JIEPXJIIKCIIVXKBA YKPATHU
JEPKABHA CJYXKBA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK

npo sKicTb BBe3eHoro B YKkpaiuy JikapcbKkoro 3aco0y

21.11.2024 Ne 61785/24/26

APHUDPOH® PETAPJ

(naliMey Bals Aikapebkoro 3acoBy 3ritHe 3 peccTpauiiinuM NocBiA4eHIAM)
Ta6JaeTKH, BKPHTI niBKkoBo10 000JI0HK010, NpPoOHIroBaHOT Il 1o 1,5 mr, nno 15 Tabaerox y
Gaicrepi, o 2 GaicTepn y kopoOui 3 KapToHy

(popMa BHNYCKY, JIO3YBAHHS, BII NMAKyYBAHHS NIKapCLKOro 3aco0y)
Howmep peectpauiiinoro nocsinuenns UA/1001/01/01 erpok aif peecTpauitHOro nocBinueHHs HeoOMeKeHHH
Cepis nikapeskoro 3acofy Ne 747001 KinbkicTs sBe3eHoro Aikapcbkoro sacoby 10000

BipobruK Cepu'e (Ipnanis) Ingactpic JIta, Ipnanmis

(HalMciy BaHHS BHPOGRIHKA JIiKAPCRIOTO 3aCo0y, kpaitia FIOXOJUKCHHS)

TosapucTso 3 06MCKEHO0I0 signosinansuicrio "CEPB'€ YKPATHA",
inent. xon: 33643340

Beeseno B Ykpaidy

(naliMeHyBaniis Ta KOA 3a CPTIOY 1opraunuioi ocobu abo npizsHile, iM's, 1o Gatbkosi izuanol
ocobu - nianpuemus, i1 Micue IpoX-BaHIiA Ta peectpauifinnit HoMep 00MikOROT KAPTKK MIATHAIKA
noAaTK:B aGo cepis Ta 110MEp NacnopTa)

T1poToKOoJI Bi3yabHON0 KOHTPOJIIO Bilt 21.11.2024 Ne 3999/9.

3a  pesynkTaTAMH  JIEPKABHOTO  KOWTPOJIO  BCTAHOBICHO,  LIO nikapchkuil  3aci6  BBeseHo B Ykpaiwy 3

JOTPUMAHHSM BUMOT 3aKOHOABCTHA (LOAO saGeanenenns AKOCTI Nikapphkux 3acobis.
Muixona XOJIOOEHKO
(nianuc) (iniuiany Ta npissuuc)
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Docusign Envelope ID: B5711A08-4612-419C-B216-396CF41FADOB
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NNIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hassa ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanmis)
ajipeca BUPOOHHKA Ingactpic JIta

Moneylands, Gorey Road/Maninenns, Iope#t
Poyn,
Arklow/Apkinoy,
Co. Wicklow/Ko. Bikioy,
Ireland/Ipnannis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

Hasea Ta agpeca iMnopTtepa 41, Naberezhno-Khreshchatytska St./Byn.
Habepexno-Xpemaruuska, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaina

Which Consignment of product is delivered/Bua Pharmaceutical Product/Jlikapcekuit 3aci6

TIPOIYKIii, 0 IOCTAYAETECS

Pharmaceutical form/Jlixapceka dhopma 1.5 mg prolonged-release film-coated
tablets/TabneTky, BKPUTI MTIBKOBOIO 060IOHKOLO,
NpoJIOHroBaHof aif mo 1,5 Mr

Name of the Product/Ha3Ba nikapcekoro ARIFON® RETARD/APUOOH® PETAP/
3acoby

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

Type and size of packaging/Bun ta po3wmip 15 tablets in blister; 2 blisters in the carton box/
YNaKOBKH no 15 rabnerok y Grictepi; o 2 Gicrepn y

Kopo61ui 3 KapTOHY

Finished Product batch number/Cepist rorooro 747001
FiKapceKOro 3acoly

Manufacturing date//lara BupoOHuITBa 06 2024
Expiry date/Tepmin npugataocti 06 2026
Batch size/Kinekicts y cepii 13,241 Boxes/ynaxoBok

Manufacturing Licence number/Homep ninenzii M00068/00001
Ha BUPOOHHUIITBO

Registration Number/Peectpauiiine UA/1001/01/01
MOCBiAYEHHS

cond, Addow, CoWieklow, Trefand,
Telr 3 FOGT AR 0858
Diareciors: Clssting Bagagdo sch), Chetsthian Sauveur French), John Redmuond.
Company registered o Ireland Noo 117246

Sercier (Trefandy Tudustoes LT
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Docusign Envelope ID: B5711A08-4612-418C-B216-396CF41FADOB

Docusign Envelope ID: 6D08B4B0-1837-41B3-AAB7-5CCDC3BE750A
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Method ref/llocunannsa na memoo: DTC _S06520_ PF T _CIR_461_EN 2.0
Specification ref/Ilocunanua na cneyughicayiro: DTC_S06520_PF_N_CTR_463 EN 3.0

ARIFON RETARD/ APUDOH® PETAP/L

Formulation/®opmymosanns:
Prolonged-release film-coated tablets containing 1,5 mg of indapamide/ TaGuercu, srpuri miiskororo
000JI01K0I0, TPOJOUToBAHOI i, o micraTs, 1,5 Mr inganaminy

Packaging Lot No./ Cepisn Ne: Manufacturing Batch No./BupoGnmaa napris No:
747001 729378
TESTS/NTOKASHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJIBTATH
Appearance/Onmnc: White, round, film-coated tablet/binoro Complies/Bianosinae

KOILOPY, Kpyrisol hopmn Tabnerku,
BKPHTI IDTIBKOBONO 060OJIOHKOIO

Average mass (mg)/Cepennst maca (mr): | 195-215 mg/mr (95% to 105% of 207mg/mr
theoretical mass) (95% -105% Big
TEopeTHIHOT MacH)

Identification of drug substance/
Inenrndixanis xirouol pevosHHm:

[Liquid chromatography/Pinunna Positive/TTozumisra Complies/Bimosinae
xpomatorpadis '

Thin-layer chromatography/ Positive/ITozutnena Complies/Binmosinace
TonkowapoBa xpoMaTorpadis :

Drug substance content (mg/tablet)/ 1.425 to 1.575 (95% to 105% of the 1.531mg/mr
Bwmicr mirouoi pedosanu (Mr/radnerky) | theoretical content)/Bix 1,425 no 1,575
(PX): (95% - 105% Bixt TCOPCTHHHOIO BMICTY)

Uniformity of content/
Onnopinmiers BMicTy: Complies/Binnorinac Complics/Bijmosinac

European Pharmacopoeia (2.9.6)

Control of purity (L.C) (%)/
KonTtpoas uyucror (PX) (%):

. Y38 <0,5 <0.06%

. Other individual impurity/bynp-sxa imma | £0,2 <0.06%
JOMILLKE

. Sum of impurities/Cyma IOMIIIIOK =1 <0.06%

Servier (Treland) Industries LTD., Moneylands Gorey Road. Arklow, Co Wicklow, freland.
Tel; +353 (03 402 20800 Fax; +353 (03 402 20888
Directors: Christiun Bavantay (French), Christian Sauveur (French). John Redmond.
80526 UKR1 V1 Company registered in Ireland No, 117246 Page 2 of §



Docusign Envelope ID: B5711A08-4612-419C-B216-396CF41FADOB

Docusign Envelope ID: 6D08B4B80-1937-41B3-AAB7-5CCDC3BE750A
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R (IRELAND) INDUSTRIES LTD.

Method ref/locunanns na memoo: DTC S06520 PF T _CTR_461_EN_2.0

Specification ref/ITocunanus na cneyugixayio: DTC_S06520_PF_N_CTR_463_EN_3.0

Packaging Lot No./ Cepis Ne: Manufacturing Batch No./BupoGuuua napria Ne:
747001 729378
TESTS/TIOKAZHUKHT STANDARDS/CTAHIAPTH RESULTS/
. PE3VJILTATH
Kinetics of dissolution (%)/Kineruia
posunuenns (Yo):
Mean values/Cepenni 3naqyenns
| . 4 hours/4 roguun ' 17 =27 Y%/sin 17 no 27% 24%
. 8 hours/8 ronmm 35 - 55 %/win 35 1o 55 % 51%
. 16 hours/16 ronun >75% 95%
Kinetics of Stage Acceptance criteria/ Values for each Tablet/3uauennn jia
dissolution Cranin Kpurepii npuitnariocri KOKHOT Tabaerin
("lf)/kme'nma Number of Values for each tablet/3navenus pin
pPoO3UNHCANS .
(%) t.ablct_s tested/ KOAKHOT TabJeTKY
Jocaikysana 1 2 3 4 5 6
KiIbKRicTs
TABJICTOR
4 ropnay Sl 6 Goutof 6/636 17 to 27%/ 26 25 26 24 23 23
rig 17 10 27%
$2 +6(12) 12outof 12/123 12 7to 37 %/
Bin 7 no 37%
53 +12 (24) not more than 2 out of 24 71037 %
outside/
He Ginmire 2 3 24 3a sin 7 o 37%
MEHAMU
but no tablet/ >47 %
wIC KOMHOI TabJICTKY
$ ronvn S1 6 6 out of 6/63 6 3510 55 Y/ 52 52 |52 |50 |49 |48
Bix 35 1o 55 %
$2 +6(12) 12outof 12/123 12 2510 65 %/
izt 25 10 65%
S3 +12(24) not more than 2 out of 24 251065 %
outside/
He Ginblie 23 24 3a Bin 25 no 65%/
MeXaMU
but no tablet/ 15 t0 75 %/
e KOAHOT TABNETKY 3a . .
MEHAMI sin 15 1o 75%
16 roumn St 6 6 outof 6/673 6 =75 % 97 99 {97 195 |91 89
S2 +6(12) 12 outof 12/12312 >65%
S3 +12(24) not more than 2 out of 24/ <65 %
ne Binpe 2 3 24
but no tablet/ ane xomoi <55%
TabJIeTR
Servier {retand) Industries £ TD., Moneylands Gorey Road. Arklow, Co Wicklow. treland.
Tel: +353 () 402 20800 Fa 353 (03402 20888
Divectors: Christian Razantay (French), Christian Sauveur (French). John Redraond.
80520 UKR1 VI Company registered in Treland No. 117246 Page 3 of 5




Docusign Envelope ID: B5711A08-4612-419C-B216-396CF41FADOB
Docusign Envelope ID: 8D08B4B0-1937-41B3-AAB7-6CCDC3BE750A
SERVIER (IRELAND) INDUSTRIES LTD.

SERVIER

Method ref/ITocunanns na memoo: DTC 806520 PF T CTR 461 EN 2.0
Specification ref/ITocunanua rna cneyughicayiro: DTC S06520 PF_N_CTR_463_EN 3.0

Packaging Lot No./ Cepig Ne: Manufacturing Batch No./BupoGuuua nmapria Ne:
747001 729378
TESTSATOKAZHUKH STANDARDS/CTAHIAPTH RESULTS/
PEIVIBTATH
Microbiological quality (skip Total acrobic microbial count (TAMC) *Skip Test - Not Applicable
testing)/MikpoGiosoriuna uncrora /3aranpHe YMcao aepoOHUX MIKpOOPTraHi3MiB
(ckim-rect) (TAMC): < 10° CFU/g/KYO/r

European Pharmacopoeia (5.1.4 .
uropean Pharmacopocia ( ) Total combined yeasts/moulds count (TYMC) *Skip Test - Not Applicable

/3araible UCIo APDIGUKEBIX Td INTICCHEBIX
rpnGis (TYMC): < 10° CFU/g/KYO/r

BEscherichia coli: absence/1 g/ BincyrricTs/1 T *Skip Test - Not Applicable

ANALYSIS / AHATIS : 09/08/2024
Batch accepted/Ilapris npuiinsra

* Skip test/Cxin TectyBanus, Passes/Binnosiiae, not applicable/ne nporoauscs

DocuSignhed by:

Analytical Services Manager: | %E(’E;:S‘QLB!‘FCQ ‘ZV‘M’
MeHneaxep 110 KOHTPOJIO Ta aHANIZY SKOCTI Michael Byrne/Mixaens Bipre

Servier (Ireland) Industries LTD., Moneylands Gorey Road. Arklow, Co Wicklow, Ireland.
Tel: =353 {03 402 20800 Fax: +353 (0) 402 20888
Divectors: Christian Bazantay (Frenchy, Cheistian Sauveur (French). John Redwond.
80520 UKR1 VI Company registered in Ireland No. 117246 Page 4 of §



Docusign Envelope ID: B5711A08-4612-419C-B216-396CF41FADOB
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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/

LluM 5 3acBiI9y10, WO HABEEHA BHLIC iH(QOPMALLis € JIOCTOBIPHOIO Ta TOYIIOLO. ITto cepito
npoaykuii 6yno BupobIIeHo (BKIIOYAIOHH aKyBaHHA/MapXyBaHHA) Ta MPOBEIEHO KOHTPONE
1f IKOCTI Ha BUIUE3A3HAYEHIH JIMBHULI Y ITOBHIH BinnmosixzocTi 3 BumMoramu GMP,
BCTAHOBJICHMMHE MiCLIEBUM PETyJIATOPHUM OPraHOM, @ TAKOX BiAMOBIAHO /10 crienudikauii,
1o MicTATECA Y peecTpaniiinoMy focke. [IpOTOKONM BUPCOHNUILTRA, MAKYBAHHSA Ta aHAII3IB
Oyno NeperiAHyTO Ta BCTaHOBIEHO BianosiaHicTs GMP,

Date of batch release/[lata punycky cepbi'l' 13/08/24

Name and Position/Title of person authorising the Batch Release/ Ilpizeume Ta nocana/
3BaHHf ocolu, sika BUIaJa 103Bi1 Ha BUIYCK cepil

Dr Blanaid Bowes, Qualified Person/ BignosizansHa ecoba

(1

[] Ms Ailbhe Wade, Qualified Person/ Bixnosinasnssa ocoba

[1 Ms Carmel Kinsella, Qualified Person/ Bianosinansne ocoba
]

[

Bt Ms Niamh Ryan, Qualified Person/ Bignosizansaa ocoba

DocuSigned by:

Signature/Ilinnne Niamh Ryan Dete/]lata:

018FC6BG10E3401..

Ms Jenny Quinn, Qualified Person/ Binnosigansna ocoba

13 August 2024

Finished product batch number/ Homep cepii rotosoro nirapcekoro sacoby: 747001

v, Ireland

; 29
av (Frenciih siran Sawy renchl), John Bedomond.
o

Cempany regestered m Iretand No, 127246
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