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SERVIER (IRELAND) INDUSTRIES LTD.

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

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Cepg'e (Ipnannia)

azpeca BHpoOHHKa

Name of Importer and Address/
Haapa 1a anpeca imnoprepa

Which Consignment of product is delivered/Bun
IPOOYKIH, 0 IOCTAYaeThCS

Pharmaceutical form/JTixapcrka dopma

Name of the Product/Hasga JIKapChKOTo
3acoby

Dosage/Cuna nii

Type and size of packaging/Bux Ta po3Mip
YHaKOBKH

Finished Product batch number/Cepis rotosoro
JTKapceKoro zacoby

Manufacturing date//{ata BUPOOHHIITEA
Expiry date/Tepmin MPHAATHOCTI
Batch size/Kinskicts y cepii

Manufacturing Licence number/Homep nminensii
Ha BHpOGHHUTBO

Registration Number/Peectpauiiine
HOCRI,T4eHHA '

Ispactpic Nrx

Moneylands, Gorey Road/Maninenns, I'opeit
Poyn,

Arklow/Apxnoy,

Co. Wicklo;v/Ko. Bixnoy,

Ireland/Ipnagmis

Servier Ukraine LLC/TOB "Ceps'e Yxpaina"

41, Naberezhno-Khreshchatytska St./ BYL
Habepexno-Xpewarumnska, 41

Kyiv, 04070/m. Kuie, 04070
Ukraine/Ykpaina

Pharmaceutical Product/Mikapcekuit saci6

Film-coated tablets/Ta6netkn, BKPHTI IUTIBKOROIO
ofosionKoI0

NOLIPREL® ARGININE/HOJIIIPEI®
API'THIH

2,5 mg/0,625mg / 2,5mr/0,625 mr

30 tablets in the container; 1 container in the
carton box/ mo 30 TabieTox ¥ KoHTEHHepi; no 1
KOHTeliHepy B xopobi 3 KapTOHY

743472

04 2024

04 2027

28,290 Boxes/ynakosox
MO00068/00001

UA/5650/01/01

Servier (Freland) Indystries LTD., Meneylands Gorey Ro'acf, Arklow, CoWicklow, Freland.
Tel: +353 (0) 402 20800 Fax- +353 (0) 402 20888

Directors:

Christian Bazantay (French). Christian Sarveur (French), Johir: Redmond.

Corapany registered in Ireland No. 117746
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SERVIER (IRELAND) INDUSTRIES LTD.

* == —— e S
" F SERVIER
Method refillocunanna na memod: DT C_S006590_PF_T CTR_16226 EN 2.0
Specification vef/lIlocunanns na cneyudpikayivo: DTC_S006590 PF N SPE 25260 EN 1.0

NOLIPREL® ARGININE / HOJIIIPEJ® APTTHIH

Formulation/®@opmyniosanus:
Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ TaGneTkn, BEPUTI
TUIIBROBOIO 0G0/I0HKOI0, IO MICTATSH 2,5 Mr epHHAONpIILY apTidiny Ta 0,625 mr ingaaminy

Packaging Lot No./Cepin Ne: 743472 Manufacturing Batch No./BupoGrnya napris Ne:
726495
TESTSATIOKASHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIBTATHU
Appearance/ 30Buimmiii Bursy White, rod-shaped, film-coated tablet Complies/ Binnosinae

engraved with ¢ 3 on one face and an
embossed line on both faces / Binoro
KOIMBOPY, TOBractoi hopmu TabreTiu,
BKPMTI [INIBKCBOO obononxoro, 3
TUCHEHHAM « U 2% 3 OHOro boky Ta
THCHEHHAM Y BUTTLAJI PHCKH 3 060X
OoKiB

Average mass (mg)/Cepenns maca (mr) | 88,410 97,6 (95 % to 105 % of 91.9mg /mr
theoretical mass of 93 mg)/ 88,4 — 97.6
Mr (95 % 105 % six TEOPETHYHOT MAacH

93 mr)

Microbiological quality (skip testing) ‘Total agrobic microbial count (TAMCY <I0CFW/g/KYOrr
European Pharmacopoeia (5.1.4), non- 3araamna KilbKicTs aepobuux Gakrepiit;
aqueous preparations for oral use / <10°CFU/g /< 1KY Ok
Mixpo6ionoriana amuerora {ckin-reet) | Total combined yeasts/ moulds count
Esporeiichka Papmaxones (5.7.4), (TYMC)/ 3aransna kimsxicts rpusie; < <10CFU/g/KYO/r
HEBOOHT npenapamu dna AEPOPUTLHO20 102 CFU/g /< 10°KYO/ir
3ACMOCYEAHHI vichi N i i

‘ fslcﬁenchza coli: absence/] g/ Biocyrhi Absent/Bincyrai
Identification of drug substances/ The principal peaks (S 9490 and § 1520) Complies/ Bianosinac
Inentudicanin siroanx pevonun in the chromatogram obtained with the
-$9490 and § 1520 by LCY S 9490 test solution have a retention time similar

to that of the principal peaks in the
chromatogram obtained with the
reference solution / Qcuorni miku (S
9490 12 S 1520) a XpOMAaTOTpamMi
AOCHULKYBAHOTO PO3UHHY MAIOTh YaCH
YTPHMAHHA DOAIOH 0 TAKHX AT
OCHOBHIIX IIKIB HA XPOMaTorpami
PO3YHIY TOPIBHAHKES

(nepuanonpun) ra S 1520 (1H1amamin)
MeToaoM PX )

Servier (Iretand) 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.
80381 UKR1 v1 Company registered in Ireland No. 1{7246 Page 2 of 6
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SERVIER (IRELAND) INDUSTRIES LTD.

* =

= senvien
Method ref/Ilocunanns na memod: DT C 8006590 PF T CTR 1 6226 EN 2.0
Specification ref/ITocunanns na cneyuixaiio: DTC S006590 PF N SPE 25260 EN L0
NOLIPREL® ARGININFE, / HOJIIIPEJ® API'THIH
Formulation/®opmytiopanns: '
Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Ta6nerxm, Erpuri
IU1IBKOBOK 060IOHKO0, 110 MICTITH 2,5 M HepHHIOIpHITY apridiny ta 0,625 mr iHnamaminy
Packaging Lot No./Cepia Ne: 743472 Manufacturing Batch No./Bupo6iiua naprin Ne: 726495
TESTS/TIOKA3HUKH STANDARDS/CTAHJIAPTH RESULTS/
: PEIYJIBTATH
-8 9490 and S 1520 by TLC/ S 9490 Main spots (8 9490 and S 1520) identical Complies/ Biamorigac
(mepumgonpun) ta S 1520 (IHmanamin) In position, colour and size for test and
meronom TIIX reference / OcuosHi rwismi (S 9490 1a §
I520) imentunui no TIONIOKEHHIO,
KOMBOpY 1 po3Mipy AT AocHi IkyBaHoro
3pasKy i 3pasky NOpiBHIHEHS
Drug substances content (LO)
(mg/tablet) / Byict pitrowux pesonun
(PX) (mr/Tad) . .
- 5 9490-6 (nepuHIONpHIY apriuin) 2,38 10 2,62 (95 % t0 105 % of the 2.50mg/mr
theoretical content of 2,5 mg) /2,38 —
2,62 (95 % - 105 % Bin TCOPETUYHOTO
BMICTY 2,5 mMr)
0,594 t0 0,656 (95 % to 105 % of the 0.607mg/Mr
- 5 1520 (inpanamiz) theoretical content of 0,625 mg)/ 0,594 —
0,656 (95 % - 105 % nix TEOPETHIHOTO
BMicTy B 0,625 mr)
Degradation products content (LCY (%
m/im) /(Bmicr npoaykris Aerpaganii
(nomimox) (PX) (% m/nt):
- S 9780-1 <0,75% <0.10%
-Y 32 <0,2% <0.10%
-Y 33 <0,2% <(.10%
-Y 31 <0,5% 0.10%
-Y 36 =0,5% <0.10%
-Y 38 <0,5% <0.10%
- Any other degradation products/ Bygg- =0,2% <0.10%
SKI HOT JoMIER
- Total content of degradation products/ <1L5% 0.10%
3aranmLHa KinbKiCTs LOMIIIOK
Servier (Ireland) Industries LTD., Meneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christinn Sanveur (French), John Redmond.
80381 UKR1 V1 Company registered in Ircland No. 117246 Page 3 of 6
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SERVIER (IRELAND) INDUSTRIES LTD.

e

= SEAVIER

Method ref/Ilocunanns na memoo: DTC_S006599_PF T CTR 1 6226_EN 2.0
Specification vef/llocunanna na cneyugpixayio: DTC S006590 PF N SPE 25260 EN L0

NOLIPREL® ARGININE / HOJIIIIPEJI® API'THIH
Formulation/@opmynopanua:
Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ TaGnerxs, BKPHTI
LBKOBOK 000NOHKO0, U0 MICTATE 2,5 Mr nepunzonpuany apriuiny ta 0,625 mr [HOaaMiny

Packaging Lot No./Cepia Ne: 743472 Manufacturing Batch No./Bupobuuya napris Ne: 726495
4 8 P
TESTS/IOKAZHHUKHA STANDARDS/CTAHIAPTH RESULTS/
PE3YIILTATH
Uniformity of content for S 9490-6 and S 1520 Stage/ Number tested/ | Acceptance criteria /
(LC) (Yo/label claim)/ Oauopinicts Crania Klapxicrs Kpurepil
1030BAHNAX OIMHHUE Aa S 9490-6 f:.f:f{u.fmﬁnx ApiimoeT!
(mepuryonprny aprininy) Ta S 1520 81 10 AV=150% 35
(innanamizy) (PX) (% Bin saseaenoi 33
KinbKoeri) ‘
1 2 1,
European Pharmacopoeia (2.9.40)/ Ceponeiicera 52 e (? ’:'\; ixlé'ga:;
Dapmakores (2.9.40) URit/KoAH ofHRILE <
1,25 M

Dissolution (LC) (%) European Pharmacopoeia | Q=75 % at 15 min f(;r S 9490-6/ Q =75 % 3a
(2.9.3)/ Posunmenusn (PX) (%) €sponeiicrka 15 xBunun ans S 9490-6 (mepwizonpury

Dapmaxones (2.9.3) apriuin)
Stage/ Number tested/ | Acceptance criteria / Mean value /
Crapin Kinskictn Kpurepii Cepente snavennst
Hecnimxysanux | npuitnatrocri
OAMHUNE
Each unit is not Zess 96
31 6 than 80 % / Koxwua
OIHKHLST HS MEHIIIS
80 %

Average of 12 units
822 +6(12) (S1+82) is equal to or
greater than 75 % and no
unit is less than 60 %/
Cepeane 12 omanuns
(S1+82) bimemre a6o
nopisrioe 75 %
SKOIHOL OTHHHIE Menme
60 %
Average of 24 units
83? +12 24) {$1+82+53) is equal to
: or greater than 75 %, no
more than 2 units are
less than 60 % and no
unit is less than 50 %/
Cepesrie 24 opunm
{ST+52+53) 6inpme
abo mopismioe 75 %, 1e
Binsine aeox ofmunm,
MeHIINX 60 % Ta
SKOOHOL ONHERIT MeHe
50 %

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Tek: +353 (0) 402 20800 Fax: +353 {0) 402 20888
Directors: Chuistian Bazantay {French), Christian Sauveur (French), John Redrond.
80381 UKRI v1 Company registered in Ireland No. 117246 Page 4 of 6
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SERVIER (IRELAND) IN
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= SERVIER

DUSTRIES LTD.

Method ref/lTocunanns na memoo: DT C_S006590 PF T CTR 1 6226_EN 2.0
Specification ref/Ilocunanns na cneyugpixayivo: DTC S006590 PF N SPE 25260 EN LO

B NOLIPREL® ARGININE / HOJUIIPEJI® APTTHIH
Formulation/@opmymosanns:

Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Ta6nerxn, BEPUTI

IBKOBOIO 0G0NOHKOK, 10 MICTSTE 2,5 mr NEPUHACHIPUILY apTiHiny Ta 0,625 Mr IHgaamigy

Packaging Lot No./Cepin No: 743472 Manufacturing Batch No./BupoGnnua napris Ne: 726495

TESTS/MMOKAZHUKU

STANDARDS/CTAHIAPTH

PE3YJILTATH

RESULTS/

Disselution (LC) (%) European Pharmacopoeia
(2.9.3)/ Pozunyenan (PX) (%) €eponeiicka

Q= 75% at 30 min for S 1520/ Q=75%na
30 xBHamH a3 S 1520 (immamamin)

@apmakones (2.9.3 )

Mean value /
Cepennc 3navennn

Stage/ Number tested/
Cranin Kingkiers
AocHimKyBannx
OAHHHALE

Acceptance criteria /
Kpurepii
npeARATHOCTI

— —

Each unit is not less 88
than 80 % / Koxwua
OIHHENA HE MeHze

80%

S 6 -

Average of 12 units
(S1+82) is equal to or
greater than 75 % and
no unit is fess than 60
Yo/ Cepeane 12
OAMHAE (S1+52)
6insrte abo gopikice
75 % 1 woauoi
OAHNHLI MerTe 60 %
Average of 24 units
(S1+52+83) is equal
to or greater than 75
%0, no more than 2
units are less than 60
% and no unit is less
than 50 %/ Cepemue
24 omminng,
(31+52+83) Binnure
abo nopismoe 75 %,
He 6ineire gox
OAMHKUL MeHIINnX 60
% Ta HoAHOT oML
MeHwe 50 %

ANALYSIS / AHAJTIS - 06/06/2024
Batch accepted/TTapria npuitaara

DocuSigned hy:
Micharl Buns
A4ESTREGRF G440

Michael Byrne/Mixaenn Bipue

S22 +6 (12)

333 +12 (24)

Analytical Services Manager:
Mertejirep no KOHTPOJIO Ta alami3y sikocTi

Servier (Ircland} Tndusiries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: +353 (0) 402 20800 Fax: +351 {0) 402 20888
Directors: Christian Bazantay (French), Clristizn Sauveur {French). john Redmond.
Company registercd in Ireland No. 117246
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y SERVIER (IRELAND) INDUSTRIES LTD.

= 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 fo the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

[um 1 3acBiguyio, wo HaBeZcHa BHINE IHPOpMAaLTid € AOCTOBIPHOIO Ta TouHO0, Llfo cepiro
npoaykuii 6yno BupoGneno (Bxnogaroyn NaKyBaHHA/MAPKYBAHHSI) T4 [IPOBEAEHO KOHTPOJIE
il sKOCTI Ha BUmIe3asHAYeHI IiNbHMLI Y HOBHIH BiAMOR AHOCT] 3 BHMOramu GMP,
BCTAHOBIIEHUMH MICIIEBHM PEIyTATOPHUAM OPraHOM, a TAKOX BijIOBioHO 1o cnenndikarriii,
IO MICTATBCS ¥ PEECTPaLiiiHoMy noche. HpoTokony BHpoOHHUITBA, [AKYRaHHA Ta aHami3ie
0YyJ10 IeperIANYTO Ta BCTAHOB/ICHO BlAMOBIARICTE GMP,

Date of batch release//[aTa BHITYCKY cepif 10/06/24

Name and Position/Title of person authorising the Batch Release/ Ipisemime Ta nocaga/
3BAHAA 0colu, AKa BHAANA 103Bix Ha BHIYCK cepii

[1 Dr Blanaid Bowes, Qualified Person/ Binmosizanena ocoba
[] Ms Ailbhe Wade, Qualified Person/ Bianoeinanena oco6a

4] Ms Carmel Kinsella, Qualified Person/ Bianmoriganena oco6a
[1 Ms Jenny Quinn, Qualified Person/ Bignosinamsaa ocoba

(I Ms Niamh Ryan, Qualified Person/ Binmorinanena oco6a.

DocuSigned by:
Signature/ITignuc ! Carmel KINSELLA Date/[lata: 10 june 2024

BAC04C328D4440D...

Finished product batch number/ Homep cepii rotosoro nikapckbkoro 3acoby: 743472

Servier {Ireland) Industries LTD Moneylands Gorey Road, Arklow, CoWicklow, Ireland.
Tel: +353 () 402 20800 Fax- +353 (03102 20888
Directors: Christian Bazantay (French), Chrstian Sauveur (French), John Redmond.
Comparny registered in Freland No. 117246
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