHM MOCBIAICHHAM)
Ta0aeTku no 40 mr; no 14 Tabaerox y Oaictepi; no 2 6.aicTepH Y KapToHHIA Kopodui

(dopma BHITYCXY, 03YBAHEA, BHA NaKyBaHHA NiKapckKoro 3acoby)

Homep peectpanitinoro nocsimuenns JA/13312/01/02 crpox xii peecrpaniituoro nocsimaenna ¢1.01.2099

Cepis nikapcekoro zaco6y Ne 12764689 KirmbkicTs BBe3eHOTO Hikapeskoro 3acoby 2069
BupoGHuK Taxena Ipnanais Jlta, Ipaasmais
(naiiMenyBaums BHpOOHIKa HIXapCHKOTD 3ac00y, KpaiHa TOXOIKeHHH)
BeeseHo B Ykpalny TorapHCTEO 3 o6MexeHoI0 BianopinaasHicTio "TACIHO YKPATHA",
inent. xon: 42274733

(ualiMenyBanns Ta koA 3a CJPIIOY woprawknol ocobu abo mipispvmie, iM', mo GaTekoBi diznmol
©coOH - miAApHEMIIA, Ti MiCIle IPOXKMBAHHA Ta peecTpaliinmil HoMep ofIiKoROT KapTky MNAaTHHES
noAATKIE 260 Cepis TA HOMep [acnopTa)

Hpotoxox sisyaxsnoro xearpoaio sin 05.12.2024 Ne 3876/8.

3a pe3yIBTATAMH JIEPKABHOTQ KOHTPOJIK BCTAHOBICHO, HI0 JHKAPCEKHH 3aci0 BBescHO B YKpaiHy 3

AOTPHMAHHAM BUMOT 3aKOHOAABCTRA MO0 3a0E3NEUCHHS AKOCTI KapChKUX 3ac00iB,

Onzra EPLOMEHKQ

(ininiama T& opissmme)
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DocuSign Envelops ID: 38D78A08-A832-4583-8C01-7781B05DG0B0

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

Batch:/

Cepis :

Batch size:/

Poamip cepil:

Date of Manufacture:/
Aata evpoBHuUTEA:

Expiry Date:/
TepMiH npuaaTHOCTI:

Package Size/Type:/
Poamip Ta Buf ynakoexu:

Strength/Potency:/
Hoaa / BMICT aiumMx pevyoBuH:

Marketing Authorisation Number: /
Peectpaujiiine MoceigueHHs:

Importing Country: /
Kpa'Ha imnopTep:

Country of origin:/
KpaTHa BMpoGHHK:

Purpose of Use:/
MeTta nocTa4yanHA:

Dosage form:{
Nikapebka dopMa:

Name and address of Manufacturer,
responsible for batch release: /
Haapa 1a apgpeca BMpoOHUKA, KOTPUIA
BUNMycCKae cepilo B obir:

Certificate of Release and GMP Compliance/
Ceprudikar BignoeigHocri GMP sunyweHot cepii

Edarhi®, tablets 40 mg Ne28/ Epap6i™, TabneTin no 40 Mr Ne 28

12764689
2070un/ynaxkoBoK

13 MARCH 2024

12 MARCH 2027

14 tablets in blister: 2 blisters In carton box/
14 Tabnetok y Bnictepi; 2 6nicTepy B KapToOHHIA kopobui

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

1 TabneTtka MiCTUTE 42,68 Mr azuncapTaHy MegoxcoMiny
Kanilo, Wo ekeisaneHTHO 40 Mr asuncapTaHy MeoKCOMiny

Ne UA/13312/01/02
Ukrains/
Ykpaina

Ireland/
Ipnangist

nad

b fati b

Takeda Ireland

Bray Business 8 3 S
Kilruddery, L
Co. Wicklow, -
Ireland. /

Takena lpnaHaia NTA,
Bpe Bisnec Mapk,
Kinpyanepi,

Ko. Yiknoy,

Ipnangis

CORAB099787 Revision 10, EDARB| 40MG TABS 28 PC UKR

PR1946600
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DocuSign Envelops ID: 38D78A08-A832-4583-8C01-7781B05DG0B0

TAKEDA IRELAND LTD

Takeda BrayBusinessPark
Kilruddery, Co. Wicklow

Ireland

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

Certificate of Release and GMP Compliance/
Ceprudikar BianosigHocTti GMP BunyweHoT cepil

Manufacturing Licence:/ Ne M00807/00001
Homep niuenair:

Registered Specification Number:/ TAK-491-18725 ver 1.0
Homep Cneyudbikaiii BmpobHuka:

I hereby certify that the above information is authentic and accurate.

This batch of product has been fabricated/manufactured, including packaging/labeling and quallty
control at the above mentioned sites In full compliance with the GMP requirements of the local
Regulatory Authorlty and with the speclifications In the Marketing Authorisatlon of the importing
country.

The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP. /

Lum nigTeepaxyio, WO BULWLeBKa3aHa iHhopMaLlia € ROCTORIPHOO | TouHOW. JaHa cepia npogaykuii supobnera
{BKAKCYAIYN YNAKOBKY/MapKyBaHHA) Ta NPOBeAeHWA KOHTPONk 1 AKOCTI, Ha BKasaHil AinAHLi B NOBHIK
BignoBiaHOCTI 3 BUMoramid GMP, BecTaHOBNEHUMKU MICLEBUM PErynATOPHUM OPraHoM, a TaKoX Y BigNoBigHoCT
3i cneuvdikauiclo, Aka MICTUTECS B peecTpauiilHoOMy JoCkEe KpaiHU-iMnopTepa abo B aocke cneuwdikauii Ha
npenapat 4nA BunpofosyBaHero nikapcekoro aacoby. NpoTokonu BUpoBRULTEA, YNAKCBKK Ta aHaniay Bynu
nepernAHyTi | BCTAHOBNEHO BignoeipHicTe GMP.

DocuSignad by:
r_mmwm
0 Gioner Mame: tavkd Wakin
Bigning Reaacn: | appeves this documend
Eigning Thme: 26-Mary-2024 | 12072 BET
%awa' Wakh
Qualified Person/

YnoesoeaxeHa ocoba
Takeda Ireland Ltd.

29-May-2024 | 12:08:32 BST

o
TOKYM EHT

CORAG099797 Revision 10, EDARBI 40MG TABS 28 PC UKR
PR1846600 Page 2 of 2



DocuSign Envelops ID: 38D78A08-A832-4583-8C01-7781B05DG0B0

Certificate of Analysis /

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

Cepmudbixam sxocmi cepii nikapcbKko20 3acoby

Edarbi®, tablets 40 mg Ne28 / Egap6i™, tabnetku no 40 mr Ne 28

Batch size/ Poawmip cepii:- 2070un/ynakosok

Test/
HopmaTtueHi
NOKa3HKUKK

Appearance/ Onuc

Identification
Azilsartan
Medoxomil/
IpeHTudikauia /
AsuncapraHy
MEefOoKCOMIny

Related
Substances/
BuzHaveHHA YUCTOTH

Content Uniformity/
OpHopigHicTb
[030BaHWX OO¥HULE

CA241310

Specification/
Cneyudikauia

White to nearly white plain tablets with “ASL" debossed
on one side and “40” debossed on the other side/

bini a6o maike 6ini TabneTkyn, 3 rpaeiloBaHHAM «ASL»
Ha ofHik cTopon | «40» HA iHWIR cTOPOHI

Uviyd:;

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

Y& cnekTp eunpobysaHoro apaska aHanorivHui Y¢-
CNEKTPY CTAHQAPTHOMY 3pasky

HPLC/BEPX:

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

Hac yTpMMyBaHHA OCHOBHOTO NiKYy Ha XpoMaTorpami
EUNPoByBaHOro po3unHy mac Byt B Mexax 12.0% vacy
YTPUMaHHA OCHOBHOIO NIKY CTAHAAPTHOMD PO3HMHY

EQA (U-2). NMT 5.5%/
£5.5%

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

EOA 2-hydroxy-3-oxobutyl ester (U-4): NMT 0.25%/
EQA 2-rinpokco-3-okcibyrunosui ecip (U-4): =0.25%

Others (individualy; NMT 0.20% /
byak-aka oguHM4HA HeigeHTudikos
<0.20%

Total (unspecified): NMT 1.0%/
Cyma HeigeHTUIKOBAHUX JoMi

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

Meets requirements of Ph.Eur. /
MoBWHHI BIANOBINATH BUMOraM

COAB089797 Revision 11, EDARBI 40MG TABS 28 PC UKR

PR4287489

Batch/ Cepia: 12764689

Resuit/
PeaynbTati aHaniay

Comnplies

Bignosigae
Complies

Bignosinae

Complies

Bignosigae

1.0%

0.03%

0.08%

Acceptance value (AV): 1.9/
Bisnosinae

Page 10of 2



DocuSign Envelops ID: 38D78A08-A832-4583-8C01-7781B05DG0B0

Certificate of Analysis/
Cepmudhixam axocmi cepii nikapcbko2

Edarbi®, tablets 40 mg Ne28/ Enap6i™, Ta6netkn no 40 mr Ne 28

Batch size/ Poamip cepii:- 2070unfynaxkosok

Test/
HopmMmaTtueHi
NOKAZHWKA

Dissolution/
PoO34YHMHEHHS

Assay

Azilsartan Medoxomil/
KinbkicHe BM3HaYeHHRA
AsuncapTany
MeaokcoMiny

Microbial Limlit'/
MikpoBionoriyHa
yuctoTa!

Batch/

Specification/
Cneundikavin

NLT 80% (Q) of the [abeled amount of Aziisartan
Medoxomil Potassium is dissolved in 30 minutes/
He meHwe 80% (Q) yepes 30 xe

NLT 95.0% and NMT 105.0% of the labeled amount /
95.0%-105.0% (Bia 3asBneHOro sMicTy)

Microbial enumeration tests /
Tecrn Ha MikpoGiororiyHe BU3HAYEHHS::

TAMC-NMT 103CFU/gf
He 6inbwe 103 KYO/r

TYMC-NMT 102CFU/g /
He Ginbwe 102 KYO/r

Escherichia coli: Negative /
BigcyTHicTR/T

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

0 3acoby

Cepis: 12764689

Result/
Peaynetaty aHaniay

Stage S1/ Evan Si:
96%, 95%, 96%
96%, 95%, 96%

Stage Sz / Etan Sz:

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

98.0%

Not tested / He nposoanTscst

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 /

1 TecT npoBOAMTLCA Ha neplunx 10 cepiax npu
BuUBipKOBOro KOHTPONID

Oarta eupobHuuTEA:

Prepared By /
MigrotoBneHo:

Doctignad by:
David Walsh
L 1] Smumm Corvid Whalsh
T

QA Student

Docusigned by:
[—mmm

Approved byf:

Hame: Davkd Waith

mmm1wmu docurnan
1248:26 BST
3aTteepgxeHo: ﬁ?&wm'ww

Qualified Person/
YnoeHoBaxeHa ocoba

CA241310

COAG089797 Revision 11, EDARBI 40MG TABS 28 PC UKR

PR4287489

. 8 Aani He MeHLIE HIK Ha 4-X cepisx B piK 3a MeTOO0M

' piry Date/: 12 MARCH 2027
' TepMiH NpUaaTHOCTI:

Date / flaTa: 29-May-2024 | 12:08:32 BST

Date / flara; 22-May-2024 | 12:08:32 BST
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