JAEPXABHA CJHYKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Haaii Ceitnuunof, 3, 02099, ven. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koy €IPTIOY 37079055

BUCHOBOK
Npo SIKICTH BBE3eHOro B YKpaiHy JikapchbKoro 3acoly

26.08.2024 Ne 43296/24/26

NPECTAPIVM® 10 MI'

(naliMenyBasus nikapcbkoro sacoGy srinno 3 pecetpauiiimum ROCBiUEHHAM)
rabJeTKH, BKPHTI IIiBK0OBOIO 060J10HK00, 110 10 Mr, no 30 TabJerox y KonreHuepi aim
Tabserox; o 1 xonreiinepy s Tab1eToK y KOpoOui 3 KapToHy

((opMa BAMYCKY, HO3Y B, BHA NAKY BAHHS AIKapeLKOro 3acoly)

Howmep peectpauiiioro nocsimuenns UA/1901/02/01 crpok il peectpauiiinoro noceipienHs HeoOMexeHui

Cepin nikapcskoro 3acoby Ne 746469 KinbkicTs BBE3€HOTO Jiikapeskoro sacofy 12950
BupoGuuxk Cepr'e (Ipnanuis) lngacrpic Jita, Ipnanmis
(HaWiMenysanHs BUpOGHYKa nixapcLkoro sacoly, kpaina THOXOJKEHHA)
Bseseno B Ykpaity Torapucrso 3 oGmexenolo sianosinansuicrio "CEPB'E YKPAIHA",
inenr. won: 33643340

(uaiimenysanns Ta kof 3a CAPTIOY 1opyuunol acobu a6o npispuute, iv's, 1o Garnosi hisuunol
ocobu - nignpuemus, i Micue NpOXHBAHHA Ta peectpailifiumii Bomep 00aIKOBOT KAPTKH MIATHHKA
noJ@Tkis 260 cepist T HOMEP Nactiopra)

[poToko BisyanbHoro kontposo ein 26.08.2024 Ne 2878/14.

3a pesynsTaTaMB  AepiaBery OHTPONIO BCTAHOBJIEHO, WO Jlikapchkui 3agf6  sBeseHo B Vxpainy 3

. “ :/ .
JOTPHUMAHHANEIMOL hESIRA OO 3a06e3NeyeHH AKOCT! JIIKAPChKU acois.

HauanpHuk

P / Mukona XOJIOAEHKO

(nignue) (iniuiany ra npisanLLC)

(nnocanona 0coly

P wo ' 2 e ¢

CS e, / |
p




Docusign Envelope ID: AOC83B29-80E8-43B8-AB98-60B9F547B496

. SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®DIKAT AKOCTI IKAPCbKOTI O 3ACOBY

Name of the Manufacturer & Address /Hassa ta Servier (Ireland) Industries Ltd/Ceps'e (Ipmanuis)
anpeca BUpOOHHKE Innacrpic JItx

Moneylands, Gorey Road/Maninenns, I'ope#t
Poyn,

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

Hassa Ta appeca iMnoptepa 41, Naberezhno-Khreshchatytska St./syi.
Hab6epexuo-Xpemarnueka, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapcekuii 3acid
MPOAYKIIT, {0 TOCTAYAETHCA

Pharmaceutical form/Jlikapcbka popma Film-coated tablets, 10 mg/TabneTku, BKpUTI
IUT1iBKOBOIO 000I0HKO0, To 10 Mr

Name of the Product/HasBa mixapchKoro PRESTARIUM® 10 mg /TIPECTAPIYM® 10 mr

3acoly

Dosage/Cua xii 10mg /10 Mr

Type and size of packaging/Bun ta po3mip 30 tablets in the container for tablets; 1 container

YIaKOBKH in the carton box/ no 30 TabneTok y KoHTeHHepi

[ist TaGNeToK; 1o | KOHTeHHepy Ans TabNeToK y
KopoO1i 3 KapTOHY

Finished Product batch number/Cepist rotoporo 746469
NiKapcLKOTO 3ac00y

Manufacturing date/Jlata BupoOHHLITBA 02 2024
Expiry date/Tepmin npuaaTHOCTI 02 2027
Batch size/KinbkicTs y cepii 12,950 Boxes/ynakoBok

Manufacturing Licence number/Homep ninensii M00068/00001
Ha BUPOOHUIITBO

Registration Number/PeecTpauiiine UA/1901/02/01
MTOCBiAYEHHS

Servier (relandy Industie
Tel:
Diectors: Christiag

weenr {French), Jobn Redmond.
Mo, 317246
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cusign Envelope ID: AOC83B29-80E8-43B8-AB98-60BIF5478496

Docusign Envelope |D; 8BASF5968-F998-4A5F-AASE-721683557181

g
i

SERVIER (i]E%.EfiéANU} INDUSTRIES LTD

Specification ref/ITocunannn na cneyudixayiio:

Method ref/INocunanus na memood: DTC_S006490_PF_T_CTR_14996_EN_2.0
DTC 506490 _PF _N_SPE_1022_EN 3.0

PRESTARIUM® 10 mg / MTPECTAPIYM® 10 mr

Formulation/®opmynoBanus:

MICTATH 10 MI' NCPUHIONIPHILY apridiny

Film-coated tablets containing 10 mg of perindopril arginine / TaGieT«s, BKpUT IIIBKOBOTO 0GOTOHKOIO, IO

Packaging Lot No./Cepis Ne: 746469

2061338

Manufacturing Batch No/Bupofnuaa maprist Ne:

TESTSTIOKAZHUKH

STANDARDS/CTAHIAPTH

RESULTS/PE3YJIIBTATH

Appearance/ SoBuinrmiit BHIasnx

Average mass (mg) / Cepennst maca
(mr)

Disintegration time (min) European
Pharmacopocia (2.9.1)/

Yac posnay (XB) €pponeiicbka
Dapmakories (2.9.1)

Identification of drug substance/
Inenrudiranis xiw4oi peroBHAN

- Thin-layer chromatography / meToioM
touxomaposoi xpomarorpadil (THIX)

- Liquid chromatography / meronom
piznnuol xpomartorpadii (PX)
Perindopril / Teprmonpin

Arginine / Apriuin

Green, round, biconvex, film-coated tablet
ETonY
engraved with < on one face and ™ on the
other face / 3eeHoro XONLOPY, KPyTIIo]
dopmu, mBOOTTYKI TabNeTKH, BKPUTI
NAIBKOBOIO 0GONOHKOI0, 3 THCHERHAM 7 3

[ TN

oaHore DOKY T4 Y 3 IHIIOTO

75,8 to 194,3 (95 % to 105 % of theoretical
mass) / 175,8 - 194,3 mr (95 % - 105 % sin
TEOPETHUHO! MACH)

< 10 min / xpunms

Main spot identical in position, colour and size
for test and reference / I"onosua nsiMa
IMEHTHYHA N0 TTONOKEHHIO, KOTEOPY | po3mipy
U1 JOCHIPKYBAIOTO POUMITY 1 pOSYUIY
[TOPIBHAHILA

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 / Bignomens qacis yTpHMaiHs
OCHOBHOIO 1KY Ha XPOMATOrpaMax
JOCTUDKYBAHOTO POIIUAY Ta POZUITHY
TTOPIBIANHS TOBHEHO cranont 0,95 - 1,05

The chromatogram of test solution presents a
peak corresponding to arginine / Ha
XPOMATOTPAMI JLOCIHKYBAHOTO POSINHY
TIPUCYTHIH TIK, IO HATIEKHTh aprifiny

Complies/Biniosinae

185.3mg/mr

Tmin/xs

Complics/Binnosinac

Complics/Binnosigac

Complies / Bianosiaae

Servier (Ireland) Indu\mm LTD., Moneylands (;rm\ Road, Arklow, Co Wicklow, [reland.

Tel,

383 (()) 402 20800 Fax: 1353 (0) 402 20888

Directors: Cliristian Rdmm ay (French), Christian Sauveur (French), John Redmond.

80680 UKRI_EX V1

Company registered in lreland No. 117246
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Docusign Envelope ID: AOC83B29-80E8-43B8-AB98-60B9F547B496

Docusign Envelope 1D; 8A515968-FI98-4A5F-AASE-721683557181

EiRVEﬁ{ wmz‘% /XNM‘} %M“ﬁU‘“TR 'EN,E% E"FE’?

Method ref/ITocunanns na semod: DTC_S006490_PF_T_CTR_I14996_ EN_2.0
Specification ref/Ilocunanna na cneynixanio: DTC_S06490_PF_ N_SPE_1022_EN_3.0

PRESTARIUM® 10 mg / ITPECTAPIYM® 10 mr

Formulation/@opvymosanu:
Film-coated tablets containing 10 mg of perindopril arginine / Tabnerkn, BKpiTi 1iBKOBOTO 060ITOHKOIO, 110
MicTsrh 10 MI NEPHHIOIPHIY apridiny

Packaging Lot No./Cepist Ne: 746469 Manufacturing Batch No/Brpofauua uapris Ne:
2061338
TESTSTOKAZHUKI STANDARDS/CTAHIAPTU RESULTS/PE3VIALTATH

Drug substance confent (mg/tablet) / 9,50 to 10,50 (95 % to 105 % of the 9.79mg/Mmr
Buict itowoi pevosunn (Mr/Tab.r) theoretical content) /9,50 - 10,50 (95 % -

: 105 % 110 BIIHOWEHHIO 10 TEOPETHIHOTO

BMICTY)

Uniformity of content/ Onnopianicrs Complies to European Pharmacopocia Complics/Binrosiznae
BMicTy (2.9.6) BigmosigHo o €BponeHcHKOL
FEuropean Pharmacopoeia (2.9.6)/ Papmaxoriei (2.9.6)

Caponelicska Mapmakonies (2.9.6)

Degradation products content (1.C) (Yo} /
Bmict upoayweris nerpajanii (10miuiox)

(PX) (%)

- $9780-1 <0,75% ' <0.10%
-Y32 20,1 % , . <0.10%
-Y 33 . <0,1 % <0.10%
-Y 31 <0,4% <0.10%
- Any other degradation product/ Byne-smaait | £0,2% <0:10%
{HLIHTT NpOAYKT AcTpaganii

- Sum of degradation products/ Cymapuuii <1.0% <0.10%

BMiCT NPOUYKTIB Jerpajauil

JTD.. Meneylands Gorey Road, Arklow. Co Wicklow, Ircland.
Tel: =383 (0) 402 20800 Fax: +333 (0) 402 2088&
Directors: Christian Bazantay (French), Christian Sauvenr (French), Tohn Redmond.
80680 UKRI_EX V1 Company registeved in Ireland No. 117240 Page 3 of

Servier (egland) Industric
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Decusign Envelope ID: AOC83B29-80E8-43B8-AB98-60BOF547B496

Docusign Envelope ID: BASF5968-F998-4A5F-AAQE-721688557181

SERVIER (IRELAND) INDUSTRIES LTD.

BEBVIER

Method ref/Ilocunanns na memod: DTC_S006490_PF_T_CTR 14 996 _EN 2.0
Specification ref/ITocunanna na cneyudirxayito: DTC S06490_PF_N_SPE_1022_EN_3.0

PRESTARIUM® 10 g / TIPECTAPIYM® 10 mr

Formulation/@opmyinosanns:
Film-coated tablets containing 10 mg of perindopril arginine / TaGieTKy, BKpUTi TWIIBKOBOIO 060ITOHKOIO, 1110

MicTsTh 10 MI HepHHIONPHILY apriHiny

Packaging Lot No./Cepist Ne: 746469 Manufacturing Batch No./Bupofamua uapria Ne:
» . : 2061338
TESTS/NOKASHUKHA STANDARDS/CTAHIAPTH RESULTS/PE3YJBTATH
Microbiological quality
European Pharmacopoeia (5.1.4), non- Total acrobic microbial count (TAMC)/ *Skip Test - Not Applicable
aqueous preparations for oral use / 3araibHa KIbKicTs aepobuux Gakrepii:
Mixpobiosoritaa uncToTa (Ckin-recr) <10°CFU/g /£ 10°KYO/r
Erponeiichka Mapmakones (5.7.4), uHe(f(.')(')lli Total combined yeast/ moulds count *Skip Test - Not Applicable
npenapamy O3t NEPOPAANLHOZO NPUUOMY (TYMC) / 3aranpia KITBKICTD rpHGiB: <
10°CFU/g /s 10°KYO/r ,
Escherichia coli: absence/l g/ Bincyrni y *Skip Test - Not Applicable
Ir

ANALYSIS / AHANI3 : 14/05/2024
Batch accepted/ITapris npuitnara

# Skip test/Cxin Tecrysanss, Passes/Binnosizae, not applicable/se posojusCs

DocuSigned by:
Analytical Services Manager: %%ﬁf% ’ _m’"
Meneakep 10 KOHTPOJIO T2 aHAIZY SIKOCTI ivlichael Byrne/iviixaens bipue

Servier (Ireland) Indusiries LTD.. Moneylands Govey Road, Arklow, Co Wicklow, freland,
Tel: #3353 (0} 402 20800 Fax: 4333 (0) 402 20888
Dircctors: Christian Bazantay (French), Christian Sauveur (French), John Redmond,
80680 UKR1_EX V1 Company registered in refand No. 117246 Page 4 of 5




Docusign Envelope ID; AOC83B29-80E8-43B8-AB98-60B9F547B496

El

SERVIER (IR

e
....... s

xr SERVIER

AND)Y 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/

LIuM 5 3acBiguyIo, IO HaBeAeHa BULLE iHPOPMALLis € JOCTOBIPHOIO Ta TOYHOIO. o cepito
npoxyKuii 6yno BUpobieno (BKIKYAIOUH TaKyBaHHA/MapKYBaHH) Ta IPOBE/IEHO KOHTPOIIb
ii sicoCTi Ha BULIE3a3HadeHil HipHULI Y TTOBHIMH BixnorigaOCTI 3 BUMOTaMu GMP,
BCTAHOBNEHAMH MiCLEBHM PETYJISTOPHHM OPIaHOM, a TAKOX BIAMOBIAHO 0 crienndikamiii,
II0 MICTATBCA Y peecTpailiiiioMy Hoche. [TpoTokomy BHPOOHHLTBA, TAKYBAHHS Ta ananisis
6yno nepernaHyTO Ta BCTaHOBNEHO Binosianicts GMP.

Date of batch release/[JaTa BHnycky cepii 29/07/24

Name and Position/Title of person authorising the Batch Release/ IIpiseuue Ta nocana/
3BAHHS 0COOH, SIKa BHjIaJIa I03BLI Ha BUITYCK cepii

[1 Dr Blanaid Bowes, Qualified Person/ BinnosizansHa ocoba
[l Ms Ailbhe Wade, Qualified Person/ BinnosinansHa ocoba

R Ms Carmel Kinsella, Qualified Person/ BianosinainsHa ocoba

f—

Ms Jenny Quinn, Qualified Person/ Bixnosinansna ocoba

(
[1 Ms Niamh Ryan, Qualified Person/ Binnosiznansna ocoba

DocuSigned by: ‘
Signature/TTimmuc %atmel KINSELLA Date/Tata: 22 217 2974

BAC0AC3480144BD..,

Finished product batch number/ Homep cepii roroBoro nikapcekoro 3acoby: 746469

CoWieklow, Ireld

w

Servier (Treland) Industue
Tel:

Dirsctors: Christan B
Loz

2
wr {(French), John Redraond.

Mo 117248
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