JEPKABHA CJIYKBA 3 JIKAPCbKHUX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo sIKIiCTHL BBE3€HOro B YKpainy Jikapcbkoro 3aco0y

26.08.2024 Ne 43296/24/26

MNPECTAPIYM® 10 MI"

(naliMeryBatHs likapebkoro 3acofy srinno 3 peectpauinmm NoCBiUeHHsM)
ra6eTKH, BKPHTI ITiIBKOBOIO 060J10HK0I0, 10 10 mr, 1o 30 TabJIeTOK Y KoOHTEHHEPI AU
tabserox; 1o 1 KonreiHepy juist Tab1eToK y Kopodui 3 KaproHy

((popma BHMyCKY, HO3YBAHHS, BUL NAKY BAHHS NiKapebKoro 3acoly)

Howmep peectpauitinoro nocsinuenns UA/1901/02/01 crpok pif peectpauifinoro noceinienHs HeoOMexeHu

Cepin nikapcbkoro 3acoby Ne 746469 KinbkicTs BBE3€HOTO JiKapchkoro sacoby 12950
BupoSunx Cepn'e (Ipnaugisn) lnpacrpic Jita, Ipranis
(HaWiMenyBanns BUPOGHNKa NiKapcLKOro 3acoly, kpaina HHOXOJPKEHHA)
Baeseno B Ykpaiiy Tosapucrso 3 oGmekenoio pinnosinansuicrio "CEPB'E YKPAIHA",
inenr. won: 33643340

(ualimenysanns Ta koA 3a €APTIOY opumnol acobu a6o npispuute, iM's, 110 Garpiosi (isuuiol
0cou - mignpuemL, i Micue NPOXKHBARHA Ta peectpaitifinnit Homep 06AIKOBOT KAPTKH MIATHHK
noJiarkin a6o cepis Ta HOMEp Nnactopra)

[poTokoa BisyansHoro kontposo sin 26.08.2024 Ne 2878/14.

QHTPOO  BCTAHOBJIEHO, 11O nikapcbkuit  3agf6  sBeseno B Ykpainy 3

4co6js.

3a  pe3ynkTaTaMu  AepiaB
JOTPHMAHHIAM BRSTRA LLOJ0 3abe3neyeH s AKOCTi JlikapehKy

P / Muxkona XOJIOAEHKO

(nignmc) (iniuiany Ta npissuuLe)

P wo ' 2 7o 0

2 e / |
)




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

%

¥ =

S SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

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

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzuis)
anpeca BUpOOHHKA Innactpic JItn

Moneylands, Gorey Road/Mauinenns, T'ope#t
Poyn,

Arklow/Apkioy,
Co. Wicklow/Ko. Biknoy,
Ireland/Tpmnanais
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Yxpaina"

Haassa Ta anpeca iMnoptepa 41, Naberezhno-Khreshchatytska St./Byi1.
Hab6epexno-XpemaTnieKa, 41

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

Which Consignment of product is delivered/Bux Pharmaceutical Product/Jlikapcexui 3acib
MPOAYKLT, 1110 MTOCTAYAETCA

Pharmaceutical form/Jlikapcbka dopma Film-coated tablets, 10 mg/TabneTku, BKpUTI
IUTiBKOBOK 060710HKO0, 0 10 Mr

Name of the Product/Ha3Ba mnixapckKkoro PRESTARIUM® 10 mg /TIPECTAPIYM® 10 mr

3acoby

Dosage/Cuna gii 10mg/ 10 Mr

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

yIaKOBKH in the carton box/ no 30 TaGneTok y KoHTeiHepi

st TaGetok; o 1 KoHTelHepy s TabneTok y
KopoO1ii 3 KapTOHY

Finished Product batch number/Cepisi rotoBoro 746469
NiKapceKOTo 3ac00y

Manufacturing date/IlaTa BHpoOHULITBA 02 2024
Expiry date/Tepmid npuaaTHOCTI 02 2027
Batch size/KinpkicTs y cepii 12,950 Boxes/ynakoBok

Manufacturing Licence number/Homep ninensii M00068/00001
Ha BUPOOHHIITBO

Registration Number/Peectpatiine UA/1901/02/01
MTOCBI{YEHHS

Gapvier (Frefandy Tudustries LT
Tel:
Directors: Chinistian B

Conypaay

e m eland No, 117246

Page 1 of 5



Docusign Envelope ID: AOC83B29-80E8-43B8-AB98-60BIF5478496
Docusign Envelope ID: 8A5F5968-F998-4A5F-AASE-721683557181

SERVIER (IRELAND) INDUSTRIES LTD.

..
&, o

o SERVIES

Method vef/Ilocunanuns na memod: DTC_S006490_PF_T_CTR_14996_EN 2.0
Specification vef/ITocunanns na cnequeicanio: DTC_S06490_PF_N_SPE_1022_EN_3.0

PRESTARIUM® 10 mg / MTPECTAPIYM® 10 mr

Formulation/®opmymosanus:
Film-coated tablets containing 10 mg of perindopril arginine / TaGieT«un, BKPUT] UIIBKOBOTO 060IOHKOTO, WO
MICTATS 10 MI' HEPUHJIONIPHILY ApriHiny

Packaging Lot No./Cepis Ne: 746469 Manufacturing Batch No./BupoGuuaa mapris Ne:
2061338
TESTS/TIOKAZHUKH STANDARDS/CTAHIAPTH RESULTS/PE3YIBTATH
Appearance/ 3opuimmiil BUrisIxL Green, round, biconvex, film-coated tablet Complies/Bijuiosinae

engraved with < on one face and % on the
other face / 3eseHoT0 KOIBOPY, KPYTNOT
dopmu, KBOOTYKIH TAGNETKH, BKPUTI
NAIBKOBOK 0BONOHKO10, 3 TUCHEHHAM 7 3

[T .
ojuoro 6oky Ta 3 IHIWOTO

Average mass (mg) / Cepennst maca 175,8 to 194,3 (95 % to 105 % of theoretical 185.3mg/mr
(mT) mass) / 175,8 - 194,3 mr (95 % - 105 % sint
TEOPCTHIHO! MaCH)

Disintegration time (min) European < 10 min / xBunmis Tmin/xs
Pharmacopocia (2.9.1)/

Yac posnajy (XB) €Bporiciicbka
Dapmaxornies (2.9.1)

Identification of drug substance/
Inenwrudixanist xirooei petoBHAN
- Thin-layer chromatography / MeTofoM Main spot identical in position, colour and size Complies/Binnosinae
touxomaposoi xpomarorpadii (T1IX) for test and reference / I"'onosua rsmMa
IIEHTHYHA N0 TIONOWEHHIO, KOTBOPY 1 Po3Mipy
U1 BOCHIZPKYBAHOTO POSUMITY 1 POSUUIY

ITOPIBHAMILS
- Liquid chromatography / MeTon0M
pimnnuoi xpomarorpadii (PX) The ratio of the retention times of the principal Complics/Binnosinac
Perindopril / Uepuuionpiun peak from the test solution and from the

reference solution must be between 0,95 and
1,05 / Bignowenss Hacie yTpHMaHHA
OCHOBHOTO [1IKY Ha XpOMaTOrpaMax
JIOCTIDKYBAHOTO POUMHY Ta POUHHY

Arginine / Aprinin ropiBusHis noBAuRo cranopiry 0,95 - 1,05
The chromatogram of test solution presents a Complies / Binnosiaae

peak corresponding to arginine / Ha
XPOMATOIPANI JJOCHIKYBAHOTO POSIHHY
TIPUCYTHIM MK, 110 HANCKUTh aprininy

Scrvier (Ireland) Industries LTD., Moneylands Govey Road, Arklow, Co Wicklow, Ireland.
Tel; 333 (0) 402 20800 Fax: 1353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauvear (French), John Redmond.
80680 UKRI_EX V1 Company registered in Ireland No. 117246 Page 2 of §



Docusign Envelope ID: AOC83B29-80E8-43B8-AB98-60B9F547B496
Docusign Envelope 1D: 8A51F5968-F998-4A5F-AAYE-721689557181

SERVIER (IRE

N

)

s

LAND

INDUSTRIES LTD.

REQVEER

Method ref/Ilocunanns na memod: DTC_S006490_PF_T_CTR_I 4996 EN_2.0
Specification vef/Ilocunanna na cnegnixanio: DTC_S06490_ PF_N_SPE_1022 EN_3.0

PRESTARIUM® 10 mg / TPECTAPIYM® 10 mr

Formulation/PopMyJioBanis:
Film-coated tablets containing 10 mg of perindopril arginine / TaGmneTku, BKpuTi 11i8K0OBOTO 060ITOHKOIO, 11O
MicTsTh 10 MI IIEPHEIONPHILY apriHiny

Manufacturing Batch No/Brapofuuia uapris Ne:

Packaging Lot No./Cepis Ne: 746469
2061338

TESTS/MIOKAZHUKN STANDARDS/CTAHIAPTH RESULTS/PE3VILTATH

9,50 to 10,50 (95 % to 105 % of the
theoretical content) /9,50 - 10,50 (95 % -
105 % 110 BIAHOIIEHHIO IO TEOPSTHIHOTO
BMICTY)

Drug substance confent (mg/tablet) / 9.79mg/Mr

BuicT itowol pewosnum (Mr/rabm)

Uniformity of content/ Onnopinicrs
BMicry
European Pharmacopoeia (2.9.6)/

Complics to European Pharmacopocia Complics/Binrnosigae
(2.9.6) Bignosizxro 1o €BponeicrKol

Dapmaxoriei (2.9.6)

Erponeiickka Mapmaxones (2.9.6)

Degradation products content (L.C) (%o} /
Buicr npoayicris aerpajgauii GloMimok)

(PX) (%)

- S 9780-1 <0,75 % <0.10%
-Y 32 <0,1 % <0.10%
-Y 33 <0,1 % <0.10%
-Y 3l <04 % <0.10%

- Any other degradation product/ Byas-siuit | £0,2% <0:10%
ikLMii npoty KT Acrpafari
- Sum of degradation products/ Cymapruit

BMICT HPOIYKTIB Jerpajauii

<10% <(0.10%

Servier (rcland) Industrics L'TD.. Moeneylands Gorey Road, Arklow, Co Wicklow, Ircland.
Tel: =353 (0) 402 20800 Fax: +333 (0) 402 2088&
Directors: Christian Bazantay (French), Christian Sauveur {French), John Redmond.
Company registeved in freland No. | 17240

80680 UKRI1_EX V1
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Decusign Envelope ID: AOC83B29-80E8-43B8-AB98-60BOF547B496
Docusign Envelope ID: BASF5968-F998-4A5F-AAQE-721689557181

SERVIER (IRELAND) INDUSTRIES LTD.

BVIER

Method ref/ITocunarnsn na memoo: DTC_S006490_PF_T_CTR_I4 996 _EN 2.0
Specification vef/lTocunanns na cneyudpicayito: DTC_S06490_ PF_N_SPE_1022 EN_3.0

PRESTARIUM® 10 mg / TIPECTAPIYM® 10 mr

Formulation/®opmysioBanns:
Film-coated tablets containing 10 mg of perindopril arginine / TaGerku, BKpHTi TUTIBKOBOTO 0G0JIOHKOIO, 110

MicTsiTh 10 M ICPUHIOTIPUILY apriHiny

Packaging Lot No./Cepist Ne: 746469 Manufacturing Batch No./Bupobunua napria Ne:
: A : 2061338
TESTS/NOKAZHUKK STANDARDS/CTAHIAPTH RESULTS/PE3YJLTATH
Microbiological quality
European Pharmacopoceia (5.1.4), non- Total acrobic microbial count (TAMC)/ *#Skip Test - Not Applicable
aqueous preparations for oral use / SarambHa KipKIicTs aepobuux Gaxrepii:
Mixpobiosoritia uucrora (ckin-recr) <10°CFU/g /<1 CPKYOir
Erponeiichka Papmaxones (5.1.4), ji(:‘(f(')(:)lll' Total combined yeast/ moulds count *Skip Test - Not Applicable
npenapamu O/t NEPOPAALHOZO NPUUOMY (TYMC) / Saranbia KiIbKICTL rpHGiB: <
10?CFU/g /< 10°KYO/r ‘ '
Escherichia coli: absence/l g/ Bincyrsi y *Skip Test - Not Applicable
It

ANALYSIS / AHANI3 : 14/05/2024
Batch accepted/ITapTis npuitisTa

* Skip test/Cxin Tecrysanns, Passes/Binrosijae, not applicable/ve posoamBCs

DocuSigned by:
Analytical Services Manager: Aﬁ%ﬁ;(? , _Wu’
Menekep 10 KOHTPOJII T2 AHAJI3Y SIKOCTI wiichael Byrne/iviixaensb bipue

Servier (Ireland) Industries LTD.. Moncylands Gorey Road, Arklow, Co Wicklow, freland.
Tel: #3353 (0) 402 20800 Fax: +353 (0) 402 20888
Dirccters: Christian Bazantay (French), Christian Sauveur (Frenchy), John Redmond.
80680 UKR1_EX V1 Company registered in refand No. 117246 Page 4 of 5




Docusign Envelope ID; AOC83B29-80E£8-4388-AB98-60B97547B496

i SERVIER (IRELAND) INDUSTRIES LTD.
¥ S [ —

e

L SERVIER

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/

L{uM 51 3aCBigUyI0, IO HaBeAeHa BULLE iHpOpMaIlist € AOCTOBIPHOIO Ta TOYHOIO. Lo cepiro
npozyKuii 6yno Bupo6Ieno (BKIIOYAKOUH NaKyBaHHA/MapKyBaHHA) Ta POBEAEHO KOHTPOIL
ii SIoCTI Ha BHUIIC3a3HAYEHIN AiNbHULI Y MOBHIH BixnosigrocTi 3 BUMOTaMu GMP,
BCTAHOBJICHUMH MiCLEBHM PETYIATOPHHM OPIaHOM, a TaKOX BiZMOBIAHO 10 crienudikamiit,
[0 MiCTATECS Y peecTpailifinomy oche. [TpoTokomy BUpOOHHUTBA, TTAKYBAHHS Ta anaizis
ByIo NeperngHyTo Ta BCTaHOBJEHO BifnosiaHicTs GMP.

Date of batch release//lata BHnycky cepii 29/07/24

Name and Position/Title of person authorising the Batch Release/ IIpizuuie Ta nocana/
3BAHHA 0cO0H, KA BHAAJa 03B Ha BUITYCK cepii

[1 Dr Blanaid Bowes, Qualified Person/ BinnosinansHa ocoba
[] Ms Ailbhe Wade, Qualified Person/ Binnosinansua ocoba

B Ms Carmel Kinsella, Qualified Person/ BignosinansHa ocoba

—

Ms Jenny Quinn, Qualified Person/ Binmosinasnsra ocoba

(
[] Ms Niamh Ryan, Qualified Person/ Binnosinansna ocoba

DocuSigned by: )
Signature/Tlinmuc %armel KINSELLA Date//Jata: 2% 21 2024

BAC04C348D144B0...

Finished product batch number/ Homep cepii rotoBoro nikapcbkoro 3acoby; 746469

Servier (relandy ludustries L
1.

Directors: Chrisnan Bazantay (Fren . John Redyound.

Company registered i freland?

o, 117246
Page 5of5
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Docusign Envelope |10: D249367B-E22D-4423-A9D7-3B2C71FF56CA

= SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIIKAPCbKOT O 3ACOBY

Name of the Manufacturer & Address /Hazra ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnaugis)

ampeca BHpOﬁHI/IKa

Name of Importer and Address/

Haspa ta agpeca imnopTepa

Which Consignment of product is delivered/Buz
TIPOIYKIII, IO IOCTAYAETECA

Pharmaceutical form/Jlikapcska dopma

Name of the Product/Hazsa mikapcpkoro
jacoly

Dosage/Crna aii
Type and size of packaging/Bun ta posmip
YIIAKOBKH

Finished Product batch number/Cepis rotosoro
NIKAPCLKOTO 3ac00y

Manufacturing date/[lata pupoGuyuTea
Expiry date/Tepmin npunardocTi
Batch size/KinexicTs y cepil

Manufacturing Licence number/Homep nirensii
Ha BUPOOHHLTEO

Registration Numbet/PeecTpaniiine
OCBINICHHA

vecoer (rzinad) Tnduswres LYD 3
Tel =353

Chrwrinn B

B i

[pacTpic Jltg

Moneylands, Gorey Road/Maninenas, 'opeit
Poyn,

Arklow/Apxknoy,

Co. Wicklow/Ko. Biknoy,

Ireland/Iprannais

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./pyn.
HabepesxxHo-Xpemaruneka, 41

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

Pharmaceutical Product/Jlikapcsiuii zacit

Film-coated tablets/Tatuierky, BKPUTI MIIBKOBOIO
0O0IOHKOIO

PRESTARIUM® 10 mg AIPECTAPIYM® 10 mr

10mg / 10 mr

30 tablets in the container for tablets; 1 container
in the carton box/ o 30 TabneTox y KOHTeHHED]
I TabaeTox; 1o | xoureitepy IS TabJICTOK ¥
KOpOOII 3 KApTOHY

750494

04 2024

04 2027

22,080 Boxes/ynakorok
MOO0068/00001

UA/1501/02/01

Page 1 of 5
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Docusign Envelope |D: D249367B-E22D-4423-A90D7-3B9C7

1FFEECA

SERVIER (IRLELAND)Y INDUSTRIES UL

Yot

Method ref/TIocunans na memod; DTC_S006490 PF T CTR 14996 EN 2.0
Specification ref/Ilocunannn Ha creyudhicauiio: DTC_S06490 PF N SPE_I022 EN 3.0

PRESTARIUM® 10 mg/IIPECTAPIYM® 10 mr

Formulation/dopmyniosansn:

Fifm-coated tablets containing 10 mg of perindopril arginine / TadsieTku, BKPUTI nAiBKOBOID 000N0KKOK, 110

MicTsITh 10 M HCpHARONPUNY apriHiny

Packaging Lot No./Cepin Ne: 750494

2062159

Manufacturing Batch No./BupoGuu=a mapris Ne:

TESTS/MNOKA3ZHHKH

STANDARDS/CTAHJAAPTH

RESULTS/PE3YJIBTATH

Appearance/ 3opnitniii Burnan

Average mass (mg) / Cepennst maca

(mr)

Disintegration time (min) European
Pharmacopoeia (2.9.1)/

Hac pozmany (x8) Ceponeiiceka
(Dapmarkotica (2.9.1)

Identification of drug substance/
lnenTudikauin girosol pesoBnHI

- Thin-layer chromatography / stetrozom
ToHKomaposol xpoMarorpadil {TIIIX)

- Liquid chromatography / metonom
pixmHHOT xpomartorpadii (PX}
Perindopril / [lepungonpun

Arginine / Apriuin

Green, round, biconvex, film-coated tablet

engraved with < on one face and < on the

other face / 3enenoro konsopy, KpYrIOT

Bopau, ABOONYKN] TaOReTKY, BKPWTI

ITBKOBOIO 0G0JIOHKO0, 3 THCHEHHAM 7 3
i

=~ 3 iHWOTO

oaHoro oKy Ta
175,8 to 194,3 (95 % to 105 % of theoretical
mass) / 175,8 - 194,3 mr (95 % - 1035 % Bin
TEOPETHUHOT MACH)

< 10 min / xBaynH

Main spot identical in position, colour and size
for test and reference / TonoBua mwisiva
IIEHTHYHA TIO TO0KEHHIO, KONBOPY § PO3Mipy
IUIA JOCTIKYBAHOTO PO3UMHY 1 POSUMHY
NOpPiBHAHHA

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 / BigsoueHss 1acis yTpHMaHH:A
OCHOBHOID ITIKY Ha XPOMATOTpaMax
JIOCITIAKYBAHOTO POSUHHY TA POIUHHY
OOPIBHAKRHA TOBMHHO cTadosuTy 0,95 — 1,05

The chromatogram of test solution presents a
peak corresponding to arginine / Ha
XpoMaTorpami ACCTIIKYBAHOrO POITHHY
NPHUCYTHIL HiK, [0 HETEKKTE apTiHiHY

Complics/Binmoriaae

184.7mg/mr

6min/xs

Complies/Bianosinac

Complies/Binnoeinae

Complies / Bignopinae

Servier tirelandy Indusizies 1LTD ., Mooy lands Gorey Road. Arklow, Co Wicklow, lreland

Fel

F353 {0) 02 20800 Fax, F333 (1) 402 20888

I yreciors: Christian Bazantay (French), Christian Savveur (French), Jolin Redrrond.

80680 UKR1_EX V1

Cotpany registered in dreland No. 117246

Page 2 of 5




Docusign Envelope 10: D249367B-E22D-4423-A907-3B9C71FFS6CA

SERVIER (IRELAND)Y INDUSTRIES LT,

Method ref/Ilocunannsn nag memod: DTC S006490 PF T CTR_I4996_EN 2.0
Specification ref/Tlocunanns na cneyudixanio: DTC S06490_PF N _SPE 1022 EN 3.0

PRESTARIUM® 10 mg / IIPECTAPIYM® 10 mr

Formulation/@opmyniosannisn:
Film-coated tablets containing 10 mg of perindopril arginine / Tabnetku, BKpuTi NIIBKOBOK 000HOHKOLO, 11D
MicTATh 1{) M TCpUHJOTPUILY apriHiny

Packaging Lot No./Cepin Ne: 750494 Manufacturing Batch No./Bupodunma naptia Ne:
2062159
TESTS/TIOKAZHHUKH STANDARDS/CTAHOAPTH RESULTS/PEZYJbBTATH
Drug substance content (mg/tablet) / 9,50 to 10,50 (95 % to 105 % of the 9.95mg/mr
Bumicr jiioxol pedosunm (mr/rab) theeretical content) / 9,50 — 16,50 (95 % -
105 % 1o BIAHOMEHHID JIO TEOPETHYHOTD
BMICTY)
Uniformity of content/ Ojnopinnicts Complies to European Pharmacopoeia Complies/Binnosinae
BMicTY (2.9.6) BinnoginHo go €sponeidchrol
European Pharmacopoeia (2.9.6)/ Dapmaronei {2.9.6)

€gporneiickka Qapmaxones (2.9.6)

Degradation products content (L.C) (%) /
Baict npogaykTie aerpaaanii (AoMimox)

(PX) (%)

-5 9780-1 <0,75% <(0.10%
Y 32 <0,1% <0.10%
-Y 33 <0,1% <0.10%
-Y 31 <04 % 0.11%
- Any other degradation product/ Byms-axit | <0,2 % <0.10%
IHIUME NpOYKT ferpanauii

- Sum of degradation products/ Cymaprwit <1,0% 0.11%

BMICT IPOAYKTIB nerpanauii

servier { frelandy Industries L1, Mencyfands Goreyr Road, Arklow, Co "Vicklow, Irelind
Tel #3533 (0) 402 20800 Fax, 4333 (1) 402 20888
Inrectors: Christiain Bazantay (French )l Chyistian Savveur tFronchy, Johin Redmond
80680 UKR1 EX VI Company registered in Ireland No. 117246 Page3 ol'5




Docusign Envelope 1D: D249367B-E22D-4423-A8D7-3B9C71FF56CA

SERVIER (IRELAND)Y INDUSTRIES 11D

Method ref/Mocuaanna na memod: DTC SO06490 PF T CIR_14996 EN 2.0
Specification reffllocunannn na cneyudicayiin: DTC_S06490_PF_N_SPE_ 1322 EN 3.0

PRESTARIUM® 10 mg / HIPECTAPIYM® 10 mr

Formulation/®opmyosanns:
Film-coated tablets containing 10 mg of perindopril arginine / TabseTkn, BKpUTI ITIBKOROIO 08010HKOIO, LU0
MIcTATE 10 MI IepUHAONPHIY aprisiny

Packaging Lot No./Cepis Ne; 750494 Manufacturing Batch No./Bupo&uu+a napria Ne:
2062159
TESTS/ITOKASHUKIA STANDARDS/CTAHAAPTH RESULTS/PEIYJIBTATH
Microbiological quality
Europcan Pharmacopoeia (3. 1.4), non- Total acrobic microbial count (TAMCY *Skip Test - Not Applicable
aqueous prepardtions for oral use / 3aranmeia KUTBKICTE aepobHHX DakTepii:
Mikpo6ionoriaua aneroTa (cxin-recy) < 10°CFU/e / < 10°KYO/r
Erporiciickka Dapmakoncs (3.1, 4), uHesodm' Total combined vyeast/ moulds count #Skip Test - Not Applicable
APCRARAn Ol HENOPIILHAZ0 RPUTIOM Y {TYMC) / 3ararsHa Kinekicrts rpufis: <
10 CFU/g /< LOPKYQir
Escherichia coli: absence/] g/ mimcyThi y *Skip Test - Not Applicable
Ir

ANALYSIS / AHANIZ : 01/08/2024
Batch accepted/TTapris npuitHaTa

= Skip test/Crin recrysanns, Passes/Bignosinae, not applicable/rne npoBoguscs
DocuSigned by:
Analytical Services Manager: ‘ M'l("“f LF‘ b”fm
Menezrep 110 KOHTPOJIK TA AHAJXIZY AKOCTI Michael Byrne/Mixaens Bipne

Servier (Ireland) Indostries LTD. Monevlands Gorey Road, Arklow, Co Wicklow, keland
Tel: =353 (0) 402 20800 Fax: 333 (0) 402 26888
Drectors; Christian Barzantay (Frenek, Christian Saavear (Freneh). Johi Redmond
80680 UKRI_EX V1 Company registered in lreland Ne. 117246 Page 4 of &




Docusign Envelope 1D: D249367B-E22D-4423-A9D7-3B9C7 1FFS6CA

SERVIER (IRELAND) INDUSTRIES LTD.

#:.‘."‘.‘.‘—__

T SERvIER

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/

I1mM o 3aCBIAUYIO, 10 HABEHEHA BULIE iHGOPMALiS € AOCTOBIPHOK Ta Tounow. [lio cepiro
npoayxuil Gyno srpofiieHo (BRIIOYAIOYN N2KYBAHHA/MAPKYBAHHS) T4 HPOBEASHO KOHTPOIE
il AKoCTI Ha BHMIIE3AZHAYCHIN AiINBHKO y MOBHIN BiAMORLAHOCTI 3 BuMoTamMu GMP,
BCTAHOBIIGHHMHM MICLCBUM PETyISTOPHUM OPraHOM, 4 TAKOX BUUTOBLIHO A0 COCUM(IKAIIH,
L0 MICTSTBCS Y peecTpanifinoMy focke. [IpoTokoan BEPOOHUITBE, IAKYBAHHA T4 aHAMI3IB
OYII0 REeperIgHyTO T BCTAHOBAEHO BixoBLAHICT: GMP.

Date of baich release/Hara sunyeky cepii 27/09/24

Name and Position/Title of person authorising the Batch Release/ Ipisguuic ta nocana/
3BAHHA 0COOHU, SIKA BUAAA I0IBIN Ha BUNyCK cepil

—

Dr Blanaid Bowes, Qualified Person/ Binnosizamsua ocoba

—

]
] Ms Ailbhe Wade, Qualified Person/ BinnoeinansHa ocoba
d

=

Ms Carmel Kinsella, Qualified Person/ Biyrrosigansta ocoba
[] Ms Jenny Quinn, Qualified Person/ Bignosimansha ocoda
[

1 Ms Niamh Ryan, Qualified Person/ Bignoginantha ocoda

DocuSigned by:

Signature/[Tipnuc Carmel KINSELLA Date/,[{a'ra:” Septeaber 2020

BACO4C 36014480

Finished product batch number/ Homep cepii roTosoro nikapckkoro saacoby: 750494

Serrier s Irelandr Indusinee LTD . Bione z

Tel: =332 (0
Divestors: Clnsnan B i
’ COImMpany fE nsieres 3

wiands Gorev Ros
DU AL sk
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TEPXKJIKCITYKBA YKPATHA
NEPKABHA CJHYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitnnunod, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK

po sikicTh BBE3eHoro B YKpainy Jiikapcbkoro 3acody
21.11.2024

Ne 61788/24/26
NPECTAPIYM® 10 MI”

(MalMeRy BanIA NiKkapekkoro 3aceBy 3riAlo 3 peecTpauiAiliM MOCEIAYEHHAM) .
TabJeTKn, BKPHTI NaiBKoBo10 odononkolo, o 10 Mr, no 30 radaerok y ioHTeinepi uIn
taGaeror; no 1 xoareitnepy ans Tabnerok y kopobui 3 KapTony
(dopma BUMYCKY, DOIYBANHA, BHI TTAKYBAHHA NiKAPCEKOTO zacoby)

Homep pecctpatiiioro noceiaverns UA/1901/02/01 crpok nii peecTpanifHoro nocsinients Heobmexennit

Cepin aikapcbroro 3acoby No 750494

KinbkicTs sresenoro nikapebioro sacoGy 5280
BitpoOHunK

Cepa'e (Ipnanain) lngacrpic Jita, Ipnanais

(HafMcHYBaHHR BHPOOHHKE JiKapesKore 3acofy, kpaiHa NOXOUMEHHA}
. ToBapucTBO 3 00MCKCIOI0 signosinansuicrio "CEPB'€ YKPAIHA",
Bresexo n Y kpainy .
inesT. wom: 33643340
(uaiiMenyRaHis T4 KOA 33 C/IPIOY 1opuanutiol ¢cobu ado npizeMULE, iM'a, 110 farbkosi GizH4H0T
ocobH - mianpUemUs, i M

Jicue IPOMMBAHKA T4 peecTpauifinui HoMep 00nikOBOY KAPTKA MNATHHKA
nozaTkis 260 cepin Ta HOMEP RACIopTa)

[poTOKOS Bi3YaNBEHOr0 KOHTPOMIO Bil 21.11.2024 N2 3999/11.

32 pelyNbTaTaMM  AEPMABHOTO

KOHTpOMO  BCTA HOBJIEHO,

WO Jikapcbkuil 3aCif BBE3CHD
JOTPAMANHAM BUMOT 3aK01I0ABCTRA WOAD safeangyeH s AxocTi nixap

B Yipainy 3

la BHHK T
A e T,

Mukona XOJJOINEHKO
{nocalon 7 ﬁg@p'r: ijga;};‘:i?dki R0 KOHTDROMIOY (mipnue) (injuianu Ta npizsrwe)
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