JNEPAKABHA CJIYXKBA 3 JIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npos. Hagii Ceirnuunoi, 3, 02099, Tes. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JPTIOY 37079055

BUCHOBOK
npo SIKiCTh BBE3EHOro B Ykpainy JikapcbKoro 3aco0y

19.12.2024 . Ne 68504/24/26

HOJUITPEJ® APTIHIH ®OPTE
(naiiMeIy BAHHS HKAPCHKOTO 3acofy 3rimo 8 peccTpauifiinM FIOCBLAMCHNAM)
TaBaCTIH, BKPATI ILIIBKOBOIO 060/I01K010; 110 30 Tabnerox y Kouteiinepi; no 1 KoOHTCHHEDPY
KopoOui 3 KapTouy
(fopma BAIYCKY, JO3YBAHHS, BHIL naKy saHHs JiKapcbroro 3a¢00y) —

HoMep peecTpauiifHoro HoCBiAYCHHA UA/5650/01/02 ctpox aii peectpaitifioro nocsil4eHns HeoOMeXeHHH
Cepis nikapcbkoro 3acofy Ne 752766 KinbKicTh BBE3CHON0 JiKapehkoro 3aco0y 28000

BupoBHUK Ceps'e (Ipnaunis) Iupacrpic Jitn, Ipnanmis
(naiimciypats BUpoOHHKA JIKAPCHKOro saco0y, kpaina NOXOAKEHHA)

TopapHcTBo 3 06MCKEHO10 BiAMOBiJANLHICTIO "CEPB'C€ YKPATHA", .

BeeaciioB SEpalt inenr. koa: 33643340 -
(naftmenysatis Ta Kol 38 CJIPIIOY 1opumnutiof ocoBH a60 npissuiie, iM's, 110 Gartbioni Gizvun: M
ocobu - ninnpuenmus, i MiCHE [IPOKHBARI T2 peccrpauiiiuil HoMep OOHKOBOT KAPTKH IIATHWY T

nonatkis afo cepis Ta HoMep nacropra) -

T1poToKOs Bi3yalbHOTO KONTPOLIO pin 19.12.2024 Ne 4412/6.

3a pesyibTaTaMu  JAEPKABHOTO KOHTPOMQ ~ BCTGHOBJICHO, WO nikapcbkiii  3aci6  BBE3CHO B Ykpainy 3

JOTPHMAHHIM sumor 3aKOHOABCTBA LIONO 3afe3neuents 4K0CTi JiKapChKMX 3ac06iB.

'gn"pomo)

(nianuc) (ininjanu T8 1PIsBAIC)

/ oLl ¢ o

/5{) oo 7Y

o G o’ O







Docusign Envelope ID: 1B9D5ACO-FBBD-4CD2-938A-DCA991AEQ0208

ER“V/H R (IRE

e SSRVIKI?

CERTIFICATION OF QUALITY PHARMACEUTICAL PRCDUCT/
CEPTUDIKAT AKOCTI IKAPCbKOTO 3ACOBY

- Name of the Manufacturer & Address /Ha3ssa Ta Servier (Ireland) Industries Ltd/CepB € (lpnaHnm)

afipeca BUpOOHHKa

Name of Importer and Address/
Hasga Ta agpeca iMmnoprepa

Which Consignment of product is delivered/Bua
NpoAyKUii, O MOoCTavaeThCsl

Pharmaceutical form/Jlikapcbka popma

Name of the Product/Hassa nikapcbkoro
3aco0y

Dosage/Cuna gif

Type and size of packaging/Bua ta posmip
ynaKkoBKH

Finished Product batch number/Cepis rotosoro
JlikapcbKoro 3acody

Manufacturing date//lata BupoGHHUTBA
Expiry date/Tepmin npunaTHocTi
Batch size/KinbkicTb y cepil

Manufacturing Licence number/Homep niuensii
Ha BUPOOHULTBO

Registration Number/Peectpattiiine
MOCBiAUEHHS

[Hpacrpic Jitn

Moneylands, Gorey Road/Mawninenns, ["opefi
Poyn,

Arklow/Apkroy,

Co. Wicklow/Ko. Bikoy,

Ireland/Ipnanais

Servier Ukraine LLC/TOB "Cepg'e Ykpaina"

41, Naberezhno-Khreshchatytska St./Byn.
HabepexHo-Xpewarnubka, 41

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

Pharmaceutical Product/Jlikapcbknii 3aci6

Film-coated tablets/TabneTku, BKpUTi M1iBKOBOO
000JIOHKOIO

NOLIPREL® ARGININE FORTE/
HOJITIPEJI® APT'THIH ®OPTE

Smg/1,25 mg/ 5 mr/1,25mr

30 tablets in the container; 1 container in the
carton box/ no 30 Tabnerok y koHTelHepi; no 1
KOHTeliHepy B KOPOOLLi 3 KapTOHY

752766

07 2024

072027

76,851 Boxes/ynakoBok
M00068/00001

UA/5650/01/02

Page 1 of 6
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Décusign Envelope ID: 1BIDSACO-FBBD-4CD2-938A-DCAG91AE0208
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Method ref/Tlocunanna na memod:  DTC_S006590_PF T _CTR_16229_EN_2.0
Specification ref/Tlocunanns na cnequdpicaniio: DTC_S006590_PF_N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIIIPEJ" APTTHIH ®OPTE

Formulation/®opmyniosanust:

Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Tabsnerkn. BKPHTI
T BKOBOTO 0BONOHKOIO, 1O MICTHTh S MT TleprHonpiuy aprininy ta 1,25 Mr injlanamity

Packaging Lot No./Cepisn Ne:
752766

20062853

Manufacturing Batch No./Bupofuuua naprin Ne:

TESTS/TTOKAZHHUKHA

STANDARDS/CTAHIAPTH

RESULTS/
PE3VILTATU

Appearance/ 3opninmiif Burianx

Average mass (mg)/Cepenns maca (Mr)

Microbiological quality (skip testing)
European Pharmacopoeia (3. 1.4), non-
aqueous preparations for oral use /
Mikpobiosoriuma yncrora (ckin-reer)
€pponciiceka Papmaxoriest (5. /.4),
HeBOOHI npenapamu OIS REPOPUILHOZO
BUCTROCYEAHHS]

Identification of drug substances/
Inenrudikanis gioanx pevosun
-$9490 and S 1520 by LC/ S 9490
(rrepurrporpuit) Ta S 1520 (inpanamin)
Meroigom PX

White, rod-shaped, film-coated tablet
engraved with < 2 on one face / binoro
KOILOPY, JA0Bractol Gopmit TabiieTku, BKpUTI
TUIBKOBOIO 0DOIIOHKOIO, 3 THCHEHHSIM « & 2%
3 OIHOTO BOKY

88.4 10 97.6 (95 % 10 105 % of theoretical
mass of 93 mg)/ 88.4 — 97,6 mr (95 % -105 %
B TeopeTHaHOT Macy 93 Mr)

Total aerobic microbial count (TAMCY
BarajbHa KibkicTs aepobuux Gaxrepiit: < 10°
CFU/g / < 10°KYO/r

Total combined yeasts/ moulds count
(TYMCY 3aranbha KitbKicts rpudis: < 10°
CFU/g /< 10°KYO/r

Escherichia coli: absence/l g/ Bincyruiy | r

The principal peaks (S 9490 and S 1520) in
the chromatogram obtained with the test
solution have a retention time similar to that
of the principal peaks in the chromatogram
obtained with the reference solution / Ocuosui
ik (S 9490 ta S 1520) Ha xpomaTorpami
JIOCTIJPKYBAHOTO POSYHHY MAXOTh HACH
YIPHUMaHH TOJI0H1 IO TAKHX AJ1 OCHOBHKX
TKIB Ha XpoMaTorpaMi pO3IHHY TTOPIBHAHHS

Complies/ Bipnogijae

92.4 mg /mr

* Skip Test - Not Applicable

* Skip Test - Not Applicable

# Skip Test — Not Applicable

Complies/ Bizmosijac

* Skip test/Cxin recrysanns, Passes/Bianosinae, not applicable/ne nposounses

Servier (Ireland) Industries LD Mones lands Gorey Road, Arklow, Co Wicklow. freland

Tel:

Divectors: Christian Bazantay (Freneh), Christiao Sauveur (Frenchy. John Redmond.

80441 UKR1 V1

L33 (0) 407 20800 Fax: 333 () 402 2088Y

Company regstered in Treland No. 1172460

Yage 2 010




Docusign Envelope ID; 1BOD5ACY-FBBD-4CD2-938A-DCA991AE0208

SERVIER (IRFLAND) INDUSTRIES LTD.

BN

Method l;(,ff/l Tocunanus ua memoo: DTC S006590 PF T CTR 16229 EN 2.0
Specification ref/Iocunanus na eneyudpivayio: DTC S006590 PF N SPE 25259 EN 1.0

NOLIPREL" ARGININE FORTE / HOJIITPEJI® API'THIH ®OPTE

Formulation/®opMymoBanna:
Film-coated tablets containing S mg of perindopril arginine and 1,25 mg of indapamide/ Tabneriu. Brpuri
TUIBKOBOIO ODONIOHKOIO, 110 MICTATL 5 MT MepHHIONpHIY apridiny Ta 1,25 Mr inganaminy

Packaging Lot No./Cepist No: Manufacturing Batch No./Bupotuuya napris Ne:
752766 . 2062853
TESTSATOKAZHUKH STANDARDS/CTAHIOAPTH RESULTS/
PE3VYIIbLTATHA
- S 9490 and S 1520 by TLC/ S 9490 Main spots (S 9490 and S 1520) identical Complies/ Bianosinae
- (rrepumgonpin) ta S 1520 (inpanamin) in position, colour and size for test and
MeTogoM TIIX : reference / QOcropui tismu (S 9490 ta S

1520) 1aeH Tyl 110 1TOJOKSHETO,
KONHOPY 1 pO3MIPY JUTS JIOCTIIKYBAIIOro
3pA3KY 1 3pasKy TIOPIBHAHHS

Drug substances content (LC)
(mg/tablet) / Bmicr itounx pewopun
(PX) (mr/rad)

- S 9490-6 (reprHzONPIITY aprini) 47510 5.25 (95 % 1o 105 % of the 4.94 mg/mr
theoretical content of S mg) /4.75~5.25
(95 % - 105 % Bin TeOpeTHIHOTO BMICTY
: S Mr)

- S 1520 (innaramix) 1,19 t0 1.31 (95 % to 105 % of the 1.23 mg/mr
theoretical content of 1,25 mg) / 1,19~
1,31 (95 % - 105 % Bin TeOpeTHIHOTO
BMICTY B 1,25 M)

Degradation products content (LC) (% ‘
m/m) /Bmict npoaykTis gerpaganii
(nomimox) (PX) (% m/m):

- S 9780-1 <0,75% <0.10 %
-Y 32 <0,2 % <0.10 %
-Y 33 <0,2% <0.10 %
-Y 3l <0,5% 0.11 %
-Y 36 <0.5% <0.10 %
-Y 38 <0,5 % <0.10 %
- Any other degradation products/ Byzin- <0,2% <0.10 %
SK1 THIIT JTOMITITKY

- Total content of degradation products/ <1,5% : 0.11 %

Jarannpna KLKRICTh JOMITITOK

Servier (heland) Industrvies 1T Money lands Gorey Road. Arklow, Co Wicklow. Treland,
Tl 333 (01402 20800 Fax: 355 (0) 402 20888
Divectors: Christian Razanitay (Freneh). Christian Satveur (Frenchy, John Redmond.
80441 UKRI1 V1 ’ Company registered in frefand No. 117240 Page 3 ol 6



Décusign Envelo,ﬁe ID: 1BIDSACH-FBBN-4CD2-938A-DCAYIAEN200

ERVIER

o
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st
L

Method ref/TTocunanns na memod: DTC_S006590_PF_T_CTR_1622 9 EN 2.0
Specification ref/Tlocunanus na cnequgixayino: DTC S006590 PF N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJHITPEJ™ APTTHIH ®OPTE

Formulation/@opmynoBanns:

Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ TaGueriy. BRPUTI
MIHBKOBO 0GOIOHKOIO, IO MICTSITE 5 MT TIepHHAONpPIIY aprininy Ta 1,25 Mr iHjanamigy

Packaging Lot No./Cepist Ne:
752766

2062853

Manufacturing Batch No./Bupotuuua naprist No:

TESTS/ITOKAZHUKH

STANDARDS/CTAHIAPTH

RESULTS/
PE3VIILTATU

Uniformity of content for S 9490-6 and S 1520
(LC) (%/label claim)/ Opnopinmicrs
A030BAHUX opEHHIG st S 9490-6
(riepimgonpuiry apriminy) ta S 1520
(inpanamiay) (PX) (% Bip 3assaenoi
Kinbroceri)

European Pharmacopoeia (2.9.4())/ €sponeiichka
Mapmakortest (2.9.40)

Stage/ Number tested/ Aceeptance criteria/
Crapis Kiankicri Kpuerepii
Hoeniwyrannx upriinsrnoecri
O L
S 10 CAV L 13.0% 2.2
4.8
§21 +20(30) AV < 15,0%
0,75 M < cach
UNITKOWHA OAHHIIS <
[,25 M

“Dissolution (LC) (%) European Pharmacopoeia
(2.9.3)/ Posaunenns (PX) (%) €pporneiicbra
Mapmaxkores (2.9.3)

Q=75% at 15 min for S 9490-6/ Q =75 % 3a
|5 xsuran juis S 9490-6 (nepuwjonpuiny
aprigin)

Acceptance eriteria/
Kpurepit
npniinsirnocri

Number tested/
Kiankicrs
Jloeaimynanny
OAMHHID

Stage/
Cranin

Mean value/
Cepestite 3nayenns

IZach unit is not less
than 80 % / Kowxna

oMHMII He Mere 80
0z
0

S 6

99

Average ol 12 units
(S1-+52) is equal o or
orcater than 75 % and no
unitis tess than 60 %o/
Cepenie 12 ommmiun
(ST482) Ginnrue abo
Jopisiioe 75 % i
AWOAHOT OFUIHLL MeHLre
60 %

§2? +06 (12)

Average of 24 units
(S14+852+83) is equal o
or greater than 75 %, no
more than 2 units are
less than 60 % and no
unit is less than 30 %/
Cepearte 24 oguanin
(ST+824+83) dinbie
abo sopisnroc 75 Yo, ue
GUILIIE JAROX OUTHIILL
menmx 00 %
AOHOT OHMHUMUT MCHILC

50 %

+12 (24)

Servier Greland) Industries FT Moneylands Gorey Road, Arklow. Co AWieklow, freland

Tof

£3573 (07402 20800 Fax

=333 () 402 20888

Dircetors: Christian Bazantay (French i Christian Saaveur (Erenchy. John Redmond.

" 80441 UKRI V1

Company registered in breland Noo FE72460

Page 4 o' 6




Docusign Envelope ID: 1BSD5SACS-FBBD-4CD2-938A-DCA991AE0208
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Method ref/Tlocunannsn na memoo:

DTC S006590 PF T CTR 16229 EN 2.0
Specification ref/Ilocunanna na cneyupivayiio: DTC S006590 PF N SPE 25259 EN 1.0

NOLIPREL" ARGININE FORTE / HOJIIITPEJI® APTI'THIH ®OPTE

Formulation/®opmymosanns:

TTBKOBO 000N0HKOI0. 10 MICTAThL O MI' TICPHHIONPUIY apriviny Ta 1,25 mr iHnanaminy

Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ TaGnerku. Brpuri

Packaging Lot No./Cepist Ne:

752766 2062853

Manufacturing Batch No./Bupo6nuya mapris No:

TESTSMOKA3ZHUKHU STANDARDS/CTAHIAAPTU

RESULTS/
PE3YJbLTATH

Dissolution (L.C) (%) European Pharmacopoeia
(2.9.3)/ Pozaunenns (PX) (%) €sponciickka

Q=75% at 30 min for S 1520/ Q =75 % 3a
30 xsuytan g S 1520 (inganaMin)

Mapmaxones (2.9.3) Number tested/
Kiabkicrs
;'.IOCJliI.(‘:l\‘yBaHHX
LOHASRERSRTES

Stage/
Cranin

Acceptance criteria /
Kpurepit
npuitnsrocti

Mean value /
Cepennc 3uaenns

Each unit is not less
than 80 % / Kowna
OAMHHILT HE MEHLIIE
80 %

S 6

90

Average of 12 units
(ST+82) is equal to or
greater than 75 %

S2° +6(12)
%o and
no unit is less than 60
Yol Cepenmte 12
0AMHMLL (ST+S2)
Oinpiue abo gopisHIOC
75 % i wopwor
onuunil merure 60 %

Average of 24 units
(S1+82--83) is equal
to or greater than 75
%. no more than 2
units are less than 60
% and no unit is less
than 50 %/ Cepeane
24 o;ERUL
(S1+S2+S3) Ginbure
abo popisuioe 75 Yo,
He BIBIIC ABOX
OIHNE Mermux 60
Yo T AOHHOT MM
merie S0 %

S3¢ +12(24)

ANALYSIS / AHAJI3 : 09.10.2024
Batch accepted/ITapris npuitisita

DocuSigned by:

Karen Hughes

047578 562426461

Analytical Services Manager:
Menepkep 110 KOHTPO Ta aHAJ3Y AKOCTI

pP'd on hehalf of
Michael Byrne

Arklow. Co Wicklow. freland.
1F JDRKA
(Frenchy,

Maoney lands Gorey Road,
20800 Fax SIIR(0) )0
CChristian Sauvenr

Servier (Tretand) Industries l Ty
Teb #3330y Ja
Dircctons: Christran Ii;mmm_\ (l umh Johi Redimond.

80441 UKRI VI

Company registered inlrefand No, TH7200

Michael Byrne/Mixaess bipue

Page S of'6




Docusign Envelope 1D: ‘IBQD5/\C9-FBBD-4CD2-938A-~DCA991AE0208

SEGVIER

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/ ' : '

Llim 51 3acBindyio, 110 Haseaena suuite iHdopmaLlis ¢ I0CTOBIPHOIO Ta TouHO. Lo cepito
npoayxuii 6yno supodieHo (BKio4alotm naKyBaHHs/MapKyBaHHs) Ta POBEACHO KOHTPOND
ii AIKOCTI Ha BULIE3a3HAueH i AinbHuLi y nosuiii sianosiaHocTi 3 BuMoramu GMP,
BCTAHOBJCHMMH MICLIEBIM PEryJISITOPHIM CPraloM, a TAKOXK BiAIIOBIAHO A0 cnelmdikauii,
LIO MiCTATbCA Y peecTpailiiiHomMy focke. [TpoToKoNM BHPOOHHLITBA, NaKyBaHH: Ta aHanisis
6y10 TieperiIsiiyTO Ta BCTaHOBAelo BianosiaHicts GMP.

Date of batch release/Jlata Bunycky cepii 31/10/24

Name and Position/Title of person authorising the Batch Release/ Ipizsniue Ta nocana/
3BaHHs ocofu, AKA BHAANA 103BiN HA BUNYCcK cepil

{1 Dr Bblanaid Bowes, Qualified Person/ BiLmoBiuaﬂQHﬁ ocoba
[1 Ms Ailbhe Wade, Qualified Person/ BiznosinaisHa ocoa

[] Ms Carmel Kinsella, Qualified Person/ Bi}.mb_uiuzmbua ocoba
[] Ms Jenny Quinn, Qualified Person/ BinnosinansHa ocoba

M Ms Niamh Ryan, Qualified Person/ Binnosizansna ocoba

DocuSigned by:

Signature/Tlignuc Niamh Ryan Date/]lata:

018FCBBB10E3401..

31 October 2024

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 752766

Page 6 of 6
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Docusign Envelope (D: B226DF58-£CD8-45CH-82A3-2D0A4261 BE5C

o SERVIER (JRELAND) INDUSTRIES L TD.

T SERVIER

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

Name of the Manufacturer & Address /Hasra ta Servier (Ireland) Industries Ltd/Cepr'e {Iprannis)
agpeca BUpODHMKA [nnacrpic Jltn

Moneylands, Gorey Road/Mawirens, Topeii
Poya,

Arklow/Apknoy,
Co. Wicklow/Ko. Biknoy,
[reland/Iprannis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Yxpaina"

Hasea ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./By,
Habepesxro-Xpemaruuska, 41

Kyiv, 04070/m. Kuig, 04070
Ulkraine/Yxpaina

Which Consignment of product is delivered/Buy Pharmaceutical Product/Jlikapcskuii 3aci6
HPOAYKLIL, IO HOCTAYACTLCS

Pharmaceutical form/JTikapceka bopma Film-coated tabiets/TaGnerxn, BKPHTI 1DTIBKOROIO
obonoukon

Name of the Product/Hazsa JIKAPCHKOTO NOLIPREL® ARGININE FORTE/

3ac00y HOJIIIPEJ® APIIHIH ®OPTE

Dosage/Cuna aif 5mg/1,25 mg/ 5 mr/1,25mr

Type and size of packaging/Bun ta po3umip 30 tablets in the container; ] container in the

YIaKOBKH carton box/ 1o 30 Tabnerok y KOHTeHHEp]; no 1

KOHTEHHEpY B Kopodul 3 kaprony

Finished Product batch number/Cepis rorosoro 753911
HKAPCHKOTO 3ac06y

Manufacturing date/[ara rupo6uuTsa 07 2024
Expiry date/Tepmin nprugatnocri 07 2027
Batch size/Kinexicts y cepil 68,080 Boxes/ynakorox

Manutacturing Licence number/Homep miueasii  MOO0O68/00001
HQ BUPOOHUIITEO

Registration Number/Peecrpaniiine UA/5650/01/02
1IOCBIIYEHHxA

s ifeelands Induatrnes LTDL Slonerdands Cogess Boad 4
Tek:

Jonn Eedmonad

av  Fvencl Chyisrian Sanvenr (Trenchl
Conpany registersd i [retand No, 117048

Druecmrs Chrtsrian Ba
Page 1 ofe
e a4 0I5,
9% 022577




Bocusign Envelope 1D: B226DF59-ECD8-45CB-82A3-2D0A426 1B65C

SERVIER (IRELANDY INDUSTRIES LTD.

Method ref/Iilocunanua na memoo: DT C_S006590_PF T CIR 1 0229 EN 2.0
Specification ref/flocunanns na cneyudivauiio: DTC S006590 PF N SPE 25259 EN L0

NOLIPREL® ARGININE FORTE / HOJITIPEJI® API'THIH ®OPTE

Formulation/®opaiymosanns:

Film-coated tablets containing 5 mg of perindo
ILTIBKOBGHD ODOIIOHKO, IO MICTSTE 5 MP e

pril arginine and 1,25 mg of indapamide/ Tabnerku, BrpuTi
PHEIONPHNY apriniy Ta 1,25 mr inmanaminy

Packaging Lot No./Cepist Ne;

Manufacturing Batch No./Buponuua maptis Ne:

753911 2063146
TESTS/TIOKA3ZHUKH STANDARDS/CTAHJAPTU RESULTS/
PE3YJLTATU
Appearance/ 3osmimumii surisiy White, rod—.shaped, film-coated ta‘t?let Complies/ Biamosiac
engraved with ¢ 2 on one face / Binoro
konwopy, nosracroi popmu Tabnerky, BrpuTi
MIIBKOBOIO 0BOJIONKOL0, 3 THCHEHHAM « C J»
3 0IHOTO BOKY
Average mass (mg)/Cepenns Maca (mr) | 88,410 97,6 (95 % to 105 % of theoretical 92 4 mg fvr

Microbiological quality (skip testing)
European Pharmacopoeia (5.1 4), non-
aquectis preparations for oral use /
Mikpo6ionoriuna unerora (crim-TecT)
€eponciickka Mapmakomnes (5.1.4),
HeenAMi npenapamu O3 nepopansioco
3ACMOCYBaNILs

Identification of drug substances/
Izenrudicania girounx peuorun

=S 9490 and S 1520 by LC/ S 9490
{nepunnonpii) ta S 1520 {innarnamiz)
MeTooM PX

mass of 93 mg)/ 88,4 - 97,6 mr (95 % -105 %
BLA TeopeTHuHOT Mack 93 M)

Total acrobic microbial count {(TAMCY
3aranbia KinsKicTh aepoGuux Bakrepiii: < 103
CFU/g / < 1P KYO/r

Total combined yeasts/ moulds count
{(TYMC) 3aranbua kinskicrs rpu6is: < 102
CFU/g /< 10° KYO/r

Escherichia coli: absence/1 g/ Bigcymuiy 1 r

The principal peaks (S 9490 and § 1520) in
the chromatogram obtained with the test
solution have a retention time similar to that
of the principal peaks in the chromatogram
obtained with the reference solution / Ocuonyi
ik (S 9490 T2 S 1520) na XpoMarorpami
AOCTI/PKYBAHOTO POFUMHY MAIOTH YACH
YTPUMAHEA MOAIGIN 0 TAKHMX /IS OCHOBHMYX
niKis Ha XpoMaTorpami PO3YHHY NOPIBHAHHS

* Skip Test — Not Applicable

* Skip Test — Not Applicable

* Skip Test — Not Applicable

Complics/ Binnogiaace

* Skip test/Ckin TeeTyRanm, Passes/Binmosinae, not applicable/se npoBonuncsa

Servier (leeland) Industries 17D, Moneylads Gorey Road,

Tehr =353 (0) 402 20860 Fax: 3353 (0) 402 Patht.

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

80441 UKR1 Vi

Company registered in lreland No. 117246

Arklow. Co Wicklow, Ircland.
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Docusign Envelope ID: B226DF59-ECD8-45CB-82A3-2D0A4261B65C

SERVIER (IRFLANDY INIDUSTRIES |1

Method ref/lTocunanna na memod: DIC_S606590 PF T CIR I 6229 EN 2.9
Specification ref/Iocunanna na cneyudpicayito: DTC S006590 PF N SPE 25259 EN L0

NOLIPREL® ARGININE FORTE / HOJLIIIPEJI® APT THIH ®OPTE

Formulation/Moparymosanua;

Film-coated tablets containing 5 mg of perindopril arginine
MBXOBOIO 0GOIOIKOIO, 10 MICTATE S M NEPUHACOPUIY 4

and 1,25 mg of indapamide/ Ta6nerxn, BKDUTI
prininy Ta 1,25 mr inganaminy

Packaging Lot No./Cepist No:
753911

Manufacturing Batch No./Bupobinya napris Ne:

2063146

TESTS/TIOKA3ZHMKH

STANDARDS/CTAH/IAPTH

RESULTS/
PE3YJILTATH

-S 9490 and S 1520 by TLC/ S 9490
(nepungonpui) ta § 1520 (imnanamin)
MerogoM TIX

Drug substances content (LC)
(mg/tablet) / Buier nitounx peucEuH
(PX) (mr/rab)

- 5 9490-6 (nepunnonpuny aprisin}

- 5 1520 (impanamiy)

Degradation products content (LC) (%
m/m) [Bumier upoayrTin aerpazarii
(romiwmox) (PX) (% m/m):

- 5 9780-1

-Y 32

-Y 33

-Y 31

-Y 36

-Y 38

- Any other degradation products/ Byne-
AKL LI JOMILEIKU

- Total content of degradation products/
3araneHa ximbkicTs goMiNioK

Main spots (S 9490 and S 1520) identical
in position, colour and size for test and
reference / OcHosni masmu (S 9490 ta S
1520) inentruni o HONOKCHHIO,
KOMBOPY [ po3Mipy ANIst AOCHI Ky BAHOD
3pasky 1 3pasky MOpiBHAHNS

47510 5,25 (95 % to 105 % of the
theoretical content of 5 mg) /475525
(95 % - 105 % nix TeopeTrunoro BMiCTY
5 Mr)

L19to 1,31 (95 % to 105 % of the
theoretical content of 125mg)/ 1,19 —
1,31 (95 % - 105 % Bix TeopeTnanoro
BMicTY B 1,25 Mr)

<0,75 %
<0,2 %
<02 %
<0,5 %
<0,5 %
<0,5%
<02 %

<1,5%

Complies/ Binnozigae

4.94 mg/ur

1.23 mg/mr

<0.10 %
<0.10 %
<0.10 %

0.11 %
<0.10 %
<{.10 %
<0.10 %

0.11%

servier (retand) Industries LT, Moneyvlands Gorey Road, Arklow. Co Wick]

Tel: =353 (93 402 30800 Fax: +353 (DY H)2 203888

Directors: Christian Bazantav (Frenchy. Chnistian Sauveur

80441 UKR1 V1

Company tegistered in lreland No. | 17246

(French), John Redimond.

ow, lreland.

Page 3 of 6




Docusign Envelope ID: B226DF58-ECD8-45CR-82A3-2D0A4261B65C

SERVIER (IRVIAND) INDUSTRIFS 1711y

-

Method ref/Tlocuranin na memod: DIC_S5006590 PF T CTR 1 6229 EN 2.0
Specification refffTocunanis ny creyudivayivo: DTC S006590 PF N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIIPEJ® APTIHIH ©OPTE

Formulation/@opyynosanms:
Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ TaGneTxu, Bpuri
N1IBKOBOIO 0GOMOHKOI0, IO MICTATH 5 Mr MEpPUHAOIPMIY aprinidy Ta 1,25 Mr inpanaminy

Packaging Lot No./Cepist Ne: Manufacturing Batch No./Bupo6Gruua napTis Ne:
753911 2063146
TESTS/TIOKAZHHKA STANDARDS/CTAHIAAPTU RESULTS/
PE3YJILTATH
Uniformity of content for S 9490-6 and S 1520 Stage/ Number tested/ Accel){fnlce criteria /
(LC) (%/label claim)/ OguopixnicTs S ShILKISTL Kpusepil;
MO30BAHHX OHHMUL A8 S 9490-6 %f;:":m:? s nrmosn
QTN
{mepuspoupiy aprininy) ra § 1520 S! 10 AV < 15,0% 22
(inmaniamizzy) (PX) (% Bix 3assaenoi 48
KLILROCTI) -
. §2! +20 (30 AV < 13.0%
Luropean Pharmacopoeia (2. 9.40)/ €sponeticbka 9 0.75 M ; cach
Dapmaxones (2.9, 40) unit/kosna oauiMis <
1,25 M

Dissolution (L.C) (%) European Pharmacopocia Q=75% at 15 min for S 9490-6/ Q=75%na
(2.9.3)/ Posunnenns (PX) (%) €pponeticera 15 xBunun qms S 9490-6 {(mepmuugonpuny

Mapmarones (2.9.3) aprivin)
Stagef Number tested/ Acceptance criteria / Mean value /
Clvajin Kiaekicrs Kpurepit Cepejiue sHasierese
Hoeaipxysaunx upnisirnocTi
CAHHMIL .
Each unit is not less 99
S| G than 80 % / Kowara
OAMHHUY e McHiie 8¢
%

Average of 12 units

$22 +6(12) (81482} is cqual to or
greater than 75 % and no
unit is less than 60 %/
Cepeane 12 omnmue
{S1+S2) Ginnie abo
JIOPIBHIOC 75 Y% |
HKOTHOT OIIHHLL MCHIIIG
60 %

Average of 24 units

$33 +12 (24) (S1+82483) is cqual to
or greater than 75 %, no
more than 2 units are
less than 60 % and no
unit is less than 50 %/
Cepezeie 24 ogmunn
(S1+S2+83) Gitewe
abo gopisuioc 75 %, He
Oinpile ABOX oAMENLD:
MeHIMX 60 % ta
KOZHOT O/MLKL Melfwe
50 %

Servior (feelandy Industries LTD.. Moneylands Gorey Road, Arklow. Lo Wicklow, Ireland.
Tel: =333 {0y 407 20800 Fax: +333 {0 402 20585
UHrectors: Christian Bazantay (Freuch). Christian Sauvear (Frenchy. Jobn Redmond.
80441 UKR1 V1 Company registered in lreland No. 177246 Page 4 of 6




Docusign Envelope ID: B226DF59-ECD8-45CB-82A3-2D0A426 1B650

SERVILER (IRELANDY INDUSTRITES 171,

Method ref/Ilocunanns na memod: DT C 5006590 PF_ T CTR_16229 EN 2.0
Specification ref/Iocunanns na cneyudhicayiro: DTC 5006590 PF N SPE 25259 EN L{

NOLIPREL® ARGININE FORTE / HOJIIITPEJI® API'THIH ©@OPTE

Formulation/@opyiosamnst:
Filin-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Ta6nerkn, BKPUTI
0.1 BKOBOIO 0G0JIOHKOIO, 110 MICTSTH 5 M NEPHHAONPHILY apriHiny Ta 1,25 Mr intanamisy

Packaging Lot No./Cepist Ne: Manufacturing Batch No./BupoGumnua naprist Ne:
753911 2063146
TESTSTIOKASHHKHU STANDARDS/CTAHJIAPTU RESULTS/
PE3YJBLTATH

Dissolution (1.C) (%) European Pharmacopoeiz | Q = 75% at 30 min for § 1520/ Q=75%n7a
(2.9.3)/ Posunnenns (PX) (%) Caponefichka 30 xBunuH ana S 1520 {(inpanamin)

Dapuakores (2.9.3) Stage/ Number tested/ | Acceptance criteria / Mean value /
Cranin Kinskicrs Kpurepii Cepeane sHavennn
ACCITKYBaNHX UPHITHATROCTI
eAunHNL
Each unit is not lcss 90
S1 6 than 80 % / Koy
OJUIIHLS FE MCHITE
80 %

Average of 12 units
S2t +6 {12) (S1+-52) is cqual to or
greater than 75 % and
no unit is less than 60
%/ Cepenne 12
OAMHHLE (S1482)
Ginzute ado Jopiemioe
75 %1 kopuoi
oHnu Menre 60 %

Average of 24 units
333 +12 (24) (31+82+83) is cqual
to or greater than 75
%, 1o more than 2
units arc less than 60
% and no unit is less
than 50 %/ Cepemie
24 onunuue
(S1+82+83) Ginswe
alo nopinmoe 75 %,
He OLIRINC [IBOX
OARITHIL MEEDTHX 60
Yo Ta OM0T oAUl
Menuie 50 %

ANALYSIS / AHAJII3 : 08.11.2024
Batch accepted/Iapris HpHitHsiTa

Signod by,
Analytical Services Manager: Mictact By
Menc/pxep mo koHTpomo Ta AHAJZY AKOCTI Micﬁécﬁqﬁyrne/Mixaenb Bipue

servier (heland) industries LTD. Meneviands Garey Read, Arklow. Ue Wicklow, boland,
Tel: =353 (03 402 20800 Fax: 353 {0 402 20383
Bireotors: Christian Bazanay (Franchy. Chisttan Sauveur {(Frenchy, Johs Redimond,
80441 UKR1 V1 Company registered in freland No. 117246 Page 50f6




Docusign Envelope 1D: B226DF59-ECDB-45CB-82A3-2D0A4261 B65C

SERVIER (IRELAND) INDUSTRIES LTD.

TR senvien

I'bercby 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
iocal 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/

Hum = 3ACBINUYEO, L0 HABE/GHA BHILG iHQopMamig ¢ JOCTOBIPHOIO TA TOYHOK). Lo cepito
IpoRyKLii 6yne BupoGneHo (BKIIOYaI0IH TaKyBAHHS/MAPKYBAHIA) Ta NIPOBEAEHO KOHTPOJIL
1T AKOCTI Ha BHINEe3asHaYeHif JIARHUI] y DOBHIf BIIOBIAHOCTI 3 BUMOTaMu GMP,
BCTAHOBIICHHMH MiCLEBUM PETYIATOPHIM OPraHoM, 4 TAKOK BIINOBIAHO j10 cnemmdikariit,
O MICTATHECA Y PeecTpauiitioMy Hocke. lIporokony BupobnuTea, HaKYBaHHg T4 aHamiaie
OY0 LISPETNSHYTO T2 BCTAHOBISHO BIIIOBLAHICTE GMP.

Date of batch release/I{ata BHIIYCKY cepil 29/11/24

Name and Position/Title of person authorising the Batch Release/ Ipizenme 1a nocana/
3BAHIA 0cO0H, IKA BUIAIA JOIBLT Ha BHIIYCK cepif

[J Dr Blanaid Bowes, Qualitied Person/ Bignosinanena oco6a
[] Ms Ailbhe Wade, Qualified Person/ Bignosiganena ocoba
[ Ms Carmel Kinsella, Qualified Person/ Bianosizansna ocoba

(1 Ms Jenny Quinn, Qualified Person/ Birnoeinansua oco6a
]

[l Ms Niamh Ryan, Qualified Person/ Binnosinannna ocofa
DocuSigned by:

Signature/ITinnnc Elarme I KINSELLA Date/[lara; 29 November 2024
BAC04C3480144BD .

Finished product batch number/ Homep cepii rotosoro nikapeexoro 3acoby: 753911

secw Jeeland) Industrtes LTI, Bonevlands Gorey Road Ark CoWeklow, Trelang

veur (Frencht, Jobn Redimaond
ed w Ireland MNa 117244

Page 6 of 6




JEPKABHA CIYKbA 3 JIIKAPCBKUX 3ACObBIB
TA KOHTPOJHO 3A HAPKOTUKAMMHN y m. KHEBI

npoe. Hanii Ceitnuanot, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kop EAPITOY 37079055

BUCHOBOK
po SKiCTH BBe3eloro B YKpaiuy JdikapebKoro 3aco0y

09.01.2025 Ne 448/25/26

HOJIOPEJI® APT'THIH ®OPTE

{radMenyBanHs AixapckKoro sacoby 3rinno 3 pecoTpalifuNM noceixteInm)
TalJIETKH, BKPUTI ILTiIBKOBOI0 o6ononrolo; o 30 ratuerox y konreiinepi; o 1 wonreituepy y
Kopobui 3 kapTony

(thopara BHNYCKy, 103y BRI, RHIL TAKYBAKIS NiKAPCLKOro 3ac00y)
Homep peccrpauiiinoro tocsizuenss UA/S5650/01/02 ctpox nit pecctpanilinoro noceinyenns HEOOMEKCHHA
Cepia nikapcwkoro sacoby Ne 753911 KinekicTh Beeseioro nikapeexoro sacody 14189

BrpoGHuk Ceps'e (Ipnanais) huacrpic Jlra, Ipnannis

(HaAMCHY B HHPOMIHKA NIKAPCLEATE 32000y, Kpaitia MOXeUReHIE)

Beeseno 8 Yxpainy Topapuerso 3 odmemcernoro sinnosinansrictio "CEPB'E€ YKPAIHA",
inenT. won: 33643340

(nakserysanns Ta koa 3a CP1OY 10onaH 10T ocoGr aGo npismiate, iv's, 1o Sathsoni (isHnoi
0coOM - DIANPHEMIG, T MiCILe NPOMHBAHLA T8 peecTpailliiHnil HoMep 0BAIKGBOT KAPTKH HATHIED
floaTkin afo cepia Ta HOMED [ImenopTa)

TpoToicon Bizyaastoroe koutpomo sin 09.01.2025 N 17/01.10-25/4.

3a pesyswTaTaMK  LEMKABHOIO  KOHTPONIO BCTRHOBJIGHO, WO  JNikapceku#i  3aci0  Bresevo o Yupainy 3

AOTPHMAHHAM BHMOr 3aKOHOAABCTBA LWOLO 380C3Mewesing AKoCTi NikgEbriX 3ac00in,

Miuikona XQJIOJAEHKO

{ILANHE) Ciiad o npizerine)




TEPHKABHA CJIVYIKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hanii Caitnuunof, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €PIIOY 37079055

BUCHOBOK
npo sikicTh BBe3eHOro B YKpainy JAikapeLKoro 3acoby

14.02.2025 Ne 6974/25/26

HOJINPEJ® API'THIH ®OPTE

(HaBiMeHy BaHHS JIKApCLKOro 3aco0y 3riA0 3 peccTpartifHM NIOCBILHEHHAM)
TaaeTikH, BKPATI IUTIBKOBOIO 06010HKOI0; IO 30 TabuerTox y kouTeiinepi; no 1 KourTeHuepy
y kopo0bui 3 KapTomny

(bopma BHIIYCKY, AO3YBAHIISL, BUAL NAKy BAHA nikapcehkoro 3acoby)
Homep peecTpauiitHoro nocsiadeH s UA/5650/01/02 ctpok aii peecTpaliiiHoro nocsimeHH HeoOMEKEHHH
Cepist nikapebKkoro 3acofy Ne 755713 KinbKicTb BBE3EHOrO J1iKapehKOro 3ac00y 30494

BrpoGHuK Ceps'c (Ipmanuis) Inpacrpic Jlta, Ipnanyis

(naifiMeHy BaHHS prpoGHKKa AiKapCLKOro 3acofy, xpaina AOXOIKCHIS)

Bueseno B YKpainy Tosapucrso 3 00MemeH0I0 BioBigaMLHICTIO "CEPB'€
VYKPAIHA", inenr. koa: 33643340

(uaifMeRyBaHs Ta KO 32 CJIPTIOY 1opuawnoi ocoby a6o npizBuLLL, iM'4, 0 GarbkoBi

izuanoi ocobu - mianpueMut, i MiCILC MPOMHBAINA TA peecrpauiinui noMep oGuikoBol
KAPTKH NTATIHKE TOJATKIB aBo cepis Ta HOMEP facnopTa)

[1poTOKO Bi3YAJILHOT0 KOHTPOJIO pin 14.02.2025 Ne 363/01.10-23/3.

3a pesyisTaTaMi ACPAKABHOTO KOHTPOJII0 BCTAHOBJIEHO, 110 snikapcbKui saci6 BpeseHo B Yxpaiwy 3
oo ol .
AOTPHMAHHSIM srMOr 3aKOHONABCTEA 11040 3abe3neyetins AKOCTL nikapCrkux 3acobis.

Muxona XOJIOJEHKO

(iniuiann 18 Npi3BULLE)







Docusign Envelope ID: D0919C11-A492-41EB-827E-F6AFOFCA35AC

TR SERVIER

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

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

ajipeca BUPOOHHKA

Name of Importer and Address/

Hazsa Ta agpeca iMnopTtepa

Tnpacrpic JItn

Moneylands, Gorey Road/Mawuinesins, ['opeii
Poyn,

Arklow/Apxnoy,

Co. Wicklow/Ko. Biknoy,

Ireland/Tpnammis

Servier Ukraine LLC/TOB "Cepg'e Yxpaina"

41, Naberezhno-Khreshchatytska St./Byin.
Hab6epexno-Xpemarnueka, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapcekuit 3aci6

MIPOAYKIILT, 10 TIOCTAYAETHCS

Pharmaceutical form/Jlixapcpka gpopma

Name of the Product/Hassa nixapcbkoro
3acoby

Dosage/Cuna mii

Type and size of packaging/Bun ta posmip
YHAKOBKH

Film-coated tablets/TabneTky, BKPHUTI TIIIBKOBOO
060JI0HKOKO

NOLIPREL® ARGININE FORTE/
HOJITTPEJI® APTTHIH ®OPTE

Smg/1,25 mg/ 5 wmr/1,25mr

30 tablets in the container; 1 container in the
carton box/ o 30 tabierok y KoHTe#Hepi; 110 |
KOHTeiHepy B KopoOili 3 KapToHY

Finished Product batch number/Cepis rotosoro 755713

JIKapChKOTO 3acO0y
Manufacturing date/{ata BupoGHULITBA
Expiry date/TepMin npuaaTHOCTI

Batch size/KinpkicTs y cepif

07 2024
072027
72,480 Boxes/ynakoBox

Manufacturing Licence number/Homep miuensii M00068/00001

Ha BUPOOHHUTBO

Registration Number/Peectpauiiine
TIOCBIUCHHS

UA/5650/01/02

Page 10of6
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Docusign Envelope 1D: D0919C11-A492-41EB-827E-FEAFOFCA3SAC

P

Method ref/Hocunanns na memoo:

DTC S006590_PF T CTR 16229 EN_2.0
Specification ref/ITocunannsn na cneyugivain: DTC_S006590 PF N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIIIPEJ® APT'THIH ®OPTE

Formulation/@opMyTioBanus:

Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Tabnerxu, BKpuTi
1TBKOBOI 0BOTOHKOIO, 1O MICTATL 5 M iepHHIONpIIy apriuiny Ta 1,25 Mr injanamisy

Packaging Lot No./Cepist No:
755713

2063414

Manufacturing Batch No./Bupodunia napris Ne:

TESTS/TIOKAZHHMKH

STANDARDS/CTAHJAPTU

RESULTS/
PE3VJILTATH

Appearance/ 3opuiminiil BHrsy

Average mass (ng)/Cepeanst Maca (Mr)

Microbiological quality (skip testing)
European Pharmacopoeia (3.1.4), non-
aqueous preparations for oval use /
Mikpo6iosoriusna yuerora (CKiu-recr)
Eaponeiicsia Hapmarkones (5.7.4),
nesodui npenapainit O1s nepoPaIbHO20
3ACMOCYEUTNSL

Identification of drug substances/
Inerrrudirkanist xiouux pegosun

- $ 9490 and S 1520 by LC/ S 9490
(repuugornpui) ta S 1520 (inyaramin)
merojom PX

White, rod-shaped, film-coated tablet
engraved with = » on one face / binoro
KOJILOPY, AOBTACTOl (hOPMM TabIETKH, BKPHTI
TUTBKOBOO 00ONOHKOM0, 3 THCHEHHAM « X 2y
3 QHOTO OOKY

88,4 10 97,6 (95 % to 105 % of theoretical
mass of 93 mg)/ 88,4 — 97,6 mr (95 % -105 %
B TEOpeTHYHOT MacH 93 Mr)

Total acrobic microbial count (TAMC)/
Saranpia KimbKicTh acpoGHuX Gakrepiit: < 10°
CFU/g / < 10°KYO/r

Total combined yeasts/ moulds count
(TYMC)/ 3aransna kineKicts rpnbis: < 10°
CFU/g /< 10°KYO/r

Escherichia coli: absence/1 g/ sincyraiy Ir

The principal peaks (S 9490 and S 1520) in
the chromatogram obtained with the test
solution have a retention time similar to that
of the principal peaks in the chromatogram
obtained with the reference solution / OcHOBHI
uiky (S 9490 ra S 1520) na xpomaTorpami
JOCTIPKYBAHOTO PO3UHHY MAIOTL Yacu
YTPUMAHHST TOAIOHI 10 TaKuX U1 OCHOBHUX
NIKIB HA XPOMATOTPAMI PO3UMHY TTOPIBHSIHHS

Complies/ Bixnoijac

92.9 mg /Mr

*Skip Test - Not Applicable

*Skip Test - Not Applicable

#Skip Test —Not Applicable :

Complies/ Bijmosijiac

* Skip test/Cxin Tectysauis, Passes/Bimosinae, not applicable/ne nposouses

Servier (refand) Indusiries LTD.. Moneylands Gorey Road, Arklow, Co Wickiow. Treland.

Tel

Dirgetors: Christian B

80441 UKR1I V1

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

azantay (French), Christian Sauveur (Frenehy, John Redmond.
Company reg

(ered o treland No. 117240

Page 2 of 6



Docusign Envelope ID: D0919C11-A492-41EB-827E-F6AFOFCA35AC

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunanna na memoo:

DTC S006590_ PF T CTR 16229 EN 2.0
Specification ref/IHocunanmnn na cneyudivayivo: DTC S006590 PF N SPIZ 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIIITPEJI® APTIHIH ®OPTE

Formulation/®opmyniosanus:

Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Tabnerku, BpuTi
THBKOBOIO 0BOJIONKOTO, IO MICTATE 5 MI ITepHHIOTIPUITY apriminy Ta 1,25 mr injanaminy

Packaging Lot No./Cepist Ne:
755713

2063414

Manufacturing Batch No./Bupobunaa naprin Ni:

TESTS/MOKAZHUKHA

STANDARDS/CTAHIAPTH

RESULTS/
PEIYJLTATH

- S 9490 and S 1520 by TLC/ S 9490
(mepurgoripun) Ta S 1520 (iwpanamiz)
veronom THIX

Drug substances content (1.C)
(mg/tablet) / BmicT pirounx pevyopun
(PX) (mr/Tad)

- S 9490-6 (nepunioNpHITY aprinis)

- S 1520 (inganamiz)

Degradation products content (LC) (%
m/nt) [BaicT npoxykrie gerpaganii
(monimox) (PX) (% m/m):

- § 9780-1

Main spots (S 9490 and S 1520) identical
in position, colour and size for test and
reference / Ocuosui vy (S 9490 Ta S
1520) 1es T 710 TIOTOWKCHHIO,
KOJILOPY 1 pO3MIpY JUIS TOCTKYBAHOTO
3pasKy 1 3pasKy MOPIBHAHHS

4,75 10 5,25 (95 % to 105 % of the
theoretical content of 5 mg) /4,75 -15,25
(95 % - 105 % BiJ TEOPETUYHOrO BMICTY
5 mr)

1,19 to 1,31 (95 % to 105 % of the
theoretical content of 1,25 mg) /1,19 —
1,31 (95 % - 105 % Bij TeOpETHIHOrO
BMicTy B 1,25 Mr)

Complies/ Bizmnogijac

4.96 mg/Mr

1.25 mg/mr

<0.10 %
<0.10 %

-Y 32 <0,2%

-Y 33 <0,2% <0.10 %
-Y 31 <0,5% 0.12%
-Y 36 <0,5% <0.10 %
-Y 38 <0.5% <0.10 %
- Any other degradation products/ byus- <0,2% <0.10 %
SIKD THIUT JIOMILEKY

- Total content of degradation products/ <1,5% 0.12 %

Saraibia KUIBKICTS JOMILLIOK

Sevvier (freland) Indusivies 1T, Moneylands Gorey Road, Arklow, Co Wicklow. Treland.

Tel 3
Dircciors: Christian Bazantay (Fre
Company registeced o reland No, (172406

80441 UKR1 V1

33¢0Y 402 20800 Fax: +35,
A1), Christian Sauveur (French), John Redmond,

3 (05 402 20888
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Docusign Envelope 1D: D0919C11-A492-41EB-827E-FEAFOFCAISAC

Method ref/Hocunanns na memod: DTC_S006590_PF_T_CTR_I 6229 EN 2.0
Specification ref/Hocunannn na cnequdpixauiro: DTC S006590 PF N SPE 25259 IN 1.0

NOLIPREL® ARGININE FORTE / HOJIIDPEJI® APTIHIH ®OPTE

Formulation/Mopmyinosanus:

Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Tabnerxit, BRPUTI
IUTIBKOBOTO 0BOJONKOTO, 10 MICTATE 5 MT MepHHIOTIpHILY aprininy Ta 1,25 mr inganamigy

Packaging Lot No./Cepist Ne:
755713

Manufacturing Batch No./Bupofuma napris Ne:
2063414

TESTS/MOKAZHUKH

STANDARDS/CTAHJAPTH

RESULTS/
PE3YJbTATH

Uniformity of content for S 9490-6 and S 1520
(LC) ("o/abel claim)/ Oanopiauicrs
A030BANAX OXHEHUL LIS S 9490-6
(nepuwonprity apriviny) Ta S 1520
(impanaminy) (PX) (%o Bix 3asBienol
Kinerocri)

European Pharmacopoeia (2.9.40)/ €sporieitcska
Mapmakones (2.9.40)

Stage/ Number tested/ | Acceptance criteria/
Cranin Kisnkicrs Kpurepii
Jocaimxypanux npuEHSTHOCTI
O
S1 10 AV £ 15,0% 2.3
38
S2! +20 (30) AV £ 15,0%

0,75 M < each
VAIL/KOWHA QAL <
1.25M

Dissolution (LL.C) (%) European Pharmacopoeia
(2.9.3)/ Posunuenns (PX) (Vo) Caponeiicsia
Mapmakorest (2.9.3)

Q=75 % at 15 min for S 9490-6/ Q = 75 % 3a
15 xgumn wis S 9490-6 (nepungonpuiry

aprifin)

Stage/
Crapist

Number tested/
Kinnxicrs
Hocmijuryrannx
OJNHHEID

Acceptance criteria /
Kpurepii
upsifnsiTHocTi

Mean value/
Cepe;uic 3navenns

6

Each unit is not less
than 80 % / Koskwa
oaMnuuA e Merlie 80

/
Y

97

+6 (12)

Average of 12 units
(S1:+82) is equal to or
greater than 75 % and no
unit is less than 60 %/
Cepesme 12 ogmuniin
(S1+82) Girmme abo
sopismoc 75 % i
SKOHHOT OAUHULT MeHlue
60 %

+12 (24)

Average ot 24 units
(SE+82+83) is equal to
or greater than 75 %, no
more than 2 units are
less than 60 % and no
unit is less than 50 %/
Cepejute 24 oguuuig
(S1+82483) Sumsuie
abo nopiruioe 75 %, ne
Giliblie ABOX OJHHIUL
sMenumx 60 % ra
AKOMMOT OFMHIUL MEHTIC
50 %

Servier (Ireland) Indusiries LTD.. Moneylands Gorey Road, Arklow, Co Wicklow. Deland.

Tel: -

3 (0) 402 20800 Fax: +353 (0) 402 20888

Dircciors: Christian Bazantay (Freneh). Chrisidan Sauveur (Frenchy, Jobn Redmond,

80441 UKR1 V1

Company registeced in freland Noo 1t
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Docusign Envelope |D: D0919C11-A492-41EB-827E-F6AFOFCA35AC

é( ,% | R }z » :%‘a

S

i

yd
£

Method ref/11 ocunanin na memoo: DTC S006590 PF T CTR 16229 EN 2.0
Specification ref/Hocunanms na cnequdpivayivo: DTC S006590 PF N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJITIPEJ® APTTHIH ®OPTE

Formulation/®opmymoBanus:
Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Tabnerkn, srpuri
TTIBKOBOIO 0BOJIONKOI0, IO MICTITE 5 MT' MePHHIONPIITY aprininy Ta 1,25 Mr injanamixy

Packaging Lot No./Cepis Ne:

755713

Manutacturing Batch No./Bupobnwuua naprin No:
2063414

TESTS/NMOKA3ZHUKH

STANDARDS/CTAHIIAPTH

RESULTS/
PE3SVYIBTATH

Dissolution (LC) (%) European Pharmacopoeia
(2.9.3)/ Pozaunennst (PX) (%) €eporeiichka

(hapmaxories (2.9.3)

Q= 75% at 30 min for S 1520/ Q =75 % 3a
30 xsuiny juis S 1520 (ispanamin)

Stage/
Crajist

Number tested/
Kinbkicrs
Jxroca iil?K‘y Banux
OJHHMHE

Acceptance criteria /
Kpwrepiv
upuituaruocti

Mean value /
Cepejure 3uasenys

6

Each unit 18 not less
than 80 % / Kowna
OMMHHI HE MEHIIIC
80 %

Average of 12 units
(S1+82) is equal to or
greafer than 75 % and
no unit is less than 60
%/ Cepepne 12
onnHuIE (S1+52)
dinlue abo xopipHioe
75 % 1 wonaoi
ojmnuL Menie 60 %

+12 (24)

Average of 24 units
(S1+82+83) is equal
to or greater than 75
%, no more than 2
units are less than 60
% and no unit is less
than 50 %/ Cepenme
24 0ATIHILL
(SE+S2+83) Hinptue
aGo popismioc 75 %,
e GUILING ABOX
OJHHILL MeHuy 60
%% Ta IKOAHOT OAnHUI
wverue 5O %

ANALYSIS / AHATII3 : 27.11.2024
Batch accepted/IapTis npuitnsara

Analytical Services Manager:
Menexep 110 KOHTPOJG Ta aHa3y IKOCTI

80441 UKR1 V1

Servier (fretand) Industries

Tel- 4

[f—-—-Signed by:

Michael Byrme

L——NMEW&(')HB:"C'?

Michael £

LTD. Moneylands Gorey Road, Arklow, Co Wicklow. Trefand.

33 (Y402 20800 Fax

83034022

Dircetors: Christian Bazantay (Freneh), Christian Sauveur (French), John Redmond.

Company regisiered o Treland No. 117

oy

2rs

yrne/Mixaens Bipre
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Docusign Envelope ID: D0919C11-A492-41EB-827E-F6AFOFCA3SAC

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/

LIuM 5 3aCBIRUYHO, 0 HaBeaeHa BUILE iHOpMaLlis € TOCTOBIPHOIO Ta TouHOM. Lo cepito
npoaykuii 6yn10 BupoGIeHo (BKINUAIOUM NaKyBaHHA/MAPKYBAHHS) T POBECHO KOHTPOIIb
ii IKOCTI Ha BUILC3A3HAYCHIH AIMBHUIN Y NOBHIH BiamoBinHocTi 3 BumMoramn GMP,
RCTAHOBJICHUMH MICLICBUM PETYIIATOPHIM OPTaoM, a TaKOX BifIMOBIAHO 10 cretmdikamii,
10 MiCTATBCS Y peecTpattiiinomy nocke. [IpoTokoni BUpoGHUITBA, TAKYBAHHS Ta araisis
6yJ10 MepersisHyTo Ta BCTaHoBIeHO Bianosiadicts GMP.

Date of batch release/Ilara sunycky cepii 18/12/24

Name and Position/Title of person authorising the Batch Release/ Ilpizsuuie Ta nocana/
3BaAHHS 0c00H, SIKA BUAAJA J03BIJ HA BHIIYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bignosigansua ocoda
[l Ms Ailbhe Wade, Qualified Person/ Bianosizansua oco6a
M Ms Carmel Kinsella, Qualified Person/ Bianosigaibna ocoda

[] Ms Niamh Ryan, Qualified Person/ BianosizansHa ocoba
Signed by:

Signature/Ilinnuc | Carmel Kinsella Date/Hata:

BAC04C348D1448B0...

18 December 2024

Finished product batch number/ Homep cepii rotoBoro nikapcekoro 3acoby: 755713
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