HEPKABHA CIYXKBA 3 TIKAPCHLKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitinusor, 3, 02099, Ten, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK

Npo sAKicThL BBE3eHoro B Ykpainy jgikapenKkoro 3acody

21.06.2024 Ne 32572/24/26

HOJUTIPEJ® BI-OGOPTE

(Halimeny Baihig Nikapebkora 3acoGy 3rio 3 peceTpauilinmuM nocsiueHisM)
TabJjeTkn, BKpuTI 1isKoBoio 06os0onKko10; 110 30 Tadaerox y KouTeitiepi; no 1 konreitnepy
B KOpofIti 3 kKapTouy

(hopuma BUIYCKY. 103yBANIA, BIIL TIAKYBAHHA AIKAPCLKOTO 3ac0By)
Homep peecrpauitinoro nocsinuenns UA/10248/01/01 crpok ail peccrpautiiinoro nocsizuenns HeOOMEKeH M H
Cepis nikapcbkoro 3acoby Ne 743226 Kinsxicrs spesenoro nikapeskoro sacoby 44480

BipoBine Cepn’e (Ipnanaist) Tunacrpic Jita, Ipnannis

(nafivMenysamns BUpodHHKa AiKapeLKOro 3acody. KpaTHa NOXOKEIIA)

Baeseno n ¥ kpainy Tosapucrno 3 admekenolo sinnosinansuicrio "CEPB'€
YKPAIHA", inenr. con: 33643340

(natimenysanns Ta ko 3a CAPTIOY opuaninoi ocodu abo npissriue, iM's, no Garskoni
(hisuunol 0cobu - pinnpueMus, i Micle POKHBAHEA Ta peecTpauilnnit nomep 06AiKoBOT
KAPTIY AATHIEA nonaTkis afo cepis Ta HOMEp nacropra)

NMpovoxon sisyansuoro wourpomo sin 21.06.2024 Ne 2096/5.

3a  pesynbTaTaMW  ACPKABHOFO  KOHTPOJIO  BCTAHOBJNEHO, WO Jikapehkuil 3acif  smescHo 8 Ykpaiwy 3
AOTPHMAHHSIM BHMOr 33K0HOAABCTBE 11100 3abe3neteHis sipdri ikapebKix 3aco0ib.
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DocuSign Envelope ID: DCD677F5-342F-4E1F-883A-CD86D96D151F

SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NNIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanais)
agpeca BupodHuKa Inpacrpic Jitn

Moneylands, Gorey Road/Matuinenns, Nopeit
Poyn,
Arklow/Apkrnoy,
Co. Wicklow/Ko. Biknoy,
Ireland/Ipnannisn
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

Hasea Ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./sy.
Habepexno-Xpewaruipka, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapebkuit 3aci6
NpOAYKLUIT, WO MoCcTa4aEThes

Pharmaceutical form/Jlikapcska dpopma Film-coated tablets/Tabnerkn, BKpUTI M1iBKOBOIO
000JI0HKOIO

Name of the Product/Hasea nikapcbkoro NOLIPREL® Bi-FORTE/HOJUIPEJI® Bi-

3acoly OOPTE

Dosage/Cuna nit 10 mg/2,5mg /10 mr/2,5 mr

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

YIaKOBKH carton box/ no 30 tabnetok y kouteitnepi; no |

KOHTelHepy B KOpoObili 3 KapTOHY

Finished Product batch number/Cepis rotosoro 743226
JikapcbKkoro 3acoby

Manufacturing date/[JaTa Bupo6HuLTBa 02 2024
Expiry date/Tepmin npugatnocTi 02 2027
Batch size/Kinbkicts y cepii 44 480 Boxes/yiakoBok

Manufacturing Licence number/Homep niuensii  M00068/00001
Ha BUPOGHULITBO

Registration Number/PeccTpauiiine UA/10248/01/01
MOCBIAYEHHS

Page 1 of 6



DocuSign Envelope (D: DCDB77F5-342F-4F 1F-883A-CD86D96D151F

DocuSign Envelope 1D: DAIYBEDF1-5883-4C65-8A5C-610821B0E5ES

Method ref/Hocusanns na memoo: DT C_$006597_PF_T_CTR_17952_L] /3.0
Specification ref/llocunanna nd cuenuiragito: DTC_S006597_PF_N_SPE_1 7953 EN_2.0

I—|

NOLIPREL® BI-FORTE / HOJITIPEJ" BI-DOPTE

Formulation/@opMyoBanHs:
Film-coated tablet containing 10 mg of perindopril arginine and 2,5 mg ol indapamide/ rabneTxit, BRPHTL MTIBKOBOIO
OBOAOKOI0, O MICTATH 10 MI' ICPHILAOIIPIILY aprillity Ta 2,5 MU lanaMiny

Packaging Lot No./Cepist: Manufacturing Batch No./BupoGuuua napris No:
743226 728583
TESTSMTIOKAZHUKH STANDARDS/CTAHAAPTH RESULTS/
PEIVIALTATH
Appearance/ JoBHINTHIT BTSN White, round film-coated tablet / Complies/ Bianosinae

TabneTka, BRPUTA TUHBROBOIO
oBOTOHKOIO, BIFOTO KOILOPY. Kpyriol
hopmn

Average mass (mg)/Cepenust maca (Mr) 176.7 to 1953 (95 % to 105 % ol 184, Tmg /mr
theoretical mass of 186 mg)/ 176,7 ~
195.3 (95-105 % Biz TEOPETNHIO] MACH ¥

186 wmr)
Microbiological quality (skip testing) Total aerobic microbial count / 3arannia #Skip Test - Not Applicable
Furopean Pharmacopoeia (3.1.4), non- KIBKICTE aepoOHIIX MIKPOOPraHismMis
| dqueOus preparations jor oral use / (TAMC): € 10° CFU/g / € 1P KYQ/r
| MixpoGiomoriuna wuetora (BudipKose
BHUPOOYBAHHA) Total combined yeasts/ meulds count/ o ]
Ceponeiichia Papmakores (3.1.4), Saranbia KULKICTh APDIIKOBHX td #Skip Test - Not Applicable
negodni atkapeski 3acobu OA OPUALHOZO | TILICEHERNX rpuGin (TYMC): < 10*
SUCTOCYSUNHA CFUlg /< 10°KYO/r
Cerherichicn coli 7 Foscherichi ofll: P .
Escherichia u).//, L‘xc.h(,//c/?/aw//. #Skip Test - Not Applicabl
absence/| g/ BiscyraicTs/ | T
Identification of drug substances/ The principal peaks (S 9490 and S 1520) Complies/ Bijrrosijac
Inenrudikanis AiYUX pedoBuIL in the chromatogram obtained with the
-$9490 and S 1520 by LC/ test solution have a retention time similar
TEPHHIONPUIT Ta i araMig MeToIoM to that of the principal peaks in the
pimumol xpomarorpadit (PX) chromatogram obtained with the

reference solution / Hacw yTpuManHs
OCHOBHHUX IMKIB (MepUHAONPHAY Ta
frjraraMizy) Ha Xxpomartorpami
JOCHIUKYBAHOTO POFUUHY NOIOHT 10
TAKHK I OCHORHIX MTIKIB Ha
XPOMATOTPAMI POZUNIY TOPIBHAHILT

+ SKip test/Crin TecTyBanns, Passes/Bianosiaae, not applicable/re MpoBouBCs

Cervier Creland) tndustrics 1ET L Moneylands Gores Road. Arklow. Co Wickiea trefand
el 1353 00) 402 20800 Fan: 1333 (01 102 20888
Directors: Christinn Bazantay (Frenchy, Christian Sauveur (Frenchy, fohn Redimond.
80330 UKRI VI Company registered i Ireland No, 117246 Page 2 0l 0
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DocuSign Envelope ID: DCD677F5-342F-4E1F-883A-CD86D96D151F

DocuSign Envelope ID: D396EDF1-5883-4C65-8A5C-610821B0E5ES

Method ref/Hocunanns nwa memood: DTC _S006597 PF T CTR 17952 EN 3.0
Specification ref/Hocunanna na cnequgpixaniro: DTC_S006597 PF N _SPE 17953 EN_2.0

Packaging Lot No./Cepisr: Manufacturing Batch No./BupoGwrma mapris No:
743226 728583
TESTSTTIOKAZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3VIBLTATH
- 59490 and S 1520 by TL.C/ Main spots (S 9490 and S 1520) identical Complies/ Bianoniyae
NEPHHIOTIPII T2 THIAaMi)l MCTOIOM in position, colour and size for test and
rorkomaposol xpomarorpagii (TIIX) reference / QcroBHi rusmu

(TrepHHIOTIPHITY Ta HAATIaMiLy)
LACHTHYHI 32 TIOOKEHHIM, KOILOPOM Ta
POIMIPOM JUTsE JOCHIIDKYRAHOTO POBIHHY
Ta PO3IUUHY HOPIBHAHHA

Drug substances content (LC)
(mg/tablet)/ Kinbkicne susnauennst
Hiwwny pevosun (PX) (Mr/radnerky):
- § 9490-6 /mepunnonputy apriviu 9,50 to 10,50 (95 % to 105 % of the 9.87mg/mr
theoretical content of 10 mg) /

9.50 - 10,50 (95-105% in
TEOPETHIHOTO BMicTy B 10 Mr)

- S S207 inparramin 2,38 102,62 (95 % to 105 % of the 2.40mg/mr
theoretical content of 2,5 mg) / 2,38 -
2.62 (95-105 % rix Teoperuunoro
BMICTY B 2,5 MI)

Degradation products content (LC) (%
m/nt} | Buicr npopykris posnany (PX)
%o a/at):

S 9780 <0.75 <0.10%
Y 32 <02 <0.10%
Y 33 =0.2 <0.10%
Y 31 =05 0.11%

Y 36 £0.5 <0.10 %
Y 38 <05 <0.10%
Any other degradation products/ Bumicr 0.2 <0.10%
HIIHX TPOIYKTIE pO3nay

Total content of degradation products/ < 1.5 0.11%

coad, Arkiow, Co Wicklow freland.
(402 20888

Servier {reland) Industries D Moneylands Gore
Telh #3353 001402 20800 Fax:
Drivcetors: Christian Bazantay (Frenchy, Christian Sawvear (Freneli, fohn Redmond.
80330 UKRI VI Company registered in Trefand No. FH7246 Page 3 of 6




DocuSign Envelope ID: DCD677F5-342F-4E1 F-883A-CD86DYSD151F

DocuSian Envelope 1D DAYBENF1-5883-4C65-8A5C-610821BOESES

Method ref/Hocunanns na memoo: D TC S$006597_PF_T_CTR_17952_EN_3. 0
Specification ref/[locusanns wa chequping uiro: DTC_S006597_PF_N_SPE_17953_EN_2.0

Packaging Lot No./Cepis: Manufacturing Batch No./Bupodnuua napris N
743226 728583
TESTS/MTOKASZHHKH STANDARDS/CTAHJAPTH RESULTS/
PESYIBTATH
Uniformity of dosage units for S 9490-6 and 5 Stage/ Number tested! | Acceptanee cviteria /
= . BT PR— “ragi (iaLKicTs onycrumi kpurepil
1520 (LC) (%/label claim)/ Opnopianicsrs Cranis Kiangicn Aomyeritt kpureph
Jocaimysannx
AO3OBANKX OMITIIE JUTS TIEPHIONPHITY Ta QAN
inpanamigy (PX) (% sin JAABACHOT KINbKOCT)
Furopean Pharmacopogia (2.9.40)/ St 10 AV < 15,0% 1.0
€pponeitcpka Papmaxones (2.9.-40) 2.5
§2! 120 (30) AV < 15.0%
0.75 M =t cach
UNITYKOARTIA OUMHA L
<125 M
Dissolution (LC) (%) European Pharmacopoeia | Q = 75% at 15 min for § 9490-6/ Q = 75% 3a
(2.9.3) Pozumnenns (PX) (%) €pporeiiceka | 1S XB. U1 TICPHRAOOPHIY APriHiny -
hapmMaxornes (2.9.3) Stage/ Number tested/ | Acceptanec eriteria/ Mean Values
Crrajin Kinenicrs Jonyerami kpirepii
Hocrrysanis
OAMHUITH
Fach unitis pot less 100
St 6 than 80% 7 Kowna

st = 80%

Average of 12 units
§2° +6 (1) (S1+S2) is equal o or
grcater than 75% and no
unit is fess than 60%/
Cepeite suadenus 12
oG (S1TH82) 2
73%. 1 eMae ROAHOT
ommninii < 60%

Average ol 24 unils
§33 +12 (24) (ST+82483) s equal to
or greater than 75%. no
more than 2 units are
less than 60% and no
unit is less than 30%/
Cepeatie snagenis 24
oanbL (STHS2483) 2
73, 1e Oisbe 2
rbugh < 60%. 1
HEMAE KOLHOT O

< $0%

Servier Grelandy ndustrics LD Monevlands Gorey Roads Arklow. Co Wicktonw, breland,
el F3R3(0) 402 20800 Fax: 1333000402 208K
Dyivectors, Christion Bazantay (Frenchy, Chrstian Sanveor (Frenchy. John Redmord,
80330 UKR1T VI Company segistered mfeeiand Noo 246 Page 4 ol 6




DocuSign Envelope |D: DCD677F5-342F-4E1F-883A-CD86D96D151F

DocuSign Envelope 1D: D39GEDF1-5883-4C65-8A5C-610821B0ESES

Frg, = 4 -\;,,“
bk X N

Method ref/Hocunanns na memod: DTC_S006597 PF T CTR 17952 EN 3.0
Specification ref/llocunanua na cuenugpivayin: DTC_S006597_PF _N_SPE 17953 EN_2.0

Packaging Lot No./Cepist: Manufacturing Bateh No./Bupotunaa napris No:
743226 ’ 728583
TESTSMMTOKAZHUKH STANDARDS/CTAHIAPTH RESULTS/

PE3YJILTATH

Dissolution (LC) (%) European Pharmacopoeia | Q = 75% at 30 min for S 1520/ Q = 75% 3a 30

2.9.3)/ Pozunuennst (PX) (%) Espornciicska XB. UL IHAAEMI Y
Mapmakenes (2.9.3) Stage/ Number tested/ | Acceptance criteria/ Mean Values
Crapis Kinsxicrs Aomyerumi wpurepii

AOCIAVURYBAHUX
GAMHIRD
zach unit is not less 92
S 6 than 80% / Kosxua

o s = 80%

Average of 12 units
G722 +6(12) (S1482) is equal to or
arcaler than 75% and
no unit is less than
60%/ Cepenuie
suaneHwd |2 o,
(STES2) = 75%4
HEMAE SKOTHOT
OXIHILL < 60%

Average of 24 units
§3) +12 (24) (STH+82483) is equal
to or greater than
73%. no more than 2
units are ess than
60% and no unit s
less than 30%/
Cepestire smagenust 24
QATHHLE (S 1S2+83)
> 75%, ne Hinuie 2
oanumys < 60%, 1
HEMAE KOAHOT
oyl < 0%

ANALYSIS / AHATIT3 : 23/03/2024
Batch accepted/TTapris npuiinsta

DocuSigned by:
U, i L
Analytical Services Manager: M 6‘7
P . . Nowern G4ESTYOBFCAABC. | e
MeneuKkep 0 KOHTPOJIIO Ta aHani3y sKocTi Michael Byrne/Mixaean bipue

Servier (lreland) ndustries 111, Monevlands Gorey Road. Arklow, Co Wicklow, freland.
el P30 402 20800 Pax: 1333 10y 402 20888
Directors: Christion Bazantay (Frenchy, Christian Sauveur (French). Johin Redmond.
80330 UKRI VI Company registered in feeland No. 117246 Page 3ol 6



CocuSign Envelope 1D: DCDB77F5-342F-4E1 F-883A-CD86DIBD151F

BERVIER

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/

L{um a 3acBiauyio, W0 HaBeicHa BULIE indopmallis € 1oCTOBIpHOIO Ta TouHOM0. Lo cepio
pofyKuii 6yn0 BUPOOIEHO (BKIIOUAIOHU naKyBaHHA/MapKyBaHHis) Ta NPOBEAEHO KOHTPONb
i SKOCTI Ha BUIlE3a3HaueHill AlbHULT Y NOBHIN pianosinnocTi 3 BuMoramu GMP,
BCTAHOBJEHHUMU MIiCLIEBUM PErynsTOPHHUM OpPraHoM, a TaKoXK BignoginHo no cneundixauii,
110 MicTATbCA y peecTpattiiinomy pocke. [TpoTokon BUPOOHHIITBA, NaKyBaHHA Ta aHanizin
6y10 NeperyisiHy To Ta BCTAHOBAEHO pipnosignicts GMP.

Date of batch release//lara Bunycky cepif 24/05/24

Name and Position/Title of person authorising the Batch Release/ Ipizsuute Ta nocana/
3BAHHSA 0cO0H, IKA BHAAIA A03BI HA BHIYCK cepil

[] DrBlanaid Bowes, Qualified Person/ BignosinasibsHa ocoba
[l Ms Ailbhe Wade, Qualified Person/ BinnosiganbHa ocoba

§ Ms Carmel Kinsella, Qualified Person/ BinnosiganbHa ocoba
[1 Ms Jenny Quinn, Qualified Person/ BianosinanbHa ocoba

1

Ms Niamh Ryan, Qualified Person/ BinnosizanbHa ocoba

DocuSigned by:

Signature/Minnuc|_Carmel KINSELLA Date/[lata: 24 May 2024

\*«-—BACOACBABD‘\MBD.”

Finished product batch number/ Homep cepii roToBoro nixapcbkoro 3acody: 743226
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