JEPXKABHA CIYXBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Caitimunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BUCHOBOK
npo sIKiCTL BBE3eHOro B Yipainy JikapesKoro 3aco0y

26.09.2024 Ne 49780/24/26

HOJIINPEJI® BI-®POPTE

(HaRMeHy BaHHs TIKAPCLKOro 3806y 3riAHO 3 peecTpanifituM NOCRLANCHN M)
Ta6JeTKH, BKPUTI IUiBKOBOIO 060.10HK010, 0 10 Mr/2,5 Mr; 1o 30 rabJerok y Kourelnepi, no
3 koureiinepn B Kopodui 3 Kaprony

(bopma BunycKy, 103y BaHKS, BUA NAKYBAHHS HiKAPCLKOTO 33C00Y)
Howmep peectpauiiinoro nocsinuenus UA/10248/01/01 crpox nii peectpauiiioro nocsinuens HeoOMewedni
Cepis nikapebkoro 3acoby Ne 749064 KinbkicTs BBe3eHOro nikapcbikoro 3acoby 8398

BupoGuuk Ceps’e (Ipnannis) lugactpic Jita, Ipianis

(HaliMenyBaHHs BUPOBHUKA JiKAPCHLKOTO 3aco0y, Kpa'ma MOXOJUKCHHA)

ToBapucTBo 3 06MeKeHO0I0 BiXNOBIAAALHICTIO "CEPB'€ YKPATHA",
ineur. xon: 33643340

Bgeseno B Ykpainy

(naliMeHyBatkg Ta ko 32 CJIPTIOY 1opunuunai ocoliu ado npizauine, iM's, 1o GaThkoni disuanol
0coGH - MiANpHeMLS, i Micle IPOXUBAHIA Ta peceTpauifiuui omep 00niKOBOT KAPTKH MIIATHHKA
nonatkis aGo cepis Ta HOMCP NacHopTa)

[poTokoa BisyaasHoro kowtpomo six 26.09.2024 M 3276/1.

3a pesyisTaTaMM JEPWABHOTO KOHTPOJIO  BCTAHOBACHO, LU0 nikapcubknil  3aci6  BBeseno B Ykpaiwy 3
JAOTPUMMAHHAM BHMOT 3aKOHOAABCTBA LLO/0 3a0€3NEHCHHS AKOCTI JIKAPCHKY cobis.

Mukona XOJIOJIEHKO

(ninnwc) (inittiame Ta opizsnuie)

/..) ’/; /l? 7. e /,ﬂ /7/
- e




Docusign Envelope ID: 78CATE57-F0E4-4DAA-BBD5-85C3FB215A84

SERVIER (IRELAND) INDUSTRIES LTD.

TR sppvien

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

Name of the Manufacturer & Address /Hasga Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzis)
ajpeca BUpOOHMKA Tugactpic JIta

Moneylands, Gorey Road/Maninenns, ['opeit
Poyaz,

Arklow/Apkroy,
Co. Wicklow/Ko. Biknoy,
Ireland/Ipianzis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

Hassa Ta agpeca iMnoptepa 41, Naberezhno-Khreshchatytska St./Byi.
Ha6epexno-Xpeumaruupka, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapcbkuii 3aci6
NpOXyKUii, IO MOCTAYaETHLCS

Pharmaceutical form/Jlikapceka popma Film-coated tablets/Ta6neTkH, BKPHUTI NIiBKOBOK
000TIOHKOO

Name of the Product/Haspa nixapceKoro NOLIPREL® Bi-FORTE/HOJNTIPEJI® bi-

3acoly GOPTE

Dosage/Cuna gii 10 mg/2,5mg / 10 Mr/2,5 Mr

Type and size of packaging/Bun Ta posmip 30 tablets in the container; 3 containers in the

YIaKOBKH carton box/ o 30 Tabnetok y KoHTeitnepi; no 3

KOHTeHHEepH B KOpOoOIIi 3 KapTOHY

Finished Product batch number/Cepist roroBoro 749064
NiKapchKOTo 3aco0y

Manufacturing date/[Jata BupoGHHLITBA 07 2024
Expiry date/TepMiH npuaaTHOCTI 07 2027
Batch size/KinbkicTs y cepii 8,398 Boxes/ynakoBOK

Manufacturing Licence number/Honmep ninensii M00068/00001
Ha BUpOOHHLITBO

Registration Number/PeecTpattitine UA/10248/01/01
TIOCBiTYEHHA

Sepvier (Irefond) ludustues LT CoWieklow, Trelnd.
Tel
Directors: Chrisaan ey, John Bedmsnd,
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Docusign Envelope 1D: 78CAT7ES7-FOE4-4DAA-B6D5-85C3FB215A84

Docusign Envelope 1D: AC1CCA7E-E4B3-44EA-ADO8-BF228E6366F5

LAND) INDUSTRIES LTD.

SERVIER

Method ref/Ilocunanns na memod: DTC_S006597_PF_ T CTR 17952 EN_3.0
Specification ref/ITocunanns na cneyudikayir: DTC _S006597_PF_N_SPE_17953 EN_2.0

NOLIPREL® BI-FORTE / HOJIIPEI® BI-POPTE

Formulation/@opmMymoBaHusi:
Film-coated tablet containing 10 mg of perindopril arginine and 2,5 mg of indapamide/ Ta6neTKH, BKPHTI IUIIBKOBOIO
OBOIOHKOIO, 1O MICTHTh 10 M TICPUH/IONPUILY aprifiny 1a 2,5 MI iHaanamizxy

Packaging Lot No./Cepist: Manufacturing Batch No/BupoGauua napris No:
749064 728624
TESTSATOKABHHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3VILTATH
Appearance/ 3opHimniid BUris White, round film-coated tablet / Complies/ Bizuosinae

TabueTka, BKPHTa TIBKOBOIO
06ONOAKOT0, BINOTO KOIBOPY, KPYTIOL
opmn

Average mass (mg)/Cepenst maca (mr) | 176,7 to 195,3 (95 % to 105 % of 185.7mg /mr
theoretical mass of 186 mg)/ 176,7 ~
195,3 (95-105 % Bif TEOPETHYHOI MACK Y

186 Mr)

Microbiological quality (skip testing) Total aerobic microbial count / 3aransua *Skip Test - Not Applicable
European Pharmacopoeia (5.1.4), non- KUTBKICT aepoBHIX MikpoopranizMis
aqueous preparaiions for oral use / (TAMC): < 10°CFU/g /< 100 KYOQ/r
Mikpobioaoriuna yncrora (BuGipxoBe
BUIPOGYBAHHA) Total combined yeasts/ moulds count / ) .
Enporneiicuka Gapmakories (5.1.4), BaranhbHa KiTBKICTh APIKIKOBIX Ta *Skip Test - Not Applicable
1eaoOHI Aikapenki 3acobu 0as opaasiozo | nmicenesix rpubies (TY MC): < 107 ’
3aCMOCY AN _ CFU/g /< 10*KYO/r

Escherichia Co{i / Esc.herichi(/ coli: #Skip Test - Not Applicable

absence/1 g/ sincyTHicTs/1 1
Identification of drug substances/ The principal peaks (S 9490 and S 1520) Complies/ Bianosiae
Tnenrudirania giouux peToBHIL in the chromatogram obtained with the
-$ 9490 and S 1520 by LC/ test solution have a retention time similar
MEPUHAOTIPHI Ta (HAAMaMil MCTOIOM to that of the principal peaks in the
pimunmot xpomarorpadii (PX) chromatogram obtained with the

reference solution / Hacu yTpuMaHHA
OCHOBHHX ITIKIB (HEpHIIONPHITY Td
iHanAaMizy) 1a XpoMaTorpami
JIOCHIJDKYBAHOTO POUWHY 1OJUOHI 210
TAKHX )1 OCHOBHHX TTiKiR Ha
XPOMATOFPAMi POSUIHY ITOPIBHAHHSA

* Skip test/Crint recTyBans, Passes/Binosijiac, not applicable/nie poBoARBCs

Servier (Ireland) Indusiries LT, Moneylands Gorey Road, Arklow. Co Wicklow, Ireland.
Tet: 3 (0) 402 20800 Fax: () 4002 2088R
Dircetors: Christian Bazantay (French). Christian Suuvenr (French), John Redmond.,
80330 UKR1 V1 Company registered in Jreland No. 117246 Page 2 of 6




SERVIER

; A
% gg‘%g‘é /'1@..?1(

"%H Wi‘“é

Docusign Envelope ID: 78GATES7-FOE4-4DAA-BEDS5-85C3FB215A84

Docusign Envelope ID; AC1CCA47E-EAB3-44EA-ADOS-BF228E6366F5

Method ref/Ilocunanns na memoo:

DTC S006597_PF_T_CTR_17952 EN_3.0
Specification ref/Ilocunanns na cneyudpixayiro: DTC_S 006597 _P¥_N_SPE_17953_ EN_2.0

Packaging Lot No./Cepis:
749064

728624

Manufacturing Batch No./Bupotuuya napris Ne:

TESTSTMOKA3SHUKHA

STANDARDS/CTAHJIAPTH

RESULTS/
PE3VIIBTATH

- 59490 and S 1520 by TLC/
TePUHAOTIPHI T4 IAATaMII METOLOM
TOHKOLLAPOBOT KpoMaToipadil (THIX)

Drug substances content (LC)

(myg/tablet) / Kinpucicue BU3HAYCHE

airounx peuosnu (PX) (Mr/raduerxy):
S 9490-6 /mepuHAOTIPUITY aprinin

- S 1520/ innamamin

Degraduﬁon prdducvts content (LC) (%
m/m) [ Bmier nponyxris posmany (PX)
(% s/m):

S 9780

Y 32

Y 33

Y 31

Y 36

Y 38

Any other degradation products/ Buicr
HILKX POJLYKTIB PO3NALY

Total content of degradation products/
Baranpiiail BMiCT IPOAYKTIB posiiagy

Main spots (S 9490 and $ 1520) identical
in position, colour and size for test and
reference / QcHoBi My
(rreprHAOIPHITY Ta {11anaMiLy)
JIeHTHYA 32 MONOKSHHEM, KOALOPOM T2
POIMIPOM TS KOCTHJUKYBAHOTO PO3IHHY
Ta POIUUHY TOPIBHAHHS

9,50 to 10,50 (95 % to 105 % of the
theoretical content of 10 mg) /
9,50 — 10,50 (95-105% Bix
TEOPETHUHOrO BMicTY B 10 MT)

2.38.10 2,62 (95 % to 105 % of the
theoretical content of 2,5 mg) / 2,38 -

2,62 (95-105 % Big 1€0PETIIHOIO
BMieTY B 2,5 Mr)

<075
<02

<05

Complies/ Binnosinac

9.95mg/mr

: 2.4()mg/r«1.r"

0.12%
<0.10%
<(0.10%
<0.10%
<0.10%
<0.10%
<0.10%

0.12%

‘‘‘‘‘‘‘‘‘‘

‘wcrvxm" (Ircland) Industries LTD. Mancylands Gorey Road, Arklow. Co Wickiow, trcland.

Tel:

Dnut w50 Christian Bazantay (French). Christian Sanveur (Frenchy, John Redmond.

80330 UKR1 V1

353 (0) 4072 20800 Fax: +333 (0}« 4072 JO8RK

Company registered in lreland No, 117246
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Docusign Envelope 1D: AC1CCA4A7E-E4B3-44EA-ADO8-BF228E6366F5

SERVIER (IRELA

NDY INDUSTRIES LTD,

p—~e

S SERVIER

> e,

Method ref/Ilocunanna na memod: DTC_S00659 7 PF_T _CTR_17952 EN_3.0
Specification ref/ITocunanns na cneyudivayino: D TC _S006597_PF_N_SPE_17953_EN_2.0

Packaging Lot No./Cepisi: Manufacturing Batch No./Bupofunua napris Ne:
7490064 728624
TESTS/TIOKA3ZHUKH STANDARDS/CTAHIAPTH RESULTS/
] L | PE3VJIBTATH
' Uniformity of dosage units for S 9490-6 and S Stage/ Number tested/ | Acceptance criteria /
1520 (LC) (0/0 Nabel claim) / Onn ()pi}.lHi crb Crapis lfi.nm.ciC'rb Jlonuvernmi kpurepii
Jocaiprysanux
JO3ORAHUX OJMHAIL AJIA NCPHHIOIPUITY TA OMIILE
supanaminy (PX) (% Bin sasmiaenol kisbroceri) |- : .
European Pharmacopoeia (2.9.40)/ o St 10 AV £15,0% 24
€aponeticbka Gapmaxones (2.9.40) 3.0
s2! +20 (30) AV 215,0%
0,75 M < cach
URIT/KOXKHE OAUTHIS
<1,25M

Dissolution (L.C) (%) European Pharmacopoeia | Q = 75% at 15 min for S 9490-6/ Q = 75% 3a

(2.9.3)] Pozumnenus (PX) (%) Crponciicnka 15 XB. U4 TEPUHIOLPHITY apritiny’
dapmarones (2.9.3) Stage/ Number tested/ | Aceeptance eriteria/ Mean Values
. Crrajtis Kistnkicrn Jowyerumi wpurepii .
JLoCTiJuARY BAKUX
OARIHILE
Each unit is not less 102
S 6 than 80% / Koxna

ouns = 80%

Average of 12 units

§2? +6(12) (51482) is equal to or

' greater than 75% and no
unit is less than 60%/
Cepenre saderunt 12
onaHHiL (S1+82) 2
75%, 1 HeMag JKOIHOT
opmn < 60%

Average of 24 units
g3’ +12 (24) (S1+82+83) is equal to
or greater than 75%, no
more than 2 units are
fess than 60% and no
unit is less than 50%/
Cepenpte snauetiy 24
75%, we Ginpine 2
QL < 60%, 1
HEMAC KOAHOT 0K
< 50%

Servier (Irelandy Industries LT, Mancylands Gorey Road, Arklow, Co Wicklow, Ircland.
Tel: +333 (0) 402 20800 Fax: +333 (0) 402 208KK
Dircetors: Christian Bazantay (French). Christian Souveur (French), John Radmond.
80330 UKR1 V1 Company registered in freland No, 117246 Page 4 of 6



Dacusign Envelope [D: 78CATES7-FOE4-4DAA-B6D5-85C3FB215A84

Docusign Envelope 1D: AC1CCATE-E4B3-44EA-ADO8B-BF 228EB366F5

e

SERVIER (IREL.

*ﬁff RBYVIER

Method ref/ITocunanns na memod: DTC_S006597_PF_ T CTR 17952 EN_3.0
Specification ref/ITocunanns na cneyudixayivn: DTC_ S006597_PF_N_SPE_17953 EN_2.0

Packaging Lot No./Cepis: Manufacturing Batch No./BapoGuuya napris Ne:
749064 728624

TESTS/MTMOKAZHUKH STANDARDS/CTAHIAPTHU RESULTS/

PE3VIALTATH
Dissolution (LC) (%) European Pharmacopoeia | Q = 75% at 30 min for S 1520/ Q="75%3a 30
(2.9.3)! Pozannenns (PX) (%) Crponeiichka XB. YIS THAATIAMIJLY
Dapmakories (2.9.3) Stage/ Number teste Acceptance criteria / Mean Values
Cranis KinpkicTs Honyernmi kpuTepil o
AOCHTKY BATIAX ) ) i
OB NHUIbL
Each unit is not less 90
S1 6 than 80% / Koxna

oy = 80%

Average of 12 units
§72 +6 (12) (S482) is equal to or
greater than 75% and
no unit is less than
60%/ Cepesne |
3HavcHHS |2 OIMHUUL
(81482) = 73%, i
HeMae xozanoi
opummni < 60%

Average of 24 units
$33 +12 (24) (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%/
Cepennc suadenns 24
onunpik (ST+82+83)
> 75%. ue Ginsie 2
onnumas < 60%, 1
HEMAC ROAWOT
omrur < 50%

ANALYSIS / AHAJII3 : 23/08/2024
Batch accepted/TTaprist ripuitnsita

DocaSigned by:
r ichatl 6 L

Analytlcal Services Manager: . ' o e1e57003 Wm,
MeneRep Mo KOWTPONIO Ta aHANBY SIKOCTI Michael Byrne/Mixaen Blpuc

Servier (Ireland) Industrics LD, Moneylands Gorey Road, Arklow. Co Wicklow, Tr¢land.
Tel: #3583 ¢ )) 402 20300 1 33 (0) 402 208K
Dircctors: Christian Bazantay (French). Ciwristian Sauvenr (French). John Redmond.
80330 UKR1 V1 Company registered in lreland No. 117246 Page S ol 6




Docusign Envelope 1D: 78CA7ES7-FOE4-1DAA-BED5-85C3FB215A84

SERVIER (IRELAND) INDUSTRIES LTD.

.’% A
b5 RPN

e BERVIER

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/

(1M s 3aCBiTMYI0, LIO HaBe/eHa BuIe indopmaiis € nocTosipHoto Ta Tounoko. LTt cepito
npoaykuii 6y0 BUPoSIEHO (BKITIOUAIOTH TTaKyBaHHs/MapKyBauH) Ta IPOBEAEHO KOHTPOTb
i1 AKOCTI Ha BUIIE3a3HAYEHI JIMBHULI Y MOBHIH BiANIOBIAHOCTI 3 BAMOraMH GMP,
BCTAHOBJICHHMH MiCLICBHM PEryJIATOPHHM OPTraHOM, 4 TAKOX BiATIOBiIHO 110 crieurdikamii,
1110 MiCTHTBCS Y peecTpamiiHoMy nocke. TIpoTokoni BUpOOHHIITEA, TAKYRAHHS Ta aHai3iB
6yI10 TEPETTIAHYTO Ta BCTAHOBJIEHO BiANOBIAIICTS GMP.

Date of batch release//lata BumycKy cepii 28/08/24

Name and Position/Title of person authorising the Batch Release/ Ipiseuine Ta nocana/
3BaHus 0c0o6H, SIKA BUAJIA 103BIJ Ha BUNYCK cepii

[] Dr Blanaid Bowes, Qualified Person/ Bianosijganbia ocoba
{] Ms Ailbhe Wade, Qualified Person/ Bignosiransna ocoba

N Msv Carmel Kinsella,. Qualified Pefson/ Binnosiganpaa ocoba
[1 Ms Jenny Quinn, Qualified Pc;rsor_i/ Binnosigansna ocoba

[] Ms Niamh Ryan, Qualified Person/ Bixnosigansua ocoba

~DocuSigned by:

Signature/ITimmic Carmel KINSELLA Date/Jlata; 25 August 2024

BAC04C348D1448D

Finished product batch number/ Homep cepii roTosoro nikapcbkoro 3acoby: 749064

Dirse fn Redmond.

Page 60f 6



Certificate Of Completion

Envelope id: 76CA7ES7FOE44DAABBD585C3FB215A84

Subject: 749064 .pdf
Template:

Source Envelope:

Document Pages: 6

Certificate Pages: 1

AutoNav: Enabled

Envelopeld Stamping: Enabled

Signatures: 1
Initials: 0

Time Zone: (UTC+01:00) Brussels, Copenhagen, Madrid, Paris

Record Tracking

Status: Original
28 August 2024 | 10:05

Signer Events

Carmel KINSELLA
carmel.kinsella@servier.com
QA Operations manager/QP .

Security Level: Email, Account Authentication
(None)

Electronic Record and Signature Disclosure:
Not Offered via DocuSign

in Person Signer Events
Editor Delivery Event.s
Agent Delivery Events
Intermediary Delivery Events
Certified Delivery Events
Carbon Copy Events
Witness Events

Notary Events

Envelope Summary Events
Envelope Sent

Cerlified Delivered

Signing Complete
Completed

Payment Events

Holder: Jessica CODD
jessica.codd@servier.com

Signature
DocuSigned by:

Earme 1 KINSELLA
BACOAC3480144B0...

Signature Adoption: Pre-selected Style
Using IP Address: 89.19.67.64

Signature
Status
Status
Status
Status
Status
Signature
Signature

Status
Hashed/Encrypted
Sectirity Checked
Security Checked
Security Checked

Status

DocuSign

Status: Completed

Envelope Originator:
Jessica CODD

50 RUE CARNOT
SURESNES, Cedex 92284
jessica.codd@servier.com
IP Address: 136.226.191.72

Location: DocuSign

Timestamp

Sent: 28 August 2024 | 10:06
Viewed: 28 August 2024 | 21:25
Signed: 28 August 2024 | 21:25

Timestamp
Timestamp
Timestamp
Timestamp
Timestamp
Timestamp
Timestamp
Timestamp
Timestamps ;
28 August 2024 | 10:06
28 August 2024 | 21:25

28 August 2024 | 21:25
28 August 2024 | 21:25

Timestamps



