AEPHUHKCITYXKBA s
JEPKABHA CJIVIKBA 3 JIIKAPCHLKHUX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTUKAMM y m. KHEBI

ByN. Bepesuskiscbxa, 29, Kuis, 02098, ren /haxce: (044) 550-23-55, Ten. (044} 550-20-55
E-mail: dls.kyiv@d}s.gov.uzl,jﬁ;gﬁ;f{_ngt_cjwllg_.g_@{,;_lg_. Koa € APIIOY 37079055

BUCHOBOK
MPo SIKICTh BBe3enoro B YKpainy JikapcbKoro 3acoly

28.01.2021 Ne 3365/21/26

IIPECTAPIYM® 5 MI'

(HaiMeHYBAHHA Jikapcebkoro 3aco0y 3TN 3 peecTpaliHEHy IIOCBI4EHHIM)
TabIeTKH, BKPHTI NJIIBKOBOIO 000.10HK010, 110 5 MT, 10 30 TabJaeTOR ¥ KOHTeliHepi pn
Tadjerok; no 1 KRonTeHHePY /Uit Taf/1eTok y Kopodui 3 kaprony

((hopma Brnycky, noaysanus, Bux NAKYBAHHR JiKapCLKOro 3cody)
o
Homep peecrpauiitiore nocsingenns UA/1901/02/03 CTpoK Ail peectpattiftioro mocsigueHi HeoOMeKCEMil

Cepis nixapeskoro sacofy No 313586 Kinsxicty ssesenoro aikapeskoro 3acoby 39499

Bupo6uux Cepp'e (Ipmanais) lnpacpic Jlra, Ipiaunis

(nafimerynanus BnpoGHHIKa TIKAPCEKOTO HICHTY, KpaiHa TIGX O EHHS )

Baeseno 8 Vipainy Tosapucrso 3 ofmexenoo Binnopizansmicrio "CEPB'€ YKPATHA",
inenTt, won: 33643340

{natmenypans ta kon sa CAPTOY 10pHAKYHOT 0CO0K abo Npisuiine, iM's, o GaTekoni dizuyunor

0co0K - mipremus, i1 Micue npoxmsanig Ta peecTpauiitimnii oMep o6nixosoi KapTiH naaTHUK
nonaTkis abo cepis ta Homep naciiopra)

[Iporoxon sisyanbroro koutpomio sin 28.01.2021 Nz 190/7.

3a  pesymbTataMmu  NepiaBHOro KOHTPONIO  BCTAHOBNEHO, WIC NiXapebkufl 3aciG  peeseno » Yxpainy 3

,LIOT]]HMEIH HSEM sinMor sakosonascrsa moeno 3abesneyeHns kool TKAPCBKHX 3\ac06is.

,,,,,, W
[ / Mukona XOJIOJAEHKO

Uity

Hauanbegic « 7

CHOCINGH 0CGU oIy L (mmionuc) : {ininians Ta upispuine)

Mil: S
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SERVIER (IRELAND) INDUSTRIES LTD.

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

Name of the Manufacturer & Address /Hazsa ta Servier

anpeca BUpoOHHKa

Name of Importer and Address/
Hassa Ta agpeca imnopTepa

Which Consigniment of product is delivered/Bup
MPOAYKIIT, 110 NOCTAYAETLCA

Pharmaceutical form/Jixapcbka dopma

Name of the Product/Hassa nixapcskoro
3acody

Dosage/Cuna pii

Type and size of packaging/Bua Ta posmip
YIIAKOBKH

Finished Product batch number/Cepis rorosoro
JIKapchLKoTO 3ac00y

Manufacturing date/[lata supoSunurea
Expiry date/TepMin npuaatiocti
Baich size/Kinskicts y cepif

Manufacturing Licence number/Homep ninensii
Ha BUPOOHHITRO

Registration Number/Peectpauiiine
MOCRi4eHHs

% QU & CA5 z;g RO5A

(Treland) Industries Ltd/Ceps'e (Ipnauzis)
Ingactpic JItn

Moneylands, Gorey Road/Maninenns, Iopeit
Poyn,

Arklow/Apunoy,

Co. Wicklow/Ko. Bixnoy,

Ireland/Tpnanmis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./sy..
Ha6epexno-Xpemartnisia, 41

Kyiv, 04070/m. Kuig, 04070
Ukraine/Yxkpaina

Pharmaceutical Product/Jlikapceiuii zaci6

Film-coated tablets, 5 mg/Ta6neTxy, prpuri
IiBKOBOIO 06010HKO0, 110 5 MI"

PRESTARIUM® 5 mg /TIPECTAPIYM® 5 mr

Smg /5 mr

30 tablets in the container for tablets; | container
in the carton box/ no 30 Tatnerok y KOHTEHHED]

ALst TAONETOK; 1o | KoHTelHepy 11 TabneToK ¥
kopo6Li 3 xapToHy

313586

08 2020

08 2023

39,499 Boxes/ynakosok
MO00068/00001

UA/1901/02/03

Pagé 10f5

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

Tel: +353 {0) 402 20800 Fax:

1353 (0) 402 20888

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




SERVIER (IRELAND) INDUSTRIES LTD.

=T seavien

Method ref/llocunannn na memoo: DTC_S006490 PF T CTR 14992 EN 2.0
Specification ref/ITocunanns na cneuugpirairo: DTC S06490_PF N SPE_1021_EN 3.0

PRESTARIUM® 5 mg / IPECTAPIVM® 5 mr

Formulation/®opmysiosanun:

Film-coated tablets containing 5 mg of perindopril arginine / TaGneTKH, BKPATI IUIBKOBOO 000JIOHKORO, 110
MICTATHL 5 MI' IEpHHIONPHITY aprininy

Packaging Lot No./Cepin Ne: 313586

301504

| Manufacturing Batch No/Bupoounwa napris Nr

TESTS/TIIOKA3HHKU

STANDARDS/CTAHJAPTH

RESULTS/PE3YJIBTATH

Appearance/ 3osnimmnii Burimp

Average mass (mg) / Cepeanst maca

(ur)

Disintegration time (min) European
Pharmacopoeia (2.9. 1)/

Yac posmany (x8) €pporneiicska
Qapmakones (2.9.1)

Identification of drug substance/
Inenrudgiranis nirouoi peYOBHHH

- Thin-layer chromatography / metomom
ToRKOWaposoi xpomarorpadii (TLLX)

- Liquid chromatography / merogom
pinunHOT Xpomarorpadii (PX)
Perindopril / Iepunnonpun

Arginine / Aprinin

Light-green, rod-shaped, film-coated tablet,
engraved with 2% on one face and scored on

both edges /

CaiTio-3e/1€HOTO KOBOPY, A0BracTol hopMu
TabJIETKH, BKPHTI MIIBKOBOK 060JI0HKOIO 3
THCHEHHSIM 5> 3 oiHOro GOKy Ta Hacigkomo

Ha 000X Kpasx

87,410 96,6 (95 % to 105 % of theoretical
mass)/ 87,4 96,6 mr (95 % -105 % six
TEOPETHYHOI MacH)

< 10 min/ xBunuu

Main spot identical in position, colour and size
for test and reference / Tonossa nyisma
IACHTHYHA T10 NIOIMKEHHIO, KOTLOPY i poamipy
IS OCIIKYBAHOTO PO3YHHY i PO3UMHY
[OPIiBHAHHS

The ratio of the retention times of the principal
peak from the test solution and from the
reference solution must be between 0,95 and
1,05 / Bipnomenns uacis yrpumanis
OCHOBHOTO ITiKY Ha XpOMaTorpaMax
AOCIUIDKYBAHOTO POSUMHY Ta PO3UHHY
TOPIBHAHHSA NOBHHHO cTadosHTH 0,95 — 1,05

The chromatogram of  test solution presents a
peak corresponding to arginine / Ha
XPOMAaTOrpaMi A0C/Ii/UKYBaHOT0 PO3UHHY
NPUCYTHIN DK, 110 HANIEKHUTE aprininy

Complies/Bianogijac

91 3mg/mr

6min/xs

Complies/Binnosinae

Complics/Bianoninae

Complies / Bianeaifae

Servier {Iretand) Industries 1. TD., Moneylands Gorey Road. Arklow, Co Wicklow. freland.
Tel: 333 (0) 102 20800 Fax: -+353 (0) 402 20888

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

80660 UKRI V1

Company registered in Irgland No. 117246

Page 2 of 5




Metkad ref/]Iocmamm Ha Memoc) DTC S006490 PF T CTR 14992 EN 2.6

Specrf cation ref/Ilocunannn na cneyudixauio: DTC 306490 PF N SPE 1021 EN 3 0

PRESTARIUM® 5 mg / IPECTAPIYM

®5MF

Formulatmnﬂbnpmyﬂmsamm.

Film-coated tablets containing 5 mg of perindopril arginine / TaGnerku, BKkpuTi MIBKOBOIO 060IONKOIO, 10

| MICTATS 5 M ICPUHJIONPHNY aprininy

. Packagmg Lot No./Cepin Ne: 313586

? . dnufactuﬁﬁgﬁétch Nli./Bdeﬁﬁé.qiifl;iip'[‘iﬂ--ﬁj:
|
|

BMicTy
European Pharmacopoeia (2. 9.6)/
Esponeticbra Gapmarkones (2.9.6)

Uniformity of mass of tablet halves
European Pharmacopoeia (2.9.5Y
Onnopinnicrs MacH nosioBHNOK Tadaerok
Esponeticbka Gapmakones (2.9.5)

Degradation products content (LC) (%) /
Bwmicr npoaykris aerpaganii (omimowx)

PX) (%)

-5 9780-1

-Y 32

-Y 33

-Y 31

- Any other degradation product/ By, in-sxuii
iHIIME IpoayKT Aerpaauil

- Sum of degradation products/ Cymapmmi

| BMICT NPOAYKTIB Aerpaganii

(2.9.6) Bignosiguo mo CBponeicKoT
Papmakornet (2.9.6)

The individual masses of not more than
two of the 20 tablet halves may differ from
the average mass by more than 10 % and
none deviates by more than 20 % /
InauBigyanshi Macy e Ginpure 2 3 20
TOJIOBHHOK MOXKYTh BIZIPISHATHCE BiJ
cepennnoi MacH Ginblue, nixk Ha 10 %, ane
HE LIOBHHHO OyTH BijXHAeHb OUible 20 %

<0,75%
<0,1 %
<0,1%
<0,4%
<02%

<1,0%

301504
 TESTS/MOKA3HUKA “STANDARDS/CTAHJAPTH | RESULTSPE3YLTATH
:D;ug substance content (mgt:;biet) / 4,75 to 5275(§5'%t0_165 % of ll;e o o 4ﬁ95;;}gfmr o
Bwmicr pivouoi pevonmnn (Mr/radm) theoretical content) / 4,75 — 5,25 (95 % -
105 % no BigHowIeHHIO A0 TEOPETHYHOTO
BMICTY)
Uniformity of content/ Onnopignicrs Complies to European Pharmacopoeia Complies/Binnosinae

Complies / Bianoginae

<0.10%
<0.10%
<0.10%
0.10%
<0.10%

0.10%

Servier {freland} Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 {0) 402 20888
Dircctors: Christian Bazantay (Frenchy. Christian Sauveur (French), John Redmond.,

80660 UKR1 V1

Company registered in Ireland No. 117246

Page 3 of 5




Method ref/ITocunanus na memoo: DTC _S006490 PF T CTR 14992 EN 2.0
Specification ref/Iflocunanna na cneyugdixayio: DTC _S06490 PF N _SPE_1021 EN 3.0

PRESTARIUM® 5 mg / [IPECTAPIYM® 5 mr

Formulation/®@opmymopannst:

Film-coated tablets containing 5 mg of perindopril

MICTATE 5 MI' IEPHHAONPHITY aprinixy

arginine / Tabnerku, BKpUTI ITIBKOBOIO 0GOIOHKOIO, IO

Packaging Lot No./Cepin Ne: 313586

301504

Manufacturing Batch No./Bupofiunua napria Ne:

TESTSTIOKA3ZHUKHA

STANDARDS/CTAHJIAPTH

RESULTS/PE3YJIBTATH

Microbiological quality
European Pharmacopoeia (5.1.4), non-
aqueous preparations for oral use /
MikpoGionoriuna qucrora (cxin-recr)
Esponeticbka Gapmaronies (5.1.4), negodui
npenapamu Qs nepopansitozo nputiomy

Total aerobic microbial count (TAMC)/
3aranbHa KiNbKICTb aepobHuX Gakrepiil:
< 10°CFU/g /< 10°KYO/r

Total combined yeast/ moulds count
(TYMC) / Baranuua kinekicrs rpuis: <
10°CFU/g /< 10°KYO/r

Escherichia coli: absence/1 g / sincyTui y
Ir

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

ANALYSIS / AHANS : 25/09/2020
Batch accepted/I lapris npuitisira

* Skip test/Ckin recrysanns, Passes/Bianosinae, not applicable/ne nposoauses

Analytical Services Manager:

Meneukep o KoHTpoOITIO T2 aHaxily sKocri

PR i
L A7 ~

Michacl Byrne/Mixaens Bipue

Servier (Ircland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Irelaiid:
Tel: #353 (0) 402 20800 Fax: +353 ({) 402 20888 =
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.

80660 UKR1 V1

Company registered in Ireland No, 117244
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SERVIER (IRELAN}_)) INDUS TRIES LTD.

= geaviea

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/

LIuMm s 3acBiqUyTO, U0 HABEIEHA BHLIE inopMaLis € AOCTOBIPHOO Ta TOUHOIO, [Tzo cepiro
npofaykuii 6yno supoGieno (BKmoIaloyn NaKyBaHHs/MapKyBaHHs) Ta IpoBeIeHo KOHTPOITb
il aKocri Ha BUINE3a3HAUEH T AINBHHLI Y NOBHI BiOOBIAHOCTI 3 BUMOramu GMP,
BCTAHOBJICHHMH MICLUEBHM PEryJLITOPHHM OPraHoM, a TaKoX BiANOBIIHO 10 crenudixanii,
L0 MICTATLCS Y peecTpaniitHomy focke. [TpoTokony pupoGHuLTES, NaKyBaHHA Ta aHali3ie
6yJ10 nepernsHyTO Ta BCTAHOBNEHO BiAnoBiAHicTE GMP.,

Date of batch release/[larta Bunycky cepii 04/11/20

Name and Position/Title of person authorising the Batch Release/ HpisBuuie Ta nocaaa/
3BaHHA 0C00H, sIKA BHIANA 103Bia Ha BHXTYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bigmoeigansna ocoba
[] Ms Christine Farrell, Qualified Person/ Bignosinannua ocoba
[J] Ms Ailbhe Wade, Qualified Person/ Bixnosinansna ocoba
[}~ Ms Carmel Kinsella, Qualified Person/ Bigmosinaseia oco6a

[] Ms Jenny Quinn, Qualified Person/ Bignosinansua ocoba

Finished product batch number/ Homep cepil rotosoro nikapcskoro sacoby: 313586

Page 3 of'5

CoWicklow, Ireland.

i), John Redmond.
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ALEPKIIKCITY )KBEA
HEPKABHA CIYIKBA 3 HKAPCBKMX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMH y M. KUEBI

BYJI. Ix,pcnmmucmn 29, Kuig. 02098, Ten./paxe: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis. kyiviadls.gov.ua https://awvw dls.gov.ua, Koa CAPIIOY 37079055

BMCHOBOK .
PO SIKICTH BBE3CHOTO B YKpainy jJikapcbikoro 3acoby

22.03.2021 _ Ne 13690721726

OPECTAPIY

{1l Ill\lk.l" LTI IN\:!P\‘ ROPO 3¢ IHJU\ IO 3 ]7L(L,!])LEIUHI£H\I HOLLI;[‘!&H!iSI\i)
TabeTRE, BRPUTI AIIBROBOIO 05010HK010, 110 5 M1y 110 30 a6, TETOK y KouTeiinepi qua
Tab.eroK; no 1 kowreiinepy juas Tadaerox y KOpoOILi 3 xaprony

(POPMA BHOYCRY. JTOBYBATNA. 8L IEIKY BT AikapeeKoro 3ac0dy)

i
Hoxep peecrpauiiinoro nocsiaaenns UA/1901/02/03 crpox aii pece Tpauiiizoro nocsiadenss HCOOMSIKEHHH
Cepia airapenroro sncody Ne 315125 Kinbkicre ssesetioro nikapeskoro sacoéy 2000

Bupodnug Ceps'e (Ipaanais) lngacrpic vy, Ipnam s
Gy atin supodnNKa 1iKapeLkoro sacody, kpalHa Nuxo/KeHH)
PR =
Beeseno B Yipaiiy Tosapuerso 3 o6yexeno sianosinaibhicrio "CEPB'E€ YKPATHA",
ixent. koa: 33643340

{(mafisenypauns ta ko 3a CZAPTIOY 1opHlitinol 0co0H ate npizBitiie, in's, 10 GurLroBi GizsuHol
ocoln - nlinpucsi, i1 sicue nposkiusanig ra peecTpauifinili poMep o8aiRoBOT KapTIN UIATIMER
nosTKkis abo cepist Ta HoMep nacnopia)

[IpoToron sisyasneuoroe kowrpomo sig 22.03.2021 N 819/9.

3a pesyasratasu Acp \;Hﬁfvmﬁ, i{ml\rp(\ito BCTAHOBACHO, WG  Aikapehkinit  3aci6  wmeseno 8 Yipalsy 3
- ~ ,_,7 Ny,

O pHMﬂllHﬂM”amwr 'Jcl"?“OHO,’lclB Qm\mww GerncucHHs 1KOC rl au\apcmu\ Bacoma

§ \ (1 "5" ,

\.

Mukomna X0O)J f{)LLHH\(}

{riiAric) 5 (iniuiamd ta npissae)
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SERVIER (IRELAND) INDUSTRIES LTD.

:
V= seRviER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCT! NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hasga Ta Servier (Ireland) Industries Ltd/Cepr'e (Ipnannis)
angpeca BUpoGHHKa Inpactpic JItn

Moneylands, Gorey Road/Maninenns, [opeit
Poyn,

Arklow/Apknoy,
Co. Wicklow/Ko. Bixnoy,
Ireland/Ipnangis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Yxpaina"

Hazea Ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./sy.
Hatepesxno-Xpeluaruupka, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapckuit 3aci6
NPOAYKIT, MO NOCTAYAETHCH

Pharmaceutical form/JTikapcbxa dopma Film-coated tablets, 5 mg/Ta6neTku, BkpuTi
ILUTIBKOBOIO 0D0JICHKOIO, IO 5 Mr

Name of the Product/Haspa mikapcekoro PRESTARIUM® 35 mg TIPECTAPIYM® 5 Mr

3acoby

Dosage/Cuna aif Smg/5wmr

Type and size of packaging/Bun ta posmip 30 tablets in the container for tablets; 1 container

VIIAKOBKH in the carton box/ o 30 taGnetok y kouTeiinepi

ans tabneTok; no 1 koHrelHepy At TabneTok y
kopo61li 3 KapToHY

Finished Product batch number/Cepis rorooro 315125
nixapepKoro 3acofy

Manufacturing date/lata BupoSHuLTBa 09 2020
Expiry date/Tepmin npunatHocTti 09 2023
Batch size/KinexkicTs y cepil 2,000 Boxes/ynakorox

Manufacturing Licence number/Homep nitensii M00068/00001
Ha BHPOOHHITBO

Registration Number/Peectpauiiiie UA/1901/02/03
OCBiNYEeHHA

} Pag-p 1 \}'““_"'\‘\:-‘.‘
Servier (Ireland) Industries LTD., Gorey Road, Arklow, Co Wicklow, Republic of Ircland, Y14 E"t.4 A
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 N
Directors: Christian Bazantay (French), Pierre Venesque (French), John Redmond.
Company registered in Ireland No, 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

.

—= SERVIER

Method ref/ITocunanna na memoo: DTC S006490 PF T CTR 14992 EN 2.0
Specification ref/Ilocunannn na cneyudicayiro: DTC_S06490_PF N SPE 1021 EN 3.0

PRESTARIUM® 5 mg / IIPECTAPIYM® 5 mr

Formulation/®opmynioBanss:
Film-coated tablets containing 5 mg of perindopril arginine / TabneTkH, BKPHUTI MTiBKOBOK 000I0HKOIO, IO
MlCT}ITb 5 MT" IePHHAOTIPHITY aprifimy _
Manufacturing Batch No./BapoGuuua mapris No:

303426

Packaging Lot No./Cepis Ne: 315125

TESTSATOKAZHHKH STANDARDS/CTAHJAPTH RESULTS/PE3YJIBTATH
Appearance/ 3osuaintmiit Buras Light-green, rod-shaped, film-coated tablet, Complies/Binnosizae
engraved with % on one face and scored on
both edges /

CRiTNO-3€1€HOTO KONIBOPY, MOBracToi GopmMu
TabMeTKH, BKPUTI IUTiBKOBOIO 0GONOHKO 3
THCHEHHAM %5 3 ojiHOTO BOKY Ta HAaciuKoIo

Ha o6ox xpasx

Average mass (mg) / Cepenus maca 87,4 10 96,6 {95 % to 105 % of theoretical 92.0mg/mr
(mr) mass) 87,4 —-96,6 mr (95 % -105 % Big
TEOPETHUHOT MACH)

Disintegration time (min) European
Pharmacopoeia (2.9.1)/ < 10 min / xBHIuH Smin/xg
Yac po3nany (xe) €Bponelicbka
Dapmaxones (2.9.1)

Identification of drug substance/
InenTudikanis girouol pevoBHHH

- Thin-layer chromatography / Mmeromom
ToHKomaposoi xpomarorpadii (TIIIX) Main spot identical in position, colour and size Complies/Bignozinae
for test and reference / TonosHa misma
{IEHTIYHA TIO MONOMEHHIO, KOMBOPY i po3Mipy
LTS IOCTIIYBAHOTO PO3UHHY 1 pO3UMHY
NOPiBHAHAS

- Liquid chromatography / meromom
pinunHOT xpomatorpadii (PX)
Perindopril / Tlepunaonpun The ratio of the retention times of the principal Complies/Binnosinae
peak from the test solution and from the
reference solution must be between 0,95 and
1,05 / BinHoWEeHHS YaciB yTPUMAHHS
OCHOBHOTO TIKY Ha XpOMATOrpaMax
Arginine / Apriuin JOCHIIAYRAHOTO PO3UMHY Ta PO3UMHY

' nopipHAHHA TOBUHHO cTanoputH 0,95 — 1,05
The chromatogram of test solution presents a Cotplies / Bintiosimse
peak corresponding to arginine / Ha A ek
xpﬂmaTorpa\di JOCIUDKYBAHOTO PO3UHHY TR
OPUCYTHii NiK, W0 HAIEKATS apriviiny 5 - IR

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Irclcn
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80660 UKR1 V1 Comgpany registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunanna na memod: DTC_S006490 PF T CTR 14992 EN 2.0
Specification ref/Ilocunanna na cneyudpicayiro: DTC_S06490 PF N_SPE 1021 EN 3.0

PRESTARIUM® 5 mg / TIPECTAPIVM® 5 mr

Formulation/@opmy.noBanysn:

Film-coated tablets containing 5 mg of perindopril arginine / Ta61eTkH, BKPHTI MITIRBKOBOO 0GOIOHKOI, [0

MICTATE 5 MI' HIEPUHAONIPHILY apriHiHy

Packaging Lot No./Cepis Ne: 315125

Manufacturing Batch No./BupoGumua napris Ne:

303426
TESTS/IIOKAZHUKHA STANDARDS/CTAHJIAPTH RESULTS/PE3VJIBTATH
Drug substance content (mg/tablet) / 4,75 t0 5,25 (95 % to 105 % of the 4.90mg/mr

Bmier piroyoi pewounn (mr/ratu)

Uniformity of content/ Onnopinnicts
BMmicTy

European Pharmacopoeia (2.9.6)/
€pponeiicska ®apmakones (2.9.6)

Uniformity of mass of tablet halves
European Pharmacopoeia (2.9.5)/
OnnopigHicTe Mack noN0BHHOK TabaeTok
Esponeiicbka apmaxomnes (2.9.5)

Degradation products content (LC) (%) /
Bmicr npoaykTiB aerpaganii (aomimox)

(PX) (%)

-59780-1

-Y32

-Y 33

-Y 31

- Any other degradation product/ Byab-saxuii
iHIIMH OPOAYKT Aerpajawii

- Sum of degradation products/ Cymapsmii
BMICT MPOIYKTIB Aerpaaariii

theoretical content) / 4,75 — 5,25 (95 % -
105 % 10 BiJHOWIEHHIO 10 TEOPETHYHOTO
BMICTY)

Complies to European Pharmacopoeia
(2.9.6) BignosinHo mo €sponeiicskoi
Mapmakorei (2.9.6)

The individual masses of not more than
two of the 20 tablet halves may differ from
the average mass by more than 10 % and
none deviates by more than 20 % /
Inusisyansui Macu He Ginpie 2 3 20
TIOIOBHHOK MOYKYTE BIIPI3HATHCE Bif
cepenHbol Macu Bieire, HbK Ha 10 %, ane
He NoBXHHO 6yTH RimxuieHs Ginplue 20 Yo

<0,75%
<0,1%
<0,1%
<0,4%
<02%

<1,0%

Complies/Bianopiaac

Complies / Bignogimae

<0.10%
<0.10%
<0.10%
<0.10%
<0.10%

<0.10%

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Irelans 1

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

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

80660 UKRI1 V1

Company registered in Ireland No. [ 17246




SERVIER (IRELAND) INDUSTRIES LTD

=" SERVIER

Method ref/Ilocunanns na memod: DTC S006490 PF T CTR 14992 EN 2.0
Specification ref/Ilocunanna na cneyudixauivo: DTC _S06490 PF N SPE 1021 EN 3.0

PRESTARIUM® 5 mg / IPECTAPIYM® 5 mr

Formulation/@opvyniosanns:
Film-coated tablets containing 5 mg of perindopril arginine / TabneTku, BKpUTI MIIBKOBOK 0GONOHKOIO, 10
MICTATH 5 MI' IEPHH/IONPHUIY ApriHiHy

Packaging Lot No./Cepin Ne: 315125 Manufacturing Batch No./BupoGuu4a napris Ne:
303426
TESTS/IIOKA3HUKHA STANDARDS/CTAHIAPTH RESULTS/PE3VILTATH
Microbiological quality
European Pharmacopoeia (35.1.4), non- Total aerobic microbial count (TAMC)/ *Skip Test - Passes
aqueous preparations for oval use / 3aranbHa KilpKicTh aepoOHUX OGaktepiit:
MixpoGionoriuna 4ncrora (ckin-Tecr) <10°CFU/g /< 10°KVOrr
Epponeticrka Papmakones (3. 1.4), nesooni | Total combined yeast/ moulds count *Skip Test - Passes
npenapamit Os NepoOPaATbHO20 NPUHOMY (TYMC) / 3aransHa xinekicts rpubis: <
102CFU/g /< 10°KYO/r
Escherichia coli: absence/l g/ Bigcyrsiy *Skip Test - Passes
It

ANALYSIS / AHANIZ : 30/10/2020
Batch accepted/TTaprisa nputinsara

* Skip test/Ckin TectyBauns, Passes/Bifnosinae, not applicable/ue npoBoauscs

Analytical Services Manager: P Q{-L\_‘ifuf;%—\ S TR
MeHemxkep 110 KOHTPOJIKO TA AHANIZY HKOCTI Michael Byrne/Mixaeas Bipue

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Irelmd
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond
80660 UKR1 V1 Company registered in Ireland No. 117246




e SERVIER (IRELAND) INDUSTRIES LTD.
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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/

LM s 3acBiUyIO, 110 HABEIEHA BUIIE iH(OPMALLif € TOCTOBIPHOK Ta TouHow. 110 cepito
npoaykuii Oy710 BHpo61eKOo (BKITFOUAIOH NaKyBaHHS/MAPKyBAHHS) T IPOBEAEHO KOHTPOE
ii AxocTi Ha BUILE3a3HAUSHIl AiNBHULI y TOBHIH BifmoBigHOCTI 3 BUMOraMpu GMP,
BCTAHOB/ICHUMH MICLEBUM PETYIATOPHUM OPI'aHOM, a4 TAaKOXK BIATIOBIIHO 40 cnenmdikauii,
IO MICTATHCA ¥ peecTpauilinoMy focse. [IpoToKOMM BHPOGHULTBA, IAKYBAHHS Ta aHANI3IB
6yno nepernsHyTO TA BCTAHOBRAEHO BiANORiAHICTE GMP.

Date of batch release/Jlata sumycky cepii 16/12/20

Name and Position/Title of person authorising the Batch Release/ IIpissuwe Ta nocana/
3BaHHA 0cofu, AKa BHJAAA J03BII HA BHOYCK cepii

[l Dr Blanaid Bowes, Qualified Person/ Bignosiznansaa ocofa
[1 Ms Christine Farrell, Qualified Person/ BinnosiganeHa ocoba
[] Ms Ailbhe Wade, Qualified Person/BianosigansHa ocoba

[¥’ Ms Carmel Kinsella, Qualified Person/ Bianosigansua ocoba
[1 Ms Jenny Quinn, Qualified Person/ Bignosigansna oco6a

Signature/Tlianuc (bd‘ ol kiﬂ@ Date/[ara: ( ‘g'ﬂ(}l 'Z:L

Finished product batch number/ Homep cepii rotosoro nikapcekoro sacoby: 315125

Page:5aisit -]

Servier (Ireland) Industries LYD., Gorey Road, Arklow, Co Wickiow, Republic of Ircland, Y14 'E284. 7
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 L
Directors: Christian Bazantay (French), Pierre Venesque (French), Joha Redrnond.
Company registered in Ireland No. 117246
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JEPXJIKCIIYXBA
AEPKABHA CJIYXKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTHKAMM y m. KHEBI

Bys1. Bepesuskiscbka, 29, Kuis, 02098, Ten./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua https://www.dls.gov.ua. Koa €APTIOV 37079055

BHCHOBOK
Npo AKICTH BBe3eHOro B YKpainy JikapchKkoro 3acoly
11.05.2021 Ne 25525/21/26
IIPECTAPIYM® 5 MTI"

{naitmenyBaHs nikapeskoro 3aco0y 3riAHO 3 peecTpauifHuM N0CBICHHAM)
TabIeTKH, BRKPHUTI NUIIBKOBOIO 000.101K010, IO 5 Mr, mo 30 Tadaerok Y KoHTeiinepi pan
Tabnerok; no 1 kouTeiinepy nus TabaeTox Y Kopobui 3 kaprony

(dbopma BunyCky, no3yeaniis, BiuL NaKyBaHHA Nikapceroro 3acoCy)
Homep peectpauiiinoro nocsinuenns UA/1901/02/03 crpox ait peccTpalilinoroe mocinuenns HeOOMEKCHHH
Cepis nixapcskoro 3acofy Ne 319961 KinskicTs BaeseHoro nikapeskoro sacoby 6371

Bupobnuk Ceps'e (Ipnannis) Innacrpic Jitn, Ipnauzis
(Hadimenypanug RHpoOHUKa Nikapeskora 3acoBy, kpailia noxoakenus)

Beeseno B Ykpainy ToBapucTro 3 00Mexkenol0 Binnosinaabnicrio "CEPB'C
YKPAIHA", inenv. xon: 33643340

(nalimenysanns Ta xoa 3a EPIIOY opranynoi ocofiu abo npissiume, iM's, no 6arukopi
(hizeunof ocobu - nignpuemug, 1l Micue IpoxuBanug Ta peecTpauilinuii Homep o6nikopol
KapTKH NNAaTHHKA MOATKIB abo cepis Ta HoMep nacnopra)

MpoTtokon sisyansnoro xourpomo eig 07.05.2021 Ne 1495/3.

3a  pesynbTaTaMM  JEpPKABHOIO  KOH BCTAHOBNSHO, WO JikapcekuH 3aci6 Beesewo B Vkpainy 3
AOTPHMAHHSM sumor sakefiiaaeids e, ChKHX 3aC00iB.

Mekona XOJIOAEHKO

(iniuianu Ta npizsume)

(nocasiosa ocoBa oprany ;1%})": (ninnwc)
5\ AL
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SERVIER (IRELAND) INDUSTRIES LID.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI IIKAPCLKOTO 3ACOBY

Name of the Manufacturer & Address /Hasea Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzis)
azpeca BHpobOHuKa Iunacrpic JItg

Moneylands, Gorey Road/Marinesnus, Topeit
Poyn,

Arklow/Apiioy,
Co. Wicklow/Ko. Biknoy,
Ireland/Ipnanpis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepr'e Vipaina"

Hasea Ta agpeca iMmnoprepa 41, Naberezhno-Khreshchatytska St./ym.
HaGepesxxHo-Xpeuatunsxa, 41

Kyiv, 04070/Mm. Knir, 04070
Ukraine/Yxkpaina

Which Consignment of product is delivered/Buz Pharmaceutical Product/Jlikapcpkuii 3aci6
TPOITYKLIL, 1IN0 TIOCTAYAETHCH

Pharmaceutical form/Jlikapceka dopma Film-coated tablets, 5 mg/TaGnetxn, Bpnri
IUTBKOBOIO 000JIOHKO0, [I0 5 Mr

Name of the Product/Hassa nikapcekoro PRESTARIUM® 5 mg /TIPECTAPIYM® 5 mr

3acoly

Dosage/Cuna gii Smg/ 5 mr

Type and size of packaging/Buz ta posmip 30 tablets in the container for tablets; 1 container

YTIAKOBKH in the carton box/ mo 30 TaGnetok y KOHTelHepi

Ans TabNeTOoK; 1o 1 KoHTelHepy s TabneTok y
kopobni 3 kapToHy

Finished Product batch number/Cepis rorosoro 319961
TiKapcHKOro 3acoby

Manufacturing date//Tata sBupo6GHuNTBa 12 2020
Expiry date/TepMin npuyaraocri 12 2023
Batch size/KinbkicTs y cepii 6,371 Boxes/ynakorok

Manufacturing Licence number/Homep mninensii MOO068/00001
Ha BEPOOHUIITRO

Registration Number/PeccTpaniiine UA/1901/02/03
NOCBigUeHHA

Pape lof 5

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

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

Directors: Christiun Bazantay (French), Christian Sauveur (French), John Redmeond.
Company registered in [reland No, 117246
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. e SERVIER (IRELAND) INDUSTRIES LTD.

=" SERVIER

Method ref/Tlocunannn na memoo: DTC _S006490 PF T CTR 14992 EN 2.0
Specification ref/Ilocunanna na cneyudicauio: DTC_S06490 PF N SPE 1021 _EN 3.0

PRESTARIUM® 5 mg / MIPECTAPIYM® 5 mr

Formulation/®opamymoBannsn:
Film-coated tablets containing 5 mg of perindopril arginine / Ta6neTxn, BKpUT IUTIBKOROIO 060OHKOIO, 1II0
MICTATE 5 MT ICPHH/IONPHILY apTiHIHY

Packaging Lot No./Cepia Ne: 319961

| Manufacturing Batch No./BupoGmumaa napris Ne:

305689

TESTSATIOKA3ZHUKA STANDARDS/CTAHIAPTH RESULTS/PE3YJILTATH
Appearance/ 3oBuilumiii BT Light-green, rod-shaped, film-coated tablet, Complies/Biamosinae
engraved with ¢ on one face and scored on
both edges /

CsiTno-senenoro xonbopy, josractoi opmu
TabneTKy, BKPHUTI TUTIBKOBOK OOOIOHKO 3
THCHEHHAM %5 3 0fHOT0 DOKY Ta HACiYKO

Ha 000X Kpasx

Average mass (mg) / Cepeaus maca 87,4 10 96,6 (95 % to 105 % of theoretical 92.1mg/mr
(mr) mass)  87,4-96,6 mr (95 % -105 % Bin
TEOPETHYHOI MacH)

Disintegration time (min) European
Pharmacopoeia (2.9.1)/ < 10 min / xsumun Tmin/xs
Yac posnany (x8) Cpponelickka
Papmaxores (2.9.1)

Identification of drug substance/
Inentudivauin girouof pPedOBHHH

- Thin-layer chromatography / meTozom
ToHKoLIaposol xpomarorpadii (TLLIX) Main spot identical in position, colour and size Complies/Binnosimac
for test and reference / TonosHa sma
IIEHTHYHA T10 MOJIOXKEHHIO, KONBOPY i po3Mipy
JULT BOCIiMIYBAHOIO PO3UHHY i PO3UUHY
HOpiBHIHHA

- Liquid chromatography / meroxom
pinnaHOT Xpomatorpadii (PX)
Perindopril / TTepunmonpun The ratio of the retention times of the principal Complies/Binrorinae
peak from the test solution and from the
reference sofution must be between 0,95 and
1,05 / BigHOIICHHS YaciB yTPHMAHHA
OCHOBHOrO Ky Ha XpPOMAaTOTpaMax
Arginine / Aprinin JOCIHKYBAHOTO POSYHHY Ta PO3YHHY
TIOpiBHSHHSA [TOBHHHO cTanosuTH 0,95 — 1,05

The chromatogram of test solution presents a
peak corresponding to arginine / Ha
XpOMAaTOrpaMi ZOCTiMKYBAHOTO POIUHHY
TIPHCYTHIH MiK, 10 HA/IEKUTH apriHiHy
Servier (Ireland) [ndustries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (I'rench), Christian Sauveur (French), John Redmond.

80660 UKR1 V1 Company registered in Ireland No., 117246 . ‘Page 20of 5
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/ITocunannn na memod: DT C_S006490_ PF T CTR_14992 EN 2.0
Specification ref/Ilocunanna na cneyudgiayiro: DT C_S06490_PF N SPE 1021 EN 3.0

B | PRESTARIUM® 5 mg / IPECTAPIYM® 5 mr

Formulation/®opmynosannsn:

MICTSTE 5 MI' IEPHILOUPHIY apriHiHy

Film-coated tablets containing 5 mg of perindopril arginine / TaGneTku, BKpHTI WIIBKOBOIO 000/I0HKOFO, M0

Packaging Lot No./Cepin Ne: 319961

Manufacturing Batch No./Bupo6umua napris Ne:

BMIicTY
European Pharmacopoeia (2.9.6)/
Erponeliceka Dapmaxones (2.9.6)

Uniformity of mass of tablet halves
European Pharmacopoeia (2.9.5)/
Onnopignicrs Macu nojoBHHOK Tabierox
Esporneiicska Dapmaxories (2.9.5)

Degradation products content (LC) (%) /
Bmicr npoxykrie aerpananii (momimrok)

(PX) (%)

-5 9780-1

-Y 32

-Y 33

-Y 31

- Any other degradation product/ By s-axuit
{HuME NPOAYKT merpaganii

- Sum of degradation products/ Cymaprmi
EMICT IPOAYKTIB Aerpafanii

{2.9.6) Bianosiznxo fo Crponeitckkoi
Papmaxonei (2.9.6)

The individual masses of not more than
two of the 20 tablet halves may differ from
the average mass by more than 10 % and
none deviates by more than 20 % /
[nauBigyaneni Macu me Ginsme 2 3 20
MTOJIOBHHOK MOYCYTE BIAPI3HATHCE Bif
cepeanLol MacH Ginblue, Hixk Ha 10 %, ane
He MOBHHHO OyTH BigxwieHs Ginsie 20 %

<0,75%
<0,1%
=0,1%
<04%
<0,2%

<1,0%

305689
T TESTSTIOKA3ZHIKHA STANDARDS/CTAHJIAPTH RESULTS/PE3YJILTATH
Drug substance content (mg/tablet) / 4,75 t0 5,25 (95 % to 105 % of the 4.9Img/mr
Bmicr gitouoi pesosunu (Mr/raém) theoretical content) / 4,75 — 5,25 (95 % -
105 % no BifHOWeHHIO 10 TEOPETHYHOTO
BMicTY)
Uniformity of content/ Onnopignicts Complies to European Pharmacopoeia Complies/Binnosinae

Complies / Bignorigae

<0.10%
<0.10%
<0.10%
0.10%
<0.10%

0.10%

Servier (Ircland) Industries LTD.. Moneylands Gorey Road, Arklow, Co Wicklow, [reland. N G

Tel: +353 {0) 402 20800 Fax; 4353 (0) 402 20883

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

80660 UKR1 V1

Company registered in Ireland No, {17246

Page 3 of 5
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/ITocunanna na memoo: DTC_S006490 PF T CTR 14992 EN 2.0
Specification ref/ITocunannn na cneyupicauiro: DT C_S06490 PF N _SPE 1021 _EN 3.0

PRESTARIUM® 5 mg / IIPECTAPIYM® 5 mr

Formulation/®opmy.aosannn:

Film-coated tablets containing 5 mg of perindopril arginine / TabeTku, BKPUT] [IiBKOBOO 000MOHKOIO, 10

MICTSTb 5 MT IepHHJIONPHITY apriHiHy

Packaging Lot No./Cepin Ne: 319961

305689

Manufacturing Batch No./BupoGuuaa naprist Ne:

TESTSTIOKAZHUKHA

STANDARDS/CTAHIAPTH

RESULTS/PE3YJILTATH

Microbiological quality

European Pharmacopoeia (5.1.4), non-
aqueous preparations for oral use /
MikpoGionoriuna uncrora (ekim-Teer)
Esponeticexa GapMarories (5. 1.4), nesooni
npenapamu O/ nePoPArbHO20 RPUTOMY

Total aerobic microbial count (TAMC)Y
3arapHa KiTbKiCTE aepoGHHX Gakrepiii:
<10°CFU/g /< 10°KYO/r

Total combined yeast/ moulds count
(TYMC) / 3aramsua kinekicts rpubis: <
10°CFU/g /< 10°KYO/r

Escherichia coli: absence/] g / nigcyrsi y
Ir

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

ANALYSIS / AHANIZ : 01/02/2021
Batch accepted/TTapris npuitesta

* Skip test/Ckin Tectysanns, Passes/Bignoeinae, not applicable/ue npoonuBes

Analytical Services Manager:

Menemxep mo KoHTpOIIO TA ananizy sKocTi

e

bt
Michael Byrne/Mixaeas Bipue

Servier {Ireland) Industries LTD . Moncylands Gorey Road, Arklow, Co Wicklow, Ircland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.

80660 UKRI V1

Company registered in Ireland No. 117246
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SERVIER ({RELAND) INDU:SFI_UES LTD.
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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 % 3acBin4yro, o HABEJEHA BHILE inopmaLis € FOCTOBIPHOIO TA TOUYHOIO. Lxo cepito
npoaykuif 6yno supobienc (BKIOYAIOUH NAKYBAHHA/MapKyBAHHS) Ta MPOBE/IEHO KOHTPOND
1T AKOCTI Ha BHIe3a3HAYEH Il TiTLHALL ¥ MOBHIH BignoBigHoCTI 3 REMOTAMH GMP,
BCTAHOB/ICHUMH MICLEBUM PEryIITOPHIM OPraHoM, a TAKOXK Bi/INORITHO o cnenudikariii,
10 MICTATBCA Y peecTpalliifHoMy focse. IIpoTokonn BHPOBHYITRA, ITAKYBAHHA Ta aHAJI3IB
Oyno neperyisHyTo T2 BCTaHORNEHO BiAnoRiARicTs GMP.

Date of batch release/Jlata Bumycky cepii 22/04/21

Name and Position/Title of person authorising the Bateh Release/ ITpisBuuge Ta nocaga/
3BAaHHA 0c0o0H, KA BHIAIA J03Bi Ha BHIYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bianosinansna ocofa
[ Ms Ailbhe Wade, Qualified Person/Binnosigansua ocoba
[ Ms Carmel Kinsella, Qualified Person/ Bignosinanena ocoba

[4-Ms Jenny Quinn, Qualified Person/ Bipmosigannua oco6a

Signature/[Tigmuc ‘wm Rnragaiy { Arnrr o~ Date/Hara: &5 0ule
g b ks ) : pil & [t '.it’g

Finished product batch number/ Homep cepii roTesoro nikapcekoro sacoby: 319961

Servier (Ireland) Industries 1.TD., Moneylands Gorey Road, Arklow. CoWicklow, Ireland
Tel: +353 (0) 402 20800 Fax: +333 (0) 402 20888
Directors: Christian Bazanlay (French), Christian Sauveur (French), Jolin Redmond.
Company registered in Ireland No. 117246




IEPYIIKCITYXBA
JEPKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

By Bepesnskiscuka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Tesn. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.uahttps://www.dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
npo AKicThH BBE3eHOro B YKpainy JikapcsKoro 3acoby
11.05.2021 Ne 25526/21/26
IIPECTAPIYM® 5 MI'

(nafMenypanHa nikapcbkoro 3acofy 3riaHo 3 peecTpalifiHHM IOCBIIMCHHAM)
Ta01eTKH, BKPMTI ITIBKOBOI0 000/1011K010, 10 5 Mr 1o 30 Tab/ieTok y KoHTeiiHepi 1
TabaeTok; nmo 1 KoHTeiiHepy A TabIeTOK Y Kopo0Oii 3 KApToHY

(dhopma BunycKy, AO3yBaHHA, BUI NaKyBaHHA NikapckKoro 3acoby)
HoMep peectpattiitnoro nocsinuennas UA/1901/02/03 crpox nii peectpauiiinoro noceinuesns HeoOMeEKeHMH
Cepis nikapchkoro 3acoby Ne 320766 Kinbkicts BBe3¢HOTO Nikapeskoro 3acofy 19477

Bupobuux Cepr'e (Ipnangis) Iunacrpic JIta, Ipnanpis

(nalimenyBanns BHpoBGHHKa Nikapeexoro 3acoby, kpalHa NoXomxeHHs)

Bgesero B Yxpainy ToBapucTBo 3 06mexenolo Binnosinannuictio "CEPB'E€
VKPAIHA", inent. xon: 33643340
(nafimenypanus Ta ko 3a €E[PTIOY ropuauusol ocobu abo npilsuiie, iM's, no 6arekosi

thizuanoi ocobH - nianpuemMuy, ii Micuc NpoXHBaHHA Ta peecTpauiiHuit Homep o6nikoBol
KapTKH NIaTHHKA NOAaTKiB abo cepis Ta HOMEp MAacTopTa)

TMpoTokoa Bisyansuoro kontposio sin 07.05.2021 N 1495/4.

3a pesynsTaTaMM [JepXaBHOrO0 KOHTPOMO BCTAHOBAEHO, IO JikapceknH 3acib BBeleHo B VYxpainy 3

AOTPHMAHHSAM BHMOT 38KOH a0 3abe3neuenna AKOCTI iKAPCEKHX 3acobis.

Hawansaux Muxona XOJIOAEHKO

(nianuc) (iniuians Ta npissuiue)

(nocanozsa ocoba opray,
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SERVIER (IRELAND) INDUSTRIES LTD.

5- SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCLKOIO 3ACOBY

Name of the Manufacturer & Address /Hazsa Ta
azpeca BUpoOHHKA

Name of Importer and Address/
Hassa Ta agpeca imnopTepa

Which Consignment of product is delivered/Bug
HIPOAYKIIT, U0 NOCTAYAETHCS

Pharmaceutical form/Jlikapcera dopma

Name of the Product/Hasga mikapeexoro
sacoby

Dosage/Cuna gii

Type and size of packaging/Bupg ta poamip
YIAKORKH

Finished Product batch number/Cepist rotororo
Jikapchkoro sacofy

Manufacturing date/JTata BupoSHULTEA
Expiry date/TepMid npuyarnocTi
Batch size/Kinmexicts y cepif

Manufacturing Licence number/Homep niuensii
HA BUPOOHUIITRO

Registration Number/PeecTpanitine
TIOCRiqYeHHSA

Servier (freland) Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow, [reland
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sawveur (French), John Redmond.
Company registered in [reland No. 117246

BroaL, ptfev
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Servier (Ireland) Industries Ltd/Ceps'e (Ipnanais)
[upactpic Jitn

Moneylands, Gorey Road/Maninenns, lopei
Poyn,

Arldow/Apkioy,

Co. Wicklow/Ko. Bixnoy,

Ireland/Ipmangia

Servier Ukraine LLC/TOB "Cepr'e Vipaina"

41, Naberezhno-Khreshchatytska St./syi.
Habepexno-Xpelmatunoka, 41

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

Pharmaceutical Product/Jlikapcexuit 3aci6

Film-coated tablets, 5 mg/Tabnerxy, BKpHTI
TUTiIBKOBOIO 00ONOHKOIO, [0 5 Mr

PRESTARIUM® 5 mg /TIPECTAPIYM® 5 mr

Smg /5 mr

30 tablets in the container for tablets: 1 container
in the carton box/ 110 30 Tabnerok y konteiuepi

Jia Tabnetok; 0o 1 xontelinepy Ana Tabnerox y
kopobui 3 xKapToHy

320766

032021
03 2024
19,477 Boxes/ynakoBok

MO00068/00001

UA/1901/02/03




SERVIER (IRELAND) INDUSTRIES LTD.

= SERVIEA

Method ref/llocunarsia na memod: DTC_S006490_PF_T CTR 14992 EN_2.0
Specification ref/Ilocunainia Ha cneyuicayiro: DTC S06490 PF N SPE 1021 EN 3.0

PRESTARIUM® 5 mg / IPECTAPIYM® 5 mr
Formulation/@®opmymoBannsn:
Film-coated tablets containing 5 mg of perindopril arginine / Tabnetku, BKpUTI TiBKOBOX 060I0HKOIO, IO
MICTAT 5 MT HEPHHONPHILY apTiHiHy

Packaging Lot No./Cepin Ne: 320766 Manufacturing Batch No/Bapobruua mapria Ne:
305692

TESTSTTOKAIHMKH STANDARDS/CTAHJAPTH RESULTS/PE3YJIbTATH
Appearance/ JoBHimmiii BHrIAN Light-green, rod-shaped, film-coated tablet, Complies/Binnoeinae
engraved with ¢ on one face and scored on
both edges /

CpiTo-2eNMeHOr0 KONbOpPY, AOBractoi Gopmu
TaONeTKH, BKPHTI I1IBKOBOK OOCIOHKOIO 3
TUCHEHHAM % 3 oAHOro GOKy Ta HACivKOr

Ha 000X Kpafx

Average mass (mg) / Cepeans Maca 87,4 t0 96,6 (95 % to 105 % of theoretical 91.8mg/Mr
(mMr) mass) 87,4 ~96,6 mr (95 % -105 % Big
TEOPeTHHO! MacH)

Disintegration time (min) European
Pharmacopoeia (2.9.1)/ < 10 min / xBunaH 6min/xe
Yac poznagy (xp) Crponeiickka
Mapmakones (2.9.1)

Identification of drug substance/
InenTudikania aitouoi peyornnn

- Thin-layer chromatography / meTomom
ToHKomaposoi xpoMaTtorpadii (TLHIX) Main spot identical in position, colour and size Complies/Binnosigae
for test and reference / I'onosHa risMa
iEeHTUYHA 10 [ONOKEHHEO, KOIBOPY | pos3Mipy
JUISA AOCIIDKYBAHOTO PO3UHHY i pO3YHHY
TIOPIBHAHHS

- Liquid chromatography / Meronom
pinmtHOi xpomarorpadii (PX)
Perindopril / Tlepuunonpwwi The ratio of the retention times of the principal Complies/Bimnosinae
peak from the test solution and from the
reference solution must be between 0,95 and
1,05 / Bin#ouicHHA 9acie yTpHMaHHA
OCHOBHOTO MIKY Ha XpoMaTorpamax
Arginine / Apridix JIOCHI/DIYRAHOTO POZYHHY T4 POZYHHY
MOPIRHSAHHA TOBUHHO cTAaHORUTH 0,95 — 1,05

The chromatogram of test solution presents a
peak corresponding to arginine / Ha
xpomaTorpaMi JOCIH/PKYBaHOI0 po3uuty
TIPHCYTHIH K, 110 HATEKUTE apriHigy

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, ireland
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond. 2 L
80660 UKR1 V1 ~ Company registered in Ireland No. 117246 Page 2 of 5




Method reffliecanaria na memso: DTC S006490 PF T CTR_14992 EN 2.0
Specification ref/llocuncrna na caewudixauio; DTC_S06490 PF N SPE 1021 EN 3.0

PRESTARIUM® 5 mg / IPECTAPIYM® 5 mr

Formulation/@opMymosanns;

Film-coated tablets containing 5 mg of perindopril arginine / TabaeTku, BxpuTi MIiBKOBOX0 060TOBKOI0, IO

MICTATh 5 MI' HEPHHIONPHITY apTiHiHY

Packaging Lot No./Cepia Ne: 320766 Manufacturing Batch No./Bapo6uaya oapria Ne:
305692
TESTSATOKAZHHKR STANDARDS/ICTAHIAPTH RESULTS/PE3YJILTATH
Drug substance content (mg/tahlet) / 4,75 t0 5,25 (95 % to 105 % of the 4.92mg/mMr
Bwmier pio4oi pesoBHEH (Mr/Tadn) theoretical content) / 4,75 — 5,25 (95 % -
105 % 110 BiNHOLIEHHIO O TEOPETHHHOTO
BMiCTY)
Uniformity of content/ Onuopigsicts Complies to European Pharmacopoeia Complies/Binmonigae
BMiCTY (2.9.6) BimnosinHo no €rporeiiceKoi
European Pharmacopoeia (2.9.6)/ Dapmakoriei (2.9.6)
Eeponeiiceka Papmakores (2. 9.6)
Uniformity of mass of tablet halves The individual masses of not more than Complies / Bianosinae
BEuropean Pharmacopoeia (2,9.5Y two of the 20 tablet halves may differ from
OasopixgnicTs Macd roAosnHoK TaGnerox | the average mass by more than 10 % and
Caponeficbka Tapmakores (2.9.5) none deviates by more than 20 %/
IngueinyaneHi macH ge Ginsiue 2 3 20
MOJIOBMHOK MOJKYTH BIAPISHATICE Bixg
cepenHeol MacH Outsine, Hix Ha 10 %, ane
HE MOBMHHO OyTH BixMeHs Oinewe 20 %
Degradation preducts content (L.C) (%) /
Buict npoaykris aerpapanii (romimox)
(PX) (%)
- §9780-1 0,75 % <0.10%
-Y 32 <0,1% <0.10%
-Y33 <0,1% <0.10%
-Y 31 <04% <0.10%
- Any other degradation product/ Byap-sxuit | <0,2% <0.10%
iHIIME NpOXYKT Aerpafarii
- Sum of degradation products/ Cymapmuiii <1,0% <0.10%
BMICT NMPOAYKTiB Aerpaganii

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

Tel: +353 {0} 402 20800 Fax: +353 (0) 402 20888

Brirectors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.

80660 UKR1 V1

-Company registered in Ireland No. 117246

Page 3 of 5




SERVIER (IR]:LAND) INDUSTRIES LTD.

Method ref/Ilocunaina na memsd: DTC_S006490_PF T CTR 14992 EN 2.0

Specification ref/Ilocunarina na cneyudiaiiro: DTC_S06490 PF N SPE 1021 EN 3.0

PRESTARIUM® S mg / IIPECTAPIYM® S mr

Formulation/®opMymiopanms;

Film-coated tablets containing 5 mg of perindopril arginine / Ta6ieTxks, BKpUTI MIIBKOBOIO 000IOHKOO, IO

MICTATh 5 MI' NEPHEAOTIPUITY APTiHIHy

Packaging Lot No./Cepia No: 320766

305692

Manufacturing Batch No./Bupobunua naprist Ne:

TESTSTIOKA3HPKHA

STANDARDS/CTAHIAPTHA

RESULTS/PE3YJILTATH

Microbiological quality

European Pharmacopoeia (5. !.4), non-
agqueous preparations for oral use /
MikpoGicsoriuna uscToTa (cKin-reer)
Ceponeficeka Dapmaroned (5. 1.4), neaodni
npenapami Oas NepopaTbHO20 NPUOMY

Total aerobic microbial count (TAMCY/
3arampHa KinbKicTe aepoOHMX GakTepiii:
<10°CFU/g /< 10°KYO/r

Total combined vyeast/ moulds count
(TYMC) / 3aranbHa kinbkicTs TpubiB: <
10°CFU/g /< 10°KYOrr

Escherichia coli: absence/1 g/ sincyrni y
Ir

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

ANALYSIS 7 AHANIZ : 01/04/2021
Batch accepted/TlapTis npuitnata

* Skip test/Ckin recrysanns, Passes/Bigmosinae, not applicable/re nporouscs

Analytical Services Manager:

Mene/mKkep M0 KOHTPOJIIO Ta aHATI3Y AKOCTI

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

z

Tel: +353 (0) 402 20800 Pax: +353 (0) 402 20888

Directors: Christian Bazantay (French), Christian Sauveur (French), Jehn Redmond.

80660 UKR1 V1

Company registered in Ireland No. 117246

Michael Byrne/Mixaear bipHe




s SERVIER (IRELAND) INDUSTRIES LTD.

1 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/ ;

[um a1 sacsinuyio, wo Haseaena sume indopmanis e JocToRipHOO Ta TouHoK, Lio cepiro
npoayKuii Gyno BHpoG/ieHO (BKAIOYAIOYY NaKyBaHHA/MAPKYBAHHA) T4 TPOBEICHO KOHTPOIb
ii AKOCTi Ha BUIUe3asHageH H DUMEHALI ¥ MORKIM BignosigHocTi 3 BuMoramMu GMP,
BCTAHOBIIEHHMH MiCHEBUM PerynaTOPHHM OPraHOM, 8 TAKMK BIAIOBIAHO Ko cneunbikauii,
WO MIiCTATECA Y peecTpalifHoMy focke. TIpoToxony BpoOHUITEA, DAKYBAHHA T2 aHANI3IE
Byno meperyHYTO TA ECTAHORIEHO BiAMOBiAHICTE GMP.

Date of batch release/Ilata Bumycky cepii 22/04/21

Name and Position/Title of person authorising the Batch Release/ Ilpizerme Ta nwocana/
3BAHHSA 0CO0M, SIKA BHAANA J03BIA HA BHITYCK cepii

[] DrBlanaid Bowes, Qualified Person/ Biznopinanssa ocoba
[1 Ms Ailbhe Wade, Qualified Person/BinnosisansHa ocoba
[] Ms Carmel Kinsella, Qualified Person/ Bianopiganssa ocoba

-Ms Jenny Quinn, Qualified Person/ BinnosigansHa ocoba

—_— ™
Signature/Tlinmue DA (CMWW Date/Iara: & Z f)’*#‘?‘

Finished product batch number/ Homep cepii rotosoro nikapcbkoro sacoby: 320766

Servier (Ireland) [ndustries LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland:;,

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




JEPXIIKCIIYIKBA
JAEPXKABHA CJHYXKDBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMW y m. KUEBI

By Bepesuskiscska, 29, Kuie, 02098, ten. (044) 205-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://iwww.dls.gov.ua, Kog €APIIOY 37079055

BUCHOBOK
Npo AKiCTh BRE3eHOT0 B Y KpaiHy JiKapchKoro 3acody
14.06.2021 Ne 33753/21/26
[MPECTAPIYM® 5 MI'

(HaiiMenyBanns NKapchKoro 3acody 3rifiHo 3 pecerpallifHiM NOCBiHeHIAM)
TabJeTkH, BKPUTI IIIBKOBOIO 000JI0HK0I0, 110 5 M, mo 30 Tadierok y KoHTeAHepi s
Tabaeror; no 1 koureiinepy s TabneTok y Kopodui 3 kapTony

(hopya Burycky, J03yBaHHA, BHIL HAKY BAHHA JliKapenKoro 3acoly)

Howmep peecrpattiiinoro nocsiguenns UA/1901/02/03 crpox aii peccrpauiiinoro nocsiauenus HCOOMeKeHWH
Cepin nikapchroro sacofy Ne 322759 KinukicTs BEezeHoro nikapeskoro sacody 23980

Bupolunk Cepn'(: (Ipnannis) Inpacrpic Jlta, Ipnamuis

(Hakisenypaiiig BUpoOHIKA JiKapehbKOTe 32c00y. KPATHA TOXOUKSHI)

Baeserio B Yipainy Tosapuecrpo 3 o0meskenoto Bijmosinaasuicrio "CEPB'E€
YKPAIHA", inenr. xon: 33643340

(HaiiMcHyBanns Ta koj 3a CJPHOY opunuunoi ocobu abo npissuine, iM's, no Garbkosi
(pisnunol 0codu - nijinpueMLE, 1T Micle NPOKHUBANIS Ta peecTpallilinuil novep ofnikopol
KApTKH 1IJ1ATHHKA 110/1aTKiB a0 cepid Ta HoMep nacnopra)

Iporokon sisyanbuoro konrpomo sin 14.06.2021 N 2008/2.

3a  pesynbTATAMM  JIEPKABHOrO  KOHTPOMO RBCTAHOBIEHO, O Jikapehkuit 3acif  Beeseno B Yrpainy 3

AOTPHMAHHAM sHMOT 33K0HOAABCTBA OO 3a0e3neUeHHs SIKOCTI NIKapChRHX 3ac0BiB.

/,’-'X *
LA ' ;s
[HauansHuK Vs Mukosia XOJIOJAEHKO
7 e
{nocanosa ocoda opz'ﬂn}; {nizxnue) (ininiand Ta npiseuiie)
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ND) INDUSTRIES

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT IKOCTI NIKAPCLKOTO 3ACOBY

Name of the Manufacturer & Address /Hansa A
anpeca supobHuka

Name of Importer and Address/
Hasea 7a agpeca imnoprepa

Which Consignment of product is delivered/Bun
MPOAYKUIT, N0 MOCTATaETLCH

Pharmacentical form/JTikaperxa dopma

Name of the Product/Hassa MIXAPCHKOro
3acoby

Dosage/Cuna nii

Type and size of packaging/Buz ta po3Mip
YAKOBKA

Finished Product batch number/Cepist rotosoro
IKAPCEKOTO 3ac00y

Manufacturing date//Tara supo6umnrsa
Expiry date/Tepmin npugaruocti
Batch size/Kinpkicts y cepii

Manufacturing Licence number/Homep mivemsii
Ha BHpoGuHITRO

Registration Number/Peecrpaniiine
IOCBETICHHS

Servier (lreland) Tndustries L1, Moncslends Gorey Road, Arklow, CoWicklow. Freland.
Tel: #3353 (1) 402 20800 Fax: +353 (0) 407 24388

[irectors: Christiun Bazantay (Frenchy, Christian Sauveur {Frenchl, John Hedmond.
Company repisteved in Ireland No. 117246

[J?/U ea 0?/0{{9\/ Uﬂ

Servier (Ireland) Industries Ltd/Ceps'e {Ipnasmis)
Imnacrpic Jita

Moneylands, Gorey Road/Maninenns, Topeii
Poyn,

Arklow/Apxioy,

Co. Wicklow/Ko. Bixnoy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Ceps'e Vipaina"

41, Naberezhno-Khreshchatytska St./symn,
Haﬁepencﬂo-chma’rHum{a, 41

Kyiv, 04070/m. Kuts, 04070
Ukraine/Vipatiua

Pharmaceutical Product/Mlixapcexuit saci6

Film-coated tablets, 5 mg/Tabnerxu, BxpuTi
IIUBKOROK) 0G0NOHKO, 110 § M

PRESTARIUM® 5 mg /MIPECTAPIVM® 5 wr

5mg/ 5 mr

30 tablets in the container for tablets; | container
in the carton box/ o 30 TabneTox Y KoHTEeHBEpi

M 7abnerox; no 1 xouteiinepy ans TabreTox ¥
kopofii 3 kaprony

322759

032021

03 2024

23,980 Boxes/ynaxosox -
MO0068/00001

UA/1901/02/03

Puge | of

Bo1al 7]
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SERVIER (JRELAND) INDUSTRIES LTD.

Method ref/fTocunannn na memod: DT C_S006490_PF_T CIR_14992 EN 2.0
Specification ref/ITocunanns na cnegudikayiio: DTC_S06490 PF N SPE 1 (21 EN 3.4

PRESTARIUM® 5 mg / JIPECTAP

IYM® S mr

Formulation/Dopmysrosannn:

Film-coated tablets containing 5 mg of perindo
MICTATE 5 MI NePHHIONPHIY apTidiny

pril arginine / TaGneTkn, BrpiTi mTiBKOBOK ofonorkon, Mo

Packaging Lot No./Cepin No: 322759

305692

Manufacturing Batch ﬁo./BupaGmﬁm napria Ne:

TESTSAIOKASHIKI

STANDARDS/CTAHAAPTH

RESULTS/PE3YJILTATH |

Appearance/ 3osuiwmnii BrIg

Average mass {mg) / Cepenns maca

{mr)

Disintegration time {min) European
Pharmacopoeia (2.9.1)/

Hac poinaay (xe) Esponeticrxa
Gapmarones (2.9 1}

[dentification of drug substance/
Inewrradixanin ailouoi peuosuny

« Thin-layer chromatography / meromosm
TOHKOIIAPOBOT xpomatorpadit (TIIIX)

- Liquid chromatograply / metonom
plusmuof xposmarorpadii PX)
Perindopril / Iepruzonpiur

Arginine / Apriuin

1L ght-green, rod-shaped, film-coated tablet,

engraved with 15 on one face and scored on
=

both edges /

CeiTio-3eneHoro konsopy, posractul thopai
TabreTHn, BEPHTI TIBKOBOIO 080I0LIKOTO %
THCHEHHAM &~ 3 OIHOTO GOKY Ta HACIHKOIO

Ha 060X Kpasx

87,410 96,6 (95 % to 105 % of theoretical
massy 87,4 — 96,6 mr (95 % -105 % nin
TEOPETHUHOT MACH)

=10 min / xpunun

Iiain spot identical in position, colour and size
for test and reference / Comosna nmsaa
LIEHTHYHEA 10 TO/I0MKEeHILO, KONLOPY | posmipy
ANA ROCHIPKYEAHOTO POSHHHY § po3aiHy
TIOPIBHAHIL

The ratio of the retention times of the principal
peak from the test solution and from the
reference solution must be between 0,95 and
1,05/ BinnoweHry uacis yipusass
OCHOBHOTQ MKy HA XPOMATOrpaMax
HOCTIMKYBAHOTO POUAILY TA PO3UHEY
TIOPIBHAHRS IOBMHHO CTaHORATH 0,95 — 1,05

The chromatogram of test solution presents a
peak corresponding to arginine / Ha
XPOMATOrpaMi IOCII/DKYBAHOIO PoduHIly
MPHCYTHIR mik, 110 HACKHTL aprikiny

Complies/BIfmbAéi,aiaé

91.8mg/Mr

Hmin/xa

Complies/Binnorinae

Complies/Bignosizas

Complies / Bisnogizae

80660 UKR1 V1

Servier (Ireland) Industries LTL. Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Tel P33 (05 402 20860 1y
Directors: Christian Bavantay (Frenct

CH383 (01402 20885

Company registered {n reland No. 117246

13 Christian Sauveur (French), Tobn Redmond,




Fo rmulatienij’d;;)—b;liﬁl&sa A
Film-coated tablets containin
 MioTsTs § mr nepungionipaty

[
|

aprinimy

Method ref/Ilocunannsn ua
Specification ref/Hocuranna Ha crequpixagiro: DTC

Memod: DTC_S006490_PF_T CTR_14$92 EN 2.0
S06490_PF_N _SPE_I1021 EN 3.0 _

& 5 mg of perindopril arginine / Ta6ersu, BkpHTI MWIIBKOBOK 00ONOHKOIO, o

Packaging Lot No./Cepia Ne: 322759

TESTS/OKASHHKH

'“Mauufacturing Batch N;:/Bupoﬁimqa napﬁﬁ Ne:

305692

mi.}rug substance content {mg/tablet) y
Bwicr aitodol pesosunm (vr/ra6x)

Uniformity of content/ OQauopigeicrs
BMiCYY

European Pharmacopeeia (2.9.6)/
€sponetickia Capmakones (2. 2.6)

1 Uniformity of mass of tablet halves

) European Pharmiacopoeia (2.5.5y
Oumopignicte sMach noNoBHHOK TabaeTOR
Ceponeitceka Gapmakomes (2.9.5)

: Degradation products content (LO) (%) /
Baict mpogykcris gerpananii (Aomimex)

(PX) (%)

- S 9780-1

-Y 32

-Y 33

=Y 31

- Any other degradation product/ Eynp-aruit
(HITH Opeoy kT erpananit

- Sum of degradation products/ Cymapuuit
BMICT NpoayKTis merpanamdi

80660 UKR1 V]

4,75 to 5,25 (95 Y% to 105 % of the
theoretical content) / 4,75 — 5,25(95%-
105 % no sinuowenmio no Teopemuiore
BMICTY)

Complies to European Pharmacopoeia
(2.9.6) Binnosigso ze €xporelicrkol
Dapmakonei {2.9.6)

The individual masses of not more than
two of the 20 tablet halves may differ from
the average mass by more thar 10 % and
none deviates by more than 20 % /
Inasizyansai Mac He Gintne 2 3 20
MONIOBKHOK MOXYTh RITBISHATHCE BiR
cepennpol Mack Sinpue, Hix Ha 10 %, ane
He MOBHHHO OYTH BigxuneHs Ginsme 20 %

<0,75 %
<0,1%
=0,1%
<0,4%
=0,2%

=1,0%

" RESULTS/PE3V.IETAT

Complies/Blanosinac

Complies / Bigmoziae

<0.10%
<(.10%
<(.10%
<0.10%
<0, 10%

<(.10%

Page 3 of S




SERVIER (IRELAND) INDUSTRIES LTD.

Method refIlocuranna na memod: DT C_S006490_PF_ T CTR 14992 EN 2.0
Specification reffllocunanns na crewuddicanito: DTC 806490 PF_N _SPE 1021 EN 3.0

- _PRESTARIUM® 5 mg / [IPECTAPIVM® 5 mr

Formulation/®opmymopanss:
Film-coated tablets containing 5 mg of perindopril arginine / TaBreTkn, BKPUTI MIHBKOBO 0B0AOHKM0, 1O

MICTATE 5 MI HEPHHIONpUY aprininy
Packaging Lot No./Cepin Ne: 322759

Manafacturing Batch No./Bupo6uira mapTis Ne:

305692

TESTS/HOKAIHHKH STANDARDS/CTAHJAPTH RESULTS/PEIYJILTATH
Micrr}bi.“(_)-Ig-g-i‘(;ﬁgu-ality I T i - .
European Pharmacopoeia (5. 1.4), non- Total aerobic microbial count (TAMC)/ *Skip Test - Not Applicable
aqueous preparations for oral use / JarasHa KiNekicTs aepofuux HaxTepiit: i
Mixpobio.1oriuna uncrora (cxin-rect) <1y CFU/g / < 10° KVOir |
Erponeitcnka Qapmarcoren (3. 1.4), neeodni | Total combined veast/ moulds count *Skip Test - Not Applicable -
Hpenapamy Ona HepopaIbHoz0 Aputiomy {(TYMC) / 3araneHa KinbkicTs rpubiz; £

(0"CFU/g /< 10°KYO/r
Eischerichia coli: absence/1 g / Bincyni y
Ir

*Skip Test - Not Applicable

ANALYSIS / AHATIZ : 01/04/2021
Batch accepted/TTapria npmitasta

* 8kip test/Cxin TecTybsanuz, Passes/Bianosinae, not applicable/tre MPOROANBCH

. T
J'—N‘ ’3".-." - =
{4{{/ P \ )
Analytical Services Manager: £k i

Meuemkep no xouTpomio Ta AHAJIZY AKOCTL Michael Byrne/Mixacin Bipne

o Wiekigw, Trelm:d

Y John Nadrond,

Crngany opi eoad in eland o 110040 Pume £ of &
2 i =]

80660 UKRI V1




v o SERVIER (IRELAN D)}N D US;TRI ES LTD.

A SRR

Ihereby declare that the abovementioned information is reliable and accurate, This batch of
products was manufactured (including packaging/labeling) and its quality control was made af
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/

I 1 3acpingyro, 100 HaBemera Bame inopmanis € ocTOBIPHOW Ta TOMHOIO, Ilo cepiro
npoaykuii 6yno supo6neno (srtoatoun NAKYBAHHA/ MAPDKYBAHHS) TA HPOBEACHO KOHTPOIE
1l AKOCTI Ha BIUe3asHARCHITT BiMLHHLY Y TOBHIH BIMOBLIHOCTI 3 sumoramu (GMP,
BCTAHOBACHHMH MICIEBHM DETYIATOPHHM OPFAHOM, & TAKOK BIATIOBIAHO 0O crieundixauiii,
IO MICTATBCA ¥ PECCTPaNtifHOMY J0ChE. [poroxosu BupoBHUITEA, NakyBamas Ta aHam3is
Bymo nepermsHyro Ta BCTAHOBNEHO BigNOBLAHICTE GMP.

Date of batch release/Qara sunycxy cepii 28/05/21

Name and Position/Title of person authorising the Batch Release/ Ipisaumnte ta nocaa/
3BAKHA 0CO0M, HKA BHAAIA NOIBLT HA BHIYCK cepil

(] Dr Blanaid Bowes, Qualified Person/ Bimnosinanena ocoa
[l Ms Ailbhe Wade, Qualified Person/ Binnosinansua ocofia

(] Ms Carmel Kinsella, Qualified Person/ Bimmosinameua ocoba
I Ms Jenny Quinn, Qualified Person/ Bimosizanena ocofa

) .
Signature/Tlianuc __ Y=oy (Q_,jv\'--- Sre e Date/Ilata: GE] [(“::&:l oy

Finished product batch number/ Homep cepii rotopore nikapcbkoro sacoBby: 322759

)

i

1]

s hol s

2

Servier (Irefand) Indesiries L1, Maoneylands Gorsy Road, Arklow, CoWicklow, Ireland
Tl 1353 (0 402 20800 Fax: 3353 {0y 4402 20888 )
DHreetors: Chiri tian Bazantay {French), Christian Sagveur (French), John Redmond,
Company registered In Ireland No. 117246
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