L

JEPAIINKCITY XbA YKPAITHH
TEPKABHA CJIYXKEBA 3 JIKAPCHLKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KMiBCBKIN OBJIACTI

npocnekT Banepis Jlobanoscekoro, 51, M. Kuie, 03110, ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKICTHL BBE3€HOI0 B YKpaiHy JikapchbKoro 3acody

13.03.2023 Ne 9360/23/10

EJAPBI™

{HaHMeHYRAHHA MiKapehkoro 3acofy 3riTHo 3 peccTpaniiHHM IOCBIAICHHAM)
TabaeTkn mo 40 mr; oo 14 Taduerox y Oaictepi; mo 2 daicrepu y kapromnaii KopoOmi

(topMa BHITyCKY, I0IYBAHHA, RH]] HAKYBAHHA TiKAPCEKOTO 33coly)

Homep peectpaniiinoro noceimaerns UA/13312/01/02 crpox aii peecrpaniiinoro mocsimaerara (41.01.2099
Cepin mikapcekoro 3aco6y Ne 12408945 KinbkicTs BEe3cHOTO Nikapchkoro sacoby 3760

BHpoGHEK Taxena Ipnanmia JItn, Ipmammia

(HaliMeHYBaHHA BHpOSHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOEHHA)

Brezeno B Yxpainy ToBapHCcTBO 3 06Mexkenolo BinmoBinaasaicTio "TACIHO YKPAIHA",
inenr. xox: 42274733

(maiiMeRyBaHHA Ta KoX 33 €JTPIIOY opraETHOI ocoSH abo OpizBHIME, iM'A, Do SaThkoBi disHIHOI
ocobH - mianpHemn, 11 MicIie TPOXKHBAHNHA Ta peccTpaniimyi HoMep oONiKORO] KAPTKH IITATHHEA
IOJATKIR aff0 cepid Ta HOMEp TacmopTa)

Ipotokoen Bizyannaoroe xoarpomo eix 03.03.2023 M 0636/1.

3a pec3VNBTATAMH JEpKABHOTO KOHTPONIO BCTAHOBICHO, N[0 IIKAPChKHA 3acil BBeseHO B YXKpaimy 3

JAOTPHMAHHAM EHMOT 3aKOHOJARCTBA MO0 3a0e3MeYcHAA AKOCTI MKapChKAX 3acobiE.




TAKEDA IRELAND LTD
k

BrayBusinessPar
Kilruddery, Co, Wickiow
Treland

Tel +353-1-2050600
Fox +353-1-2050601

Batch:/

Cepis :

Batch size:/

Poamip cepil:

Date of Manufacture:/
Dara supobHuuTea:

Expiry Date:/
Tepwmin npuaaTHoCTi:

Package Size/Type:/
Posmip Ta BUY yNaKoBkn:

Strength/Potency:/
Hosza / Bmict giloumx pevosuH:

Marketing Authorisation Number: /
PeccTpauiine MNocsigMeHRs:

importing Country: /
KpaTsa imnopTep:

Country of origin:/
KpaiHa BupoGHui

Purpose of Use:/
MeTa nocravaHms:;

Dosage form:/
Nixapcuka dopma:

Name and address of Manufacturer,
responsible for batch release: /
Hassa ra agpeca BUPOGHUKE, KOTPUIA
BURycKae cepiio B obir:

Certificate of Release and GMP Compliance/
Cepmudinar Bianosigrocti GMP sunywieHor cepif

Edarbi®, tablets 40 mg Ne28/ Eap6i™, tabnetiu no 40 mr Ne 28

12408945
1889%90unfynaroeok
23 October 2022

22 October 2025

14 tablets in blister; 2 blisters in carton box/
14 TaBnietox y Gnictepi; 2 GnicTepm B KAPTOHHIR KOPOBL

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

1 Tabnerka mMicTuro 42,68 Mr 23UNcapTady MeaoKcominy
K&nilo, Wo eKBIBANEHTHO 40 Mr aauncapTaHy MELOKCOMInY

Ne UAM3312/01/02

Ukraine/
YupaiHa

Ireland/
Ipravgia

Commercial Supply/
Komepujitna

tablets, 40 mg/
TabneTky no 40 mr

Takeda Ireland Limited,
Bray Business Park,
Kilruddery,

Co. Wicklow,

ireland. /

Taxepa iprangia NT1,
Bpe¥ biakec Mapx,
Kinpyanepi,

Ko. Yiknoy,

IpnaHais

CORABO99797 Revision 10, EDARB! 40MG TABS 28 PC UKR

PR1848800
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- TAREDA IRELAND LTD
m BrayBusinessPark
r Kilruddery, Co. Wicklow

Ireland

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

Certificate of Release and GMP Compliance/
Ceprugpikar BianosiaHocti GMP sunyweHol cepif

Manufacturing Licence:/ N¢ M00807/00001
Homep niuenair:
Registered Specification Number:/ TAK-491-18725 ver 1.0

Homep Creyudikaull BUpobHuka:

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

Linm nigreepmpryio, io BULERKAsaHA iHdOpMaLs € ADCTOBIPHOIO | TouHOR, [laHa cepia npoaykuil BupoBinexa
(BrilovaioM yNaKkoBKy/MapKYBaHHS) Ta NpoBeAEHWNA KOMTPOAL T AKOCTi, Ha BxasaHiR AiNAHUI 8 ROBHIk
BiAnoeigHoCTI 3 Bumorammn GMP, BcraHoBNeHIsMU MiCUEBUM PErynaTOPHUM OpraHoM, @ Takox y BignosigHocTi
3l cneumdikaLien, AKa MICTUTLCA B peecTpalifiHoMy [OCke KpalHW-iMnopTepa abo B foCkbe creyudcikaljit Ha
npenapar A sunpoboBysaHoro nikapceKoro sacoSy. [poTokonu BUPODHULTRE, YNAKOBKM Ta aHanisy Gynu
NepEernsHyTi | BCTaHoBNeHo BignokiaHicTs GMP.

dfo«z\lq?\rﬁ"'mn \3 Tanuang 2013

Sharon Armstrong Date / Jara s
Qualified Person/

YnoeHoBaweHa ocoba

Takeda Ireland Ltd.

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




Batch size/ Poamip cepli:- 16890uniynakosok

Test/
HopmatusHi
TIOKEIHNKY

Appearance/ Onuc

Identification
AZilsartan
Medoxomil/
IneHTudlkalyis /
Asuncaprany
MeAokcominy

Related
Substances/
BraHaueHHA YMCTOTH

Content Uniformity/
OadopipuHicTs
H030BAHUX OANHWUb

Dissolution/
PoauvHeHHR

CA222933

Certificate of Analysis /

Cepmucbixam sixocmi cepli nikapcsxoz0 sacoby

Edarbi®, tablets 40 mg Ne28 / Egap6i™, raBneTkw no 40 mr No 28

TAKEDA IRELAND LTD
BrayBusinessPark
Kitruddery, Co. Wickiow
Freland

Tel +353-1-2050600
Foax +353-1-2050601

Batch/ Cepia: 12408945
Specification/ Result/
Cneumdpikarin PeaynsTatu aHaniay

White to nearly white plain tablets with “ASL* debossed

on one side and “40° debossed on the other side/
bini abo maibwe Gini Tabnetki, 2 rpasiloBaHHsM «<ASL»
Ha OAHilk cTOpOHI | «40» Ha IMLLIK CTOPOHI

UV: Positive/
Y&: Y& chexrp BnpobyBaHoro apazka aHanoiyHui
Y®-cnexTpy craHaapTHoOMy apasky

HPLC: Positive/

BEPX: Hac yrpumMyBaHHst 0CHOBHOMO MKy Ha
XpOMATOrpami BURPOBYBAHOMO posuuHy Mae ByTu B
Mexax +2,0% vacy yTpPMMaHHR OCHOBHOIO TTiky
CTAHAAPTHOIC PO34NHY

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-hydroxy-3-oxobutyl ester (U-4): NMT 0.25%/
EOA 2-riapokco-3-okcibyTunoeuii edip (U-4); <0.26%

Others (individual): NMT 0.20% /

Byap-AKa 0gMHUYHE HelaeHTuikoBaHa AoMILA:
=0.20%

Total (unspecified): NMT 1.0%/
Cyma HeigeuTudikopanux goMiluok: £1.0%

Total: NMT 7.5%/
Cyma BCix aomilok: 57.5%

Meets requirements of Ph.Eur. /
MNoBuHHI BIGNOBIAATY PUMOrAM

NLT 80% (Q) of the labeled amount of Azilsartan
Medoxomil Potassium is dissolved in 30 minutes/
He meHwe 80% (Q) vepes 30 xe

COAB089797 Revision 9, EDARBI 40MG TABS 28 PC UKR

PR1946600

Complies

Bianopinae

Complies

Bianosinae

Complies

Binnoeigae

0.8%

0.03%

0.07%

0.03%

0.0%

0.9%

Acceptance value (AV): 1.7/
Bignosigae

Stage Si1/ Eran S«
92%, 91%, 91%
82%, 91%, 9%

Stage Sz / Etan Sz
N/A%, NIA%, NiA%
N/A%, NIA%, N/A%
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TAREDA IRELAND LTD

BrayBusinsssPark
Kilruddery, Co. Wicklow
e
Tel +353-1-2050600
Pax +353-1-2050601
Certificate of Analysis/
Cepmucpivam ssxocml cepil nikapcexozo 3acoby
Edarbl®, tablets 40 mg Ne28/ EnapGi™, Tabnetin no 40 mr Ne 28
Batch size/ Poawip cepil:-'16890un/ynaxoBok Batch/ Cepia: 12408945
Test/ Specification/ Result/
HopmaTusHi CneLmdikayin PesynbTati aHanisy
MOK&IHWIW
Assay NLT 95.0% and NMT 105.0% of the labeled amount of 99.3%
Azilsartan Medoxomil/  Azilsartan Medoxomil Potassium/
KinbkicHe euanavenns  95.0%-105.0% (aig saneneHoro BMicTy)
AsuncapraHy
MenoKcominy
Microbial Limit" Microbial enumeration tests / Not tested / He npoeoautsca
Mikpobionoriuxa Tec™ Ha MixpoBionoriuHe BUaHAYEHHR:
uucTotal
TAMC-NMT 103CFUrg/
He Ginbwe 10° KyQir
TYMC-NMT 102CFUfg /
He Ginbwe 102 KYO/r

Escherichia coli: Negative /
BigcymHicTn/r

‘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 npopoAMTECH Ha Nepiumx 10 CEPISX NIPU BUNYCKY, A Aani HE MEHWE HIX Ha 4-X cepiax B pix 84 mMeTogom

BUGIpKOBOrO KOHTPOHIO

Date of Manufacture/;23 October 2022

Expiry Datef: 22 October 2025
Hata snpubuwLirea:

Tepmin npupaTHocTi:

Prepared By /

NigroToenexo: dﬁ“""‘ W
Kathryn Merri

Pf gan
QA Anaiyst

Approved by/: ﬂo@-\ A'M)'\’ ony

3arasepgkero; Sharon Armstrong
Qualified Person/
YnosHoBaKEeHa ocoba

CA222933

COAB099787 Revision 8. EDARBI 40MG TABS 28 PC UKR
PR1946800

Date / lara: Ummg 20273

Date / lara: [Umﬁg 2023
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Treland

Tel +353-1-2050600
Fox +353-1-2050601

Batch:/

Cepis :

Batch size:/

Poamip cepil:

Date of Manufacture:/
Dara supobHuuTea:

Expiry Date:/
Tepwmin npuaaTHoCTi:

Package Size/Type:/
Posmip Ta BUY yNaKoBkn:

Strength/Potency:/
Hosza / Bmict giloumx pevosuH:

Marketing Authorisation Number: /
PeccTpauiine MNocsigMeHRs:

importing Country: /
KpaTsa imnopTep:

Country of origin:/
KpaiHa BupoGHui

Purpose of Use:/
MeTa nocravaHms:;

Dosage form:/
Nixapcuka dopma:

Name and address of Manufacturer,
responsible for batch release: /
Hassa ra agpeca BUPOGHUKE, KOTPUIA
BURycKae cepiio B obir:

Certificate of Release and GMP Compliance/
Cepmudinar Bianosigrocti GMP sunywieHor cepif

Edarbi®, tablets 40 mg Ne28/ Eap6i™, tabnetiu no 40 mr Ne 28

12408945
1889%90unfynaroeok
23 October 2022

22 October 2025

14 tablets in blister; 2 blisters in carton box/
14 TaBnietox y Gnictepi; 2 GnicTepm B KAPTOHHIR KOPOBL

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

1 Tabnerka mMicTuro 42,68 Mr 23UNcapTady MeaoKcominy
K&nilo, Wo eKBIBANEHTHO 40 Mr aauncapTaHy MELOKCOMInY

Ne UAM3312/01/02

Ukraine/
YupaiHa

Ireland/
Ipravgia

Commercial Supply/
Komepujitna

tablets, 40 mg/
TabneTky no 40 mr

Takeda Ireland Limited,
Bray Business Park,
Kilruddery,

Co. Wicklow,

ireland. /

Taxepa iprangia NT1,
Bpe¥ biakec Mapx,
Kinpyanepi,

Ko. Yiknoy,

IpnaHais

CORABO99797 Revision 10, EDARB! 40MG TABS 28 PC UKR

PR1848800

Page 10of 2




- TAREDA IRELAND LTD
m BrayBusinessPark
r Kilruddery, Co. Wicklow

Ireland
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e
Tel +353-1-2050600
Pax +353-1-2050601
Certificate of Analysis/
Cepmucpivam ssxocml cepil nikapcexozo 3acoby
Edarbl®, tablets 40 mg Ne28/ EnapGi™, Tabnetin no 40 mr Ne 28
Batch size/ Poawip cepil:-'16890un/ynaxoBok Batch/ Cepia: 12408945
Test/ Specification/ Result/
HopmaTusHi CneLmdikayin PesynbTati aHanisy
MOK&IHWIW
Assay NLT 95.0% and NMT 105.0% of the labeled amount of 99.3%
Azilsartan Medoxomil/  Azilsartan Medoxomil Potassium/
KinbkicHe euanavenns  95.0%-105.0% (aig saneneHoro BMicTy)
AsuncapraHy
MenoKcominy
Microbial Limit" Microbial enumeration tests / Not tested / He npoeoautsca
Mikpobionoriuxa Tec™ Ha MixpoBionoriuHe BUaHAYEHHR:
uucTotal
TAMC-NMT 103CFUrg/
He Ginbwe 10° KyQir
TYMC-NMT 102CFUfg /
He Ginbwe 102 KYO/r

Escherichia coli: Negative /
BigcymHicTn/r

‘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 npopoAMTECH Ha Nepiumx 10 CEPISX NIPU BUNYCKY, A Aani HE MEHWE HIX Ha 4-X cepiax B pix 84 mMeTogom

BUGIpKOBOrO KOHTPOHIO

Date of Manufacture/;23 October 2022

Expiry Datef: 22 October 2025
Hata snpubuwLirea:

Tepmin npupaTHocTi:

Prepared By /

NigroToenexo: dﬁ“""‘ W
Kathryn Merri

Pf gan
QA Anaiyst

Approved by/: ﬂo@-\ A'M)'\’ ony

3arasepgkero; Sharon Armstrong
Qualified Person/
YnosHoBaKEeHa ocoba

CA222933

COAB099787 Revision 8. EDARBI 40MG TABS 28 PC UKR
PR1946800

Date / lara: Ummg 20273

Date / lara: [Umﬁg 2023

Page 2 of 2


http://www.tcpdf.org

