JTEPXKABHA CHYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KUEBI

npos. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK
Npo AKICTH BBe3eHOro B Y KpaiHy JIiKapchLKoro 3aco0y

19.12.2024 Ne 68500/24/26

APUOOH® PETAP I

(uadimMenyBanis JikapcLxoro 3acoBy 3rifHo 3 peectpauilinum NOCBIAUEHHAM) )
TabneTKH, BKPUTI IIIBKOBOIO 060/I01KO0I0, IPOJIOHI0BAHOL ait mo 1,5 mr, 1o 15 Tadaeror y.
GJricrepi, o 2 GaicTepH y Kopo6ui 3 KapToHy

(§opma BHITYCKY, J03yBaHH, BHI I1aKy BaHHs nikapeekoro 3acoby)
Homep peecrpauiiinoro nocsinuenns UA/1001/01/01 crpox aif peectpauiiinoro nioceiguents HCOOMEXEHUHI
Cepin nikapcbkoro sacoby Ne 748055 KinbkicTh BBe3enOro ikapcskoro sacoby 31259

Bupobxuk Cepg'e (Ipnannis) Inpactpic Jita, Ipnanznis
(naliMerypanns aupobunka nixapenkoro 3acoly, kpaina FIOXOMKCHHSA)

TopapHCTBO 3 06MEKEHOI0 BiINOBINANLHICTIO "CEPB'€ YKPATHA",

Bacsero o Ykpalhy inenT, kox: 33643340 _
(naitMeHy BaHs T2 KOJL 38 €JIPTIOY iopuamHol 0cobu abo npissurile, iM'a, 110 6aThKoBi (isutiT
ocobu ~ nianpuemit, if MiCUe NPOXUBAHHA Ta pecetpauiiinnii HoMep 06iKOBOT KAPTKM TIATHHKA

nomatkis aGo cepin Ta HOMEP TACTOpTa) o

[1poTOKON Bi3yaNLHOTO KOHTPOI0 BiX 19.12.2024 Ne 4412/2.

3aci6  ppeseHo B Ykpaiwy 3

3a  pesyibTaTaMM [CPHKABHOTO KOMTPOJNIO  BCTAHOBJCHO, MO nixapcbkui

JAOTPAMAHHAM BUMOT 3aKOHONABCTRZ wono 3abesnedenns SKOCTi Jikapes, 3acobis.

Muxona XOJIOIEHKG

AN

HauanbHuk

(nocanosa (nianuc) (ininianu Ta npispuine)
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Docusign Envelope ID: C9088A01-AB1C-4589-B79B-93CBE65DC595

SERVIER (IRELAND) INDUSTRIES LTD.

D

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI IKAPCbKOI'O 3ACOBY

Name of the Manufacturer & Address /Ha3ssa ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanais)
ajzipeca BUpOOHHKA [Hpactpic JItn

Moneylands, Gorey Road/Maninenas, I'opeii
Poyn,
Arklow/Apkioy,

Co. Wicklow/Ko. Bikoy,
Ireland/lpnanpis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

HasBa Ta agpeca imnopTtepa 41, Naberezhno-Khreshchatytska St./sy..
HabepexHo-Xpeuwaruupka, 41
Kyiv, 04070/M. Kuis, 04070
Ukraine/Ykpaina

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapcekuii 3aci6

npoaykuUii, Lo NOCTaYaEThCs

Pharmaceutical form/Jlixapcbka dpopma 1.5 mg prolonged-release film-coated
tablets/TabneTku, BKpUTI IU1IBKOBOIO 060JIOHKOIO,
npoJioHrosaHor fif no 1,5 mMr

Name of the Product/Ha3ssa sikapcbkoro ARIFON® RETARD/APHO®OH® PETAPL
3acoly

Dosage/Cuna nif 1,5 mg/1,5 mr

Type and size of packaging/Bun ta posmip 15 tablets in blister; 2 blisters in the carton box/
YTaKOBKH rno 15 Tabnetok y 6aicrepi; no 2 Giicrepu y

kopo6Li 3 KapTOHY

Finished Product batch number/Cepis rorosoro 748055
Jixapcbkoro 3acoby

Manufacturing date//lara BiupoGHuLTBA 08 2024
Expiry date/TepMin npuaarHocTi 08 2026
Batch size/Kinbkicts y cepii 36,341 Boxes/ynakoBok

Manufacturing Licence number/Homep niuensii  M00068/00001
Ha BUPOOHHWLTBO

Registration Number/Peectpaliiite UA/1001/01/01
TIOCBiAYEHHSA
Sercier (Irefand) Industoes LTI B

OR8E
(French, Jobn Redmeond.
244

Tel:
Drrectors: Chrstian
Cornpany tegt

Page 1 of 5



Docusign Envelope 1D: C9088A01-AB1C-4589-B79B-93CBE65DC595

SERVIER (IRELAND) INDUSTRIES L

BERWIER

Method ref/TTocunanns na memod: DTC_S06520_PF_T_CTR_461_EN_2.0
Specification ref/Tlocunanns na cneyudiayiro: DTC_S06520_PF_N_CTR_463_EN_3.0

ARIFON RETARD/ APU®OH® PETAP/I

Formulation/®opmymoBanus:
Prolonged-release film-coated tablets containing 1,5 mg of indapamide/ TaieTku, BKpPHTI NIiBKOBOIO

Packaging Lot No./ Cepis Ne: Manufacturing Batch No./Bupoonuya napris No:

748055 729396
TESTSTIOKA3ZHUKHU STANDARDS/CTAHJAPTH RESULTS/
PE3YJIBTATH
Appearance/Onuc: White, round, film-coated tablet/Binoro Complies/Biarosinae
KONLOPY, Kpyrioi dopmu TabneTku,
BKPUTI MJIIBKOBOIO 060NOHKOI0
Average mass (mg)/Cepeans maca (Mr): | 195 - 215 mg/mr (95% to 105% of 207mg/mr
theoretical mass) (95% -105% Bin
TEOPETHYHO! MacH)
Identification of drug substance/
InenTudikanis girouoi peuoBHHN:
Liquid chromatography/PinutHa Positive/[TozutuBHa Complies/Binrnosinae
xpomatorpadis
Thin-layer chromatography/ Positive/ITosutneHa Complies/Binmnosinace
Tonxkouaposa xpomatorpadis
Drug substance content (mg/tablet)/ 1.425 to 1.575 (95% to 105% of'the 1.539mg/mr

theoretical content)/Bin 1,425 no 1,575
(95% - 105% Bin TEOPETHUHOTO BMICTY)

BuicT airouoi pewoBunu (Mr/TabeTKy)
PX):

Uniformity of content/

OHopiaHicTh BMiCTY: Complies/Bixnosinae Complies/Binnosinae
European Pharmacopoeia (2.9.6)
Control of purity (LC) (%)/
Kourpoas uncrorn (PX) (%):
. Y38 <05 0.06%
. Other individual impurity/Byas-ska inwa | <0,2 <0.06%
JoMiLuka
. Sum of impurities/Cyma gomimok <1 0.06%
Servier (Trebandy fndustries T TD L Monevlands Gorey Road. Avklow, Co Wickiow, lreland
Tel: {0y 402 20800 Fax: 383 {0) 402 20888
Directors: Christian Bazantay (Frenchy, Christian Sauveur (Freach), John Redmond.
80520 UKR1 V1 Company registered i Ireland No. 117246 Page 2 of 5




BERER

Docusign Envelope ID: C9088A01-AB1C-4589-B79B-93CBE65DC595

SERVIER (IR

ELAND) INDUSTRIES LTD.

Method ref/TIlocunanna na memoo: DTC _S06520_PF_T _CTR_461_EN 2.0
Specification ref/Tlocunanna na cneyudicauiro: DTC_S06520_PF_N_CTR_463_EN 3.0

Packaging Lot No./ Cepist Ne:

Manufacturing Batch No./Bupo6uuva mapris Ne:

748055 729396
TESTS/ITOKA3ZHUKHU STANDARDS/CTAHIAAPTH RESULTS/
PE3YJBLTATU
Kinetics of dissolution (%)/KineTuxa
posunnenns (%):
Mean values/Cepenni 3nauenns
. 4 hours/4 ronuuu 17-27 %/Big 17 go 27% 22%
. 8 hours/8 roxuu 35- 55 %/Bin 35 no 55 % 46%
. 16 hours/16 roqun >75% 85%
Kinetics of Stage Acceptance criteria/ Values for each Tablet/3nauenus ans
dissolution Craaist Kpurepii npuitnarrocti KoKHOT TabneTKU
() Kineruie Number of Values for each tablet/3nauenns ans
PO3YHHEHHS 8
(%) tablet's tested/ KOXHOY TA0NeTKH
}I_oc.rlu:lmynaua 1 2 3 4 5 6
KiILKiCTL
TabneTok
4 roguHu S1 6 6outof 6/636 17 to 27%/ 19 24 22 21 23 22
Bix 17 10 27%
S2 +6(12) 12 outof 12/123 12 71037 %/
Bix 7 1o 37%
S3 +12 (24) not more than 2 out of 24 71037%
outside/
He Oinblue 23 24 3a Big 7 10 37%
MEXKaMu
but no tablet/ >47 %
ale KOHOT TabNeTKH
8 roqnn S1 6 6 out of 6/6 3 6 3510 55 %/ 40 49 (46 |46 |47 |47
Bix 35 1055%
S2 +6(12) 12 out of 12/12 3 12 25 to 65 %/
Bi) 25 1o 65%
S3 +12(24) not more than 2 out of 24 2510 65 %
outside/
He Ginblue 2 3 24 3a Bill 25 no 65%/
MEXaMH
but no tablet/ 1510 75 %/
ane kool Tabnerku 3a .
N Bix 15 10 75%
16 roaun S1 6 6 out of 6/6 3 6 >75% 78 85 81 89 |90 |87
S2 +6(12) 12 outof 12/123 12 >65%
S3 +12(24) not more than 2 out of 24/ <65 %
He Ginbie 2 3 24
but no tablet/ ane xonrot <55%
TabneTKN

Servier (reland) Industries LTD. Monevlands Gorey Road, Avklove, Co Wicklow, Treland.

80520 UKR1 V1

3 {0) 402 20800 Fax:

{0y 402 20888

Directars: Christion Ruzantay (French), Christian Sagveur (French), John Redmond.
Company registered iy Ireland No. 117246

Page 3 of 5




Docusign Envelope |D: C9088A01-AB1C-4589-B79B-93CBE6SDC595

SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/ITocunanns na memoo: DTC_S06520_PF_T_ CTR_461_EN_2.0
Specification ref/Tlocunanna na cneyugirayiro: DTC_S06520_PF_N_CTR_4 63_EN_3.0

Packaging Lot No./ Cepis Ne: Manufacturing Batch No./BupoGuuwua naptis Ne:
748055 729396
TESTS/TTOKASHUKHW STANDARDS/CTAHIAPTH RESULTS/
PE3YJbTATH

Microbiological quality (skip
testing)/Mikpo6ionoriuna yucToTa
(ckirn-TecT)

European Pharmacopoeia (5.1.4)

Total aerobic microbial count (TAMC)
/3aranbHe YHCIIO aePOGHHX MiKpOOpraHiaMiB
(TAMC): < 10° CFU/g/KYO/r

*Skip Test - Not Applicable

Total combined yeasts/moulds count (TYMC) *Skip Test - Not Applicable

/3aranbHe YUCio APINDKEBHX Ta MliceHeBHX
rpuGis (TYMC): < 10> CFU/g/KYO/r

Escherichia coli: absence/1 g/ BincyHicTs/l T *Skip Test - Not Applicable

ANALYSIS / AHAMI3 : 30/08/2024
Batch accepted/ITaprist npuitnara

« Skip test/Ckin TectysauHs, Passes/Bianosinae, not applicable/ne nposoauBcs
DocuSigned by:

Analytical Services Manager:
Menemkep N0 KOHTPOJIIO Ta aHAI3Y SKOCTI

Michael Byrne/Mixaean bipue

Servier (retand) Industries UTD. Moneylands Govey Road, Arklow, Co Wicklow, lreland
Tel: +353 (0) 402 20800 Fax: 353 (0) 402 20888
Directors: Christian Beazantay (French), Christian Sauveur (French). Jobn Redmond.
Company vegistered in lreland No 117246

80520 UKR1 V1 Pagedof 5



Docusign Envelope |D: C9088A01-AB1C-4589-B79B-93CBE65DC595

SERVIER (IRELAND) INDUSTRIES LTD.

L e
V& i,
e

oY

T SEAVIER

I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
at the abovementioned site in full compliance with the GMP requirements provided by the
local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

LlnM 51 3acBiguyro, 110 HaBeaeHa BULLe iHpopMaLlis € 4OCTOBIpHOIO Ta To4YHOW. Lo cepito
npoaykuii 6yno BupobneHo (BkIHOYAKYH NaKkyBaHHA/MapKyBaHHS) Ta TPOBEASHO KOHTPOJIb
i AKOCTI Ha BHLIE3a3HaueHil KibHULi y noBHil BignosigHocTi 3 Bumoramu GMP,
BCTaHOBJICHUMU MiCLEBHM PEryJATOPHMM OpraHoM, a TaKoX BiAMOBIOHO 10 crneuudikaui,
O MicTATBCS Yy peecTpauiitHomMy nocke, [TpoTokonu BUpOOHULTBA, NaKyBaHHS Ta aHai3iB
OyN10 NeperyasHyTO Ta BCTAHOBJIEHO BiAnosinHicTs GMP.

Date of batch release/J{ata Bunycky cepii 16/09/24

Name and Position/Title of person authorising the Batch Release/ IIpi3Buie ta nocana/
3BaHHs 0co0H, IKa BHAAJIa N103BiJl HA BUNYCK cepil

[

Dr Blanaid Bowes, Qualified Person/ Bianosinansna ocoba

~—

]
] Ms Ailbhe Wade, Qualified Person/ Bianosiganshia oco6a
d

Ms Carmel Kinsella, Qualified Person/ BianosizanbHa ocoGa

s

] Ms Jenny Quinn, Qualified Person/ Bianosinansha ocoGa

[1 Ms Niamh Ryan, Qualified Person/ BignosinaneHa ocoba

DocuSigned by:

Signature/TTinnuc __| Carmel KINSELLA Date/[lara:

BAC04C348D144BD...

16 September 2024

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby: 748055

ow, CoWicklow

Servier (Treland) Incdust
Tel

tan 31 Jobn Redawond.

sagveur {F
eland N

o 117246

Directors: Ch
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Docusign Envelope |D: 7C613321-BDBC-46D8-80A6-2515F DBOF6348 /

SERVIER (IRELAND) INDUSTRIES LTD.

= e .

= SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI JIIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Hasea Ta Servier (Ireland) Industries Ltd/Cepr'e {Ipnaunis)
anpeca BUpoOHHKa Inpacrpic Mg

Moneylands, Gorey Road/Maninenas, Topeit
Poyn,

Arklow/Apknoy,
Co. Wicklow/Ko. Bixnoy,
Ireland/Ipnannis
Name of Importer and Address/ Servier Ukraine LLC/TOBR "Ceps'e Yrpaina"

Haspa ta agpeca imnopTepa 41, Naberezhno-Khreshchatytska St./ryiL.
Habepesxno-Xpewarnnska, 41
Kyiv, 04070/m. Kuie, 04070
Ukraine/Ykpaina

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapcexuii 3aci6

TIPOAYKILT, WO [0CTAYAETHCS

Pharmaceutical form//Tixapcrka dopma 1.5 mg prolonged-release film-coated
tablets/TabmeTky, BKPUTI UTiBKOBOIO ofomeHKoI0,
nponoxrosasoi aif o 1,5 mr

Name of the Product/Hazea JIIKAPCHKOTo ARIFON® RETARDYAPUDOH® PETAP]
3acody

Dosage/Cuna nii 1,5 mg/1,5 mr

Type and size of packaging/Buy ta po3Mip 15 tablets in blister; 2 blisters in the carton box/
YIAKOBKH 1o 15 rabrerox y 6aictepi; no 2 Oaictepu y

KOpobi 3 KAPTOHY

Finished Product batch nmumbet/Cepig rotosoro 751061
MK2PCEKOTO 3ac06y

Manufacturing date//Tata rupoGummrsa 102024
Expiry date/Tepmin nprgaraocti 10 2026
Batch size/Kinpxics y cepii 10,559 Boxes/yakosok

Manufacturing Licence number/HoMep miwensii MO0068/00001
Ha BHPOOHHITRO

Regisiration Number/Peectparniitue UA/1001/01/01
MTOCBITYCHHS

Gerer (Treland) Industiies LTD . Moneylands Gorey Road, Arklow, CoWickiow, Iretund
Tel: =333 (D) 402 20800 Fax: +353 {0y 402 20588
Directors: Christinn Bazantay (French), Christian Saeveur (Treach), John Redmond.
Company registered in Ireland No. 117246
Page 1 of 5
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Docusign Envelope ID: 7C613321-BDBC-46D8-80A6-2515FDBOFE36

Docusign Envelope (D: 10462DAC-B591-4D76-B1CD-EF56246FB1 B8C

e

T servien

SERVIER (IRELAND) INDUSTRIES LTD.

Specification ref/Ilocunanus na

Method refllocunanna na memod: DT C_S06520 PF T CTR 461 EN 2.0

cnrewupikaniio: DTCMSO6520__PF_N_CTR_463%EN_3.0

ARIFON RETARD/ APUDOH® PETAP]

Formulation/®opmymopanms:

060.,108K0I0, NPOIONTOBANO Aji, HI0 MicTs

Prolonged-release film-coated tablets containing 1,5 mg of indapamide/ Tabnerku, Brpuri maisKkoz o0

Tb 1,5 mringanaminy

Packaging Lot No./ Cepin No:
751061

Manufacturing Batch No./Bupotunua mapris Ne;
729419

TESTS/TTOKASHUKHW

STANDARDS/CTAHIAPTH RESULTS/

PEZVILTATH

Appearance/Onuc;

Average mass (mg)/Cepenust maca {(mr):

Identification of drug substance/
Inenrudicania givouoi PCYOBHIIN:
Liquid chromatography/Pijuuna
Xpomarorpadis

Thin-layer chromatography/
Tonxouraposa xpomarorpagis

Drug substance content (mg/tablet)/

Buicr aitovoi pevosunu (MriTabaerxy)
(PX):

Uniformity of content/
Onuopinicrs Baicty:
European Pharmacopocia (2.9.6)

Control of purity (LC) (%)
Kontpenn ancroru PX) (%)

White, round, film-coated tablet/Binoro
KONRODpY, kpyriol gopmu TabreTk,
BKPUTI ITBKOROIO 060JIOHKOIO

Complies/Binnosizae

195 - 215 mg/mr (95% to 105% of
theoretical mass) (95% -105% mix
TEOPETHYHOT MACH)

209mg/mr

Positive/ITosuresua Complies/Binnosizae

Positive/TloznTirpna Complies/Binmoeinae

1.425 10 1.575 (95% to 105% of the
theoretical content)/Bix 1,425 no 1,575
(95% - 105% Bix TecoperiuHoro BMICTY)

1.562mg/mr

. Y38

- Other individual impurity/Byap-axa inma
JOMIIK:

. Sum of impurities/Cyma gomimox

Complies/Bianosinac Complies/Binnorinac
0,5 <0.00%
<02 <0.06%
= <0.06%

Servier (Ireland) Industries LTD .. Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.

Ted: +353 (0) 402 20800 Fax: 1353 (0) 402 2088%

Dircctors: Christian Bazantay ( Frenchy, Christiun Sauveur {Frenchy, John Redmond.
Company registered in Ireland No. | 17246

80520 UKR1 Vi

Page 2 of 5




Docusign Envelope ID: 7C613321-BDBC-46D8-80A8-2515FDBOFEAE
Docusign Envelope ID: 10462DAC-B591-4D76-B1CD-EF56246FB18C

SERVIER (IRELAND) INDUSTRIES LTD.

ey

TTREF SERVIER

Method ref/fTocunanna na memod: DTC 8506520 PF_T CTR 461 EN 2.0
Specification ref/Ilocunanns na cnewudicayiio: DTC S06520 PF N C TR 463 EN 3.0

Packaging Lot No./ Cepis No: Manufacturing Batch No./BupoGunua naptist Ne:
751061 729419
TESTS/HOKASHUKY STANDARDS/ CTAHJTAPTH RESULTS/
PEIYILTATH
Kinetics of dissolution (%)/KineTnica
posunnenns (%):
Mean values/Cepenni 3nauenss
. 4 hours/4 rograu 17 -27 %/Bin 17 no 27% 25%
. 8 hours/8 rommy 35~ 55 %/Big 35 5o 55 % 51%
. 16 hours/16 rogun >75% 95%
Kinetics of Stage Acceptance criteria/ Values for each Tablet/3navenus pana
disschation Cranis Kpurepii npuiiraruocri roKRHOL TabmeTH
(°/¢..)/chrm<a Number of Values for each tablet/3uagennun b A 1]
POTUHHEHHR 7
(%) tahlel"s tested/ KOAI 0T TadieTkn
I[-ncm,.lmynaﬂa 1 2 3 4 5 6
Kinbricrs
FadaeTor
4 rozuny 81 6 6outof6/636 17 to 27%/ 26 26 22 27 26 25
Big 17 10 27%
S2 +6(12) 12 outof12/123 12 Tto37 %/
Rin 7 a0 37%
83 +12 (24) not more than 2 cut of 24 Tto37%
cutside/
He Gimbuie 2 5 24 3a Bin 7 10 37%
MEKAMI
but no tablet/ >47 %
A¢ JKOAHOT TRbneTrH
8 roaun $1 6 Goutof 6/636 35 t0 55 %/ 53 53 46 51 54 51
Bi 35 10 55 %
52 +6(12) 12 outof 12/12 3 12 2510 65 Y%/
BiJ 25 o 65%
83 +12(24) not more than 2 out of 24 2510 65 %
outside/
He Ginbmre 2 3 24 3a BLT 25 10 65%/
MEKAMH
but no tablet/ 15t0 75 %/
ane WOLHOoT TabieTrH 3a
MEKEMH BiX 15 10 75%
16 rojure S1 6 6 out of 6/6 3 6 >75% 100 | 99 86 93 195 96
S2 +6{12) 12 outof 12/12 312 2 65%
53 +12(24) not more than 2 out of 24/ <65 %
He Dinslue 2 3 24
but ne tablet/ ane woanot <35%
TabNeTKH

Servier (Ireland) lndustries LTD., Moncylands Gorey Road, Arklow, Co Wicklow, Treland,
Tel: 353 (0) 402 20800 Fax: +353 (0) 402 20888
Direciors: Christian Bazantay (Trenchy, Christian Sauveur (French), John Redmond.
Company registered in Ireland No. 117246

80320 UKR1 V1 Page 3 of 5




Docusign Envelope 0 7C613321-BDBC-46D8-80A6-251 5FDBOF636

Decusign Envelope 10 104520AC-B591-4D76-B1CD-EF56246FB1BG

) SERVIER (IRELAND) INDUSTRIES LTD.

TET SERVIER

Method ref/ITocunanna na memod: DT C_S06520 PF T _CTR 461 EN 2.0
Specification ref/Ilocunanmn na cn eyugpikaniro: DTC_S06520 PF N C TR 463 EN 3.0

Packaging Lot No./ Cepist Ne: Manufacturing Batch No./BupoGnuya uaprin Ne:
751061 729419
TESTSTIOKAIHU KW STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIBTATH
Microbiological quality (skip Total acrobic microbial count (TAMC) *Skip Test - Not Applicable
testing)/MixpoGiostoriuna ancrora | /3aramse gueso 2epOOHHX MIKPOOPralisMin
(CKin-Tect) (TAMC): £ 10° CFU/g/KYO/r

Euroy Pt ¢ ia(5.1.4 ) : .
Hropean Fhanmacopoela ( ) Total combined yeasts/moulds count (TYMC) *Skip Test - Not Applicable

/3araTEHe SUCO APBKIKEBIX Ta IUTICEHEBIX

rpudis (TYMC): < 10° CFU/g/KYO/r

Escherichia coli: absence/1 g/ BiICYTHICTB/] T *Skip Test - Not Applicable

ANALYSIS / AHAMIZ : 07/11/2024
Batch accepted/Iapris NPUHHATA

* Skip test/Cxin Tectypanns, Passes/Bianosinae, not applicable/ue [POBOIHBCA

DocuSigned by;

Analytical Services Manager: Mic 5‘1%
" . .44E578598FC443".. s : "
Menemxep 1o kourpomaro Ta ananizy ARocTi Michael Byrne/Mixaenn bipne

Servier (Ireland) Industries LTD.. Moneylands Gorey Road, Arklow, Co W) ickiow, Ireland.
Tel: 1353 (0) 402 20800 Fax: +353 (0) 407 20888
Directors: Clivistian Bazantay tFrench). Christian Sauveur (French), Johin Rednmiond.
803520 UKR1 V1 Company regisiered in Licland No. 117246 Page 4 of 5




Docusign Envelope ID: 7C613321-BDBC-46D8-80A6-2515FDROFE3E

X SERVIER (IRELAND) INDUSTRIES LTD.
* o R e oo

TR SERVIER

I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
at the abovementioned site in full compliance with the GMP requirements provided by the
local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

M 5 3aceinuyio, wo HaseneHa BUIlle iHGopMalis € JDOCTOBIPHOIO Ta TOYHO. 1[50 cepiro
Nponykitii 6yno BEpoGIeHo (BKII0YAI0OTH NaKyBAaHHS/MAPKYBAHHA) Ta TIPOBESHO KOHTPOJIL
11 SIKOCTI Ha BHIIE3a3HAYEHIT HiMBHHLE Y NOBHIH BiAMOBIAHOCTI 3 BUMOraMu GMP,
BCTAHOBIIEHUMU MICLICBHM PEryIaTopHuM OPI'aHOoM, 4 TAKOXK BIATIOBINHO f0 crrenugikaniim,
IO MICTATBCA ¥ peecTpaniliHoMy ocke, llpoToxonn BupoGHALTEA, TaKyBaHHS Ta agaTisis
Gy110 meperaHyTo Ta BCTAHOBNEHO BlAnOBiAnicTs GMP.

Date of batch release/ara BHITycKy cepii 15/11/24

Name and Position/Title of person authorising the Batch Relcase/ Hpizeume Ta nocana/
3BAHHA 0CO0H, AKA BUAANA N03BL1 Ha BHIIYCK cepil

[1 Dr Blanaid Bowes, Qualified Person/ Binnoriganeua ocoba
[} Ms Ailbhe Wade, Qualified Person/ Bignosizansma oco6a

K Ms Carmel Kinsella, Qualified Person/ Binnosiranena oco6a
[I Ms Jenny Quinn, Qualified Person/ Bignosinansua oco6a

[T Ms Niamh Ryan, Qualified Person/ Bignosinaneaa ocoda

DocuSigned by:

Signature/[ligrme | Carmel KINSELLA Date/[lara; 1> November 2024

BAC04C348D1448D...

Finished product batch number/ Homep cepii rotosoro Nikapcbkoro 3acoby: 751061

senvier {lreland) Industries LTD MMoneylands Gorey Road, Arklow. CoWwklow, Ireland.
Tel: +333 (0) 402 20800 Fax: +153 (03402 20883
Dhrectors: Clristtan Bazantay (French). Christan Sauveur {French). Jobn Redmond,
Lompany registered m Treland No. 117245
Page 5 of 5
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JEPACABHA CJIYIKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

npos, Haail Ceiminunod, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koy CHPTIOY 37079055

BUCHOBOK
Npo AIKICTh BRE3eHOTro B YKpaiHy JdikapcbKoro 3acoby

26.12.2024 Ne 70758/24/26

APROOH® PETAPH

(naliMenypanitg AlRAPCLKOro 3000y 3TLANC 3 PECCTPALIFEHMA NOCBIAMSHIIM)
Tabaerkn, BRpUTI niizkosow 00os0HK010, Npoioureranoei ait ne 1,5 ymr, ne 15 rabnerok y
dJaicrepi, o 2 GJricTepu y kopobui 3 kKapTony

(popma sHMyCKy, 103YBAHIA, BUA ROKYBAHIIH NIKAPCEKOrD 3aC00y)
Homep peectpauiiinoro noceinuenus JA/1001/01/01 crpox nil peecrpauifinoro nocsiavenns HeoOMeKeHH
Cepia nixapcricoro sacoty Ne 751061 KinekicTs BRE3eioro nixapckkoro sacoby 10559

Bupo6uuk Cepg'e (Ipmannis) Ingactpic JIta, Ipnannis

(nalimenysanis supoSanka Aikapcuroro 3acoly, xpatha MoXoKEHI%)

Tosapuerso 3 ofmexenoro sianosipansuicro "CEPR'E YKPATHA",
inenT. kom: 33643340

{uaisenynais ta kox 3a CAPNOY 1opeanunol ocobu afio npiseuine, iM'a, no Gatekosi dizwinol
ocolin « nianpueMus, i MiCie NPORHBANHA Ta peecTpauiliuni HoMep 0OnikoROT KAPTKH RAATHHIA
nogarkis 260 cepig Ta HOMEP NACHOPTH)

Beeseno B Ykpaiuy

IpaToken Bisyansiore konwtpomo sin 26.12,2024 N 4489/2,

33 pesynbTataMn  ACPXKABHOIC KOHTPOMIO LBCTAHORNEHO, 10  nikapewkuil  3aciG  eeeseno B YxpaiHy 3
JOTPHMAHHSIM BUMOT 3aKOHCABCTRA WGAC 30C3NEUSHHS HROCTI ﬂixaycw 1x 3acobis.

Mukona XOJIOAEHKO

(rinnue) (ininians va npisanie)




JTEPXABHA CJIYXXBA 3 JIKAPCHhKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haail CeiTauunof, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBC3€1Oro B Ykpainy JikapebKoro 3ac00y

26.12.2024 Ne 70759/24/26

APUDOH® PETAPIL

(HaliMeryBAHIA TIKAPCLKOTO sacofy 3rianoe 3 peceTpaLtifnin HOCBIAMEHHSM)
TabaeTkn, BRpUTI IUIIBKOBO1O 0060N0HKON0, l’lpo.nourouauo'x'ui's' wo 1,5 mr, o 15 Tabreror 'y
Gaicrepi, no 2 6aicrepu y kopobui 3 KapToHy

(hopma BHITYCKY. AO3YBALHT, BHA MAKY BAH M JIKAPChKOTOo sacoly)
Homep peecTpatliiiHoro nocsiaue!is UA/1001/01/01 crpok nii peecTpaltiifHoro nocindeis HeobMeneHUH
Cepis nikapcbkoro 3acoby Ne 756847 IGNLKICTD BEE3EHOTO AIKAPCHLROTO 3aco0y 9360

BupobHiK Cepn'c (Ipnaniis) Inmacrpic Jlta, Ipnanjis
(naiiMeHyBans Brpodnuka sKapebKroro 3acoly. Kpaina NOXOJKCHIA)

Topapucrno 3 00MCIKEHOIO pianosinaasuicrio "CEPB'E YKPAIHA",

inent. wou: 33643340

(tafimeHyBaliis Ta KoL 3a CAPTIOY 10puanttoi ocobu aBo NPI3BHLILE, iN'S, 110 Garbroni (pizuol

0caBH - NEAIPHEMILL, T MICHE IPOWHBAN S Ta peccrpautifinunit omep 06AIKOBOT KAPTKH MAATHHKA
nogatrkin abo cepis Ta noMep facnopta)

Boeseno B Yxpainy

TpoToKo Bi3yanbIOr0 KOHTPOIIO BiA 26.12.2024 Ne 4489/3.

3a  pesyAbTaTaMM  ACPHABHOTO  KOHTPOMO seTaNORNEHO, WO sikapchuit  3aciG  sseseno b Yipainy 3

JOTPHUMAHHIIM samor 3aKOHORARCTRA 1WOA0 3alesneuetins AKOCTI NiKapeb iR 3acobis.
e .
J/

Mukosia XOJIOJIEHKO

HavansHuk

(inindazi ra npizsuine)

(nocanona ocogpsaif:







Docusign Envelope ID: 19ADF261-21D1-4DE3-BD00-7487397F39F0
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TEEE SERVIER

{;E RELAN %ﬁl}} § N %)b > ] %a% ES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI IKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hazsa Ta
anpeca BHpoOHuKa

Name of Importer and Address/

Hassa Ta agpeca imnoprepa

Which Consignment of product is delivered/Bux
NPOAYKLUIi, 1O MOCTa4aETHCA

Pharmaceutical form/Jlikapcbka dopma

Name of the Product/Ha3ssa nikapcbkoro
3acoly

Dosage/Cuna uif

Type and size of packaging/Buz Ta po3mip
yraKoBKH

Finished Product batch number/Cepis rotoBoro
NiKapcbKOro 3acody

Manufacturing date/[lata BupofH1LTBa
Expiry date/TepmiH NpHaaTHOCTI
Batch size/KinbkicTs y cepii

Manufacturing Licence number/Homep niueHsii
Ha BUPOOHULTBO

Registration Number/PeecTpauiiite
MOCBiA4EHHS

Servier (Ireland) Industries Ltd/Ceps'e (Ipnanais)
Tunacrpic Jita

Moneylands, Gorey Road/Maninenas, 'opeii
Poyax,

Arklow/Apxunoy,

Co. Wicklow/Ko. Biknoy,

Ireland/lpnannis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./syJt.
Hab6epexno-XpelwaTuupka, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaina

Pharmaceutical Product/Jlikapcbkuit 3aci6

1.5 mg prolonged-release film-coated

tablets/TabneTku, BKPUTI M1iBKOBOIO 000IOHKOIO,

npoJioHrosaHol Aii mo 1,5 mr
ARIFON® RETARD/APUPOH® PETAP/

1,5 mg/1,5 mMr

15 tablets in blister; 2 blisters in the carton box/
no 15 ta6nerok y 6nicrepi; no 2 6nictepu y
KOpOoOLli 3 KapTOHY

756847

102024

102026

32,132 Boxes/ynakoBok
MO00068/00001

UA/1001/01/01

Page 1 of 5
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Docusign Envelope ID: 19ADF261-21D1-4DE3-BD00-7487397F39F0

Docusign Envelope 1D: 8114F5B6-3396-4FF8-9550-63316D30AB24

‘a,:\& ) 4‘

e

B

Method ref/Hocunanns na memood: DTC_S0652 0 PF_T_CTR 461 _EN 2.0
Specification ref/Iocunanns na cnenuepiraivo: D TC_S$06520_PF_N_CTR 463 EN 3.0

ARIFON RETARD/ APUOOH" PETAPJI

Formulation/®opmyiosanna:
Prolonged-release film-coated tablets containing 1,5 mg of indapamide/ Tabneru, BRpuTi mimiskosoio
000JI0HK 010, HpoJloHToBaNOT Ui, 1O MicTETh 1,5 mr imganayiny

Packaging Lot No./ Cepist No: Manufacturing Batch No./Bupotunua naprist Ne:
756847 729420
TESTSMOKAZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3VILTATH
Appearance/Ouuc: White, round. filin-coated tablet/Binoro Complies/Binnosinac

KOJILOPY, Kpyraot hopMu Tabnerki,
BKPL i T BKOBOK) ()6(')51()I~II<()H')

Average mass (mg)/Cepenust maca (mr): | 195 - 215 mg/mr (95% to 105% of 207mg/mr
theoretical mass) (95% -105% pix
TCOPCTUHHOT MaCH)

Identification of drug substance/

Inenrudikanis nirvuol peuopnnmn:
Liquid chromatography/Pimimma Positive/Tlosutusna Complies/Biarnosizac
xpomatorpadis
Thin-layer chromatography/ Positive/TTosnmmera Complies/Bianosizae
Tonromaposa xpomarorpadis

Drug substance content (mg/tablet)/ F425 1o 1.575 (95% 1o 105% ol the [.556myg/mr
= S =

Batict aitouol pevosunu (mr/radaerky) | theoretical contentyBia 1.425 g0 1.575

(PX): (95% - 105% six Teoperuunoro emicty)

Uniformity of content/
Oanopiicrs Bumiery: Complies/Bignosizac Complies/Bimoninace

European Pharmacopoeia (2.9.6)

Control of purity (L.C) (%)/
Kowrposs querorn (PX) (%):

. Y38 <05 0.06%
- Other individual impurity/Byap-sxa inma | < 0,2 <0.06%
Jominrka
. Sum of impurities/Cyma JoMirok < <0.06%
Serviet dhichiundy Tnduanes TV NMooeyTands Gores Road, Arklow. Co Wik low reland
Pl 383000 102 20800 Fan: #5333 (0) 402 20888
Prrectors: Christian Bazantay dfrenchin, Christian Saoseur (hrenchy, fohn Redmond,

80520 UKRI VI Compans repistered in brefand Noo V726 Page 2 of 3



Docusign Envelope ID: 19ADF261-21 D1-4DE3-BD00-7487397F39F0
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SERVIER

Method ref/Ilocunanis na menod:  DTC_S 06520 PF_T_CTR_461_EN_2.0
Specification ref/Ilocunanns na cnenueicayio: DTC_S06520_PF_ N _CTR_463_EN_3.0

Packaging Lot No./ Cepist No:

756847

Manuflacturin

¢ Batch No./BupoGuuua naprist No:

729420

TESTSTOKASHUKM

STANDARDS/CTAHJIAPTH

RESULTS/
PE3VJILTATH

Kinetics of dissolution (% )/KineTnra

posunnenis (%):
Mean values/Cepenui suadenus
. 4 hours/4 rognHu
- 8 hours/8 rojmn
16 hours/ 16 roymu

17-27 %/ig 17 no27%
35 - 55 %/Bia 35 10 55 %
> 75 %

22%
45%
84%

Kinetics of Stage Aceeptance criteria/ Vatues for cach Tablet/3nancuns s
dissolution Crapis Kpurepii npuitusirinocti KOKHOT TafIeTRH
0 " e 1)
i)ﬁgf"::::ﬁ:;:m Number of Values for cach tablet/3nagenns juin
(%) ta hlcl's tested/ KoskH01 TalaeTku
lI'ocm,r‘mcymnm 1 7 3 4 5 6
KUILKICTh
TabJeToR ‘.
ERYOHIZA S1 6 b out ol 6/6306 17 10 27%/ 22 el 2] i) N7 20
Riz 17 50 27%
S2 +6(12) 12o0utol 1212312 710 37 %l
Bia 7 o 37%
83 +12(24) not more than 2 out ol 24 71037 %
outside/
we fimine 2 3 24 3a i 7 o 37%
MEOKAMH
but no tablet/ =47 %
. .. | e om0l Tadericn RS S S
8 roaun Sl 6 6 out ol 6/636 351035 %/ 48 40 44 44
BIA 331035 %
S2 +O(12) [2outol 12/12412 25 10 63 Yl
Bist 23 0 63%
S3 +12(24) not more than 2 out of 24 251065 %
outside/
He Outnine 2 3 24 34 i 235 10 65%/
MCKAMK
but no tablet/ 151075 %/
ANNE YOAMOT TABIETKRI 3
MEHAMH Bia b5 0 75%
16 roamy N 6 6 out ol 6/6 36 w78 % 83 84 82 84 83 85
S2 HO(12) f2outol 12/12312 =03 %
S3 +12(24) not more than 2 out of 24/ < 05 %
He Gimsiie 2 3 24
bul no tablet/ ase wozol <35 %
TaDNCTKH

Servier lrelandy Industries TEDL Noney Bds Gores [end, Arktow, €

Directors: Christian Bazantay threnchi Cheistian Sauvew (frenchy

80520 UKRI VI

Pel #3335 000 102 20800 Fus L 102 TORKK

Company registered inreland No. F17210

O Wik tow, Tretand

Tohn Redmond

Page 3of 3




Docusign Envelope 1D: 19ADF261-21D1-4DE3-BD00-7487397F 39F0

Method ref/ITocunanns na memoo: D TC_S06520_PF_T_CTR 461 EN 2.0
Specification ref/ITocuaanns na cnenupirauito: DTC_S06520 PF N C TR_463 _EN 3.0

l"ucvl;agi;nug» lolNo/ (cpm o Manufactu ring Ba(dl N()./B;lpm’)uwﬁ l’l;lp"“.l'isl Ne:
756847 729420
TESTSMTOKAZHUKH STANDARDS/CTAHIAPTH RESUL'FS/
PE3VALRTATH
Microbiological quality (skip Total acrobic microbial count (TAMC) #*Skip Test - Passes
testing) Mikpo6iosoriuma uwerora | - 3aransie HHCIIO ACPOOHIK MIKPOOPTAHI3MIB
(cxit-reet) (PAMC): £ 107 CPUr KY Oy

Furopean Pharmacopoeia (5.1 ) o . . T

: PESES Fotal combined yeasts‘moulds count (TYMC) #Skip Test - Passes
Barambue HUCHo APDKEBUX T2 [HCEHEBIX
rpudis (TYMC): < 10° CFU/g/KY O/

Escherichia coli: absence/| ¢/ sincyrnicrs/| v *Skip Test - Passes

ANALYSIS / AHAMI3 : 12/11/2024
Balch accepted/Tlapria npuiinsra

©SKip testCrin recryranns, Passes/Bimiosiac. not applicable/we nposoimses

DocuSigned by:

e Mickarl Py
Analytical Services Manager: bb’
b = . . --.-445:6/80955-(,443(, . R
Menekep 110 KOHTPOIIO T ARy stcocTi Michael Byrne/Mixaens Bipne

Servier cielandy Industeies 11 Monevfands Crorey Road. Arkow, Co Wicklon . Trefand,
Peb 335000402 20800 Fav, 1 353 (0) 102 20888
Drrectors: Christian Bazantay ¢ renchy, Christian Sauveur (renchy. Jol

Company registered in Treland No, 117246

w Redmond.
80320 UKR1 VI

Page 4 of §



Docusign Envelope ID: 19ADF261-21D1-4DE3-BD00-7487397F39F0

SERVIER (IRELAND) INDUSTRIES LTD.

I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
at the abovementioned site in full compliance with the GMP requirements provided by the
local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

LlnM 3 3acBinuylo, WO HaBeaeHa Bulie iHOPMALIs € AOCTOBIPHOIO Ta TOUHOIO. Llto cepito
nporykuii 6ysio BupobaeHo (BKIOUaIoUH faKyBaHHsA/MapKyBaHHs) Ta MPOBEAECHO KOHTPOJIb
il IKOCTi Ha BUILE3a3HAUEHIM AiNbHKLI Y MOBHIN BiANOBIAHOCTI 3 BUMOraMH GMP,
BCTAHOBJIEHUMH MICUEBUM PETYJIATOPHAM OPraHOM, a TakoX BiAMOBIAHO 10 cneurdikaLin,
Wo MICTATbCA Y peecTpauiiinomy aocke. [poTokonu BUPOOHULTBA, MAKYBaHHA Ta aHaiziB
6yno nepersiAHyTO Ta BCTaHOBNEHO BinnosinHicts GMP.

Date of batch release/Jata sunycky cepit 15/11/24

Name and Position/Title of person authorising the Batch Release/ Ipizsuuie Ta nocana/
3BaHHA 0co0H, sIKa BUAANA J03Bi HA BUNYCK cepii

[] Dr Blanaid Bowes, Qualified Person/ Bianosinansta ocoba
[] Ms Ailbhe Wade, Qualified Person/ Bianosinansta ocoba

[} Ms Carmel Kinsella, Qualified Person/ Binnosinansxa ocoba
[] Ms Jenny Quinn, Qualified Person/ Binnosinansna ocoda

[l Ms Niamh Ryan, Qualified Person/ Binnosinansra ocota

DocuSigned by:

Signature/Mianuc| Carmel KINSELLA Date/JlaTa:

BAC04C348D1448D. .

15 November 2024

Finished product batch number/ Homep cepii roTosoro nikapckkoro 3acoby. 756847

Diarectors: £t

Page 5 of 5
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