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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCT! NNIKAPCbKOIO 3ACOEY

Name of the Manufacturer & Address /Haspa
anpeca BUpOOHUEKA

Name of Importer and Address/
Hassa Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bupn
TPOAYKILLL, O HOCTAYAETHCS

Pharmaceutical form/JTikapcexa thopma

Name of the Product/Haszga TKapeEKOTo
3acoby

Dosage/Cwna pnii

Type and size of packaging/Bun Ta po3Mip
YTAKOBKH

Finished Product batch number/Cepis rorosoro
JIKapCLKOTo 3ac06y

Manufacturing date/J{ata BHPODOHHUIITEA
Expiry date/TepMin npupataocri
Batch size/Kinexicts y cepii

Manufacturing Licence number/Homep minensii
Ha BUpOOHHITRO

Registration Number/Peecrpantitine
IOCBIAYeHHS

Ta Servier (Ireland) Industries Ltd/ Cepe'e (Ipaangis)

Izpactpic Arn

Moneylands, Gorey Road/Maninens, Topeit
Poyn,
Arklow/Apxinoy,

Co. Wickiow/Ko. Biknoy,
Ireland/Ipmamgis
Servier Ukraine LLC/TOB "Cepe'e Vipaiaa"

41, Naberezhno-Khreshchatytska St./By
Habepexno-Xpemarunexka, 41

Kyiv, 04070/m. Kuir, 04070
Ukraine/Yxpaina

Pharmaceutical Product/Jlikapcekwuit 3aci6

Film-coated tablets, 5 mg/Tabnerxn, Bxpuri
TITiBKOBOIO 000IOHKOIO, IO 5 MI

PRESTARIUM® 5 mg /ITPECTAPIVM® 5 mr

Smg /5 mMr

30 tablets in the container for tablets; 1 container
in the carton box/ mo 30 Ta6nerox Y KOHTelHepi

And Tabnerok; mo 1 KORTeiHepy 1ng 1abretox y
kopodui 3 KapTroHy

744369

01 2024

01 2027

31,120 Boxes/ynakosok
MOO0068/00001

UA/1901/02/03

Servier (Ireland) Industrres 1T, Meneylands Gorey Road, Arklow, LCoWicklow, Ireland.
Tel: =353 (0) 402 20800 Fax: +353 {0} 402 20883
Directors: Chetstian Bazantay (F renicls), Christian Sanveur (Frenck), John Redmond,
Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

T SERVIER

Method ref/]I&cuﬂaHHﬂ Ha memod: DTC_S006490 PF T CTR_14992 EN 2.0
Specification ref/llocunanns na cneyudhixayio: DT C_S06490 PF_N _SPE_1021 EN 3.0

PRESTARIUM® 5 mg / MPECTAPTYM® 5 mr

Formulation/®opmymosanusn:
Film-coated tablets containing 5 mg of perindopril arginine / TaGnerxu, BKPHT1 ITIBKOBOIO 060I0HKOW0, 1110

MICTSTb 5 MI' HEPHHIOIPILTY apriginy

Packaging Lot No./Cepis Ne: 744369 Manufacturing Batch No./Bupo6iuya naprist Ne;
2061076
TESTSTIOKAZHHKH STANDARDS/CTAHJAPTH RESULTS/PE3VJIBFATH
Appearance/ 3osnimniit Burany Light-green, rodshaped, film-coated tablet, Complics/Binmosigae
engraved with ™~ on one face and scored on
both edges /

Ceirno-3encsoro xonsopy, nosractoi thoprvu
TabieTRH, BENUT] NITIBKOROI0 060IORKOI0 3
THCHEHHAM ~ 3 0JHOrO BOKY Ta Haciukomo

Ha 000X Kpasx

Average mass (mg) / Cepeanst maca 87,4 to 96,6 (95 % to 105 % of theoretical 92.1mg/mr
(Mr) mass)/ 87,4 —96,6 MT (95 % -105 % Bix
TEOPETHIHOI MacH)

Disintegration time (min) European
Pharmacopoeta (2.9.1)/ < 10 min / xeinmm Timin/xe
Yac posnany (x8) Esponeiicuka
Papmarones (2.9.1)

Identification of drug substance/
Tnenrudixanin girouei pedoBHRH
- Thin-layer chromatography / meTozonm
TOHKOIIAPOBOT XpomaTorpadii (TILIX) Meain spot identical in position, colour and size Complies/Binnosinac
for test and reference / Tomorna TMa
imenTudHa no monomeHH:0, KOITbOPY 1 po3mipy
AN AOCTIKYRAHOIO POYHAY | PO39HHY
TIOPIBHAHHA
- Liquid chromatography / meronom
pinuHKol xpomaTorpadii (PX)
Perindopril / eprmonprn The ratio of the retention times of the principal Complies/Bimmorinae
peak from the test solution and from the
reference solution must be between 0,95 and
1,05 / Bimnowenns vacip yTpumanss
OCHOBHOTC iKY Ha XPOMATOrpamMax
Arginine / Aprinin JOCILIBKYBAHOIO PO3HMHY Ta PO3UIHY

' TOPIBHAHHA IOBUHHO CTAHOBHTH 0,95 — 1,05

The chromatogram of test solution presents a Complies / Bigooeinac
peak corresponding to arginine / Ha
XpOMATOrpaMi JOCTILKYBAHOTO POSUHHY
OPHCYTHIH TiX, U0 HANEKHTE apridiHy

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 Redmeond.
80660 UKR1_EX V1 Company registered in Jreland No. 117246 Page 2 of 5
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/ITocunanns na Memoo: DTC S006490 PF T CTR_14992 EN 2.0
Specification ref/lTocunanna na cnenudicayiio: DTC_S06490_PF_N SPE 1021 EN 3.0

PRESTARIUM® 5 mg / IPECTAPIYM® 5 mr

Formulation/@opmymosanys:

MICTATh 5 MI IePHHIONPUIY apriHify

Film-coated tablets containing 5 mg of perindopril arginine / Tabnerku, BKPHUTI NITIBKOBOIO 0GOJIOHKOIO, 1110

InasminyansHi Mac #e Ginoure 2 3 20
TTOIIOBHHOK MOIKYTh BIAPI3HATHCE Bif
cepeaHLoi Macu Binpie, Hbk na 10 %0, ante
Ie TIOBHHNO GyTH Bigxanens Simpure 20 %

Degradation products content (LC) (%) /
Bwmict upoaykris nerpapauii (monimox)

(PX) (%)

-$9780-1 <0,75%
-Y 32 <0,1 %
-Y 33 <0,1 %
-Y 31 <04 %

- Any other degradation product/ Byus-axmit | < 0,2 %
inmmii npoxykr serpaganii
- Sum of degradation products/ CyMapHuif =1,0%
BMICT IPOAYKTIR gerpagauii

Packaging Lot No./Cepist Ne: 744369 Manufacturing Batch No./Bupo6uuna naprist Ne:
2061076
TESTS/MOKA3ZHUKHU STANDARDS/CTAHIAPTH RESULTS/PE3YJILTATH
Drug substance content (mg/tablet) / 4,7510 5,25 (95 % to 105 % of the 4.94mg/mr
Bwmicer piruoi pevopnnu {mr/Tabum) theoretical content) / 4,75 — 5,25 (95%-
105 % 110 simmonrenno 1o TEOPETHYHOIO
BMICTY)
Uniformity of content/ Onnopignicrs Complies to European Pharmacopoeia Complies/Binnosinae
BMicTY (2.9.6) Bimosinuo no €sponelicproi
European Pharmacopoeia (2.9, G)/ Dapmaxornel (2.9.6)
Ceponeiiceka Papmaxones (2.9.6
Uniformity of mass of tablet halves The individual masses of not more than Complies / Bignorinae
European Pharmacopoeia (2.9.5)/ two of the 20 tablet halves may differ from
Onmuopinnicts Mack nooBHHOK Tabnerok | the average mass by more than 10 % and
Esponeiiceka Dapmarones (2.9.5) none deviates by more than 20 % /

0.13%
<(.10%
<0.10%
<(L10%
<0.10%

0.13%

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

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20838

Directors: Christian Bazantay (French), Christian Szuveur (Frenchy), Jolin Redmond.

80660 UKR1_EX V1 Company registered in Treland No. 117246

Page3 of 5




DocuSign Envelope ID: CCF6FFAA-1F21-467C-8BAE-E9CEI4A7DIGR

DocuSign Envelope ID: 734F1107-8BD3-41D0-9DG5-BFBEFET06830

SERVIER (IRELAND) INDUSTRIES LTD.
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Method ref/llocunanns na memod: DT C_S006490_ PF T CTR_14992 EN 2.0
Specification ref/Ilocunanns na cneyndrikayio: DT C_S06490 PF N_SPE_1021 EN 3.0

PRESTARIUM® 5 mg / IPECTAPIYM® 5 mr

Formulation/@opmymiosans:
Film-coated tablets containing 5 mg of perindopril arginine / Tabnerxs, BKPHTI IUTIBKOBOI0 00QIOHKC, 1110
MICTATE 5 MI' HEPHHAOIPILTY apriginy '

Packaging Lot No./Cepia Ne: 744369 Manutacturing Batch No./Bupouua mapris Ne:
2061076

TESTS/TIOKAZHIAKH STANDARDS/CTAHJAPTH RESULTS/PE3YJIBTATH
Microbiological quality
European Pharmacopoeia (5.7 4), non- Total aerobic microbial count (TAMC)/ *Skip Test - Not Applicable
aqueous preparations for oral use / 3arambma Kinokicts aepofimx GarTepii:
MikpoGionoriuna uncrora (exin-teer) <10°CFU/g / < 10°KYO/r
Esponciicrka Gapmaxones (5. 1.4), neeooni Total combined yeast/ moulds count *8lip Test - Not Applicable
npenapami 01 RepoparbHozo npuosy (TYMC) / 3aranena kinpkicts rpubip; <

10°CFU/g /< IPKVO/r

Escherichia coli; absence/1 g/ BifCYTH ¥ *Skip Test - Not Applicable
Ir

ANALYSIS / AHANI3 : 01/07/2024
Batch accepted/Tlapris npuitasra

* Skip test/Cxin TecTyranns, Passes/Binmoriznae, not applicable/ie TIPOBORHECS

BocuSigned by:
Analytical Services Manager: ﬂf’:éﬁ;:ﬁg'”aﬁmglm
MeHemKep 1o KoHTpPoIIO T2 aHANI3Y AKOCTI Michael Byrne/Mixae/s Bipue

Servier (Ireland) Tndustries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (Freuch), Christian Sawveur (French), John Redmond.
80660 UKR1_EX V1 Company registered in Treland No. 117246 Page 4 of 5
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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 revicwed and
GMP compliance was established/

LuM 51 3acBifuyto, 0 HaBefeHa BHINE IH(OpMaLis € JOCTOBIPHO Ta ToYHOoMW. [i0 cepiro
nponykuii 6yno Bupodneno (BKI0Ya0wn aKyBaHHA/MapKyBaHH:) Ta [IPOBE/ICHO KOHTpOJIE
T AKOCTI Ha BHITIE2a3HAYEH JUIBHMIL ¥ TOBHIH BIAOBIHOCTI 3 BUMOraMu GMP,
BCTAHOBIICHUMH MICLIEBHM PeryIsTOPHIM OpTaHoM, a TAKOX BIANOBIIHO 0 crenuikariii,
IO MICTATECS peecTpanifinoMy gocse. lporokonn BHPOOHHIITBA, TAKYRAHHA T4 AHANI3E
6y10 neperanyTo Ta BeTAHOBICHO BimnosinHicts GMP,

Date of batch release/I[ata BHIyCKY cepii 02/07/24

Name and Position/Title of person authorising the Batch Release/ Hpissmmne Ta nocaga/
3BAHHA 0CO0H, slika BHAAIA N03BiM Ha BHIIYCK cepii

(] Dr Blanaid Bowes, Qualified Person/ Binmosimansua ocoba
1 Ms Ailbhe Wade, Qualified Person/ Binnosigansna ocota

[] Ms Carmel Kinsella, Qualified Person/ Binmosizaneua ocofa
[! Ms Jenny Quinn, Qualified Person/ Binnosinanema ocoba

N Ms Niamh Ryan, Qualified Person/ Bigmonigannia ocoGa

DocuSigned by:
Signature/ﬂiﬂnm{ _Niamh Rvan Date/fTata: 02 July 2024

01BFCEB510E3401...

Finished product batch number/ Homep cepii rotosoro nikapebkoro sacoby: 744369

Servier {Ireland) Industives LTI, Moneylands Gorey Road, Arklow, CoWicklow, freland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 407 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), Jolin Redimond.
Company registered in Freland No. 117246
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