JEPXJIIKCITY XBA YKPAIHU
NEPXKABHA CJIIYXKBA 3 JIKAPCHKHNX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanit CsimnuHoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon € {PIIOY 37079055

BICHOBOK
npo sikicrs BBE3¢HOI0 B Y kpaidy nikapcbpKOro 3acoly

21.11.2024 Ne 61787/24/26

HOJIIIPEJI® APTIHIH ®OPTE

(nafiMciynatis aikapebkoro 3aco0y STUANO 3 PECCTPANiHHNM NOCBILMEHHSAM)

TabJIeTKH, BKPHTI IJTIBKOBOIO o6ostonKo10; 1o 30 Tabieroxy konreiinepi; mo 1 wonTeiHepy y

kopoOui 3 KapTony

(hopma BUIIYCKY, 103y BAHHS, BUIL naKyBalHg JIiKapChKOro 3acoGy)
Homep peccTpauitHoro nocsiauenHa UA/5650/01/02 ctpox il peectpauiiiioro nocsiadeHs HeoOMeXeHU
Cepis nikapcbkoro 3acofy Ne 749364 Kinukicts Bae3eHOTO fikapcLKoro 3acoby 12226

Bupobnx Ceps'c (Ipmanais) Ianactpic Jita, Ipnanais
(HalMeHyBaHHs BHPOGHUKA JIIKAPCLKOTO aacoly, Kpaina FIOXOIKEHHA)

ToBapHCTBO 3 00MEIKCHOI0 siznosinansuictio 'CEPB'E YKPAIHA",

Baeseho 8 YKpathy inenT. wor: 33643340
(naiMeHyBaHs T& KON 33 CAPTIOY toprautinoi ocobu aGo npissuule, iM's, 10 Garbkosi QizndHOl
0coGu - mianpremus, ii Micue npoxunanii Ta peecTpauifinui Homep o6nikoBOT KapTKH NNATHHKA
noaarkin abo cepis Ta HOMEP nacropra)

TpoToKON Bi3yaLHOT0 KOHTPOIIO sin 21.11.2024 Ne 3999/10.

3a  pe3ysbTaTaMu JEPIKABHOrO  KOHTPOJIO BCTAHOBJEHO, WO nikapceskui 3aci® BBe3eHO B Vxpainy 3
AOTPHUMAHHSIM sumor 3aKOHOAABCTBA L0 3a0e3NeHeHHS AKOCTI JHKAPCHKHX 3aGemiB.
%
Muxona XOJIOIEHKO

(nipnuc) (iniuianu ra npisBAUIC)
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Docusign Envelope 1D: DBEGB5SF3-A2E2-4FA8-8547-B2BEFBIFDA410

T SERVIER

SERVIER (IR iE 5,

N?ﬁ H} J‘ETK E’ LD,

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI IKAPCbKOIO 3ACOBY

Name bf the Manufacturer & Address /Hassa ta Servier (Ireland) Industries Ltd/Ceps'c (Ipnanzmis)

ajpeca BApOOGHUKA

Narne of Importer and Address/ .

Hasea Ta agpeca iMropTepa

Which Consignment of product is delivered/Bun
TPOAYKILT, [0 ITOCTAYaETLCS

Pharmaceutical form/Jlikapcska opma

Name of the Product/Hasga nikapcokoro
zacoby

Dosage/Crira nii

Type and size of packaging/Bun Ta po3mip
YIAKOBKH

Finished Product batch number/Cepis rorosoro
TiKApCBKOro 3acoby -

Manufacturing date/J{ata BupoOGHHUTBA

Expiry date/Tepmin npuaaTHocTi

Batch size/Kinskictb y cepii

Manufacturing Licence number/Homep minensii
Ha BHPOOHUIITBO

Registration Number/PeecTpauitite
1TOCBLUCHHS

sors: Clusstian B
Company 12y

Dares

Tumacrpic Jitu

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

Arklow/Apxroy,

Co. Wicklow/Ko. Bixnoy,

Treland/Ipnannis

Servier Ukraine LLC/TOI_S .!'(::CpB'CI chpai_'na"

41, Naberezhho-Khréshchat&fSka St./By1.

Hab6epesxno-XpewaTHupka, 41
Kyiv, 04070/m. Kuis, 04070
U kralm/YKpamd

Ph'nmaccutlcal Product/ﬂmapcsmn 3aci6

Film-coated tablets/TabneTki, BKPHTI NIiBKOBOTO
060JIOHKO0

NOLIPREL® ARGININE FORTE/.
HOJIMPEJ® APTTHIH ®OPTE

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

30 tablets in the container; | container in the
carton box/ no 30 tabnerok y koHTeHHepi; no |
KOHTEHHEPY B KOpOOIi 3 KapTOHy

749364

032024

03 2027

12,226 Boxes/ynakoBoK
MO00068/00001

UA/5650/01/02

1, Arklow, CoWicklow. Trelnd,
ercht, John Redmond.

Page 1 of 6



Docusign Envelope 1D: DBE6BSFS-A2E2-41"A8-8547-BIBEF89FD410

e,

CURELANI) T

SERVIEL

= GERVIER

Method ref/Ilocunanns na memod: DTC_S006590_PF_T_CTR_16229 EN_2.0
Specification ref/ITocunanns na cneyuepixanio: DTC S006590 PF_N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJUIIPEJI® APTTHIH ®OPTE

Formulation/®opmyHoBanist;

Film-coated tablets containing 5 mg of perindopril arginine and 1.25 mg of indapamide/ Tabnerxw, BKPHTI
[BKOBOK) OBONONKOL0, IO MICTSTh 5 MF TIEPHHIONPIWILY aprininy Ta 1,25 Mr inganaMiny

Packaging Lot No./Cepist Ne:
749364

2061858

Manufacturing Batch No./Bupo6unua naprin Ne:

TESTS/TIOKAZHUKHA

STANDARDS/CTAHJIAPTH

RESULTS/
PESVJILTATH

Appeavance/ 3osBimniii BHTISX

Average mass (mg)/Cepennst Maca (Mr)

Mierobiological quality (skip testing)
European Pharmacopoeia (5.1.4), non-
aqueous preparations for oral use /
Mikpo6ioaoriuga querora (CKii-recr)
Caponeiceka Papmakones (3.1.4),
HEGOOHL NPEHANANTU QNI REPOPUNHIHOZO
3ACINOCYGUHNA

Identification of drug substances/
InenTudixanis M0YUX peIOBUH

- S 9490 and S 1520 by LC/ S 9490
(tiepungonpwn) Ta S 1520 (injaramin)
MeToaoM PX

White, rod-shaped, film-coated tablet
engraved with ¢ U on one face / bisioro
KOJIOPY, HOBracToi (HOpMH TabIETKH, BKPUTI’
TUBKOBOTIO OOOJIOHKOIO, 3 THCHEHHAM « & Iy
3 OIHOTO BOKY

88,4 to 97,6 (95 % to 105 % of theoretical
mass of 93 mg)/ 88,4 — 97,6 mr (95 % -105 %
BiJ| TeOpeTHUHOT MacH 93 Mr)

Total acrobic microbial count (TAMC)/
3aranpHa KinpkicTh acpoduux Gakrepiit: < 10°
CFU/g /< 10°KYO/r

Total combined yeasts/ moulds count
(TYMCQ)/ 3aransHa xiisricTs rpubis: < 10°
CFU/g /<10°KYO/r

Escherichia coli: absence/l g/ Bincyruiy 11

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 / OcroBri
mixy ($ 9490 ta § 1520) Ha xpomaTorpams
JOCHIIPKYBAHOTO PO3HHHY MAIOTh YacH
YTPUMAHHS MOAIOHI 10 TAKUX AJLT OCHOBHHX
[iKIB Ha XpoMaTorpami PO3UHAY NOPIBHAHHS

Complies/ Bizmoigac

91.7 mg /mr

* Skip Test - Passes

* Slip Test - Passes

* Skip Test - Passes

Complies/ Binmosijac

©+ Skip test/Crin recrysauns, Passes/Bianopinac, not applicable/me nposoaMECH

Servier (Ireland) Indusirics LT, Moneylands Gorey Road, Arklow, Co Wicklow, freland.

Tel: +353 (01402 20800 Forr +353 (05 402 20888
Dircotors: Christian Bazanray (Freneh), Cheigtian Savveur (French), John Redmond.
Company reisiered in freland No, F17240

§0441 UKR1 V1
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Docusign Envelope 1D: DBE6B5F9-A2E2-4FA8-8547-BSBEFBIFD410

SERVIET

EFIER

Method ref/llocunanua na memoo:

DTC S006590 PF T CTR_ 16229 EN_2.0
Specification ref/Hlocunannn na cneyudpivawiro: DTC_S006590_ PF N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJHIIIPE® APTIHIH ®OPTE

Formulation/®opmymonanns:

Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of mdapamrdg/ TabneTku, BKPUTI

IUTIBKOBOTO OBONOHKOIO, IO MICTITh 5 MI NepHIIONpuny aprininy Ta 1,25 Mr inganaMigy

Packaging Lot No./Cepisr Ne:
749364

2061858

Manufacturing Batch No./BupoOunaa napris No:

TESTSATOKAZHUKH

STANDARDS/CTAHIAAPTH

RESULTS/
PE3YJIBTATH

- 859490 and S 1520 by TLC/ S 9490
(mepuronpun) ta S 1520 (mndnawu)
meTonom TIIX

Drug substances content (1.C)
(mg/tablet)./ Bmicr rum'mx pe‘mmm
(PX) (mr/Tad)

- S 9490-6 (NepUHAONPHILY ApriMil)

- § 1520 (inpramramiz)

Degradatien products content (LC) (%o

m/nt) [BmicT aponykTiB gerpaganii
(nomiwor) (PX) (% ni/m):
- 5 9780-]
-Y 32
-Y 33
1 -Y 31
-Y 36
-Y 38
- Any othrx degradation products/ By -
K1 THIL JOMILIKK
- Total content of degradation products/
3arajbHa KiIbKICTh JOMILIOK

Main spots (S 9490 and S 1520} identical
in position, colour and size for test and
reference / QcHOBHI THIAMY (S 9490 Ta S
1520) igenTHYHI TI0 TIOIOXEHHIO,
KOILOPY 1 PO3MIpY A AOCIIKYBAHOTO
3pasKy 1 3pasKy MopiRHAHIS

4,75 to 5,25 (95 % to 1035 % of the
theoretical content of 5 mg) /4,75 35,25
(95 % - 105 % Bix TEOPETHIHOTO BMICTY
5 'M[N) ‘ .

1,19 to 1,31 (95 % to 105 % of the
theoretical content of 1,25 mg) / 1,19
1,31 (95 % - 105 % Bis TeoperHInoro
sMicty B 1,25 Mr)

Complies/ Binrosizac

4.94 mg/mr

1.23 mg/rr

<0.10 %,
<(0.10 %
<0.10 %

0.12 %
<0.10 %
<0.10 %
<0.10 %

0.12%

Servier (Ireland) Indusiries LTDL. Moneylands Gorey Road, Arklow, Co Wicklow, Trefand.

Tel: +353 () 402 20800 Fax: +353 (0) 402 20588
Directors: Christian Bazantay (French), Christian Sauvear (Frenchy, John Redmond.
Company regiscered o freland No. 117246 Page 3 of €

80441 UKR1 V1



Docusign Envelope ID: DBEBBSFI-A2E2-4FA8-8547-B9BEF89FD410

SERVIER (1K

5 SERVIER

Method ref/Hocunanns na memoo: DTC S006590_PF_T_CTR_16229 EN_2.0
Specification ref/Ilocunanns na cneyugpixauiro: DTC_S006590 PF_N SPE 25259 EN 1.0

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

Formulation/®opmyniopann:

Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Tabnerkn, skpuri
M BKOBOK OBONOHKOT, U0 MICTTE 5 MI IEPHHONPHITY aprininy ta 1,25 Mr inpanamisy

Packaging Lot No./Cepist Ne:

Manufacturing Batch No./Bupofunua napris JNe:

749364 2061858
TESTS/TTOKASHUKN STANDARDS/CTAHIAPTH RESULTS/
PE3YJIBTATH
Uniformity of content for S 9490-6 and S 1520 | Stage/ Number tested/ | Acceptance criteria /
(LC) (Yo/label claim)/ Ognopinnicrn Cranis Kixoricrs ] Kpurepii
Jocaimxysanux npuiingriocti
A030BAHAX CAMHHUL 4751 S 9490-6 O — S
(MepuHAoTIpHITY aprininy) Ta S 1520 S) 10 AV < 15,0% 2.2
(inpamaminy) (PX) (% Bijx 3assaenoi 3.4
KlbKocTi) 521 20 (30) AV < 15,0%

European Pharmacopoeia (2.9.40)/ €sporieiicbka
Mapmakoriest (2.9.40)

0,75 M < cach
UNI/KOKHL QUUHUIA &
1.25M

Dissolution (LC) (%) European Pharmacopoeia
(2.9.3)/ Posunnenns (PX) (%) Cpponeiichka
Mapmakores (2.9.3)

Q=75 % at 15 min for S 9490-6/ Q = 75 % 3a
15 xpumts ad S 9490-6 (nepunIonpHIy
apriHin)

Stage/
Crajtist

Number tested/
Kiabkicrn
Tocripaynannx
OJIMHH KD

Acceptance criteria /
Kpirrepil
ppritnariocTi

Mean value/
Cepenc anavesns

6

Each unit is not less
than 80 % / Koxna
omuuny He Merine 80
Y

96

+6(12)

Average of 12 units
(51+82) is cqual to or
greater than 75 % and no
unit is less than 60 %/
Cepenne 12 oHuNLE
(S1+82) Ginmue afio
nopivtioe 75 Yo i
KOBIIOT OIMUHMEL MCHILE
60 %

+12 (24)

Average of 24 units
(51482+83) is equal to
or greater than 75 %, no
mere than 2 units are
fess than 60 % and no
unit is less than 50 %/
Cepeane 24 oguniils
(S1+82+83) Hinpue
abo nopistioe 75 Yo, e
OUILLIC HBOX OAMHHAL
meHwnx 60 % Ta
AOATOT OJUHILT MeHile
50 %

Sepvier (Ireland) Indusiries LTD., Moneylands Gorey Road, Arklow, Co Wicklow. I{‘clixud.

Tel: #3323 (0) 402 20800 Fax:

353 (0)402 20888

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

80441 UKR1 V1

Company registered in Ireland No, 117240
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Docusign Envelope ID: DBEGBSF9-A2E2-4FAB-8547-BIBEFB9FD410

.

T GERVIER

SERVIER (IRELAND) INDUSTRIES

LT,

Method ref/Ilocunanus na memod: DTC_S006590_PF_T_CTR_16229 EN 2.0
Specification ref/Ilocunanns na cneyudpivayivo: DTC_S006590 PF_N _SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIITPEJ® APT'THIH ®@OPTE

Formulation/®opmymonanus:

TTBKOBOTO 0BOTONKQTO, JII0 MICTATE 5 Mr MTEPHHICTIPUITY aprininy Ta 1,25 M injanaMiy

Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ TaGneTKu, BKPUTI

Packaging Lot No./Cepist Ne:

749364 2061858

Manufactaring Batch No./Bupo6auua naprist Ne:

TESTS/MOKA3HHUKHU STANDARDS/CTAHIAPTH

RESULTS/
PE3YJIbLTATH

Q = 75% at 30 min for S 1520/ Q =75 % 3a
30 xBumH s S 1520 (inpanamin)

Dissolution (L.C) (%) European Pharmacopoeia
(2.9.3)/ Posannenns (PX) (%) Csporicrictka

Stage/ Number tested/

Cranist K kicrn

JpochikyBanux
OIHHHILL

Acceptance criteria /
Kpurepii
npuritugTiocTi

dapmaxorcs (2.9.3)

Mean value /
Cepenne suadenms

Fach unit is not less
than 80 % / Koxua
OJUAHHILS HC MCHUIC
80 %

Sl 6

89

Average of 12 units
($1+82) is equal to or
greater than 75 % and
no unit is less than 60
%/ Cepenre 12
onnHs (S1+S52)
Binbiie abo KopIRHING
75 % i womnoi
ounuud Mene 60 %

S22

+6(12)

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 fess
than 50 %/ Cepenne
24 oxnpung
(S1+82+83) Ginwuie
abo aopisaioe 75 %,
e Glibe ABOX
OUMMIILL MEHITHX 60
04 T KOAHOT MK
mentme 50 %

92}
(%]
O

+12 (24)

ANALYSIS / AHAJZ : 25.07.2024
Batch accepted/ITapris npuitrsra

Analytical Services Manager:

DocuSigned by:
Utiduu,t By

" Nm SAESTHGERECAAIC

MemepKep MO KOHTPOIIIO Ta AHAIZY AROCT vhichael Byrne/Mixaent

Servier (relandy Indusicies LT Moneylands Gorey Road, Arklow, Co Wicklow. Treland.
Tel: 4353 (1) 402 20800 Fax: #3353 (0) 402 20888
Directors: Christian Bazantay (Freneh). Cluisdan Sauveur (French), Jobn Redmond.
Company registered in Treland Noo 17246

80441 UKR1 V1

bipne
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Docusign Envelope |D: DBEGB5FI-A2E2-4FA8-8547-BIBEFEIFDA10

SERVIER v(f RELAND) INDUSTR

RE e
Lz ooy

= senven

T 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 ard analyses were reviewed and
GMP compliance was established/

LM 5 3aCBiAUYI0, 110 HABEJCHA BHINE iHOpPMALIs € JOCTOBIPHOTO Ta TouHoIo. Lo cepito
npoyKuii 6yi10 BupoSneto (BKIIOMAKUH NAKyBAHHSA/MAPKYBaHHs) Ta IPOBEACHO KOHTPOIIL
ii 5KOCTI Ha BHILC3a3HAYMCHIH AINBAMIY Y MOBHIH BiAMNOBIJHOCTI 3 BAMOTaMH GMP,
BCTAHOBIEHHWMH MiCLIERHM PCTYIISTOPHAM OPraHOM, a TakosK BiMOBIIIO JI0 crielHiKarlif,
10 MiCTSTHEA Y peecTpaniiiiiomMy jocke. [TpoToKOIH BHPOOHHIITBA, TTAKYBAHITT T4 aHaizis
6y.10 nepernsHyTo Ta BeraHopeno simoniicts GMP.

Date of batch release/I{ara Buiycky cepii 08/10/24

Wame and Position/Title of person authorising the Batch Release/ ITpispuiice T2 nocaja/
IBAHHA 0CO0H, SIKA BHAAIA JO3BIJI HA BRITYCK cepii ‘

[] Dr Blanaid Bowes, Qualified Person/ Bijnoninaﬂbx-la ocoba -
[ ’Msv Ailbhe Wade, Qualified Person/ Binnosinansia ocoba
[¥ Ms Carmel Kinsella, Qualified Person/ Bixnonizansia oéo6a
[1 Ms Jenny Quinn, Qualified 1’:}1‘3011/ Bitnosizanbaa ocoba
i MsbNiamh Ryan, Quéliﬂ-ed Person/ Bigrnosizaninua ocoba

e BOEUSIgNEd Ly:

Signature/l’[ignnc( Carmel KINSELLA " Date/lara; 08 October 2024
' ~BAC04C348D144BD... '

Finished product batch number/ Horaep cepii roToBoro nikapcekoro sacoby; 749364

Directors: Clnsy

[ES LTD.
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