JEPXKABHA CJYXKBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanit Ceitnuunod, 3, 02099, ren. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €APTTIOY 37079055

BHUCHOBOK
PO AKICTH BBE3CHOro B Y KpaiHy JikapebKkoro 3acoby

16.09.2024 No 47418/24/26

HOJIIPEJI® APT'THIH

(HalMery BaHAS HIKAPCLKOro 3acoby 3ritio 3 peeCTPaLiHinM HOCRIAMCHINM)
TadJierky, BK[)H[I NAIBKOBOIO 0600HKO010; 110 30 rabjerork y koureiinepi; no 1 a6o o 3
Kouvefdnepn B Kopooui 3 kaprony

((1)0}7“3 BHTTYCKY, AO3YBAHIHA, BIL IRy BRI .”I\d]’\l.l)l\(” (8} ‘HICU()}')
Homep peectpauiiinoro nocsinenns UA/5650/01/01 crpox nii pecetpauiiisoro nocsinucnns HEoBMEnCHHI
Cepin nixapcskoro 3acofy Ne 747615 KinbkicTs sesenoro gikapebkoro sacofy 55272

BupobHui Ceps'e (Ipnannis) Ingacrpic Jlta, Ipnanais

(nalimeHy BaH s BHPOGHHKA ATKAPCLEOTO 3ac00y. KpaTHA NOXOUKCHI)

Tosapucrso 3 odmexenoro sinosigansuicrio "CEPB'E YKPATHA",
inenT. won: 33643340

Bsesewo B Ypality

(naiimenysanns ta kot 3a CJIPIIOY opmianunai acodin ado tpissnnie. is's. 1o darnroni gisiciof
0COBU - THANPHEMIEE, T MICHE TPOMKIBAIIS T4 peceTpanifinkii nosmep obaikanol kapTri 1aThIR
HOGVURTR 00 ¢epis T HONSD 1aCHopTa)

Mporokon sisyansuoro kontponio sin 16.09.2024 N 3094/12.

3a pesynbrataMM  ACPKABHOLO  KOWTPOJIK  BCTAHOBACHO, 11O JiKAPCHRW  3aci  peeseno # Yipainy 4

JOTPUMAHHSM BUMOT 32KOHOAABCTBA WO 3a0e3netienhs skoeTi ARapchriN jacodin,

Muxosia XOJIOJEHKO

(rizume) (infuiazam ra upizsnue)

Hayansnuk,

b wucnttdd







Docusign Envelope |D: E85FAAD9-D6DB-408B-AC30-71FFA4375B4D
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- SERVIER (

"""'w“
e SERVIER

RELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUO®IKAT AKOCTI /IIKAPCbKOTIO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Cepr'e (Ipnanzis)
azipeca BUPOGHHUKA Inpacrpic Jltzg

Moneylands, Gorey Road/Maninens, lopeii
Poyn, :
Arklow/Apxknoy,
Co. Wicklow/Ko. Bikroy,
Ireland/Ipnangis

Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

Hassa ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./ByJ.
Hab6epexno-Xpewaruibka, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/J ikapcbkmii 3aci6
MPOAYKLiT, O nocTayaeThes

Pharmaceutical form/Jlikapcbka popma Film-coated tablets/Ta6erku, BKPHUTI MJ1iBKOBOIO
060I0HKOI0

Name of the Product/Haspa nikapceKoro NOLIPREL® ARGININE/HOJIIITPEJI®

3aco0y - API'IHIH

Dosage/Cuna nit 2,5 mg/0,625mg / 2,5Mr/0,625 mr

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

YNaKoBKH carton box/ no 30 Tabnerok y KOHTeHHepi; no 1

KOHTEHHEpY B kopobLi 3 kapToHy

Finished Product batch number/Cepis roroBoro 747615
niKapcekoro 3acoby

Manufacturing date/[{ata BUPOOHHUTBA 05 2024
Expiry date/Tepmin npugatnocri 05 2027
Batch size/Kinbkicrs y cepif 55,280 Boxes/ynakoBok

Manufacturing Licence number/Homep niuensii  M00068/00001
Ha BUPOOHUIITBO

Registration Number/Peecrpauiitie UA/5650/01/01
MOCBITYEHHS

Sepvier (frefand) Indust : CoWicklow, Tretand

Tel

Page 1 of 6




Docusign Envelope ID: E85FAAD9-DBDB-4OBB-AC30-71FFA437SB4D

Docusign Envelope 1D: 02959284-6264—47F1-91D4—7F486FABD425

QERVIER (IRELAND) IN DUSTRIES LTD.

F SEAVIER

pecification ref/lTocunanis nd cneuudﬁxauim:b TC S0065 9()_PF_N_SPE_2526()_E N L0

Method ref/ITocunanns Ha wemoo: DTC S006590_PF_ T CTR_1 6226 EN_2.0 T
s |

NOLIPREL® ARGININE / HOJIMPEJ® APTTHIH

Formulation/@opMyTI0oBaHNA:
Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ TabueTkH, BKPHUTI
TIBKOBOIO OGOTOHKOK, IO MICTATL 2.5 MT NMepHHIONPUIY apriuiny 1a 0,625 MI imganaMiny

Packaging Lot No/Cepis No: 747615 Manufacturing Batch No./Bupofnuta maprisg Ne:
735131
TESTS/MOKA3ZHUKH STANDARDS/ CTAHJAPTU RESULTS/
PE3YJLTATH
Appearance/ Jop il BRITAA White, rod-shaped, film-coated tablet Complies/ Bignosigac

engraved with € 2 on one face and an
embossed line on both faces / Bisoro
KOTLOPY, AOBIacTol dopmu TAONETKH,
BKPUTI THIIBKOBOIO 0DOJIOHKOI0, 3
CHCHEHHSIM « € 9% 3 01HOro GOKY Ta
THCHEHHAM Y BUTIIAAL pueic 3 000X
Hoxis

Average mass (mg)/Cepens Maca (mr) | 884 to 97,6 (95 % to 105 % of 92.0mg /mr
{heoretical mass of 93 mg)/ 88,4 — 97,6
Mr (95 % -105 % BiZ TEOPETHUHOT MaCH

03 wmr)

Microbiological quality (skip testing) Total aerobic microbial count (TAMCY <10CFU/g/KYO/r
European Pharmacopoeia (5.1.4). non- JaraibHa KiTbKicTh aepobHUX Baxrepiit:
aqueous preparations for oral use/ < 10°CFU/g /< 10°KYOIr
Mixpo6iooriuna MHcToTa (cxin-reer) | Total combined yeasts/ moulds count i ]
Ewponeiicska apmaxoriest (3.1.4), (TYMC) / Baranbia KimbicTs rpubis: < <10CFU/g/KYO/r
1eeoOHi npenapamit O nepopanbrozo 10*CFU/g /< 1KY O
3aCINOCYGAHHA ceoherichia coli: absence o) e

. Escherichia coli: absence/1 g [ BIICYTHI AbsenyBiscyTHi

ylr

Identification of drug substances/ The principal peaks (S 9490 and S 1520) Complies/ Bizmosizae

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 11IKK (8
9490 ta S 1520) Ha XpoMaTOTpaMi
JOCILDKYBAHOPO PO3IHIY MAFOTh HACH
yrpuMarHs HONOHI 10 TaKiX Wi
OCHOBHMX THKIB Ha XpomaTorpami
POZUMHY TOPIBHAHHS

Inerrudikamis JHFOHUX peHoBHH
-$9490 and $ 1520 by LC/ S 9490
(TIepHHIOIPW) T2 S 1520 (innariamimx)
meronoM PX

Servier (treland) Industries 1T Maoneylands Gorey Road, Arklow. Co Wicklow. treland.
Tel: 1353 (0) 402 20800 Fax: 13533 (0) 402 20888
Dircetors: Christian Bazantay (French), Christian Saaveur (Frenchy. fohn Redmond,

80381 UKR1 VI Company registered in freland No. 1 17246 Page 2 016



SERVIEY

Docusign Envelope ID; E85FAAD9-D6DB-4088-ACSO-71FFA437584D
Docusign Envelope ID: 02959284-6264-47F1-91D4~7F486FABD425

SERVIER ( IRELAND) INDUSTRIES LTD.

LD

-

Method ref/Ilocunanns na memod: DT C_S5006590
Specification ref/Iocunanns na cneyugpixayiro: DTC SO0

PF_T _CTR_16226 EN 2.0
6590_PF_N_SPE 25260 EN 1.0

J

NOLIPREL® ARGININE / HOJ IIITPEJI® APITHIH

Formulation/dop MYJTIOBaHH:

Film-coated tablets containing 2,5 mg of pe

IHBKOBON) 0BO0NOHKO, 1110 MiCTSTH 2

rindopril arginine and 0,625 m g of indapamide/ TaGnerkn, BKPHTI
O Mr nepusponpuy aprininy ta 0,625 mr iHanaminy

Packaging Lot No./Cepist No: 747615

Manufacturing Batch No./BupoGunya napris Ne: 735131

TESTSMOKA3HUKHI STANDA RDS/CTAHJIAPTH RESULTS/
PE3VJBTATH
-59490 and S 1520 by TLC/ S 9490 Main spots (S 9490 and S 1520) identical Complies/ Bignosinae
(repuHnonpust) ta S 1520 (imparamin) in position, colour and size for test and
MeTonom TITTX reference / Qcrosri nnsmu (59490 12 S
1520) ixerrtvuni o HOTIOKEHTINO,
KONBOPY | pO3MIPY JUtst HocHimkyBsatoro
3PA3KY 1 3pasKy NOpiBHAHHSA
Drug substances content (LC)
(mg/tablet) / Bmict givounx peYOBHH
(PX) (Mr/ra6)
- S 9490-6 (nepunnonpuny aprimin) 2,3810 2,62 (95 % to 105 % of the 2.49mg/mr
theoretical content of2,5mg) /2,38 -
2,62 (95 % - 105 % Bix TCOPCTUYHOTO
BMICTY 2,5 M)
0,594 to 0,656 (95 % to 105 % of the 0.604mg/mr
- S 1520 (iraramin) theoretical content of 0,625 mg)/ 0,594 —
0,656 (95 % - 105 % BIJL TEOPETHIHOIO
BMicTy B 0,625 Mr)
Degradation products content (LC) (%
m/m) [Bmicr npoayxris erpajxaniy
(omiwox) (PX) (% m/m):
-5 9780-1 <0,75 % <0.10%
-Y 32 <0.2% <0.10%
-Y33 <02 % 0.10%
-Y 31 <0,5% 0.10%
-Y 36 <0.5% <0.10%
-Y 38 <0,5% <0.10%
- Any other degradation products/ bynw- <0,2% <0.10%
AKI TN OMiTKm
- Total content of degradation products/ <1.5% 0.20%
3aranbHa KinbKicTh IOMIlIOK
Servier (hrefand) industries 11D, Moneylands Gorey Road. Arklow. Co Wicklow. Ireland.

el 1333 (01402 20800 Fax: 1353 (1) 402 20888
Dircctors: Christian Bazantay (French), Christian Sauveur (French). John Redmond.
Company registered in [reland No. 117246

80381 UKRI V1
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Dacusign Envelope 1D: E85FAAD9-Db‘DB-408B—A030-71FFA437584D

Docusign Envelope 1D 02059284-6264-47F 1 -91D4-7F486FABDA25

SERVIE

SERVIER

R (IRE

Method ref/Hocunanns Ha Memoo:
Specification ref/ITocwtanns 1 cnenuikayin:

DTC S006590_PF_T_CTR_16226_EN_2.0

DTC S006590_PF_N_SPE_25260 EN_1.0

" NOLIPREL® ARGININE / HOJIIPET® APTTHIH

Formulation/®opMymoBanns:
Film-coated tablets containing 2,5mgo

f perindopril

arginine and 0,625 mg of indapamide/ TadneTiH, BKPUTI

European Pharmacopoeia (2.9.40)/ Csporeicpra
dapwmaxoties (2.9.40)

Dissolution (LC) (%) European Pharimacopoceia
(2.9.3)! Po3uuuennst PX) (Vo) Caporcicbka
dapwaxores (2.9.3)

[U1iBKOBOI 0B0IOHKO, 10 MicTsTE 2,5 MIT ICPUHIONPIITY apriuiny ta 0,625 Mr ippanamiiy
Packaging Lot No./Cepist Ne: 747615 Manufacturing Batch No./Bupo6rua mapris Ne: 735131
TESTSNMTOKA3ZHUKU T STANDARDS/CTAHJIA PTH RESULTS/
PE3YJbLTATH
Uniformity of content for S 9490-6 and S 1520 Stage/ Number tested/ | Acceptance criteria /
(LC) (Yo/label claim)/ Onuopinmicrs Cral? ﬁ”"’{“?'"’ Kpnreptl
()CJIIL(:K)’BE!H“X lll)llllﬂﬂ THOCT]
[(030BAHNX OJIMHUIL JUIST S 9490-6 OJHHUID | B
(nepuBaOIpHILY aprininy) 12 S 1520 S1 10 AV < 15,0% 38
(innanamizy) (PX) (% Bit 3ABJIEHOV 43
KipKocti) 2 120 (30) AV <150 %

0.75 M < cach
UNiU/KOKAA OIS £
1.25M

Q=75%atl5 min for S 9490-6/ Q =75 % 3a
15 xermiH s S 9490-6  (nepuraonpuity
aprinin)
Stage/
Cranis

Mean value /
Cepeitine suavenis

Acceptance eriteria /
Kpurepii
puitsrnocti

Number tested/
Kiabricrs
JlocaipRyBaBnX
oMBENIb

e e o e e

Each unit is not less
than 80 % / Koxua
OMHKATA HE MEHLIC

104
[§]

($1-+$2) is equal to o
arcater than 75 % and no
unit is less than 60 %o/
Cepenie 12 0nuunis
($1-+82) 6isire abo
Jopisrioe 73 %
SKOJHOT OIMHIL MCHIIC
60 %

Average of 24 units
(S1+S2+83) is cqual to
or greater than 75 %, no
more than 2 units are
Jess than 60 % and no
unit is less than 50 %/
Cepenne 24 QiU
(S14S2+83) Sinvwe
aGo nopistioc 75 %, e
Giiple JBOX OHHUIDL
seuusx 60 % ra
HWOMHOT OIHALT MEHINE
50 Y%

+6 (12)

ot

+12 (24

Servier (Ireland) Industrices

LT

Moncylands Gorey Road. Arklow. Co Wicklow. frefand.

Tel: 1353 (0) 402 20800 Fax: 333 (0) 402 20888

Dircetors: Christian Bazantay

80381 UKR1 VI

Company registered treland No. 117246

(French), Clhiristian Sauveur (Frenchy. John Redmond.

Page 4 of 6




Docusign Envelope ID: E85FAADY-DBDB-408B-AC30-71FFA4375B4D

Docusign Envelope ID: 02959284-6264-47F1-91 D4-7F486FABD425

SERVIER (IRELAND) INDUST

Method ref/llocunanun na memoo: DT C_S006590_PF T CTR 1 6226_EN 2.0
Specification ref/ITocunanns na cnenudpixayino: DTC_S0065 90_PF N SPE 252 60 EN 1.0

NOLIPREL® ARGININE / HOJTIPEJ® API'T HIH

Formulation/@opmymosanms:

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

IUIBKOBOIO 0BOJIOHKOL0, 1110 MiCTS b 2,5 Mr nepusgonpwry aprininy Ta 0,625 mr irpanaminy

Packaging Lot No./Cepin Ne: 747615

Manufacturing Batch No./BupoGuuua napris Ne: 735131

TESTS/IIOKA3HUKU

STANDARDS/CTAHJIAPTH

PE3YJIBTATH

RESULTS/

Dissolution (L.C) (%) European Pharmacopoeia
(2.9.3)1 Posanuennus (PX) (%) E€sporneiicora
Mapmakories (2.9.3)

Q=75% at 30 min for S 1520/ Q = 75 % sa
30 xBun uis S 1520 (irranamiz)

Stage/
Crapig

Number tested/
Kinbrcier,
ROCSHRYBaHX
OHHUNL

Aceeptance criteria /
Kpurepii
npHiusrTHocTi

Mean value /
Cepeane suauenus

St

)

Each unit is not less
than 80 % / Koxua
OIMHHL HE MEHIIS
80 %

o5
[£%)
he)

+6(12)

Average of 12 units
(S1+82) is equal to or
greater than 75 % and
no unit is less than 60
%/ Cepeaue 12
ojmuuie (S1+S2)
Bixeure afio nopisHioe
75 % i womiol
JIMEUIL Mentre 60 %

Average of 24 units
(S1+S2+83) is equal
to or greater than 75
%, no more than 2
units are less than 60
Yo and no unit is less
than 50 %/ Cepenue
24 opuHunn
(ST1+S2+83) dinvie
abo nopirmtoe 75 Y%,
te dinbiue apox
ORMBHUUL MeHIX 6()
% Ta xomHol oauHuLI
Mertre 50 %

ANALYSIS / AHAJIT3 : 09/07/2024
Batch accepted/ITapris npuitnsra

Analytical Services Manager:

Menemkep no konTpomo Ta anajizy sixocri

e fintuSigned by

Midleacl Byrar
Mirchaci Byrne/Mixaens Bipre

Servier (trelandy Induostries LD, Moneylands Gorey Road, Arklow, Co Wicklow. Ireland.

Telr #3535 (09402 20800 Fax: 1353 (0) 402 20888

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

80381 UKRI1 V1

Company registered in freland No. 117246
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Docusign Envelop

e 1D E&5FAADQ-D6DB—4OBB-AC30-71FFA4375B4D

: o

TR SERVIER

[ 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/

Llum 5 3acBiauy1o, WO HaBECHA BULLE indopmatis € JOCTOBIPHOIO Ta TOUHOIO. LIt cepito
npoayKuii Gyno BupobneHo (BKNIOUAIOUH naKyBaHHs/MapKyBaHHs) Ta MPOBEACHO KOHTPOJIb
i IKOCTi Ha BHILE3a3HAUEHIH JiNbHULL Y MOBHIM BiAMoBigHOCTI 3 BUMOraMu GMP,
BCTAHOB/IGHUMH MiCLIEBUM PETYJISTOPHUM OPraHoM, A TAKOYK BiAMOBiAHO 10 crieuudixauii,
L0 MICTATBCA Y PEECTpPALiHHOMY JOCEE. [TpoToKONH! BUPOOHULITBA, NAKYBAHHA T2 aHanisis
6yJ10 NepersisHyTO Ta BCTAHOBNEHO pignosianicrs GMP.

Date of batch release//lata BUTyCKY cepii 08/08/24

Name and Position/Title of person authorising the Batch Release/ [1pizBuiie 12 nocana/
3BaHHs 0coGH, IKA BMAANA 103BiJ HA BHITYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ BinnosiganbHa ocoba
[] Ms Ailbhe Wade, Qualified Person/ BinnosinanbHa ocoba

[l Ms Carmel Kinsella, Qualified Person/ Binnosiganbha ocoba
[] MsJenny Quinn, Qualified Person/ BiamnosinanbHa ocoba

¥ Ms Niamh Ryan, Qualified Person/ Binnoginanbha ocoba

DocuSigned by:
Signature/HiunncE\liamh Ryan Date/fara; 08 AU9Ust 2024

018FCGBG10E3401...

Finished product batch number/ Homep cepii roTOBOro NikapCbKoro 3acoby: 747615

SERVIER (JRELAND) IND USTRIES LTD.

page 6 of 6
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Doeusign Envelope ID; 84EE36B4-C6AC-4C46-848F-FBE0A1635EDD

—

*

T SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

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

Name of the Manufacturer & Address /Hasea Tta Servier

aupeca BupobHuKa

Name of Importer and Address/

Haasa ta anpeca iMmnopTepa

Which Consignment of product is delivered/Bun
UPOIYKLOIT, {0 NocTavacThey

Pharmaceutical form/Mikapenka thopma

Name of the Product/Hazra mixapcekoro
3acoby

Dosage/Cuna gii

Type and size of packaging/Bun ta posmip
YMaKOBEH

Finished Product batch number/Cepis rotosoro
MKaPCLKOro 3acofy

Manufacturing date//Tara BHpoOHHIITEA
Expiry date/Tepmin OPHAATHOCTI
Batch size/Kinexicrs y cepil

Manufacturing Licence number/Homep nmiuensii
Ha BHPOOHHOTEO

Registration Number/Peecpanitine
NOCBI9eH s

Servier (Ireland) Tudustiies LT Moneyviands

(Iteland) Industries Ltd/Ceps'e (Ipmanis)
[npactpic Jitg

Moneylands, Gorey Road/Manineiss, Topeit
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Bixsoy,

Ireland/Tpnanzis

Servier Ukraine LLC/TOR "Cepr'e Vkpaina"

41, Naberezhno-Khreshchatytska St./Bym,
Habepexuno-Xpemarniska, 41

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

Pharmaceutical Product/Jlikaperkuit 3aci6

Film-coated tablets/TaGneTku, BkpuTi MNiEKOBOIO
000JIOHKOO

NOLIPREL® ARGININE/HOIIPEI®
API'THIH

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

30 tablets in the container; 1 container in the
carton box/ no 30 Ta6netok y KoHTeRHe; 110 |
KOHTEHHEpPY B Kopobui 3 KapToHy

755597

052024
05 2027

22,080 Boxes/ymakorox
MO0068/00001

UA/5650/01/01

Gorey Read. Atklow, CoWieklow. Treland

Tel: ~333 {D) 402 20800 Fax: +353 {0} 452 20888
Duectors: Clrrstian Bazantay (French). Clisistian Sauwveur (French). Join Fedmond.

Company registered m

Treland No_ 117246
Pagelofe
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Docusign Envelope ID; 64EE36B4-C6AC4C46-848F-FBEOATEASFDD

Docusign Envelope 1D: F1A5D702-5DE8-4271-9717-CD986CERNCOS

SERVIER (IRELAND) INDUSTRIES LTD.

=
T Fservien
Method ref/Ilocunanun na memood: D T'C_S006590 PF T CTR 1 6226 EN 2.0
Specification ref/llocunanns na cneguicayito: DTC 8006590 PF N SPE 25260 EN 1.0

NOLIPREL® ARGININE / HOJIUIPEJN® APTTHIH

Formulation/@opayniorams:

Film-coated tablets containing 2,5 mg of perindopril
IMIBKOBOIO 0600HKO0, 110 MICTATS 2,5 Mr IepuHao

arginine and 0,625 mg of indapamide/ Tabnerku, Bxputi
NPUILY apridiny Ta 0,625 mr inganaminy

Packaging Lot No./Cepin Ne: 755597

Manufacturing Batch No./Bupotumua napria No:

735131

TESTSAIOKASHUKHU

STANDARDS/CTAHAAPTH

RESULTS/
PE3YJILTATH

Appearance/ 3oBuimmiii Burisy

Average mass (mg)/Cepenns Maca (vr)

Microbiological quality (skip testing)
European Pharmacopoeia (3, 4}, non-
tqueous preparations for oral use /
Mixpodionoriuna ynerora (exin-reer)
Cspornetickka Gapmakories (5. 7.4),
Heso0E npenapamit das HePOPLTLIZG
CHIOCYeUH IS

Identification of drug substances/
Inenrndrikanin qiounx pevoBHH

-5 9490 and S 1520 by LC/ S 9490
{nepusgonprn) ta S 1520 (inAanami)
METOq0M PX

White, rod-shaped, film-coated tablet
engraved with © 2 on ene face and an
embossed line on both faces / Bimoro
KoIm0py, noBracroi opmu TabneTxi,
BKPHTI NTIRKOROIO 0BOIOHKGI0, 3
THCHEHHsIM « C 2% 3 OZHOrO BOKy Ta
THCHEHIAM Y BUIIAAL PHCKH 3 060X
GOKiB

88,410 97,6 (95 % to 105 % of
theoretical mass of 93 mg)/ 88,4 — 97,6
MI (95 % -105 % Big TeopeTnynoi macu
93 mr)

Total acrobic microbial count (TAMCY
3arambua KiBKICTL aepobinmx BaxTepiii:
< 10°CFU/g /<€ 1° KYOIr

Total combined yeasts/ moulds count
(TYMC)/ 3aransua kimskicts rpudis: <
10*CFU/g /< 108KV O/r

Escherichia coli: absence/| g / BlACYTHI
ylr

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 / Ocuorni nikn S
9490 12 S 1520) na XpoMaToTpami
AOCTUDKYBATOr0 PO3UMIY MALOTh YacH
YTPHUMAHIi TOJIOHI A0 TAKUX J7T
OCHOBHHX TIKIB HA XpoMaTorpami
PO3UMHY [IGPIBHSHHA

Complies/ Bignorijae

92.0mg /mr

<IOCFU/WKYO/r

<10CFU/g/KYO/r

Absent/Bincyrni

Complies/ Bignorinac

Servier {Ireland) Ind

ustries LTD., Moneylands Gorey Road. Arklow, Co W
Tel: +353 (0} 402 20800 Fax: 4353 (0} 402 20888

icklow, Ireland

Directors: Christian Bazantay {French), Christlan Sauveur (French), fohn Redmond.

80381 UKR1 V]

Company registered in Ireland No. 117246
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ERVIER

Docusign Envelope I1D: 64EE36B4-CEAC-4C46-848F-FBEOA1635FDD

Bacusign Envelope ID: F1ABD702-5DE8-4271-9717-CD986CES0CI9

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocunanns na memod: D 1C_S006590_PF T _CTR 16226 F. N_2.0
Spectfication ref/Hocunanns na cnewudpixaiio: DTC §006590 PF N S PE 25260 EN 1.0

NOLIPREL® ARGININE / HOJIIIIPEJI® APIIHIH

Formulation/®opyymosanms:

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

TiBKOBOI0 0B0I0HKOIO, O MICTATE 2,5 Mr NEPUHIOTPHILY aprininy ta 0,625 Mr inmamn

amizy

Packaging Lot No./Cepin Ne: 753507

Manufacturing Batch No./Bupo6uuua napris Ne: 735131

TESTSATOKAZHUKH

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJILTATH

-5 9490 and S 1520 by TLC/ S 9490
{mepurnonpin) ta S 1520 (iinanamin)
meTonos THIX

Drug substances content (L.C)
(mg/tablet) / Bmict airouanx PesoBHH
{(PX) (mr/rad)

-5 9490-6 (mepwHIOMpHIY apTinin)

- S 1520 (iHnanamin)

Degradation products content {(LC) (%
m/m) {Baticr npojyiris Aerpaganii
(aomimok) (PX) (% m/m):

- S 9780-1

-Y 32

-Y 33

-Y 31

-Y 36

-Y 38

- Any other degradation products/ Byne-
AKI IHIE ZoMilnxn

- Total content of degradation products/
AL KUILKICTE JIOMIILOK

Main spots (S 9490 and S 1520 identical
in position, colour and size for test and
reference / OcnosHi msmet (S 9490 1a §
1520} irenTnuni no TIOJIOSKEHHIO,
KONBOPY | pO3MIpY [UIs ROCHI K YBAHOTO
3pasKy 1 3pa3ky nopiBHIHAS

2,38 t0 2,62 (95 % to 105 % of the
theoretical content 0f 2,5 mg) /2,38 -
2,62 (95 % - 105 % »in TeopeTnunoro
BMICTY 2,5 Mr)

0,594 t0 0,656 {95 % to 105 % of the
theoretical content of 0,625 mg)/ 0,594 —
0,656 (95 % - 105 % Bin Teopernuroro
BMICTY B 0,625 M1

<075 %
£02%
<0,2%
<0,5%
<0,5%
=0,5%
<0,2%

<1,5%

Complies/ Binnozijnae

2.49mg/mr

0.604mg/vr

<0).10%
<0.10%
0.10%
0.10%
<0.10%
<0.10%
<0.10%

(0.20%,

Servier (Ireland) Industries LTD., Maneylands Gorey Road, Arklow, Co Wicklow, Irel

Tel +353 (101402 20800 Fax: +353 (0) 402 20888

Directors: Christian Bazantay (French), Christian Sauveur {

80381 UKR]1 VI

Company registered in Treiand No. 117246

ang,

French), John Redmond.
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Docusign Envelope ID; F1ASD702-5DE8-4271-9717-CDOSECEBICSS

SERVIER (IRELAND) INDUSTRIES LTD.

SERVIER

Docusign Envelope ID; G4EE36B4-CEAC-4C46-848F-FBEOA1635FDD

Method ref/flocunaiins na memod: D TC 5006590 PF T CTR 16226 E N_2.0
Specification vef/IMocunanis na cnegugbixaniio: DTC S0065 90 PF N SPE 25260 EN L0

.

NOLIPREL® ARGININE / HOJHIIPEA® API'THIH

Formulation/®opyyiogaknn;

Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Tabnerkn, BKPHTI
IJ1IBKOBOIO 0GOJIOHKOI), IHO MICTATD 2,5 MT ICpURAOTPHITY aprininy ta 0,625 Mr iHZanamizy

Packaging Lot No./Cepin Ne: 755597

Manufacturing Batch No./Bupo6intua napria Ne: 735131

TESTSTTOKAZHHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3IYILTATH

Uniformity of content for S 9490-6 and S 1520 | Stage/ Number tested/ | Aceeptance criteria /
(LC) (%/label claim) Ostropinmicrs Cons B e .
NO30BAHHX OAHHWIUL IR S 9490-6 Om,;mm,' g
(epriionpuny apriviny) ta S 1520 31 10 AV < 15,0% 38
(imaanamizy) (PX) (% sin saseaewnoi 4.3
SIEEROETH) 52 +20 (30) AV < 15,0 %

European Pharmacopoeta (2. 9.40)/ €pponeiicsra
Papnaxores (2.9.40)

0,73 M < cach
Unit/xoMHE OIHILY <
1,25 M

Dissolution (L.C) (%) European Pharmacopocia
{2.9.3)/ Pozunnenns (PX) (%) Enponeiicrka
Dapmaxares (2.9,3)

Q=75% at 15 min for S 9490-6/ Q=75%naa
15 xpunan mos S 9490-6 (nepuHonpHTY
APTiHiH)

Number tested/
Kiawrkicrn
Hocairysannx
AU

Stagef
Cranis

Acceptance criferia /
Kpurepii
NPpUHHATHOCTR

Mean valae /
Ceperue snavenns

Each unit is not less
than 80 % / Kowxuna
OIUHMILT He MCHILG
80 %

Sl 6

Avcrage of 12 units
(81+82) is cqual to or
greater than 75 % and no
unit is less than 60 %/
Cepeane 12 omumnine
(S1+82) Binnuie ado
TopisHoE 75 % 1
HOAHOT OMIHHL MEHILE
60 %

827 +6 (12}

104

Average of 24 unils
(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 %/
Cepeauc 24 omnnnu,
{S1+82+53) Ginpwme
abo jopisuroe 75 %, ne
Oithiue aBox oaHEHIs
senmax 60 % ra
IKOAMOT QAU MeHe
50 %

53t +12 (24

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland,
Tel: +353 (0 402 20800 Fax: +333 {() 402 20888
Directors: Christian Buazantay (French), Christian Sauveur (French), John Redmond.

80381 UKRI1 VI

Comprny registered in Ireland No. 117246
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Docusign Envelope 1D; B4EE36B4-CBAC-4C46-848F-FBELA1635FDD

Docusign Envelope 1D: F1ASD702-5DEB-4271-9717-CDI86CERNCSO

SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/ITocunanin na memoo: DTC 5006590 _PF
Specification ref/ITocunanna na cn eyuiranio:

T CTR 16226 EN 2.0 J

DTC _S006590_PF_N_SPE_25260 EN 1.0

NOLIPREL® ARGININE / HOJUIIPEJ® API'IHIH

Formulation/®opmyaweans:

Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of ind
[UHBKOBOIO 0OOONOHKOLO, 1110 MICTSTE 2,5 MI" IlepuHIONIpHITY apriginy ta 0,625 Mr IHamaminy

apamide/ Tabnerku, BrpaTi

Packaging Lot No./Cepis Ne: 755597

Manufacturing Batch No./Bupo6unua napria Ne: 735131

TESTS/MOKAZHUKH STANDARDS/CTAHAAPTH

RESULTS/
PE3VIBTATH

Dissolution (1.C) (%) European Phanmacopoeia Q =75% at 30 min for § 1520/ Q=75%3a
(2.9.3)/ Posuunenus (PX) (%) Ceponeiicpka 30 xBrmn ang S 1520 {impamamiz)

Mapyakones (2.9.3) Stage/
Cragin

Mean value /
Cepemic nraucing

Sl

Number tested/ Aceeptance criterin /
Kiaekicrs Kpurepii
AOCNIIGKEYBANHX ADHEHATHOCTI
OAHHIIL
Each unit is not less
6 than 80 % / Kowna
OIHHHMUA HE MeInne
80 %

S2*

Average of 12 units
+6 (12) {51+82) is equal to or
greater than 75 % and
no unit is less than 60
Yo! Cepennc 12
OauHHLL (S1+82)
Binkiie abo aopisHie
75% 1 woanci
OAMHHMII MeHIe 60 %

53

Average of 24 units
+12 (24 (S1+82+83) is equal
lo or greater than 75
%, no more than 2
units are less than G0
% and no unit is less
than 50 %/ Cepenne
24 oy
(SI+82+83) Binpnre
alo nopisuioe 75 %,
Tie $IInIe asox
ONNIILE MCHILNIX ()
%% Ta WOMoT o
Menme 50 %

ANALYSIS / AHAJIS : 09/07/2024
Batch accepted/ITapris IpUiHITa

Analytical Services Manager:
Menemkep no KOHTPOAI0 Ta ananizy sikocri

Sigred by: |
E’fickd Eyrine

5 44ESTREOIFCAA3C,,

Michael Byrne/Mixaens Bipue

Servier (Ireland) Industries LTD., Moneylands Gorey Road. Arklow, Co Wicklow, Ireland.
Tel: +353 (0) 402 20800 Fax- +353 (0402 2088%
Divectors: Cheistiun Bazantay (Frencly, Christian Sanveur {French), Jolm Redmond.
80381 UKR1 V1 Company registered in Ircland No. 117246
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Docusign Envelope ID: 64EE36B4-C6AC-4C46-848F-FBEOA1635EDD

_#_ ——
¥ SERVIER

SERVIER (IRELAND) 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/

I 5 3ACBIAUYIO, 110 HABC/ICHA BuHle [HOOpMaIls € JOCTOBIPHOIO TA TOYHOIO. ro cepiro
nponykuii 6yno BHpoGieHo (BKIoYa0dy NaKyBaHHS/MAPKYBAHHA) T IPOBEACHO KOHTpPONL
11 AKOCT] HA RHULIE3A3HaYCHi i AUTBHHLIL Y BOBHII BIANORIgROCT 3 Bumoramu GMP,
BCTAHOBIEHMMH MICIEBHM PEryIATOPHAM OPTaHOM, & TAaKOXK BIANOBIMHO 10 crerpdikanii,
IO MICTATBCS Y peecrpauiiinomy gocee. Tpotokonu BHPOOHMLTBA, NaKyBAHHA T4 aHATIIE
OyJ10 IEperIAHY TO Ta BCTAHOBICHO BiznoBipuicrs GMP.

Date of batch release//Jata BHITYCKY cepit 25/02/25

Name and Position/Title of person authorising the Batch Release/ Ipiseuie ta nocapga/
3BANHS 0colM, iKka BHAANA MO3BiT Ha BHITYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bianosinaneia ocoba
(] Ms Ailbhe Wade, Qualified Person/ Bianosigansna oco6a
[ Ms Carmel Kinsella, Qualified Person/ Binnosinanena ocoba

K Ms Niamh Ryan, Qualified Person/ Binnoeigansua oco6a

DocuSigned by:
Signature/TTiznuc E\l iamh Ryan Date/[lara: 25 February 2025
01BFCBB610E3401.

Finished product batch number/ Homep cepif rotonoro nikapcbroro 3acoby: 755597

Tervrr lreland) Induswes LID. Lloneylands Gorey Road. Atklow. CoWicklon Irefand.
Tel: =353 (0) 402 20800 Fax: +353 (0) 402 10288
Directors: Christan Bazantay {French), Christian Sauveur (French). John Redmond.
Company registered in Ireland No. 117746
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AEPYKABHA CHYIKBA 3 IKAPCBKNUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHCBI

npes. Hanii Ceitnuyror, 3, 02099, ten. (044) 295-26-85
E-mail: dls. kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BHCHOBOK
PO fAKICTh BBE3EHOr0 B Y Kpainy JHKAPCHLKOro 3acoly

03.04.2025 Ne 17218725726

HOJINPEJI® API'IHIH

(aHMCIY BUNIS 2IKAPCLEOIO 3006y 3riio 3 PCCTRAUITAIHM (I0CRIUCH I )
Tab/IeTKN, BRPHTI NuiBKOBOIO 00010110105 M0 30 Tabierok y Koureiinepi; o 1 konreiinepy s
Kopobui 3 kaprony

(thopma Bunyccy, M03YRAING, BIA Ky B2 ATKAPCLKOID Jaca0y )
Homep pecerpauittnoro nocsinvenns UA/S650/01/01 erpok ait peecTpauiinoro nocsisuenns HEQBMexKeu i
Cepis aikapeskoro sacoby Me 755597 Kimscicts presenoro nikapenkoro sacody 22080

BupoSimx Ceps'e (Ipnanis} lunacrpic Jita, lpnanjis

(naitienynasing BUpoSHHKA ixapebkaro sacoGy. kpaika HOX0/DKENHNA)

. Tosapucrio 3 obmexenow signosinanpuicro "CEPR'E YKPATHA",
Boeseno B Yrpaiuy inerrr. won: 33643340

{nalseryBaitta Ta kou sa CAPTTOY 10pianuior ocooH 266 NPIBRULLE. iM'S. 10 GarLOBI PisnuioT
oeobu - finnpremim, 7 micue APOMHBAHN Ta peeCTpaltiHugi nosep 06:aikoaof RAPTKA 1ATIHED
noTkie afio cepin m nesiep nacnepral

lpoToken sizyansioro kowrpomo sia 03.04.2025 M 989/01.10-25/7.

3a  pesyneTaTamMK  ACpwABHOMO KOHTPOMC  BCTAHOBNEHO, WO Aikapeskuil  3acif  mpoicHo B Yrpatuy 3

AOTPDHMAHHAM BHMOr 3aKOHOAAGETDA LWOAO 3abenedenns AKoCTi NikaBbkkx 3acobis.

Mukona XOJIOAEHKO

(nisinuce) (itniuianm Ta npissune)




JNIEPKABHA CJYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMH y m. KHEBI

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

BHCHOBOK
Npo SAKiCTH BBE3EHOT0 B Ykpainy JiKapcbKoro 3ac00y

05.02.2025 Ne 5187/25/26

HOJUIIPEJI® APTIHIH

(HAWMENYBaHHA NIKAPCHKOTO 3ac08y 3riHHO 3 pecerpaitifiimm flocBiAvCHIAM)
tab/ieTKH, BKPHTI MJIIBKOBOI0 oGononxoro; no 30 Tabieroxy wouTeiinepi; mo 1 KowreiHepy B
KopoGui 3 KapTomny

(opnia RUITYCICY, JIO3Y BAMHs, BAA NAKYBaLINA HiKApChKOTO 3aco0Y)
Homep peecTpaliiiiHOro nocBilHeHHs UA/5650/01/01 crpox il peecTpauiiinoro Hochimuenns HEOOMEXKCHUH
Cepis nixapcbkoro 3acoby Ne 759252 KinbKiCTb BBE3EHOrO JIiKapebKoro 3acoby 4480

BupobHui Cepr'e (Ipianjiis) Iumacrpic Jin, Ipnanzs

(HaiiMeHy BaHHS BUPOOHKKA NiKAPCHKOTD 3aco0y. kpaiia HOXOAIKEHHA)

Baesero B Ykpainy TopapHCTBO 3 OOMEKEHOIO BIANIOBIAAMBLHICTIO "CEPB'€ YKPATHA",
inent. kon: 33643340

(naiiMeny BAHHS T2 KO 38 CAAPTIOY 1apustisnol 0co6H abo Tipi3BHilLE, IM'H, 110 Barbroni (iznunol
0GO0H - RUANPHEMLS, T MICLC TIPOXNHBAITIE T2 peccrpanifini noMep OBAIKOBOT KAPTKK 111aTHHKA
1oaarkin abo cepisi T4 HOMCP nacnopTa)

TIpoToKOA Bi3yasLHOro KOHTPOIO sin 05.02.2025 Ne 298/01.10-25/1.

3a pesynbTaTaMu  AEpKaBHOTO KOHTPOMK)  BCTAHOBAIGHO, WO sikapcbkuii  3acid  pee3eHo B Ykpaidy 3

JAOTPHMAHHSM sumor 3aKOHOAABCTBA L0/ 3a0e3neyeHHA AKOCTI NIKAPCHKHX 3aco0is,

B.0. HAUANBHUKA (Z Bixrop MAXHOBELD

(nipnue) (inbaiasm Ta HpizHHie)
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Docusign Envelop

e 1D: 91EFFA46-EFE6-41 57-984F-5C3C624C4AAC

SERVIER (IRELAND) INDU STRIES LTD.

SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Haspa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnannis)
ajipeca BUpOOHYKa Inpacrpic Jita

Moneylands, Gorey Road/Maninen a3, [opeii
Poya,

Arklow/Apxnoy,
Co. Wicklow/Ko. Biknoy,

[reland/Ipnannis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepg'e Yxpaina"
Hasea Ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./ByJ.

HaGepesxHo-Xpeularuibka, 41
Kyiv, 04070/m. Kuis, 04070

Ukraine/Ykpaina

Which Consignment of product is delivered/Bua Pharmaceutical Product/Jlikapcbkuii 3acib
npoAYyKLUiT, L0 0CTA4AETHCS

Pharmaceutical form/Jlikapcbka dopma Film-coated tablets/Ta6neTkH, BKpHTI M1iBKOBOIO
000I0HKOIO

Name of the Product/Ha3spa jikapcbkoro NOLIPREL® ARGININE/HOJIMPEJI®

3ac00y APTTHIH

Dosage/Cuna aii 2,5 mg/0,625mg / 2,5m1/0,625 mr

Type and size of packaging/Bunta po3Mip 30 tablets in the container; 1 container in the

yNaKkoBKH carton box/ no 30 Ta6neTok y koHTeitrepi; no 1

KoHTeliHepy B KOpOOLL 3 KapTOHY

Finished Product batch number/Cepist ToTOBOTO 759252
JikapcbKoro 3acody

Manufacturing date/[lata BupoGHuLTBA 112024
Expiry date/Tepmin NpUAATHOCTI 112027
Batch size/KinbkicTb y cepi 16,911 Boxes/ynakoBoK

Manufacturing Licence number/Homep ninensii M00068/00001
Ha BUPOOHULITBO

Registration Number/Peecrpatiine UA/5650/01/01
NOCBiAYEHHA

Page 1 of 6
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Docusign Envelope ID; 91EFFA46-EF E6-4157-984F-5C3C624C4AAC

Docusign Envelope 1D: 662D3DE7-86B2-431B-837C-2DA76007E0ER

Fymen

INDUST 1.

Method ref/Tlocunanus na semoo:

DTC_S006590_PF T CTR_16226_EN 2.0

Specification ref/Hocunanns na cnenuhicanin: D TC_ 80()6)90 PF_N SPE 25260 E N L0

NOLIPREL" ARGININE / HOJIIITPEJT" APTTHIH

Formulation/®opmymoranus:

Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Ta6nerxy, BKPHTI
TBKOBOIO 060TOHKOIO, 1O MICTATH 2 2.5 MI MEPUIAONPUITY aprininy Ta ( 6’75 MI" IHAQnaMiny

Packaging Lot No./Cepisi Ne: 759232

Manufacturing Batch No. /Bupotunua napris Ne:
741027

TES

I'SMOKA3ZHUKH

RESULTS/
PE3VIILTATH

STANDARDS/CTAHJIAPTH

Appearance/ 3opuimmiii Burasyy

Average mass (mg)/Cepenns maca (M)

Microbiological quality (skip testing)
Luropean Phar macopoeia (3. /.4). mm-
aqueous preparations for oral use /
Mikpobioaoriuna unerora (exin-Tecr)
Cwponetichia Gapmakones (5.7, 4),
HEBOOHT Npenapanit O RepOPaLHO0
3ACIOCYVEANTH

Identification of drug substances/
Inenrudikanis girounx pelmmm

=5 0490 and S 1520 by [.C/ S 9490
(nepigorpiun) ra § 1320 (H'I;(d]lﬂMl}{)
Merogom PX

White, rod-shaped, film-coated tablet Complies/ Bianosizac
engraved with © 2 on one face and an
embossed line on both faces / Binoro
Konbopy, nosracroi Gopmu tabnetkuy,
BKPHTI MUHRKOROIO 060JIOHKOI0, 3
THCHEHHAM « C 2% 3 OHHOIO Boky Ta
THCHEHHSIM Y BUIIISIT PHCKH 3 000X
doxis

88.4 10 97,6 (95 % 10 105 % of
theoretical mass 093 mg) 884 - 97,6
MT (95 % - 105 % Bia Teopetnunoi Macu
93 Mr)

91.omg /mr

Total acrobic microbial count (TAMC i <HOCFU//KY O
3ar ibiia KUILKICTH acpobhux Gawrepii:
ST0°CFU/lg /< 10°KY O

Total combined yeasts/ moulds count

(TYMC)/ 3dr¢xm,na KIABKICTL rpubis: < <10CF

Ul/KVOir

10" CFUrg FKYOi
/x; flcl!( hiu ¢ ()/1 abxumc/l g/ Biacyryi Absent/Bizeyri

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 / Ocrosui tiku (S
9490 1a S 1520) na Xpomarorpami
AOCIKYBAHOIO PO3IURY MAIOTH Yacn
YTPHMARYS 1MozidHi 10 Taxix s
OCHOBHIX NIKIB Ha XPOMATOrpami
PO3YMHY TTODIBHSHHS

Complies/ Binnosizae

Servier (lreland) Industrics | 1D Moneylinds Gorey Road. Arklow, Co Wicklow. freland.

Pele
Christian Bazantay (Frenchy, Chistian Sauveur | Frenchy. Fohn Redmond

Dircctors:

80381 UKRI1 V1

FASI (02 20800 Fax: 1333 (0) 402 20888
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Docusign Envelope ID: 91 EFFA46-EFE6-4157-984F-5C3C624C4AAC

Docusign Envelope 1D: 6620D3DE7-86B2-431B-837C-2DA76007E0EB

i

Method ref/IMocunanis na memod: D TC 8006590_PF_T_CTR_16226_E N_2.0
Specification ref/Hocwranis na cnewudirayiro: DTC_S006590_P F N SPE_2526() EN_I.0

NOLIPREL® ARGININE / HOJIHITPEJ" APTTHIH

Formulation/MopmynoBanis:
Film-coated tablets containing 2.5 mg of perindopril arginine and 0,625 mg of indapamide/ TadmeTkn. srpuT

UHBKOBOIO OBOIOHKOIO, 1O MICTHTE 2.5 MI" IEPUHAQUPILTY aprininy Ta 0,625 mr HAANAMILY

Packaging Lot No./Cepist Ne: 759252 Manufacturing Batch No/Bupotunua naptis Ne: 741027

RESULTS/
PE3SVJIBTATH

TESTS/TIOKA3ZHUKHW STANDARDS/CTAHJIAPTH

-S9490 and S 1520 by TLC/ S 9490
(Hepuronpua) Ta S 1520 (inpanamin)
merTogom THITX

Main spots (S 9490 and S 1520) identical
in position, colour and size for test and
reference / Ocrosti rmsmi (S 9490 1a S

Complies/ Bianosimae

1520) ier i 110 HooKeHIo,
KOIBOPY 1 POIMIPY TS JOCHLIPKYBAHOTO
3pasKy | 3pasky nopiBHALHA

Drug substances content (LC)
(mg/tablet) / BaicT rounX peHoBnn
(PX) (mr/Tad)

'S 9490-6 (TIepUHAOTIPHITY apriHin) 2.38 10 2,62 (95 % to 105 % of the
theoretical content of 2,5 mg) /238 -
2,62 (95 % - 105 % B4 TEOPCTUHHOTO
pmicTy 2.5 M)

0.594 10 0.656 (95 % to 105 % of the
theoretical content of 0,625 mg) / 0.594
0,656 (95 % - 105 % iz TEOPETHUHOTO
pmicTy B 0,025 MI)

2.47mg/mr

0.608mg/Mr
- S 1520 (inravamii)

Degradation products content (LC) (Y%
m/m) [Baicr npojykris aerpajani
(ostimox) (PX) (% m/m):

- S 9780-1

< 0.75 % 0,10%

-Y 32 < 0.2 % ~0.10%
-Y 33 <0.2% <0.10%
-Y 3 <0,5% 0.10%
-Y 36 <0.5% <0.10%
-Y 38 <0.5 % <0.10%
- Any other degradation products/ bystb- <0,2 % <0.10%
KT THITE JIOMITIKY

- Total content of degradation products/ <15 % 0.20%

BaraipHa KihKICTh JIOMIIOK

Seryjor Cretand)y Industres T H0 Money kinds Gorey Road. Arklow Co 3y whtos dretand
Lol ¢ 353 (01107 20800 Fay #3530 102 208X
Phirectors Christian Bazantay (rench Chrstian Saaveur Frenchy, Tohn Redmond
Page 3ol 6
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Docusign Envelope 1D: 91EFFA46-EFES-4157-984F-5C3C624C4AAC

Docusign Envelope 1D: 662D3DE7-86B2-431B-837C-2DA76007EQ0ER

]! Method ref/Hocunanis na memood: D TC_S006590_PF T CTR 162 26_EN 2.0
l Specification_ref/Hocwranns na eneyudirayiio: D IC_S006590_PF N_SPE_25260 EN 1.0

NOLIPREL" ARGININE / HOJUTIPEJT" API'THIH

Formulation/®opaymosanns:
Film-coated tablets containing 2.5 mg of perindopril arginine and 0,625 mg of indapamide/ TaGnetkn, Brpuri
IIHBKOBOIO 0BOJIOHKOIO, 11O MICTHTS 2.5 M nepuHAOTpIUTY aprininy ta 0,625 Mmr innanaminy

Packaging Lot No./Cepin No: 759252 Manufacturing Batch No./Bupo6unua napria Ne: 741027
TESTS/TTOKAZHUKH STANDARDS/CTAHJUAPTH RESULTS/
PE3VIBTATH
Uniformity of content for S 9490-6 and S 1520 Stage/ Number tested/ Acceptance criteria /
(L.C) (%/tabel elaim) Oanopianicrs Crazin Riugwiers Kpurepii
5 . JI()CJHMH\'}'BZIHHX npuRHsITHOCTTH
MO30BAHMX OMMHUUL st S 9490-6 o ——
(nepritonpuity aprininy) Ta S 1520 Si to AV £ 135.0% 37
(impanaminy) (PX) (% six zassiaenoi 3.0
'f'J'_*’lcf)c"’l)) ] 0 51 20 (30) AV S 15,0 %
E:uropean Pharmacopoeia (2.9, 40/ Eeponelicbra 0.75 M < each
Dapmakores (2.9.40) UNIUKOKMA OIHTITTIA <
1.25 M
Dissolution (LC) (%) European Pharmacopocia | Q = 75 % at 15 min for S 9490-6/ Q=75 % 3a
(2.9.3)1 Posuunenust (PX) (%) €Bponclichka 15 xsumn aas S 9490-6 (epuBgOnpUNy
Dapmaxorres (2.9.3) aprimin)
Stage/ Number tested/ | Acceptance criteria / Mean value /
Crajtin Kiankicrs Kprrepii Cepeine suanens
Hocaipmypawux | upnitnsrenocri
OAUHIUL
Each unitis not less 97
S o than 80 % / Kowua
OMMHMITT He MeHue
80 %

; ol 12 units

S22 6 (12) (STHS2) is equal o or
greater than 75 % and no
unitis less than 60 %/
Cepesne 12 oanmmnm,
(ST+82) Gizmane abo
sopistoe 75 Y
FROFHOT QIR MG

60 %
Average of 24 units
ARE F1D (24 (STES2483) s equal 10

or greater than 75 %, no
more than 2 units are
less than 60 % and no
unit is less than 50 %4/
Cepenne 24 oo,
(STES2S3) Gisue
abo gopirmoc 75 %, ne
Biabile JABOX O
sMetinix 00 % ra
WoAMOT Ojutl Menure

AR

Servier ChreJandy Industeies 11D, Monevlands Gorey Road. Arktow. Co Wicklow, freland.
el P3R300) 402 20800 Fax: 1333 (0) 402 2088%
Dircetors: Christian Bazantay (Frenchy, Chistian Sauvear trenchy, John Redmond.
80381 UKRI1 V1 Company registered i Ireland Noo 1172416 Page 4 of 0



Docusign Envelope ID: 91EFFA46-EFE6-4157-984F-5C3C624C4AAC

Docusign Envelope {D: 662D3DE7-86B2-431B-837C-2DA76007E0EB

SRR
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Method ref/ITocunanis na memoo:

Specification ref/Hocunanus na crnenuirayiro:

DTC _S006590_PF_T_CTR_16226_EN_2.0
DTC S006590_PF_N_SPE_25260_EN_I.0

NOLIPREL® ARGININE / HOJIITPET" APTTHIH

Formulation/opayioganns:

IBKOBOI 0BONOHKOIO, 1110 MICTATh

Film-coated tablets containing 2.5 mg of perin
2.5 M TICPUMHLONPILTY apriniiy Ta

dopril arginine and 0.625 mg of indapamide/ TabaeTky. BKpUTI
0,625 Mr injlaamisy

Packaging Lot No./Cepist No: 759252

Manufacturing Batch No/Bupotnuaa napris No: 741027

TESTS/MOKAZHUKHU

STANDARDS/CTAHIAPTH

RESULTS/
PE3YJIBTATH

Mapmaxorres (2.9, 3)

Dissolution (L.C) (%) European Pharmacopoeia
(2.9.3)! Posanuenns (PX) (%) Erponehcrra

Q = 75% at 30 min for S 1520/ Q=75%n1a
30 xpasun o S 1520 (inganamiy)

Stage/
Crajtist

Number tested/
Kiabkicth
AOCHLLERY BRI
[T

Aceeptance eriteria /
Kpurepii
npuiiwserocti

Mean value /
Cepejie 3nanennst

Si

6

Fach unit is not less
than 80 % / Kowxua
OAMMHLA HE MCHIE
R0 %

RS

6 {12)

Average of 12 units
(S182) is equal o or
arcater than 75 % and
no unit is fess than 60
Y%/ Cepejnte 12
o (S1+82)
Bisbure abo JOPiBHIOE
75 % 1 wonol
anan menure 60 %

S3°

Average of 24 units
(S1+52483) is equal
to or greater than 73
Yo, no more than 2
units arc less than 60
Yo and no il s less
than 5O %/ Cepexne
RERHUIETINY
(S1+S2:483) Binpne
abo aopisuioe 73 Yo
te BiabIIe ABOX
OIMHMUL Mernnx 60
%% Ta KOANOT OAMHNIL
smenure 30 %

ANALYSIS / AHAJIT3 : 09/12/2024
Batch accepted/ [Mapris npuiinsra

Analytical Services Manager:
Menekep M0 KOHTPOIIO Ta aHATI3Y AKOCTI

Servier Creland) Tndostrics £ Money fands Gorey [Rond.

Teb P3SAE0A02 20800 Fas

Dyirectors: Christian Bazantay (Frenely Chrstian Sauvear lFren

80381 UKRI VI

Company registered i

@L«,M Byrne

SN 4 GESTEAGBFCA43C

Michael Byrne/Mixaean bipue

PR 0] 402 JORKRK

rifand No. 117240

Arklow, U Wicklow frehand

by, Johs Redmond
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Docusign Envelope 1D: 91EFFA46-EFEB-4157-984F-5C3C624C4AAC

SERVIER (IRELAND) INDUSTRIES LTD.

BEBVIEN

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/

Llum s 3acBinuyto, wo HaBeaeHa BuLLe inopmallis € n0cTOBipHOIO Ta ToUuHOI0. Lo cepito
npoaykuii 6yno Bupobieno (Bkaouaoun NaKyBaHHsA/MapKyBaHHs) Ta IPOBEAEHO KOHTPOJIb
1T AKOCTi Ha BHUILe3a3HAUeH M RiNbHULI y NOBHIH BiANOBIZHOCT] 3 sumoramu GMP,
BCTAHOBJIEHUMH MICLIEBUM PEry/sITOPHHM OPraHOM, a TAKOWK BIANOBIAHO A0 cneuudikauiii,
WO MICTATLCA Y peecTpauiiinomy nocke. MpoTokonu BHPOOHUMUTBA, NaKyBaHH Ta aHANI3IB
byno nepernstyTo Ta BeraHoBREHO BiAnoBiaHicTs GMP.

Date of batch release/[lata unycky cepii 13/01/25

Name and Position/Title of person authorising the Batch Release/ IMpizsuiue Ta nocana/
3BaHHSI 0cO0M, sIka BHAAJIA N03BiN HA BUNYCK cepit

[] Dr Blanaid Bowes, Qualified Person/ Biznosigaisua ocoba
[1 Ms Ailbhe Wade, Qualified Person/ Binnosiganbha ocoba
[l Ms Carmel Kinsella, Qualified Person/ Bianosinansua oco6a

M Ms Niamh Ryan, Qualified Person/ Bianosinansxa oco6a

DocuSigned by:

Signature/Tlianuc | Niamh Ryan Date/[laTa:

018FCEBG10E3401..

13 3January 2025

Finished product batch number/ Howmep cepii rotosoro nikapckkoro 3acoby: 759252
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