JIEP)KABHA CJIYKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCHKIN OBJIACTI

nipos. CeiTanuoi Haxii, 3, m.Knis, 02099, ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Mpo AIKICTb BBE3EHOT0 B Y KpaiHy J1iKapchKoro 3aco0y

27.08.2024 No 42055/24/10

EJAPBI™

(H(lH\iUIdeHHﬂ Jlll(dp(,h!((\l ¢] h](,()(\ o 3 DL(LI]'MI[IIIHH\I HOCRIZHCTTHSIM)

tabnaeriu 110 80 mr; no 14 Tadaerok y GJicrepi; 1o 2 GicTepn y Kap roHHii KopoOui
(I)OpMd BHITYCKY, 103YBaAHHA, BItJL Ay BaiHst JIIKd])(.l)K()I O ML()()) )

Homep pecerpattifinoro nocsinuenis UA/13312/01/03 crpor i pecerpaniiinoro nocsinuenns 01.01.2099
Cepis nixapebroro sacoby Ne 12753188 Kinbkicts Baeseioro nikapeskoro sacoby 869

Bupobnuk Taxena Ipnanais Jlva. [pnanis
(HafiMeHyRans BHpoSHItKa JHikapehkoro sacody. kpaiia HONQJKCH )

Baeseno B Yiepaiiy TosapucTBo 3 06mexenoro Bianosinabuicrio "ACIHO YKPATHA",
inent. xon: 42274733

(aiimenysanis Ta ko sa CAPHOY oprjinoel ocodu abo pissrILe, iM', 110 GaTbKOBE QisHHOT
0coBH - niAnpUeMILL, i Micte NPOKIBaLIIS Ta peceTpaitiiimi nomep 061KOBOT KAPTKM NNATHHKA
HOAATKIR aB0 cepisi Ta HoMEp nacnopra)

[potokon Bisyanskoro kontposio six 22.08.2024 Ne 2479/7.

3a  pesyanTarTaMu  JICPHABHOIO  KOHTPOJHO  BCTAHOBICHO, 11O nixkapcbkuit  saci6  meeseno B Ykpainy 3

IlOTpl/lMaHHﬂM BUMOT 3aKOHOIABCTEA HIOJL0 3abesneuenisi SKOCTi JIkapehknx 3ac00in.
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M"” B TAKEDA IRELAND LTD
& Takeda BrayBusinessPark
" ‘ygﬁééﬁ&% Kilruddery, Co. Wicklow

Ireland

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

Certificate of Release and GMP Compliance/
Ceprucpikar BignosigHocti GMP sunyLeHor cepii

Edarbi®, tablets 80 mg Ne28/ Enap6i™, tabnetku no 80 mr Ne 28

Batch:/ 12753188

Cepisi:

Batch size:/ 870un/ynakoBok

Poamip cepit:

Date of Manufacture:/ 29 JANUARY 2024

Hata supoBHuuTea:

Expiry Date:/ 28 JANUARY 2027

TepMmiH npugaTHocTi:

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

Poamip Ta Bug ynakosku: 14 Tabnetok B BricTepi; 2 GnicTepw B KAPTOHHii KOPOBL|

Strength/Potency:/ One tablet contains 85.36 mg azilsartan medoxomil

Hoza/BmicT fitounx peuosuH: potassium, which is equivalent to 80 mg azilsartan
medoxomil/

1 Tabnetka micTuTb 85.36 Mr asuncapTaHy MeZoKcominy
Kanito, Wo eknisaneHTHO 80 mr asuncapTaHy Mefokcominy

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

Peectpauivite MNoceiguerHs:

importing Country: / Ukraine/

Kpaina imnopTep: YkpaiHa

Country of origin:/ Ireland/

KpaiHa BUpOoBHUK: lpnaHgis

Purpose of Use:/ Commercial Supply/

MeTa noctadasHs; KomepuiitHa

Dosage form:/ tablets, 80 mg/

Nikapceka dopma: TabneTkv no 80 mr

Name and address of Manufacturer, Takeda lreland Limited,

responsible for batch release: / Bray Business Park,

Hasea Ta agpeca BUpoGHUKa, KOTPWiA Kilruddery,

BUNycKkae cepito B 0bir: Co. Wicklow,
Ireland./

Takega lpnawgis NT/,
Bpeit BisHec Napk,
Kinpyaaepi,

Ko. Yiknoy,

IpnaHais

CORAB099798 Revision 10, EDARBI 80MG TABS 28 PC UKR
PR1946600 Page 1 of 2
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e,

TAKEDA IRELAND LTD

44 o
?&M m o BrayBusinessPark

Kilruddery, Co. Wicklow

[reland

IR IS

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

Certificate of Release and GMP Compliance/
CeprudikaT Bignosigrocti GMP sunyLieHot cepii

Manufacturing Licence:/ Ne M00807/00001
Homep niueHsii:

Registered Specification Number:/ TAK-491-18725 ver 1.0
Homep Crieuundikauii BupoCHUKa:

| 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. /

Lym nigTeepaxyio, Wo BULLEBKa3aHa iHhopMaLlis € AOCTORIPHOIO | TOUHOH. [laHa cepis npoaykuii Bupobnexa
(BKRIOYAIOYU  YNAKOBKY/MapKyBaHHs) Ta npoBeaeHuni KOHTPOMb i AKOCTI, Ha BKA3aHilA 4INSHUI B NOBHINA
BignoBigHocTi 3 Bumoramn GMP, BCTaHOBNEHUMU MICLEBVIM PEryNATOPHUM OpPraHomMm, a TaKox y BifnoBiaHoOCTI
3i cneuvdikaLlieto, Aka MICTUTLCA B PEECTPALINHOMY AOCLE kpaiHu-imnopTepa abo B AOCbE cneuundikauii Ha
npenapaT ANs BUNPOGOBYBAHOTO Nikapcbkoro 3acoby. Mpotokonu BUPOBHWLTBA, YNaKoBKK Ta aHanisy 6ynu
nepernaHyTi i BCTaHOBNEHO BianosiaHicTe GMP.

DocuSigned by:
Sharon Feeney
%} Signer Name: Sharon Feeney

Signing Reason: | approve this document
Signing Time: 26-Apr-2024 | 10:37:22 BST

5209813178B04CA4AE 16E564EQBFBBBF

25-Apr-2024 | 10:41:49 BST

Sharon Feeney Date / Jara
Qualified Person/

YnosHoBaxeHa ocoba

Takeda lreland Ltd.

CORAB6099799 Revision 10, EDARBI 80MG TABS 28 PC UKR
PR1946600 Page 2 of 2
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Certificate of Analysis/

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

Cepmudpikam sikocmi cepii nikapcbko20 3acoby

Edarbi®, tablets 80 mg Ne28 / Efap6i™. ta6netku no 80 mr Ne 28

Batch size/ Poamip cepii: - 870un/ynakosox

Test/
HopmaTtueHi
NOKa3HWKn

Appearance/
Onuc

Identification/
Azilsartan
Medoxomil/
LnenTndikauis /
AsvncapTaHy
MeZoKcoMIny

Related
Substances/
BusnaueHHs
YUCTOTWN

Content
Uniformity/
OpnHopigHicTs
[030BaHnX
OAMHUUb

CA240996

Specification/
Cneundikauis

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

Bini abo maike 6ini Tabnetku, 3 rpasitoBaHHam «ASL» Ha
OAHINA CTOPOHI | «80» Ha iHWIN CTOPOHI

UvIiYo:

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

YO cnekTp sunpoByBaHoro apaska aHamnoriYHuil Y®-cnekrpy
CTaHAapTHOMY 3pa3ky

HPLC/BEPX:

The retention time of the sample peak agrees within +0.2%
with that of the reference standard peak /

Hac yTpumyBaHHs 0CHOBHOTO niky Ha xpomaTorpami
BUNpoBysaHoro posunHy mae 6yTv B Mmexax +2,0% vacy
YTPUMAHHS OCHOBHOTO Niky CTaHAAPTHOIO PO3HNHY

EOA (U-2): NMT 5.5%/

<55%

2-Oxo analog (U-3): NMT 0.50%/
2-0kco aHanorosun (U-3); <0.50%

EOA 2-hydroxy-3-oxobutyl ester (U-4): NMT 0.25%/
EOA 2-rinpokco-3-okcibyTurnosui edip (U-4): <0.25%

Others (individual): NMT 0.20% /
Byab-sika oguHnyHa HeigeHTugikosaHa gomiwka <0.20%

Total (unspecified): NMT 1.0%/
Cyma HelaeHTUdIKoBaHWX aomiwok: <1.0%

Total: NMT 7.5%/
Cyma Bcix DOMILLOK : $7.5%

Meets requirements of Ph.Eur./
MoBUHHI BignosigaT BUMoram

COAB099799 Revision 10, EDARBI 80MG TABS 28 PC UKR

PR3881031

Batch/ Cepis: 12753188

Result/
PesynbtaTu aHanisy

Complies

Bianosinae

Complies

Bignosigae

Complies

Bignosinae

0.7%

0.03%

0.05%

0.03%

0.03%

0.8%

Acceptance value (AV): 0.7/
Bignosipae

Page 1 of 2
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Certificate of Analysis/

Cepmudpikam sikocmi cepil nikapcbko20 3acoby

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

Batch size/ Poamip cepil: - 870un/ynakoBoK

Test/
HopmaTuBHi
MOKa3HUKWN

Dissolution/
PoaunHeHHs

Assay
Azilsartan
Medoxomil/
KinbkicHe
BU3HAYEHHSA
AsuncapraHy
MELOKCOMINY

Microbial Limit"/
MikpobBionoriyHa
yucrora'

Specification/
Cneundikadlis

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklotw
Ireland

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

Batch/ Cepis: 12753188

Result/

PesynpraTv aHaniay

NLT 80% (Q) of the labeled amount of Azilsartan Medoxomil
Potassium is dissolved in 30 minutes/
He meHwe 80% (Q) yepes 30 x8

Stage St/ ETan S1:
98%, 100%, 100%
99%, 100%, 99%

Stage S2/ Etan Sz
N/A%, N/A%, N/A%
N/A%, N/A%, N/A%

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

Microbial enumeration tests /
TecTy Ha MikpobionoriyHe BU3HAYeHHS:

TAMC-NMT 103CFU/g/
He 6inble 103 KYO/r

TYMC-NMT 102CFU/g /
He 6inbwe 102KYO/r

Escherichia coli: Negative /
BiacyTHicTe / T

99.6%

Not tested / He nposoaunTbea

1Test is done on the first 10 batches at release and then at least 4 batches per year according to the sampling
method of sampling /
TTecT npoBoaUTLCA Ha nepiunx 10 cepinx npu BURyCky, @ Aani He MeHLLe HiX Ha 4-x cepisx B pik 3a meTogom subipkosoro

KOHTPOSIHO

Date of Manufacture /: 29 JANUARY 2024
[LaTa BupoBHuTea:

Prepared By /:
MigrotoBnexo: Aanchal Sharma
QA Analyst

Approved by/.

3areepxaeHo: Sharon Feeney U
Qualified Person/
YnosHoeaxeHa ocoba

CA240896

(m---»DocuSlgned by: TepMIH ﬂpmﬂ-aTHOCT“

Sharon Feeney

Date / [laTa:

@ Signer Name: Sharon Feeney

Signing Reasan. | approve this document
Signing Time: 25-Apr-2024 | 10:38:59 BST

52C9813178B04CA4AE 16ES64E9BFBBBF
-~ DOCuSigned by’

( Sharon Feeney Date / lata:

Signer Name: Shaton Feeney
Signing Reason | approve this document
Signing Time; 25-Api-2024 | 10.:41.46 BST

52C9813178B04CA4AE16ES64EIBFBBBF

COAB099799 Revision 10, EDARBI 80MG TABS 28 PC UKR

PR3881031

Expiry Date /: 28 JANUARY 2027

25-Apr-2024 | 10:41:49 BST

25-Apr-2024 | 10:41:49 BST
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