JAEPKABHA CIAYXKEA 3 JIKAPCLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCHLKII OBJIACTI

npocnexT Banepis Jlobanoseskoro, 51, M. Kuig, 03110, ren/hac: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Ko €JIPIIOY 37078774

BUCHOBOK
PO SKICTL BBE3EHOr0 B YKpaiHy JdikapehKOro 3aco0y
19.06.2023. Ne 28291/23/10T1
EJAPEI™

.(Hal‘;{MeH}’BaHHﬂ NIKAPCBKOrO 3ac00y 3TiHO 3 peecTpaniiium noceiueHHM)
Tadaerkn mo 80 mr; mo 14 Tadaerox y Oaicrepi; mo 2 6aictepn y KapToHHii kopodui

(thopma Bunycky, gosysanus, sun HAKYBAHHS NiKAPCBKOro 3acofy)
Howmep peectpaniitore noceiquenns UA/13312/01/03 crpek Ail peecrpaniiinoro noceiguenns 01.01.2099
Cepin ikapeskoro 2aco6y Ne 12421914 Kinskicts BaezeHoI 0 Nikapekkoro 3acoby S609

BrpoGuuxk Takena Ipnangisn Jirn, Ipnavijia

{(HafiMeHyBanus BAPOGHKa niKapchbroro sacofy, kpaina NOXOPKEHHS)

Beseno b Yipainy TosapueTso 3 00Mesxeno10 BinnoBigATbHICTIO "ACIHO YKPATHA",
inewr. xom: 42274733

{HaiiMeryRanig Ta ko 3a E€JIPTIOY wpuAnYHOT 0cobu abo npissuile, in's, 00 GaTekoB] ¢iznunoi
0CO0H - MiAnpHeMU, i MicLE MPOKUBEHHS T peectpauiitunit Homep ofanixoroi KAPTKM TUIATHHKA
noAaTkiz a0o cepis Ta HoMep macnopra)

TIpoToKk6A BisyankHoro kourrposro sia 14.06.2023 Ne 1819/7.

33 pesynkTaTaMH  AepHABHOIrO KOHTPOMIO  BCTAHOBNEHO, iiio niKapcekuid  3a¢i6 BREIEHO B Ykpainy 3.

JAOTPEMAHHAM pRMOT 3aK0HOaBCTES WO0 3a0¢3MeUeHHs IKOCT] NikapesKkux 3acoGis.
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DocuSign Envelope ID: BBD5C391-00D1-4026-BC86-A51100CCEDAT VL

; TAREDA IRELAND LTD
y Takeda BrayBusinessPark
' . Kilruddery, Co. Wickiow

Ireland

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

Certificate of Release anﬂ GMP Compliance/
CeptudhikaT BignosigHocTi GMP BUAYLEHOT cepii

Edarbi®, tablets 80' mg Ne28/ Epnap6i™, tatnetin no 80 mr Ne 28

Batch:/ 12421914

Cepis:

Batch size:/ 8490un/ynakoBok

Posmip cepii:

Date of Manufacture:/ 29 October 2022

[ata BUpoGHWYTRA;

Expiry Date:/ 28 October 2025

TepMiH ROWAATHOCTI

Package Size/Type:/ 14 tablets in blister; 2 blisters in carton box/

Posmip Ta Bug ynakoski: 14 TaBnetok 8 Gnicrepi; 2 Brictepu B kapTOHHIi Kopo6L

StrengthIPotency:l One tablet contains 85.36 mg-azilsartan medoxomil

Hosa/BmicT fitcuux petioBun: potassium, which is equivalent to 80 myg azilsartan
medoxomilf

1 TabneTka MicTiTe 85.36 Mr asuncaprady meJoKkcominy
Kkanito, Wo ekBisaneHTHo 80 M asuncaprady Megokcominy

Marketing Authorisation Number: / Ne UA/13312/01/03

Peectpayiiine MNocsigueHrHn:

Importing Country: / Ukrainie/

KpaiHa iMnoprep: Yxpaina

Country of origin:/ Ireland/

KpaiHa Bupobruk: Ipnangia

Purpose of Use:/ Commercial Supply/

MeTa nocravanus: KomepuiiiHa

Dosage form:/ ‘tablets, 80 mg/

lNikapceka dopma: TabreTku no 80 Mr

Name and address of Manufacturer, Takeda Ireland Limited,

-responsible for batch release: / Bray Business Park,

Hasea Ta agpeca BUPOGOHMKA, KOTPWI Kilruddery,

BUNYCKae cepito B.obir: Co. Wicklow,
Ireland./

Takena lpnavgis NTA,
bpei Bisnec Napk,
Kinpyagepi,

Ko. Yiknay,

IpnaHaisi

‘CORAB099798 Revision 10, EDARBI 80MG TABS 28 PC UKR o
PR1946600 Page 1-of 2
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DocuSign Envelope D: BBDSC301 -00D1-4026-BC88-A51100CCRDO7

Gakedin

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Treland

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

Certificate of Release and GMP Comp'liancel
Ceprudbikar BignosigHocTti GMP BUNyLLeHoT cepit

Manufacturing Licence:/ Ne MO0B07/00001
Homep niyensii:

Registered Specification Ntimber:/ TAK-491-18725 ver 1.0
Homep Creuudikallii supoBHuxa:

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 niaTeepaxyio, W0 BUleBka3aHa iHthopMaLif e 5OCTOBIPHOK | TOYHO. Hana cepis npoaykuii supobnena
(BrITFOMaOYK YIAKOBKY/MapPKYBaHHRA) Ta nposeaeHwit KOHTPOML 11 AKOCTI, Ha BKkasaHiii AiNsHLi B noBHIi
BlANOBIAHOCTI 3 BUMOramMu GMP, BCTAHOBNEHWMMN MICLEBUM PEryIIATORHIM OpraHoM, a TakoX y BignosigHocT
3i-cneuudikailicto, AKka MICTUTLCSA B peecTpaljiHomy gocke KpatHW-imnopTepa aBo B gocke cneuudikalliil Ha
Npenapat Ana BunpoGoByBaHOro NikapcsKoro 3acoBy. MpoTokonu BUpPOBHULTBA, ynaKoBsKkW Ta aHanisy 6ynm

NepernAxyTi i BCTaHOBNEHO BinnosigHicTs GMP.,

‘BEtuBighet by
Diawig Walsh

¥ sonorhavs: Daa e . .
Sgnug Rasscn 1 agwove s document

Sgning Tane 250312023 | 121033 GRIT 25—Janﬁ2023! 12:33:14 GMmiT

82472\ EED19E4ACRIATI0N 1CAFER1BAT

David Walsh Date / ara
Qualified Person/
YNoeHOBaxeHa ocoba
Takeda Ireland Ltd.

CORA6099799 Revision 10, EDARBI 80MG TABS 28 PC UKR
PR1946500
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DocuSign Envelope ID: BBD5C391-00D1-4026-BC86-A54100CCRD0T

Certificate of Analysis/

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

Cépmudpikam sxocmi cepii nikapcbKozo 3acoby

Edarbi®, tablets 80 mg Ne28 / Eqap6i™. taGrietku rio 80 mr Ne 28

Batch size/ Pozmip cepii: ~-8490unfynakoBok

Test/
HopwmaTinghi
NOKa3HNKM

Appearance/
Onne

Identifications
Azilsartan
Medoxomil/
lneHTndikayisa /
AsurncapraHy
MeAoKcoMiny

Related
Substances/
BuaHaveHHs
YACTOTH

Content
Uniformity/
OaHopinHicTs:
BO30BaHNX
OAUHWUB

Dissolution/
PosunKeHHs

CA230179

COAB099799 Revision 9, EDARBI 80MG TABS 28 PC UKR

PR1945600

Specification/
Cneundikanis

White to nearly white plain tablets with “ASL” debossed on
one side and “80" debossed on the othier side/

Bini abo maiixe Gini TabReTkY, 3 TPaBilOBAHHAM «ASLy Ha
OAHIA CTOPOHI | «80» Ha iHwil CTOROHI

UV: Positive/ _
Y®: YO cnektp BunpotysaHoro 3paska aHanorfiyHmin Y-
CNeKTPY CTaHOapTHOMY 3pasky

HPLC: Positive/ _
BEPX: Yac yTpumysans ocHGBHGIG TKY Ha xpoMarorpami
BUNPOBYBAHOTO POSYMHY Mac ByTH B Mexax +2,0% yacy

YTPUMEHHS OCHOBHOTO MiKy CTARHAAPTHOTO PO3UKHY

EOA (U-2): NMT 5.5%/

<5.5%

2-0x0 analog (U-3): NMT 0.50%/
2-0kco aHanoroeui (U-3): <0.50%

EOA 2-hydroxy-3-oxobutyl ester (U-4): NMT 0.25%;"
EOA 2-rigpokco-3-okciGyTrnosuit edip (U-4): 50.25%

Others (individual): NMT 0.20% / _ _
byab-aka oguHuyHa HeiaeHTudikoBaHa AoMillika <0 20%;

Total (unspecified): NMT 1.0%/

Cyma HeifleHTudikoBaHnx AoMilok: £1.0%.

Total: NMT 7.5%/
CyMa BCiX gomilok - <7.5%

Megts requirements of PH.Eur./
NoenHHI Bignosiga™ sumoram

NLT 80% (Q) of the labeled amount of Aziisartan Medoxomii
Potassium is dissolved.in 30 minutes/ o
He Merwe 80% (Q) uepes 30 xa

Batch/ Cepisi: 12421914

Result/
PesynbTaTi aHanisy

Complies

Bignosigae

Complies

‘Bianosigae

Complies
Bignosinae

0.8%
0.03%
0.07%

0.06%

0.1%.
1.0%
Acceptance valle (AV): 2.4/

Bignceigae

Stage Si1/ Etan S
91%, 94% . 93%

N 93%. 91%, 95%

QWA NIA%, NIAY
SHUA%, NIA%, NIA%

Paga 1 6f 2




Docusign Envelope ID: BBDEC391-00D1-4026-BC86-A51100CCEDOT

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow

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

Certificate of Analysis/
Cepmudpikam sixocmi cepii nikapcbko20 3acoby

Edarbi®, tablets 80 mg Ne28 / Egap6i™, Tabnetku no 80 mr Ne 28

Batch size/ Poamip cepii: - 8490un/ynakosok

Test/
HopmaTusHi
MOKA3HUKK

Assay
Aziisartan
Medoxomil/
KinbkicHe
BU3IHAYEHHSA
A3NncapTaHy
MEJOKCOMIny

Microbial Limit"/
Mikpobionoriuna
HUCTOTE'

Batch/ Cepia: 12421914

Specification/ Result/
Cneyudhikauis PesynbTtatn avanisy

NLT 95.0% and NMT 105.0% of the labeled amount of 99.5%
Azilsartan Medoxomil Potassium/

95.0%-105.0%( Big sasBneHoro BMICTY )

Microbial enumeration tests / Not tested /-He nposoginrhes

Tectu Ha mikpoGionorivie BusHayeHHs:

TAMC-NMT 1OSCFU/g'I
He Binbwe 103 KYO/Ir

TYMC-NMT 102CFU/g /

He Binbwe 102 KYO/r

Escherichia coli- Negative /
BigcyTHicTs /1

'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 /
'Tecr nposoauThea Ha nepuwmx 10 cepiax.npu BUNYCKY, a Aanil He MEHLe Hix Ha . 4-x CepisiX B pik 3a MEeTOAOM BuBipkasoro

KOHTPONK

Date of Manufacture 7: 29°Ocfober 2022
Hava BvpoGHuTBa:

Expiry Date./: 28 Octaber 2025

“0a¢uSignad by,

David Watsh

Sgnec Name: Davis Wakn®

Semng Rersan: | appiove s dotirian

v

Prépared By Lo i

MigrotosneHo: Kathryn Merrigan
QA Analyst

DicuSignes by
David Walsh
U Sgrermame: pavid vary

o Sgning Reason: [ apprave this woeuiion]

Approved byj: ity

3ateepxgeno: David Walsh '
Qualified Person/

YnoBHoBaENKEHa 06004

CA230179

COABDY9799' Revision 9, EDARBI 80MG TABS 28 PG UKR.
PR1946600
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