SERVIER (IRELAND) INDUSTRIES LTD.

= SenvER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Ha3pa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanmis)

aapeca BupobHuKa

Name of Importer and Address/
Haasa Ta agpeca imnoprepa

Which Consignment of product is delivered/Bupn
NPOAYKLIT, L0 NOCTAYAETRCH

Pharmaceutical form/JTixapcska gopma

Name of the Product/Haspa nikapcrkoro
3aco0y

Dosage/Cuna pii

Type and size of packaging/Bua Ta poaMip
YIaKOBKH

Finished Product batch number/Cepis rotosoro
nikapcbLKOTo 3acoby

Manufacturing date/J[ata BUpoGHHIITBa
Expiry date/Tepmin npuparnocTi
Batch size/Kinsxicrs y cepii

Manufacturing Licence number/Homep ninenaii
Ha BHPOGHHIITBO

Registration Number/Peecrpauiitune
NOCBiAYEHH

Servier (Ireland) Industries LTD., Moneylands Gorcy Road, Arklow, CoWicklow, Treland. ™,
Telk +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ireland No. 117246
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Moneylands, Gorey Road/Maninenas, lopeit
Poyx,

Arklow/Apiuioy,

Co. Wicklow/Ko, Bixnoy,

Ireland/Ipnaupis

Servier Ukraine LLC/TOB “Cepa'e Yxpaina"
41, Naberezhno-Khreshchatytska St./ayn.
Habepexcna-Xpewaruibka; 41

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

Pharmaceutical Product/Jlikapcbxuit 3aci6

1.5 mg prolonged-release film-coated
tablets/TabneTku, BRKpUTI niiBkoB0I0 060N0HKOIO,
TPOJIOHTOBaHOT AT 1o 1,5 Mr

ARIFON® RETARD/APUOOH® PETAP]]

1,5 mg/1,5 mr

15 tablets in blister; 2 blisters in the carton box/
1o 15 rabnerok y Snicrepi; no 2 6aicrepn y
kopobui 3 kapToHy

311704

08 2020

08 2022

61,280 Boxes/ynaxorox
MO00068/00001

UA/1001/01/01
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SERVIER (IRELAND) INDUSTRIES LTD.

== SERVIER

Method ref/Tlocunannn na memoo: DTC S06520 PF T CIR 461  EN 2.0
Specification ref/Ilocunanus na cneyuixauiro: DTC S06520 PF N CTR 463  EN 3.0

ARIFON RETARD/ APH®OH® PETAP]]

Formulation/@opmymosanns:
Prolonged-release film-coated tablets containing 1,5 mg of indapamide/ Tabsiercu, BkpuTi niiskosow

060.10HK010, npoaonroanol aif, mo ICTSITb 1,5 mr inxanamiay

ckamg Lot No./ Cepiu Manufacturing Batch No./Bupo6unua napriz Ne:
311704 287268
TESTS/HOKA3SHHUKHN ‘ STANDARDS/CTAHJAAPTH | RESULTS/
, ; o , PE3YJIRTATH
Appearance/Onnc: White, round, film-coated tablet/Binoro Complies/Binriosigac
KOMbOPY, Kpyrnoi (opmu rabnericy,
| BrpuTi TiBKOBOKO OBONOHKOID
Average mass (mg)/Cepeans maca (mr): | 195-215 mgfm(95%t@105% of = 208mg/mr
theoretical mass) (95% -105% Bix
TEOPETHYHOT MacH)
{ Identification of drug substance/
| Inentrdixaunin girouol pesosunn:
Liquid chromatography/Pinunsa Positive/[lo3urusua Complies/Binniosinac
| xpomatorpadis
Thin-layer chromatography/ Positive/TloznTnesa R ‘ ‘Complies/Bianosinae
Tomxoluaposa Xpomatorpadis
Drug substance content (mg/tablet)/ 1.425t0 1.575 (95% to 105% of the 1.499mg/mr
BuicT ailouoi pevwoBnnn (Mr/Tabaerky) | theoretical contznt)/Bl,u, 1,425 po 1,575
(PX): (95% - 105% Big TEOPETHHHOTO BMiCTY)
Uniformity of content/ ,
Oanopianicts BMicry: Complies/Bignosifae. = : Complies/Bianosinae
European Pharmacopoeia (2.9.6) '
| Control of purity (LC) (%)
Kontpons uucrorn (PX) (%):
. Y38 ’ | <0,5
. Other individual impurity/Byap-sixa inma | <0,2
Aomiluka .
. Sum of impurities/Cyma momimoxk <1

Servier (Ireland) Industries LTD., Moncylands Gorey Road, Arklow, Co Wicklow, Iréland
Tel: +353 (0)402 20800 Fax: +353(0) 40220888
Directors; Christian' Bazantay (French), Christian. Sauveur (French) John Redmond.
80520 UKR1 V1 ‘Company registered in Ireland No, 117246 Page2 of §
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/TTocunanns na memod: DTC S06520 PF T CTR 461_EN 2.0
Specification ref/Ilocunannn na cneyudixauiio: DTC 506520 PF N CTR 463 EN 3.0

Packaging Lot No./ Cepis Ne:

Manufacturing Batch No/BupoSuaaa napris Ne:

311704 287268
TESTSMIOKAZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJIbTATH
Kinetics of dissolution (%)/Kinernka
posunnenns (%):
Mean values/Cepeani 3nauenns
. 4 hours/4 roamHu 17 - 27 %/Bin 17 1o 27% 22%
. 8 hours/8 roaun 35- 55 %/Bin 35 10 55 % 47%
. 16 hours/16 rogun >75% 88%
Kinetics of Stage Acceptance criteria/ Values for each Tablet/3nauensa ansn
dissolution Craais Kpurepil npniiusrmviocri xoxuol Tabnerku
orr :
;gﬁ::ﬂ:a : Number of Values for each tablet/3uasesms xua
(%) § tablets tested/ Kool rabaeTn
; Hocximxyrana 1 2] 3 4 5 6
Kinskicrs
Tabaerox
4 ronpHu St 6 6outof 6/636 17 to27%/ 24 23 125 |21 |21 121
Bia 17 0 27%
82 +6(12) 12 outof 12/12312 7 to 37 %/
: Big 7 20 37%
83 +12:(24) not more than 2 out of 24 T1037%
' _outside/ ' ,
He Gimbiue 2324 3a Bin 7 10 37%
MEIKRMI SR
but no tablet/ >47%
ane xkoaAnoi Talnerru
8 roaumt SI 6 6 outof 6/636 3510 55 %/ 49 |47 |54 [45 |43 |45
BiA 35 n0355%
82 +6(12) 12outof 1212312 251065 %/
. 8i125 20 65%
s3 +12(24) tiot more than 2 out of 24 251065%
owtside/
He Gimsine 2324 3a BIA2S no 65%/
MeXaMH
but no tablet/ 15t0 75 %/
ane woaHoT Tabnerku.3a
MeoKantit Bl 15 o 75%
16 roamn Sl 6 6 outof 6/63 6 275% 91 |83
82 +6(12) 12 outof 12/12312: Z65%
83 | +1209) not more than 2 out of 24/ <65%
e Glnbme 2324 o
but no tablet/ ane xoanof <55%
TafiNetKH

Servier (Ireland) Industrics LTD,, Moneylands Govey Rosd, Arklow, Co Wicklow, Treland.

Tel: 4353 (0) 402 20800 Fax: +353 {0) 40220888
Dircctors: Christian Bazantay (French); Christian Sauveur (French), John Redmond,

80520 UKR1 V1

Company tegistered in Ircland No, 117246 :

Page 1/1
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocunanns na memod: DTC_S06520 PF T CTR 461 EN_2.0
Specification ref/Ilocunannn na cneyugpixayiro: DTC_S06520 PF_N_CTR_463_EN 3.0

Packaging Lot No./ Cepis No: Manufacturing Batch No./Bupobunda napria Na:
311704 287268
TESTSMOKA3ZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIETATH
Microbiological quality (skip Total aerobic microbial count (TAMC) *Skip Test - Not Applicable

testing)/Mikpobionoriuna ancrora
(ckin-Tecr)
European Pharmacopoeia (5.1.4)

/3araysue uncao aepobHux MiKpPOOPraHi3MiB
(TAMC): < 10° CFU/g/KYO/r

Total combined yeasts/moulds count (TYMC) |  *Skip Test - Not Applicable
/3aransHe yncno ApHXIKEBUX Ta NIliCEHEBUX
rputie (TYMC): < 10 CFU/g/KY O/r

Escherichia coli: absence/l g/ sizcyrnicTs/1 r *Skip Test - Not Applicable

ANALYSIS / AHATIS ; 17/09/2020
Batch accepted/TTapris nputinsra

* Skip test/Ckin TecTyBanms, Passes/Binnosizae, not applicable/ne npoBoauscs

Analytical Services Manager:
Meneniep no KOHTPOJIO TA aHAJIZY AKoCT

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

fichael Byrne/Mixaens Bipne

Tel; +353 (0) 402 20800 Fax: +353 (0) 402 20888

Directots: Christiun Bazantay (French), Christian Sauveur (French), John Redmona,

80520 UKR1 V)

Company registered in lreland No, 117246 Page 4 of 5
Page 1/1




. SERVIER (IRELAND) INDUSTRIES LTD.
T ssnveer

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 al
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/

LlaM g 3acpizdyio, o HaBeAeHa BHLe indopmanis € ROCTOBIPHOMO T2 TOYHOM0. LTjo cepito
npozykuii 6yno supobneno (BKmMOUAIOYN NaKyBaHHA/MaPKYBaHHA) T8 POBOJIEHO KOHTpPOJL
fi aKocTi Ha BHIe3asHaYeRil AiBHUII y NOBHIM BigmoBi AHOCTI 3 BUMOraMu GMP,
BCTAHOBNCHUMH MICUEBIM PEryJIATOPHHM OPraHoM, a TakoX BiZNOBiAHO A0 crienmixauil,
LIO MiCTATLCA y peecTpanifHOMY 0Che. [IPOTOKONE BUPOGHHUIITBA, NAKYBAHHSA TA AHATI3IB
Byno nepernsnyTo Ta BCTAHOBIEHO BignoBiARIcTE GMP,

Date of batch release/Jlata Bunycky cepii 24/09/20

Name and Position/Title of person authorising the Bateh Release/ Hpizenme Ta nocaza/
3BaHHA ocolu, AKA BHIAJa J03BLT Ha BHAOYCK cepil

[1 Dr Blanaid Bowes, Qualified Person/ Bianosiaansua ocoba
] Ms Christine Farrell, Qualified Person/ Bianosizanena ocoba
[] Ms Ailbhe Wade, Qualified Person/ Bignosinansua ocoba
[¥” Ms Carmel Kinsella, Qualified Person/ Bianosinamsua ocoba
[] Ms Jenny Quinn, Qualified Person/ Binnosinansha oco6a

Signature/Tlinnuc @meA k,lf% Date/llara: 15 L‘LCLZQ. 26>

Finished product batch number/ Homep cepi raTosoro fikapcbkoro sacoby: 311704

Servier (Ireland) Industries L.TD., Moneylands Gorey Road, Arklow; CoWicklow, Ircland. Ry

Tel: +353 (0)'402.20800 Fax: +353 (0) 402 20888 ’

Directors: Christian Bazantay (French), Christian Sauveyr (French), John Redmond,
Company registered in Ireland No, 117246
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JEPAIKCITYXGBA
JTEPKABHA CJIYXKBA 3 JIKAPCHKHUX 3ACOBIB
TA KXOHTPOJIXO 3A HAPKOTUKAMH y m. KHEBI

sys1. Bepeansakisceka, 29, Kuis, 02098, Ten. /d)m(c (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog EJPIIOY 37079055

BHCHOBOK
npo AKicTs BBe3eHOro B Ykpainy Jikapcnkoro 3aco0y

09.11.2020 Ne 60793/20/26

APHQOH® PETAP/

(ualiMenynanna nikapcsxoro 3aco0y 3niHO 3 peecrpauiitvmm nocainuesium)
TafeTkH, BKPHTi NaiBKkoBoo 0boaonKoi0, npoxourossmol mil o 1,5 mr , mo 15 TaGrerox y
Guaicrepi, no 2 Gaicrepn y xopo6ni 3 kKapToHy

(hopma BHITYCKY, JO3YRAHHSN, BHI TTAKYBAHHS JIKAPCHXOro 3acolly)

Homep peectpaittroro noceimaestx UA/1001/01/01 crpox aif peecrpanifinoro nocsinvenns BeoOMexeRHit

Cepis nixaporkoro 3acoby Ne 311704 Kinsxicts Beesexioro nikapcskoro sacoby 61280
Brpo6auk Cepy'c (Ipmanain) Inpacrpic JIta, Ipnannis
(uatimenynanns BupobHMKa nikapchbKoro 3acoly, kpaiia noxomkcHia)
Baeseno B Ykpaly Torapucrno 3 06Mexkenoto Bignosinaasnicrio "CEPB'E€ YKPATHA",
ineut. xon: 33643340 ~

(RalMeHyBaHEA T8 koA 38 CAPTIOY (OpHANYHOT 0C00H 850 NPIIBKILE, IM'L, TI0 GATEKOBI BBRIAOT
0coGu - nixnpuemus, T Micne ApoXMBaKHA T2 peectpauiiingii omep 06:1ikoBol XAPTKH NNIATHIKR
rozatkis abo ccpis Ta HoMED NACOPTA)

TpoTokon Bisyansnore xonrpomo six 09.11.2020 Ne 3424/1.

3a pesynbTaTaMu AEPKABBOTO  KOHTPOITIO BCTAHOBNEHO, WO Jikapcekud. 3aci6 BBeseHo B Vkpainy 3
.IlOTpHMaHHﬂM BF83KQHONARCTRA MO0 3abesneHeRNA AKOCTI NiKkgPRLKUX 3ac0GiB.

Muxona XOJIOAEHKO

(noca.uonao Bpvany HEmkARNAT a' fio) (nianwc) ‘ (iuiniang a npiseiie)
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AEPXJIKCITYXKBA
AEPKABHA CIYIKBA 3 JIIKAPCBKWX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMY y m. KHEBI

Byi1. bepesnsakisceka, 29, Kuis, 02098, Tesn/dare: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.t:zn_lﬂlgﬁi.{yyg.ﬁdligol: va, Koyn €TPTIOY 37079055

BUCHOBOK
PO SKICTH BBE3CHOro B YKpainy JKaPCLKOro 3acofy

09.11.2020 Ne 60794/20/26

APU®OH® PETAPX

(HaliMenyBaHus Jikapesxoro 3acoby sriako 3 peecrpaniaum NOCBINMEHHAM)
Tabnerku, BKpuTi MIiBKOBOIO 000/10HK010, IPOJIOHrOBAHOT il 11O 1,5 mr, 1o 15 raénerox y
Darierepi, mo 2 Gaicrepu y KOpoGui 3 kaprouy
(opma Bunycky, gosynanus, Bua MakyBAHHS HKAPCBKOIO 3ac06Y)

Homep peecrpaniittoro mocsiguenns UA/1001/01/01 eTpok aif peecTpauilinoro nocsizienns HeoOMeKeH I
Cepia nixapcskoro 3aco6y Ne 311705 KinbkicTh BBeseHoro nikapebkoro sacoby 74632

Bupobinik Ceps'e (pnannis) hywerpic T, [paaw st
(HakiMeryBanus supoGinkn AiKAPCEKOTO 3ac0by, Kpaina NOXORKEHHS)

Baeseno B Vipainy ToBapucTBO 3 06MEREHOIO BiamoBinaabuicTio "CEPB'E YKPA'I'HA",
inenr. wom: 33643340

(HaiiMenyBanHs Ta koy 3a CIPTIOY wpumnunol ocobu abo npisBue, iM's, no Gatnkosi hiznynoi
0Co0H - mianpuemus, i micue npoxnsanns Ta peecrpavifinuii Homep o6nikonof KapTKH [JIATHUKA
nonatkis afo cepis Ta Homep nacnopra)

TIporoxoa Bisyansnore kowrposmio sin 09.11.2020 Ne 3424/2.

3a  pesyneratamu  AepiasHoro KOHTPONIO  BCTAHOBJCHO, [MC Jikapchkuli  3aci6  Bpeizeno B Vpainy 3

AOTPHMAHHAM BUMO! 3KOHOIABCTIA L[040 3abesnevenns skocTi nikapesicX 3acobis.
- Vgl ]

//@ L "Mmcona XOJIOI[EHKOM

N

Havansnuk Lo (

(nocanopa ocoGy oprany ACPIERHDTO KOl pong) (mianuc) (iminiamy ra npizeume)

Ml == 7
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AAKOCTI NIKAPCLKOIO 3ACOBY

Name of the Manufacturer & Address /Hassa 1a Servier (Ireland) Industries Ltd/Cepr'e (Iprangis)
anpeca BUpobHIKa lHpacTpic JItn

Moneylands, Gorey Road/Maninenns, Tope#i
Poyn,
Arklow/Apxnoy,
Co. Wicklow/Ko. Bixnoy,
Ireland/Ipnanyis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Yxpaiua'

Hassa Ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./eym.
Habepexno-Xpewarunpka, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Vkpaina

Which Consignment of product is delivered/Bua Pharmaceutical Product/Jlikapeskuii zaci6

NIPOAYKLII, O MoCTaYaAETHCH

Pharmaceutical form/JTikapceka topma 1.5 mg prolonged-release film-coated
tablets/Tabnerxu, BKpHTi HBKOBOIO 06010HK0I0,
NpoIoHTOBAROT Aif no 1,5 Mr

Name of the Product/Hassa nikapcskoro ARIFON® RETARD/APH®OH® PETAP]]
3acoly

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

Type and size of packaging/Bu ta posmip 15 tablets in blister; 2 blisters in the carton box/
YIAKOBKH no 15 rabnerok y Guicrepi; no 2 Baicrepu y

kOpoOIi 3 KapToHY

Finished Product batch number/Cepis rotosoro 311705
JTiKapepkoro 3acoby

Manufacturing date//Tata BupoSunirsa 08 2020
Expiry date/Tepmin npunatsocri 08 2022
Baich size/Kinbkicts y cepii 74,632 Boxes/ynaxosok

Manufacturing Licence number/Homep ninensii M00068/00001
HA BUPOOHHIITEO

Registration Number/Peectpauiiiine UA/1601/01/01
NOCBIYEHHA

Prac 1 of'5
Servier (Ticland) Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow, Treland. - i
Tel: +353 {0) 402 20806 Fax: +352 (0} 402 20888 A
Directors: Christian Bazantay (Freneh), Chrislian Sauveur (Frenchy), John Redmond.
Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

= SERVIER

Method ref/lTocunanna na memod: DTC S06520 PF T CTR 461 EN 2.0
Specification ref/ITocunanna na cneyugicauiro: DTC 806520 PF N CTR 463 EN 3.0

ARIFON RETARD/ APU®OH"” PETAPJL

Formulation/@opmynosannn:

Prolonged-release film-coated tablets containing 1,5 mg of indapamide/ TaGaerkn, BKPHTI IIIBKOBOIO

0060J10HK010, NPOJIOHTOBaNOT Iif, 10 MicTaT 1,5 Mr iHganamixy

Packaging Lot No./ Cepin Ne:

311705

TESTSIOKA3SHIKHA

-Appearance/(jnuc:
Average mass (mg)/Cepeans maca (mr):

Identification of drug substance/
Inentudixanis airouoi pevopunu:

Liquid chromatography/Piguuna Positive/Tlosnruena Complies/Bignoeizae
- xpomarorpadis
Thin-layer chromatography/ Positive/TTozutrena Complies/Bianosinae

Toukourapora xpomarorpadis

- Drug substance content (mg/tablet)/
- Bmicr 1isouoi pewosunn (mr/rabnerky)
(PX):

| Uniformity of content/
Onnopianicrs BmicTy:
European Pharmacopoeia (2.9.6)

Control of purity (LC) (%o)/
Kourpoms uncrorn (PX) (%):

Manufacturing Batch No./Bupo6mnua naprin Ne:
287269

STANDARDS/CTAH/IAPTH

KOJIBOPY, Kpyrnoi gopmu tadbnerku,
BKPUTI IUIIBKOBOIO 0BOIOHKOIO

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

1.425 10 1.575 (95% to 105% of the
theoretical content)/Bin 1,425 no 1,575
(95% - 105% Bin Teoperuunoro smicry)

Complies/Binnosinae

 RESULTS/
PE3YJBTATH |

VCOmpEics/ Bianosizae

207mg/mr

1.495mg/mr

Complies/Binnosinae

. Y38 <05 <0.06%
- Other individual impurity/Byae-sika inwa | < 0,2 <0.06%
JOMILIKA :
. Sum of impurities/Cyma aomimox =1 <0.56%
Servier (Ireland) Industries LTD.. Monevlands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: 1353 (0) 402 20800 Fax: +353 {0} 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80520 UKR1 Vi Company registered in Ireland No. 117246 Page 2 of 5




SERVIER (IRELAND) INDUSTRIES LTD.

* s
sl
TE sERVIER

Method ref/Ilocunanna na memoo: DTC S06520 PF T CTR 461 _EN 2.0
Specification ref/Ilocunannn na cneyugiraunio: DTC S06520 PF N _CTR_ 463 EN 3.0
F Packaging Lot No./ Cepis No: Manufacturing Batch No. /BHpoﬁme ﬂaprm N
311705 287269
TESTSTIOKAZHHKHA STANDARDS/CTAHJIAPTH RESULTS/
e . PEIYJILTATH

Kinetics of dissolution (%)/Kizetnka
pozunnenns (%):
Mean values/Cepeani snavenns
. 4 hours/4 roauuu 17 -27 %/Big 17 no 27% 24%

. 8 hours/8 roaun 35- 55 %/eia 35 no 55 % 49%

_._16 hours/16 roann 275% 91% "
Kinttﬂ:b of Stage Acceptance eriteria/ Values for each Tablet/3uauenns ans
dissolution Craais Kpurepit nputinsrinocri Kowunof Tadaerku
(%)/Kineruxca ' Number of B Va]ucsna;mgﬁéiﬁa Hiet/’;-llaqﬂlilﬁ nhn ‘
po3UMNIeHHS :

; (%) tablefs tested/ KomHOY TAaliIeTKH - N B ] i
| Hocnigxysana 1 2 3 4 5 6 |
| KiXbKICT
R .| Tabmerow | _ S RN S N R R
4 roaunn S1 6 6outof 6/636 17 to 27%/ 23 25 26 22 24 24
Bin 17 10 27%
S2 +6(12) 12o0utof12/12312 7 to 37 %/
Bin 7 no 37%
83 +12 (24) not more than 2 out of 24 7t037 %
outside/
He Oinbiue 2324 3a Bin 7 o 37%
MEMKAMHE
but no tablet/ >47 Y%
e _|_ane aconnol TabneTky SO S y .
8 rouH 81 6 6out of 6/636 3510 55 %/ 47 51 54 45 148 49
Big 35 no 55 % ‘
52 +6(12) 1Z outof 12/123 12 25t0 65 %/
BiZl 25 [0 65%
83 +12(24) not more than 2 out of 24 251065 %
outside/
ne Hinbine 2 324 3a Bizt 25 Mo 65%/
MENKAMK
but no tablet/ 1510 75 %/
ane woaHol TabneTiu 3a
S Bia 15 mo 75%
16 rogua S1 6 6 out of 6/6 36 >75% 89 96 98 82 |91 90
S2 | +6(12) 12outof 12/123 12 >65% ; 1
83 +12(24) not more than 2 out of 24/ <65 % A
He Oinpe 2 3 24 II 3
but no tablet/ ane xomnoi <55% i :
o £ N NN S A O

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

Tel: 4353 (0) 402 20800 Fax: +353 {0} 402 20888
Dircetors: Christian Bazantay (French), Christian Sauveur {French), John Redmond.
Company registered in Ireland No. 117246

80520 UKR1 V1
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SERVIER (IRELAND) INDUSTRIES LTD.
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= BERVIER

Method ref/Tlocunannn na memod: DTC S06520 PF T CTR 461 EN 2.0
Specification ref/Ilocunanna na cneyugicayiio: DTC 806520 PF N CTR 463 EN 3.0

311705

— Packﬂgl“g Lot No./ Cepis Ne:

Manufacturing Batch No./Bupo6umua naprist No:

287269

TESTS/TTOKA3ZHUKU

e T

Microbiological quality (skip
testing)/MikpoGiosioriuna uncrora
(cxin-Tecr)

European Pharmacopoeia (5.1.4)

STANDARDS/CTAHJIAPTH

'RESULTS/
PE3VJIbTATH

Total aerobic microbial count (TAMC)
/3aranpne gucso acpobiHX Mikpooprauiamis
(TAMC): < 10° CFU/g/KYO/r

Total combined yeasts/moulds count (TYMC)
/3araihe wHeno ApixIHKEBHX Ta MTICEHEBUX
rpubis (TYMC): £ 10° CFU/g/KYO/r

Escherichia coli: absence/l g/ pincyruicts/1 r

* Skip test/Cxin Tectysarms, Passes/Bix

*

¥*

*

Skip Test - Not'Applicag]e
Skip Test - Not Applicable

Skip Test - Not Applicable

ANALYSIS 7 AHATI3 : 18/09/2020

- Batchg_cgep@d’/ﬂqpﬁa NpHiiHgTa o

nosiaae, not applicable/ne nporouscs

Analytical Services Manager: (\I’? <,<.",{.»(,(‘"f§ e 0y \m\/fft\t*\\
Menesxep no KOHTPOUIIO Ta aHATI3Y AKOCTI Michael Byrne/Mixacar, Bipue

Servier (Ireland) Industrics LTD., Moneylands Gorey Road, Atklow, Co Wicklow. treland,

Tel: 1353 (D) 402 20800 Fax: 353 (0) 402 20888

Directors: Christian Bazantay (French). Christiun Sauveur {French), John Redmond.

80520 UKR1 V1

Company registered in Iretand No, 117246
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. SERVIER (IRELAND) INDUSTRIES L'ID.

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/

Linm s zacamqylo Ilo HaBejeHa Buile inopmalis € OCTOBIpHO Ta TouHOWw. [io cepilo
POy KLIT GyJio Bnpoﬁneuo (BKJICUAIMH lldeBal{HH/MapKyBﬂHHH) Ta MPOBENEHO KOHTPONb
i sKOCTI Ha BUIIe3a3HaueHil AiNbHULI Y TOBHIA BiaosiAHoCTI 3 BUMoramu GMP,
BCTAHOBJIEHHMH MICIIEBHM Pery/IsTOPHMM OPraHoM, a TAKOXK BiZTIOBIHO 10 (,neuudm{aum
10 MICTATHECS Y peecTpanifinoMy 1oche. I'[po TOKONYM BUPOGHHIITRA, MAKYBAHHA TA AHAITI3IB
Oy:10 nepersstHyTo Ta BCTAHOBNEHO BUINOBIAHIcTs GMP.,

Date of batch release/Ilata Bunycxy cepii 28/09/20

Name and Position/Title of person authorising the Batch Release/ HpisBuime ta nocaaa/
3BaHHH 0¢00H, KA BHIAJIA A03BiN HA BHOYCK cepii

[] Dr Blanaid Bowes, Qualified Person/ Bianosigansta ocoba
[] Ms Christine Farrell, Qualified Person/ Bigmosinansua ocoba
[] Ms Ailbhe Wade, Qualified Person/ BignosisansHa ocoba
[V Ms Carmel Kinsella, Qualified Person/ Binnosimansaa ocoba

[J] Ms Jenny Quinn, Qualified Person/ Binrnosigansua ocoBa

Signature/TTignuc (ﬁﬂ il Wy i L _ Date/flara: 1511C

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoBy: 311705

Page 5 0f 3
Servier (Ireland) Industries LTD., Moneylands Gorey Road. Arklow, CoWicklow. Treland.
Tel: +333 (0) 402 20800 Fax: 353 (0) 402 20888
Direetors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in hreland No, 117246




JEPXIIIKCITYKBA
TEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

yn. Bepesnakiserka, 29, Kuis, 02098, ren./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Ko €PTIOY 37079055

BHCHOBOK
Npo SAKicTL BBe3eHOro B YKpainy Jikapcenkoro 3acoly

09.11.2020 Ne 60795/20/26

APHUDOH® PETAPJL
(uatimenyBanus TikapcekoTo 3acofy 3rinHo 3 peecTpaulifHuM NOCRiAYEHHAM)
Ta6J1eTKH, BKPHTI IIIBKOBOX0 06010HK0I0, IIPOJIOHroBaHoi ail no 1,5 mr, mo 15 TabjeToK y
Gaicrepi, mo 2 Guicrepn y kxopo6ui 3 Kaprouy
{(hopma Bunycky, 103yDaHis, BUI NAKyBAHHA nikapceKoro 3acody)

Homep peectpaniitsoro nocsixuents UA/1001/01/01 ctpox aif peecrpauifinoro nocaiguenss HeoOMeXeHHnH
Cepis nikapcekoro sacoby Ne 311706 KinskicTs BBe3eHoro nikapepkoro sacofy 75840

BupoGHux Ceps'e (Ipnanuis) Inpactpic Jitn, Ipnanais
(maliMenypatisa BUPOOHHKA JlixapceKoro Jacoly, kpaina TIOXOMKEHHS)

Beeseno B VkpaiHy ToBapuCcTBO 3 00MEKEHOIO pinnosiganenictio "CEPB'€ YKPAIHA",

inent. won: 33643340
(nalineHyDaHHs Ta KOA 33 €JIPTIOY 1opuamunoi ocobu a6o npissuiie, iM'a, no GaTskosi (izwrol

ocob - nignpuemi, i Micue TIPOKHBAHHS T2 peecrpamﬁunﬁ HoMep 0OMiKOBOI KAPTKH TUIATHNKA
noaarkip aGo cepis Ta HOMEP NacnopTa)

IpoTokon Bisyansioro konrpomo sin 09.11.2020 Ne 3424/3.

3a pesy/bTaTAMH  AGPHABHOTO__KOHTPOIIO BCTAHOBNEHO, W0 Jikapcokuil 3aci6 BeezeHo B YKpaiBy 3
JAOTPHMAHHAM Bum ; {n}(éﬁh}fﬂ%fma umzm 3abe3reueHHA AKOCTI JiKAPChKHX 3ac0o0iB.

B Lo :

a «
. 8 Al
ﬁ% ; E Muxkona XOJIOIEHKO

(mocaznopa ocoba o Eh ity ma ur o 'KQJ}‘I [:igﬁ’lo)h #, [y (nianwuc) (ininianu Ta npissuiue)

e,

HaganeHux {{
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SERVIER (IRELAND) INDUSTRIES LTD.

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

Name of the Manufacturer & Address /Ha3pa ra Servier (Ireland) Industries Ltd/Ceps'e (Ipnannis)
aapeca BUpoOGHUKA Inpactpic Jlta

Moneylands, Gorey Road/Maninenns, lopeit
Poyn,

Arklow/Apxioy,
Co. Wicklow/Ko. Biknoy,
Ireland/Ipnangis
Naime of Importer and Address/ Servier Ukraine LLC/TOB "Cepr'e Vkpaiua"

Hasea Ta agpeca imMnopTepa 41, Naberezhno-Khreshchatytska St./syn.
Habepesxo-Xpeuaruipka, 41
Kyiv, 04070/m. Kuig, 04070
Ukratne/Y kpaina
Which Consignment of product is delivered/Bia Pharmaceutical Product/Jlikapcekuid 3aci6
TPORYKHIT, 110 [OCTAYAETHCHA

Pharmaceutical form/Jlixapcrka dopma 1.5 mg prolenged-release film-coated
tablets/Tabnetku, BKpUTI MIiBKOROK 000I0HKOIO,
TPOJIOHroBaHol Aif mo 1,5 mr

Name of the Product/Hazsa nikapcekoro ARIFON® RETARDYAPUDPOH® PETAP]T
3acody 7

Dosage/Cuna nji 1,5 mg/1,5 Mr

Type and size of packaging/Bun ta po3mip 15 tablets in blister; 2 blisters in the carton box/
YIIAKOBKH no 15 Tabaetok y 6aicTepi; no 2 Gnictepu y

KOpoOGili 3 KapToHy

Finished Product batch number/Cepia rotoporo 311706
niKapchKoro 3acofy

Manufacturing date/Ilata Bupo6uniTEa 08 2020
Expiry date/Tepmin npugarHocTi 08 2022
Batch size/KinbkicTs y cepii 75,840 Boxes/ynakorok

Manufacturing Licence number/Homep niuensii  M00068/00001
Ha BUPOBHHIITBO

Registration Number/Peecrpauniiine UA/1001/01/01
MOCBITMEHHS

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Tlocunannn na memoo: DTC S06520 PF T CTR 461_EN 2.0
Specification ref/Ilocunannn na cneyudpicayivo: DTC_S06520_PF N_CTR_ 463 EN 3.0

ARIFON RETARD/ APU®OH” PETAP/

Formulation/@opmynosadns;

Prolonged-release film-coated tablets containing 1,5 mg of indapamide/ TaGnerku, BpuTi II1iBKOBOIO
000 JOHKOH, TPOJIOHTOBAHON i, 1o MicTars 1,5 Mr isganaminy

Packaging Lot No./ Cepin Nu:

Manufacturing Batch No./Bupodnuya napris No:

311706 287270
TESTS/IOKASHAKWA STANDARDS/CTAHIAPTH RESULTS/
PE3VJILTATH
Appearance/Onuc: White, round, film-coated tablet/binoro Complies/Binnoginae
KONbOpY, Kpyrioi gopmm TabneTky,
BKPMTI [1IBKOBOIO 060IOHKOIO
Average mass (mg)/Cepeans maca (mr): | 195 - 215 mg/mr (95% to 105% of 206mg/mr

Identification of drug substance/
ILnenTudikanist fix04uoi peMOBHHM:
Liquid chromatography/PianHHa
xpomarorpadis

Thin-layer chromatography/
Touxomapoea Xxpomatorpadis

Drug substance content (mg/tablet)/

BmicT aiouoi peuoBHHH {MI/TabJeTKY)
(£.4H

Uniformity of content/
OnuopinnicTs BMicTY:
European Pharmacopoeia (2.9.6)

Control of purity (LC) (%)/

Kourpoas uucrory (PX) (%):

., Y38

. Other individual impurity/Bynge-sxa inma
JOMITHKa

. Sum of impurities/Cyma jomilok

theoretical mass) (95% -105% six
TEOPETHUHOT MaCcH)

Positive/TlosuTssHa

Positive/lTozuTiBHA

1.425 to 1.575 (95% to 105% of the
theoretical contenty/Bin 1,425 ao 1,575
(95% - 105% Bix TEOPETHHHOrO BMICTY)

Complies/Bignosigae

<05
<02

Complies/Binnosinae

Complies/Binnoginae

1.486mg/mr

Complies/Binnobinae

<0.06%
_<0.06%
AT D

.o ,,n,z ;f
E (‘(}06 /9*( : !

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

Tel: +3353 (0) 402 20800 Fax: +353 (0) 402 20888

Directors: Christian Bazantay (French), Christian Sauveue (French), John Redmond.

80520 UKR1 V1 Company registered in Iretand No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocunanun na memoo: DTC S06520 PF T CTR 461 EN 2.0
Specification ref/Ilocunanun na cneyugpixayiro: DTC S06520 PF N CTR 463 EN 3.0

Packaging Lot No./ Cepia Ne: Manufacturing Batch No./Bapo6antua napria Ne:
311706 287270
TESTSTIOKASHHKH STANDARDS/CTAHITAPTH RESULTS/
PE3YJBTATH
Kinetics of dissolution {%)/Kinernka
po3unneHH (%o):
Mean values/Cepeani 3nauenns
. 4 hours/4 roguuu 17 - 27 %/Bin 17 g0 27% 23%
. 8 hours/8 roaun 35- 55 %/Bin 35 1o 55 % 48%
. 16hours/I6roms >75% 85%
Kinetics of Stage Acceptance criteria/ Values for each Tablet/3navenss sna
dissolution Craain Kpurepil npuithsraocti komHoT TabheTkn
0, H - e T
(50)Kinexnxa Number of Values for each tablet/3nauenun nan
PO2UHHEHHR .
(%) tablets tested/ woxuol rabaerews . |
Hocrigxysana 1 2 3 4 5 6
Kinbxiern
Tabnerox - o
4 roiMEN 51 6 6outof6/6136 17 to 27%/ 29 24 24 22 |23 21
Bin 17 no 27%
S2 +6(12) 12 outof 12/123 12 7 to 37 %/ 24 25 24 21 20 21
ein 7 mo 37%
83 +12 (24) not more than 2 out of 24 Tte37%
outside/
He Ginbine 2324 3a Bin 7 0o 37%
MEXAMH
but no tablet/ >47 %
: B ane )oauol TabneTkn . .
8 ronun 81 6 6outof6/636 3510 55%/ 60 50 50 44 | 48 43
Bia 351055 %
S2 +6(12) 12 out of 12/123 12 25 to 65 %/ 53 50 49 43 1 41 43
Bizg 25 fo 65%
S3 +12(24) not more than 2 out of 24 25t0 65 %
outside/
ue Binewe 2324 3a Bin 25 no 65%/
MEHAMH )
but no tablet/ 15 t0 75 %/
ANe XOAHOT TabIeTKI 38 .
NFesiT Big 15 no 75%
16 ropmn 81 6 6 out of 6/636 275 % 105 195 |8 |83 |9 |84
S2 +6{12) 12 out of 12/12 3 12 >65% 99 94 :
53 +12(24) not more than 2 out of 24/ <65 %
He Ginbue 2 324
but no tablet/ ane woznol <55%
S TabneTKH
e . R . ‘ e g ot
Servier (ireland} Industrics LTD., Moeneylands Gorey Road, Arklow, Co Wicklow, Ireland, BTLeaEns
Tel: +353 {3} 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Cheistian Sauveur {French), Joha Redmond.
80520 UKR1 V1 Company regisiered in [reland Mo, 117246 Page 3 of 5




SERVIER (IRELAND) INDUSTRIES LTD.

Method refillocunanna na memoo: DIC 806520 PF T CTR 461 EN 2.0
Specification ref/Ilocunanna na cneyuicayito: DTC S06520_PF N CTR_463 _EN 3.0

Packaging Lot No./ Cepin Ne: Manufacturing Batch No./Bupo6raua naprin Ne:
311706 287270
TESTSAIOKAZHHKHA STANDARDS/CTAHIAPTH RESULTS/
PE3YJILTATH N
Microbiological quality (skip Total aerobic microbial count (TAMC) *Skip Test - Not Applicable
testing)/MikpoGionoriuna uncrora | /3aranbhe YnCI0 acpoGHUX MiKPOOPraHizMin
(cKin-TecT) (TAMC): < 10° CFU/g/KYO/r

Faipsan Eharmicopoes. Gi.1:1) Total combined yeasts/moulds count (TYMC) *Skip Test - Not Applicable

F3arannue YMCHo JphrIKEBUX T8 NNiCeHEBUX
rpubis (TYMC): < 10° CFU/g/KYO/r

Escherichia coli: absence/1 g/ Bificyrnicts/1 r *Skip Test - Not Applicable

ANALYSIS / AHARIZ : 18/09/2020
Batch accepted/Ilapria npuiinara

* Skip test/Cxin recryBanns, Passes/Bianoeinae, not applicable/ne nposoguecs

Analytical Services Manager: i &

MeHe/xep 10 KOHFPOJIO TA AHAJIZY AKOCTI Michacl Byrne/Mixaens Bipue

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wickiow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20883
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80520 UKRI1 V1 Company registered in Ireland No, 117246 Page 4 of 5




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 conirol 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/

[{1mM 2 3acBin4yIo, 10 HaBeleHa BHILE IHdOPMALiA € ZOCTOBIpHOIO Ta ToMHOI0. 110 cepie
npogykuii 6yi0 BHpobiieHo (BIUTONATOYY TAKYBAHH/MapKY BAHHSA) TA POBEACHC KOHTPOTh
il AKoCTi Ha BHINE3a3HAYeHIH AIUMBHILI Y MoBHIK BignosiaHoCT] 3 BuMoramu GMP,
BCTAHOBJNCHUMH MiCUSBHM PETY/IATOPHUM OPraHOM, a TAKOXK BIANOBi/HO Jio cnenmdikarii,
IO MICTATBCH Y peecTpauiiinoMy focke. [TpoTokonu BupobHINTRA, ITAKYBAHHA T4 aHATI3IR
OyJ)o neperisHyTO TA BCTAHOBIEHO BiqnoBiuicts GMP.

Date of batch release/fata Bumycky cepii 29/09/20

Name and Position/Title of person anthorising the Batch Release/ Ilpizenme Ta mocaga/
3BAHHS 0CO0M, KA BHIAIA AO3BIN Ha BHOYCK cepil

{1 DrBlanaid Bowes, Qualified Person/ BignosinansHa ocoba
{] Ms Christine Farrell, Qualified Person/ Binnosigansta ocofa
[1 Ms Ailbhe Wade, Qualified Person/ Bipnosinansua ocoba
[+"Ms Carmel Kinsella, Qualified Person/ Binnosigansaa ocoba
[T Ms Jenny Quinn, Qualified Person/ Bignogigansua ocoba

K o,
Signature/TTianuc (_; ool 1(.15“\9\—) Date/flara: 1 ﬁ}’lDIZ! )

Finished product batch number/ Homep cepii rotoBoro nikapcekoro 3acofy: 311706

Servier {Ireland) Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland.

Tel: +353 (0) 402 20800 Fax: +353 () 402 20888 %

Ditectors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ireland No. 117246
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