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[lexnapauys OTBETCTBEHHOTO JIULA O COOTBETCTBUM NPOAYKUMU
‘ Ne KI-233 / 09.03.2021

\ HauMeHoBaHWE  JIeKapCTBEHHOrC Dpap6u® Kno, TaBNETKM NOKPbITHIE nneHouHo oBonoukoit, 40 Mr
! cpeAcTea, AO3UPOBKE, thacoska, | + 12,5 MF 14 1WT., yNaKoBky AHelikosbe KOHTYpHeIe (2), Nadku
‘ chopma BhIMyCka KapTOHHbIE
, Homep pErucTpayuoHHoro NN-002941 ot 02.04.2015

VAOCTOBEPEHUA ata nepeoopMNeHns 03.04.2020 )

Bnapeney PY Takena dapMackioTUKaNC CLUA, WHK, CLLIA
| Takeda Pharmaceuticals USA, Inc.;
1 One Takeda Parkway, Deerfield, IL 60015, USA
| HomMep cepun 12025554
| MapTua (konU4ecTBo yraKoBOK) 19 620 yn.
, CpoK rofHocT! 28.09.2023
‘ MpoussoguTens Takena AnsHa Numures, Mpnarana ]
‘ Takeda Ireland Limited,
: Bray Business Park, Kilruddery, Co. Wicklow, Ireland
‘ BoinycKamiyii KOHTPOTe Takena Afnana JiumvTen, Vipnanaus /

Takeda Ireland Limited,

| Bray Business Park, Kilruddery, Co. Wicklow, Ireland
‘ JloroBop/KOHTPaKT MecTHoe cornalueHie 0 NPOUSBOACTEE U nocraske 6/H
! ot 10.03.2020
| Vneoiic 8410001428 ot 25.02.2021

WmMropTep AO «Huxchapm»

(AQ «HuxeropoAckuit YUMUKO-(bapMaLesTUECKU 3aB0A»)

; Anpec uMnopTepa, Ter, takc Poccus, 603950, T Hikemit HoBropoa, yn. CanraHckas, A7,
i 8 (831) 278-80-88/430-72-13
‘ CooTBeTCTBYET TPEboBAHNAM
‘i (NO HJJ, usMeneruii) IN-002941-310818, usm. N21,2
| i e s CA210392 ot 18.02.2021
! Ceptudmiat
| conraercTaus) dewapaus Y1 B/H oT 18.02.2021
‘| exnapauua aefictenTensha 10 28.09.2023

‘ f, Pypon CsernaHa AnEKCaHapoBHa, BEAYLUMA MEHepkep no KoWTponw 3a KOHTPaKTHOM
‘ Y NpUBNEYEHHON! NPoAYKUMER, JOBEPEHHOCTE Ne D943-He ot 01.12.2020

! (bamunis, MMA, OTHECTEO, 7IOTDKHOCTE OTBETCTBEHHOMO UL vMnopTepa fexapcTeeHHbIX cpefcTe)

‘ HACTOALWMM NOATBEPXAAK, YTO BbilueykasaHHas cepws npoaykuuy Gbina npowuaseneHa, ynakosaHa ¥
NPOKOHTPONUPOBAHA B COOTBETCTBAM ¢ percTpauvoHHEIM AOCkS flekapcTBEHHOrO CpejcTsa, ¢
TpeGosaHuaMI Hapnexaluei NPOWU3BOACTEEHHOM NPaKTHKY, HTO NOATEEPHKAAETCA YTONHOMOUEHHBIM
; NULOM NPOU3BOAUTENA W pesynbTaTami wecneaosaHui roToBOM NPOAYKLMAK.

Bepnywuuit meHeKep no
3a KOHTPAKTHOH U 11

WBneusHHOM NREAVK

Pygoit Ceetnata AnekcannpoBHa
(®.1.0)

(Mo,

| nara PA #5228,

|

[ AD aHwpapm» ven. +7{831)2788088 MaocKOBCKOR NPeACTaBNTENIBCTEO

| yn. Canravickas, A7, Boke Ned5S, | dawc+7(831)4307213 AD «Huxpapm»
| T. HuxHuii HoBropog, Poccns, med@stada.ru yn, Bonbwas OpastHKa, A, 44, crp. 4, ~moscow@stad o

| #030950 www.stadaru r. Mockra, Paccus. 119017 www.stada.ru
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TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co, Wicklow
Freland

Tel +353-1-2050600
Fax +853-1-2050601

!

H
Batch / Homep cepuu:

]
Date of Manufacture:
Hara npoussoAacTaa
1

Expiry Date / fl'onau Ao

Market Authorisation Number:
Homep peructpaunonHoro
yaocroBepeHua

Marketing Authorlsation Registration
Date & Date of Latest Amendment: /

Bata perucrpaunn v fata BHeceHUR

Hu3MeHeHWi B PY;

i
Purpose of Use:
Uens HCNONb3IOBAHKAT

Name and Address of

Quality Control Site and Manufacturer:
HaumenoBanve u anpec 3asona
KOHTPOMA KA4ECTEA U NPOU3BOAUTENs:

i

Name and Address of Drug Substance
and Drug Substance Manufacturer:
HanmeHoBaHue cyBeTaHLuu,
HaMMEHOBaHWe W afpec NPOUIBOAUTENR
cyBeranumy; -

.

Manufacturing Licence/
MponsBoACTEEHHAR NULEHIURA

GMP Ceruﬂca§e | GMP Coprudiuxar:

Registered Spfecificatlon Number/
Homep cneumcukaumu;

Normative Document Number & Version
Homep HopmaTueHoi fokymeHTaumm 1
HIMEBHEeHWA |

CeprudnKkaT BLINYCKa ¥ COOTRATCTBUA

:
] Certificate of Release and GMP Compliance

EDARBI® CLO 40+12,5 mg film coated tableta
Bpapou® Kno rabnetku, nokpeirbie neHoYHOM 0BonoY4KoN, 40 Mr + 12,5 mr

12025554
28/09/20

28/09/23
LP-002941/ NIN-002941

Registration: 02.04.2015
Amendment: 03.04.2020 /

Hava perucrpaums: 02.04.2015

TPeGoBaHUAM HaANeKalel NPOUIBOACTEEHHOM NpaKTHKe

Data BreceHns usmeHeHni: 03,04,2020

Commercial Supply/
Kommepueckas nocraska

Takeda Ireland Limited,
Bray Business Park,
Kilruddery,

Co. Wicklow,

Ireland.

Azilsartan medoxomil:
Takeda Pharmaceutical
Company Limited,

Hikari Plant, 4720, Takeda,
Mitsui, Hikari,

Yamaguchi 734-8502,
Japan,

Chlorthalidone:

Ipca Laboratories Limited
Sejavta, District Ratlam
Madhya Pradesh, India.

M00807/00001

No16669/M807

TAK-491CLD-19976 ver. 1.0

DN-000122564 ver.2.0

Takena AAnaHg Numuren,
Bpait Buanec Mapk
Kunpannepu Ko. Yuxnos,
Wpnanaus

.Asvncaprasa MepoOKCOMMIT;

Taxena GapmackioTukan
Komnanu Numuren,
3asog Xukaphy, 4720,
Takema, Mutcyu, Xukapw,
Amaryumn 734-8502,
Anorus,

XnopranugoH:

Wnka NaGopatpuc Niumuren
ConBara, Paiton Parnam
Magxesn Npagew, Ungun.

LP 002941-310818 Changes 1-2
JIN-002941-310818, Mamenennn 1,2

GCR51425 i

CORAG138588 Re_!evision 7, EDARBI CLO 40MG/12,5MG TAB 28PC RUS/ARM

]
!
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i i e .o 'TAREDA IRELAND LTD
Tareda BrayBusinessPark

. : Kilruddery, Co. Wicklow

2 Ireland

Tel +353-1-2050600

Fax +353-1-2050601

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

This batch of product has been fabricated/manufactured, including packaging 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, ¢ )

Hacroswum cauneTenscTByeM, YTo MHGOPMALIVA BLILLE NOANNHHAN 1 ADCTOBEpHasA.

fanHan napTuA NPOAYKUMY NPOV3BEABHA/MATOTOBNEHA, BKMIYAR YNAKOEKY W KOHTPOML KaUBCTEA HA
BbllUgyKkadaHHbIX 3aBofax B NONHOM CoOTBETCTENMN ¢ TpebosaHwAMY GMP MecTHOro perynupyiollero opra1a
v crietbikaLuamMu PY cTpaHsi-uMnopTepa.

T1pon3BOACTBO CepyM, YNaKoska ¥ aHanus 3anuceii Gbinu NpoarANM3KpoBaHE! ¥ MPUaHaHLI B COOTBETCTRUY ©

GMP, i
/

PaulRyan | - Date/flara /8- 2. 722y
Qualified Person / ¥ronnomouexnoe nnuo
Takeda Ireland Ltd,

i

CORA6139598 Révlslon 7, EDARBI CLO 40MG/12,5MG TAB 28PC RUS/ARM Page2of2
GCR51425 ., §

|
!
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EDARBI® CLO 40+12,5 mg film coated tablets

i
Test i Specification
3 Mokazatenu | Hopmit

side.

: .« .. ldentification °

|
| * chlorthalidone.

I'Io,qnunnoc'rb;
Asuncapmaka |
medorwcomuna g

1
!
i
.

MEQOKCOMWUNA Kanusa,

CA210392

i
i
|

GCR58998

). 1 u3 1

3Rap6u® Kno TabneTku, NOKPLTEIE MNEHOYHO oGonouko#,

Onucanve Kpyrnible ABOAKOBBINYKNbIE TaGNETKY, NOKPbITHIE

: nnexoyHoi oBonoykoii, GneaHo-posooro LseTa ¢

r HaHECEHHbLIMY CePBIMU YepHUNamu Haanucamu «A/C» v
! «40/12.56» Ha opHOW cTopoHe,

Bpemn yASPXMBAHUS OCHOBHLIX MWKOB HA
XPOMaTOrpamMme MCbiTYEMOro pacTeopa 4OoSmKHD
COOTBETCTROBATL BpeMeHW YASPKUBAHNA OCHOBHLIX
xnopmanudona BOX ¢ nukos Ha XpomaTorpamme cFraHaapTHOro pacTecpa
YO-feTexTiposaHiem a3uncapraHa MegoKCOMMAA U XMopTanigoHa

https://pharmcert.ru/sert/63/23/4__ /000689979  TAA-12025...

TAKEDA IRELAND LTD
Bray Business Park
Kilnuddery, Co. Wicklow
Treland

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

! Certificate of Analysis
) Ceprudbukar ananusa

Batch/ Homep cepuu: 12025554
40 mr+12,5 mr

Result
Pesynbrars!

Appearance Round biconvex film-coated tablets of a pale pink colour Complies
with the grey inked markings "A/C* and “40/12.6%on one

Cootsercreyer

HPLC: The retention time of the maln peaks In the Complies
chromatogram of test solution should correspond to the

retention time of the main peaks in the chromatogram of

standard solution of azilsartan medoxomil and

Cootsercrayer

{ UV: The spectrum of test solution recorded in the range Complies
; from 230 to 400 nm should correspond to the spectrum
of standard solution of azilsartan medoxomil potassium.

CnexTp UCnsITyeMoro pacTeopa, CHATLIA B oBnacTu ot CooTeeTtcTayer
230 Ao 400 HM, LOMKEH CODTRETCTBOBATH CNRKTPY
pacTeopa crasaaprHoro obpasua aauncaprada

UV: The specirum of test solution recorded in the range ~ Complies
from 230 to 400nm should correspond to the specirum
of standard solution of chlorthalidone.

énexrp WCNBITYEMOro pacTeopa, CHATLIG 8 06nacTH oT CooTeertcTeyeT

230 po 400 HM, OOMKEH COOTBETCTEOBATL cnexkTpy
pacTeopa cTaHAapTHOro obpasla xnopTanuacHa.

COA6139598 Revision 8, EDARBI CLO 40MG/12,5MG TAB 28PC RUS/ARM Page 1 of §

14.07.2021, 9:19
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TAEEDA IRELAND LTD

?akeda Bray Business Park
F i - Kilruddery, Co. Wicklow

] Ireland

Tel +353-1-2050600

Fax +353-1-205060]1
;_ Certificate of Analysis
CepTudoukar aHanusa
EDARBI® CLO 40+12,5 mg film coated tablets Batch/ Homep cepun: 12025554
Opapbu® Kno jraﬁue'rxu, NOKpPLITLIS NNeHOYHOH oGomoykoit, 40 Mr + 12,6 Mr
Test [ Epecification Result
Moxasatenu Hopml Pesynratel
Related Substances Azilsartan medoxomil /Aauncapraxa MegoKcoMMn
PoacTeeHHbIE r:lpumacu EOA (U-2): NMT 4.0% 1.7%
5 EOA (U-2) - He Gonee 4,0 %
2-Oxo analogue (U-3): NMT 0.50% 0.06%
2-oxco awanor (U-3) - He Goree 0,50 %
2-hydroxy-3-oxobutyl ether EOA (U-4): NMT 0.20% 0.14%
2-rvapokeu-3-oxcobyTunosstid acup EQA (U-4). ... .. . < i w
He Gonee 0,20 %

Any other single (identified and unidentified) impurity: 0.00%
NMT 0.20%

NioGoit apyroRt eauHUYHOR (WAEHTUULMPOBEKHON W
HeugeHTugUUVpoBaHHO#A) npumeck - He Gonee 0,20 %

Total any others single (identifled and unidentified) 0.00%
Impurities: NMT 0.50% '
Cymma moBeiX ApYrx BANHUIHBIX

(MABHTUDULIMPOBAHHBIX U HE UAEHTUULMPOBEHHBIX)

npumeced - He Gonee 0,50 %

Total all Impuritles: NMT 5.5% d 1.9%
Cymma scex npumecedi - He Gonee 5,5 %

Chiorthalidone/ Xnopranupou;

Impurity A chlerthalidone (CCA) : NMT 1.0% ND%
Mpumeck A xnopranuaoHa (CCA)- He Gonee 1,0 %

Any single not specified impurity: NMT 0.20% 0.00%
TioGoi egvHUYHOR HeuaeHTUDULMPOBAHHOR
npumeck - He Gonee 0,20 %

- Total all impurities: NMT 1.5% 0.0%
Cymma scex npuMeceii - He Gonee 1,5 %

CA210392

%

i

I
COAG139598 Revision 8, EDARBI CLO 40MG/12,5MG TAB 28PC RUS/ARM Page2of5 -
GCRE8958
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EDARBI® CLO 40+12,5 mg film coated tablets

Certificate of Analysis
Ceprtudmkar aHanuaa

Snapbn® Kno ?'EGJTBTKH, NOKPLITLIS NNBHOYHOH 0GonoYKol, 40 Mr+ 12,5 mr

Test

Moxasatenu
i

Content Uniformity

i

|
OAHOPOAHOCTS,
AO3MPOBAHNA

Dissclution

PacTeoperne

CA210382 !

--- COAB139598 R‘evis!on 8, EDARBI CLO 40MG/12,5MG TAB 28FC RUS/ARM

GCR58998 ;

Specification
Hopmbl

AV-value calculated for 10 tablets should not be more
than 15.0.

If AV-value exceeds 15.0, 20 additional tablets should
be analyzed.

AV-value, calculated for 30 fablets should not be greater
than 16.0 and the content of azilsartan medoxomil and
chlorthalidone in none of the tablets should go out of the
range from 0.75M to 1.25M,

3HaueHue AV paccuvrakHoe Ans 10 TRBNETOK AONKHO

. Bbrme He Gonee 15,0.. .- ;

Ecnv sHaueHvie AV npessiiaet 15,0, aononHuTensHo
ananuaupyior etye 20 TadneTok.

3HaueHne AV, paccuutaHroe Ans 30 TaBReToK, AOMKHO
GbiTb He Gonee 15,0 u conepxaHve asvrncaprana
MEZIOKCOMWNA W XNOPTanugoHa Hu B 0pHOA TabneTke He
AOIUKHO BLIXOAWTL 3a npeaens! ot 0,75M go 1,26M.

Azilsartan medoxomil

Not less than 70% (Q) from the label claim content of
azilsartan medoxomil (CaoH24N40s) should dissolve in 30
minutes.

He mexee 70 % (Q) or 3anBneHHOro Ha 3TUKETKE
asuncapraHa mepokcomuna (CaoHz24N4Os) fomkHo
pacTBOpUTLCA Yepes 30 MUHYT.

Chlorthalidone:

Not less than 70% (Q) from the label claim content of
chlorthalidone (C14H11CIN2048) should dissolve in 30
minutes.

He meHee 70 % (Q) oT 3aABNEHHOTO HA STUKETKE
xnopranuaoHa (C1sH11CIN204S) aonmxHo pacTeopuTLECA
yepes 30 MuHyT,

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

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

Batch/ Homep cepun: 12025554

Result
Peaynbrathi

Azilsartan medoxomil
JA3uncapraHa Meaokcomun

Acceptance value (AV) : 1.7
Kpwrepuit npuemnemocTi

Chiorthalidone/ Xnopranugcx:

Acceptance value (AV) : 3.3
Kpurepuii npuemnemocty

Stage Sq:
96%, 95%, 93%
95%, 94%, 95%

Stage Sz
94%, 94%, 92%
91%, 94%, 88%

Stage S1:
998%, 98%, 84%
105%, 95%, 95%

Stage Sz:
88%, 93%, 94%
94%, 89%, 93%

" Page3of5
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Certificate of Analysis
Ceprtudmkar aHanusa

EDARBI® CLO 40412,5 mg film coated tablets
9Aaptu® Kno TabneTiy, NOKPLITLIE NNEHOYHOA 0BONOUKOM, 40 Mr + 12,5 Mr

Labeling / MapkupoBka  In accordance with the Normative Documentation / B
i coorsercrevy ¢ HA NIN-002941-310818
§ Changes / MameHenns Net, 2
i
Packaging / Ynakoeka 14 tablets in AL blister, 2 blisters together with the
; instruction on use are placed into cardboard box. /
Mo 14 Tabnetox B ANl Gnuctep. Mo 2 Gauctepos
BMECTE € WHCTPYKUMEN N0 NPUMEHEHMIO NOMeLLaIoT B

MauKy KapTOHHYIO,

performed on rel'ease not less than 4 batches at release per year.

CA210392 g

i
COAB139698 Revision 8, EDARBI CLO 40MG/12,5MG TAB 28PC RUSIARM -
GCR58998 ;

|
f
£
|

Crp. lus 1

Test i Specification
Moxasatenu ! Hopmsi
Assay From 90.0% up to 110.0% of the label claim content
of azilsartan medoxomil
KonuyecreeHKoe Ot 90,0 A0 110,0 % oT 3asaneHHOro Ha aTuKeTKe
onpepeneHue .‘ 83UNcapTaHa MegoKcoMuna.
' From 90.0% up to 110.0% of the label claim content
of chlorthalidone
O780,0 go 110,0 % oT 3aRBNEHHOrO Ha aTUKeTKe
i XTOpTanuaAcHa . ey
‘ “
Microbial Limit
Muupoﬁuonnr}?qacnan
Yucrora* : .
Total aerobic microbial ~ Not more than 1000 cfulg
count ;
OBwee yucno ! He Gonee 10° KOE/r
a3pobHbIX
Gaxrepuii :
Total combined yeasts  Not mare than 100 cfulg
and molds : J
count ; He Gonee 102 KOE/r
O6ee cymmapHoe
HUCIO APONOKEBLIX M
nnecHeesIx rpyGoa
Escherichia coli Absent / otcyTereyer

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

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

Batch/ Homep cepun: 12025554

Resuit

Peaynbrath!

96.7%

99.4%

<50 cfwg / KOEIr

<50 cfu/g / KOEr

Absent / oTcyTeTBYET
Complies
CooreercTyeT

Complies
CooTseTcTByeT

“Notes: Actual testing frequency [s based on systematic review of the manufacturing process, the test is

{
*KomMMeHTapuy; TekyLUas YacToTa UCNLITaHMil OCHOBAHA HA CUCTEMATUUECKOM 0530pe NPOMIBOACTBEHHArD
npoLeces, MCNLITaHNe NPOBOAMTCA NPY BLINYCKE Ha He MeHee 4 CepUsX B TeYeHNE roaa.

' Paged ofs
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TAREDA IRELAND LTD

thkm Bray Business Park
- Kilruddery, Co. Wicklow

Ireland

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

Certificate of Analysis

Ceptuchukar ananusa
EDARBI® CLO 40+12,5 mg film coated tablets Batch/ Homep cepun: 12025554
Spapbn® Kno:-raﬁne'nm, TIOXPBITBIE NNeHOYHoK o6onoukoil, 40 Mr + 12,6 Mr
Date of Manufécme: 20/09/20 Expiry Date: 28/09/23
[Hata npoviagoacTea: CpoK rogHocTi:
»
Prepared By: | & . Date: ___1T-42-272(
MoaroToeneHo; Sarah Awarl Hara
% QA Analyst '
Approved By: /7 Date: 1 -c2- 25 1
YreepxagHo: Qualifieg, Person [Nara
] .
CA210382 '
|
|
!
}
1
1 i
i ?
| }
i
!
i
]
|
* *COAB139598 Revision 8; EDARBI CLO 40MG/12,5MG TAB 26PC RUS/IARM - - -+ '~ Page50f5
GCR58088
]
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