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

Name of the Manufacturer & Address /Hazsa Ta
agpeca BUpoOHHKa

Name of Importer and Address/

Hasga Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bua
ITPOJIYKUIT, 110 TTOCTAYAETHCS

Pharmaceutical form/Jikapebka (opma

Name of the Product/Ha3ssa nixapcskoro
3acoby

Dosage/Cuna ail

Type and size of packaging/Bun ta posmip
YITAKOBKH

Finished Product batch number/Cepis rorosoro
JiKapehroro 3acofy

Manufacturing date/Jlata supoBuunurea
LExpiry date/Tepmin npuagarnocTi
Batch size/Kinekicts y cepil

Manufacturing Licence number/Homep ninensii
Ha BUPOOHHIITEO

Registration Number/Peectpaniiine
ITOCBIYCHHS

Servier (Ireland} Industries Ltd/Cepr'e (Ipnanis)
Innactpic fltg

Moneylands, Gorey Road/Mamninenns, [opeii
Poyn,

Arklow/Apxnoy,

Co. Wicklow/Ko. Bixioy,

Ireland/Ipmanygis

Servier Ukraine LLC/TOB "Cepn'e Vkpaina”

41, Naberezhno-Khreshchatytska St./sym.
HaBepexno-Xpewartunnia, 41

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

Pharmaceutical Product/Jlikapcekuii 3aci6

Film-coated tablets/Tabnerky, sKpHTI WIHBKOBOK
000TOHKOIO

NOLIPREL® Bi-FORTEHOJILIPEJI® bi-
(DOPTE

10 mg/2,5mg / 10 mr/2,5 mr

30 tablets in the container; 3 containers in the
carton box/ no 30 TaGneTox y kouTeitnepi; o 3
KOHTEHHepH B KOpOOIY 3 KApTOHy

756499

10 2024
10 2627

14,820 Boxeg/yraxonox
MO0068/00001

UA/10248/01/01
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Docusign Envelope 1D: 838135F1-94A5-4909-9E8B-820BB0EF4BBD

Docusign Envelope 1D: DBE4E411-0B8F-4E5A-OB68-B25ED7CE3DE2

LANDY) IN f WS
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Method ref/llocunanin na memod:

DTC SO06597 PF T CTR 17952 EN 3.0
Specification ref/llocunanns na crequgixauio: DTC_SO06597 PF N SPE 1 7973 EN 2.0

NOLIPREL® BI-FORTE / HOJIITIPEJI® BI-OPTE

Formulation/@opyyniopanmn:

Film-coated tablet containing 10 mg of perindopril arginine and 2,5 mg of indapamide/ rabneTry, BRPUTI MIIBKOBOH

000510H KOO, IO MiCTATE 10 mr HEePUHIAOIIPHIY Elp[lH]Hy Ta 2

,9 Mr inganamiuy

Packaging Lot No./Cepin:
756499

728670

Manufacturing Batch No./Bupofuutua nmapria Ne:

TESTS/ITOKAZHUKH

STANDARDS/CTAHIAPTHU

RESULTS/
PE3VJILTATH

Appearance/ 3opHimmiii Burnsg

Average mass (mg)/Cepeausi vaca (Mr)

Microbiclogical quality (skip testing)
European Pharmacopoeia (5.7.4), non-

| aqueous preparations for oral use /
Mirpodio:ioriuna uncrora (Bubipkose
BREPOOYBAHHA)

€sponeiicska Gapyaxonen (3.7.4),
Hesooui RApCoLKi 3acobu 18 0panbitoco
3(-'(".”1'1'0({1’5?&}{}1}]’

Identification of drug substances/
lnenrndiirania gl mx pewonun:
-59490 and 5 1520 by LCY
HEePpREIOIPIL Ta iH}'lEl]]'dM iII METOMOM
pismurret xposatorpadii (PX)

White, round filim-coated tablet /
Tabnetka, BKpPHTa ILIBKOBOIO
06010HKO, BiTOr0 KOJEOPY, KpYraol
hopmu

176,7t0 1953 (95 % to 105 % of
theoretical mass of 186 mg)/ 176,7 —
195,3 (95-105 % Bia Teopermunol macH y
186 m1)

Total aerobic microbiai count / 3aransua
KinexicTs aepoBuux Mikpooprasisuie
(TAMC): < 10°CFU/g / < 10° KYO/r

Total combined yeasts/ moulds count /
3aransHa KiNBKICTE APIs/DKOBUX Ta
miicenesux rpubis (TYMC): < 10°
CFU/g /<10*KYO/r

Eschervichia coli / Escherichia coli:
absence/1 g/ sincyTmicts/l ¢

The principal peaks (S 9490 and S 1520)
in the chromatogram obiained with the
test solution have a retention time similar
to that of the principal peaks in the
chromatogram obtained with the
reference solution / Yacu yrousanns
OCHOBHHX NIKIB (MepiHAONpHIY Ta
IHIaTaMILY} Hi XpOMAaTOrpasi
JOCHLKYBAHOIO DO3UKITY 110A16H] 10
TAaKHX [yt OCHOBIIFX TYKIB ta
XPOMATOIpaMi PO3UMHY MOPIBHAHHSI

Complies/ Bianosigac

185.1mg /Mr

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

Complies/ Bianosigae

Sklp test/Crin TLCTyBHHI!H Pas%cs/anom;lae not applicable/sic nporopupes

Servier {Ireland) Industrivs LTD., Moneylands Gorey Road. Arklow, Co Wicklow, reland,

Tel:

P332 () 402 20800 Fax: 333 (0) 402 20488

Diveciors: Christian Bazantay {Frenchy. Clristian Sauvenr (Freach), John Redmond,

80330 UKR1 Vi

Company registered in Ireland No. 117246
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BGocusign Envelope (D: 838135F1-94A6-4909-0E8B-820BB0EF4BBD

Docusign Envelope 1D: DBE4E411-089F-4E5A-9B68-B25ED7CE3DS2

SERVIER (IRELAND) INDUSTRIES L1

Method ref/llocunanna na memod: DTC_S006597 PF T CTR 17952 EN 3.0
| Specification ref/Hocunanna na cnequipivayio: DTC_S006597 PF N SPE 17953 EN 2.0
f

Packaging Lot No./Cepin:
756499

728670

Manufacturing Batch No./BupoGauua napris Ne:

TESTSATOKAZHUKH

STANDARDS/CTAHJAPTH

RESULTS/
PE3YJIBTATH

-5 9490 and S 1520 by TLC/
NCPUHIOTIPH T4 [HAZMAMI METOLOM
Tolkomaposoel xpoMatorpagii (THEX)

Drug substances content (LC)
{mg/tablet) / Kinneicne puinaverns
dirwuux peosnn (PX) (mr/raduerky):
- § 9490-6 /nepuHIORpHNY GPTIHin

-8 1520/ inmanasrin

Degradation products content (LC) (%
m/in) [ BuiicT npouykrie posnany (PX)
(% i

S 9780

Y 32

s

)

Y 31

" 36
Y 38
Any other degradation products/ Bumict
HIIHX [POAYKTIE po3napy
Total content of degradation products/
| 3aranpHnil BMICT TPOXYKTIB po3nasy

Main spots (S 9490 and S 1520) identical
in position, colour and size for test and
reference / OcHOBHE IIIMH
{(nieprUIoNpILLY Ta iHAIAMIAY)
LACHTHIHI 33 TIOTOAKEHHSIM, KOJILOPOM Ta
PO3MIPOM AT ZOCHIAMAYBAHOIO POSIHEY
T4 PO3UHHY NOPIBHSAHHA

9,50 1o 10,50 (95 % to 105 % of the
theoretical content of 10 mg) /
9,50 — 10,50 (95-103% six
TCOPETHUHOTO BMICTY B 10 Mr)

2,38 t0 2,62 (95 % to 105 % of the
theoretical content of 2,5 mg) / 2,38 -
2,62 (95-105 % sia reopeTnunoro
BMICTY B 2,5 M)

<075
0.2
=02
=0.5
<0.5
<05
<02

Complies/ Bianosinac

9. 79mg/Mr

2.45mg/Mr

<{).10%
<0,10%
<0,10%
<0 10%
<(.10 %
<0.10%
<0.10%

<}, 10%

Servier (Irefand) Industeies UTD.L Mongylands Gorey Rood. Arklow, Co Wicklow, lreland.
Tek 333 (0) 202 208060 Fax: 1333 {0) 402 20§88

Directors: Christian Bazantay (French). Cleistian Sauveur {French), Jobn Redmond.
Company registered in Ireland No, 117246

80330 UKR1 V1
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Docusign Envelepa 1D: 838135F1-94A6-4909-9E88-820BR0EF48B0

Docusign Envelope 10: DBE4E411-089F-4E5A-9B68-B25ED7CE3DA2

SERVIER (IRELAND)Y INDUSTY

Method refillocunannsa na memod: DTC_S006597 PF T CTR_17952 EN 3.0

f
J Specification ref/Ilocunanns na coexuicanito: DTC_S006597_PF N _SPE_17953 EN 2.0
!

Packaging Lot No./Cepin:

Manufacturing Batch No./Bupotmuua napris Ne:

756499 728670
TESTSATOKAZHAKH STANDARDS/CTAHIAPTH RESULTS/
PE3VIIBTATH
Ullifﬂl'mit}' of dosage units for S 9490-6 and S Stage/ Number tested/ | Acceptance criteria /
1520 (LC) (%o/label claim)/ OaﬂopifilliCTb Craaia Kinngicetn donyerusi Kpurepil
- i Aociigny sannx
HO36BAHNX OTHITHIUL JIJIF ACPHHLONPHITY TA GMIIAILL,
inpanamiay (PX) (% six 3ansienol kijibkocri)
European Pharmacopoeia (2.9.40))/ 81 10 AV 2 15.0% 3.8
Ceponedicra Dapmaxones (2.9, 40) 3.6
YA +20 (30} AV £150%

0,75 M <each
lll]il."’I(U}{(Ha OFARNNIG
<125M

Dissolution (L.C) (%) European Pharmacopoeia
(2.9.3)/ Pozuunennsn (PX) (%) €pporneiichka
Qapmarones (2.9.3)

Q=7%at15minfor S 9
15 xB. nna

NEPHHACTIPHITY

490-6/ Q = 75% sa

aAprifiny

Stage/
Craais

Number tested/
Kinepkicrs
Hocaipaysannx
CAHIINIL

Acceptance criteria /
AomyveTrsi kpurepii

Mean Values

S1

6

Each unit s not less
than 80% / Koxuna
oauHuI = 30%

101

+6 (12}

Average of 12 units
(S1+82} iz equal Lo or
greater than 75% and no
unit is less than GO%
CepeHe sHaveHHs |2
73%, 1 HEMAe SKOAHOT
oaHnEHl < 00%

+12 (24)

Average of 24 units
{S1482+83} is equal to
or greater than 75%, no
more than 2 units are
less than 60% and no
unit ig less than 30%/
Cepenne anauenns 24
omsnmie {S1-52-+-83) =
753%, He dlnswe 2
GAHHHIE < 60%, 1
LEAMAE HOAHOT O]
< 50%

Servier ({reland) udustries LTD., Moneyiands Gorey Road. Arklow, Co Wicklow, Ireland.
Tel: 333 03 402 20800 Fax: <353 (0) 402 20588
Direciors: Christian Bazantay (French), Christian Sauveur {French), Johs Redmond.

80330 UKRL V1

Company registered in [reland No, 117246
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Docusign Envelope ID: 838135F1-94A6-4909-9E8B-820BBOEF4BBD

Docusign Envelope ID: DBE4E£411-089F-4ESA-SB6A8-B25ED7CEIDS2

SERVIER (IRELAND) INDUSTRIES 1),

Method ref/llocuranua na menod: DTC S006597 PF T CTR 17952 EN 3.0
Specification ref/llocunanna na cnequdpicayiio; DTC_S006597 PF N _SPE 1 7933 EN 2.0

Packaging Lot No./Cepin:
756499

728670

Manufacturing Batch No./Brpotunua napris Ne:

TESTSTIOKAZHUKH

STANDARDS/CTAHJIAPTHY

RESULTS/
PE3YILTATH

Dissolution (L.C) (%) European Pharmacopoeia
2.9.3)/ Posunnenust (PX) (%) €eponeiicska

Q=75% at 30 min for S 1520/ Q= 75% 34 30
XB. A1 IHAAIaMIny

Dapmaxoncs (2.9.3)

Stage/
Cranin

Number tested/
Kinbricrs
_iIOCJli,'l}I(_YBﬁ!H[X
O/IHIHEE

Acceptance eriteria /
HMonycrnvi kpuTepii

Mean Values

St

)

Each unit is not less
than 80% / Koxna
oauug > §0%

87

+6 (12)

Average of 12 units
(S1+52) is equal to or
greater than 75% and
no unit is less than
60%/ Cepearc
anavenua 12 ogunnun
{S1-82} > 73%, i
HEMAC 2KOAHOT

O HEHI < 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
0% and no unit is
less than 50%/
Cepensie sisadcuns 24
QaMuMLL (S14824-83)
= 75%. ne dimiie 2
O/ INHILEL < H0%, )
HEAMAC FKOTHOT
ozuEuui < S0%

ANALYSIS/ AHAMIZ : 01/11/2024
Batch accepted/TTapris npuitnsara

Analytical Services Manager:

Mene/Rep 110 KOHTPOJII0 Ta AHANIZY SKOCTI

DacuSigned by:

Micliarl b.{m
44ESTRBGYIFCA430 . .

Michael Byrne/Mixaein Bipue

servier ([reland) Tndusizies 1TD. Meneylands Gorey Road. Arklow, Co Wicklow, lreland.

Tl o

33 (0302 20800 Fax: +333 (0) 402 20888

Directors: Christian Bazantay (French), Cliristian Sauvewr {French), John Redmond.

80230 UKR1 V1

Company registered i Treland No. 117246
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Docusign Envelope 1D: §38135F1-94A6-4909-SE8B-820BB0OEF4BBD

SERVIER (IRELAND) INDUSTRIES LTD.

TR senvien

f hereby declare that the abovementioned information is reliable and aceurate. 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 5t 3aceinuyio, Mo HaBeeHa Bume indopmalis € ZocToBipHOIO Ta Tounoio, [0 cepiro
POk Oyi10 BUpoOIeHo (BKAXYA0YH NaKyBaHHs/ MAPKYBAHH) TA IPOBEAECHO KOHTPOI
il AXOCTI Ha BMIIE3a3HAYEHIA AIMBHUIY Y DOBHIN BinnosigHocTi 3 BuMoramu GMP,
BCTAIIOBICHHMH MICHEBHM PETYIATOPHUM OPIaHOM, 4 TAKO/K BIATOBIAHO 10 cnei(pixanii,
IO MICTATLCA Y PeecTpalifnoMy gocke. IIpoToKoNH BUpOGHUIITEA, NaKYBAHHS TA AHANI31B
OYIO TrepernsaiyTO Ta BCTAHORIEHO BiAMoRiAnicT GMP.

Date of batch release/fata sunycky cepii 05/11/24

Name and Position/Title of person authorising the Batch Release/ ITpizpuuie Ta nocana/
3BAHHA 0co0M, AKA BIAAJAA A03BIT HA BHIYCK cepil

[} Dr Blanaid Bowes, Qualified Person/ Bignosinansha oco6a
[} Ms Ailbhe Wade, Qualified Person/ Binnosizgansaa ocoba

[1 Ms Carmel Kinsella, Qualified Person/ Bianorizansua oco6a
(1 Ms Jenny Quinn, Qualified Person/ Bignmosigannua ocoba

M Ms Niamh Ryan, Qualified Person/ Bianosinansra ocofa

DecuSigned by:

Signature/Tlignuc Niamh Rvan Date/HaTa:

O18FCEBS10E3401. .

0% November 2024

Finished product batch number/ Homep cepii rotosoro nikapcbkoro aacoby: 756499

CLretans

A Tola Redownd
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67

HEPABHA CIYXBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haail Ceitnuvinoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
npo sikicTh BBE3eoro B Yxpainy pikapeskoro 3acoly

26.12.2024 Ne 70764/24/26

HOJITMPEJI® BI-GOPTE

(nafnchynaimna pikapcskore 3ncoBy 3rinio 3 pecet paiiinI N HOCRITCHIAM)
Tabsericn, BRpITI mTiRKoB0I0 0bosoNKO0I0, MO 10 Mr/2,5 Mr; o 30 TabicTon ¥ xonreiinepi, o
3 worrreiinepu B xopobui 3 kaprony

{dopmia Bunycky, ROy BANIA. BHI NRKYBANNS Nikapesioro meoeby)
Homep peectpauiiinoro noceiauenns UA/10248/01/01 crpok aii pecerpanifinoro noceinuents 11606MeiKeHH i
Cepin nixapenioro sacafy Ne 756499 KinsricTs BBE3CHOrO Nikapcekoro 3acoSy 4590

Bitpobuuk Cepr’c (Ipnanuis) Innacrpic Jita, Ipnanais
(adfimMerynasig supaliivka Alxapesroro 3acody, kpafua noxomecHs)

Tonapnerso 3 o6mexenolo rinnoninansuicrio "CEPB'C YKPATHA",
imen, won: 33643340

(nafisenynaints ra ko4 sa CAPTIOY opiusaiion ocobn adio npisatme, 1v's, 1o Satukoni isuse)
0co0i - nANpress, T MICE NpoIKEBali ta peceTparudingdi 1omep oGixonot rap ey nial ik
itoual kin afo cepia Ta noMep nacnopra)

Beeseno B Ykpaiuy

Mporokon Bisyansnere wonrponio nin 26.12.2024 Ne 4489/7,

3a  pesynbTATAMY  HCPHEBUONO  KONTPOMO  BCTANOBAGHO, LD nixapcbiiii , saciG  seclcio B Yipainy 3

ACTPHMANHSIM BUMOT 3aKOHOLARCTEA WIOA0 3aBeaneuel i AKoeT] Nikapes) gzacoﬁin.

TGOBIE 73

4,_3 A 2 flo,
qc'?@i‘_% RLLLL to ‘;);90-9
HauanbHHK /S Muxosa XOJIOJEHICO

Gk
¥

(nocanona {ninmuc) (inentiaau ta npizune)}
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