HEPKABHA CJIYKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitnmunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPITIOV 37079055

BUCHOBOK
PO SIKICTH BBE3eHOT0 B YKpaiHy JikapchbKoro 3acofy

20.10.2023 Ne 53274/23/26

HOJIIIPEJI® BI-POPTE

(HafMeHyBaHHA TIKAPCLKOTO 3ac00y 3TifHO 3 peecTpaIiiHAM MOCBIAYEHHAM)
TabJeTKH, BKPUTI ILIIBKOBOIO 000.,10HK010; 0 30 Tabaerok Y KOHTeHHEpi; N0 3 KoHTelHepH B
KopoOui 3 KApTOHY

(bopma BHMycky, N03yBaHHS, BUT TAKYBAHHS nikapcrKoro 3acody)
Howmep peectpaniiinoro noceimyenns UA/10248/01/01 crpox aii peectpauiiitoro mocinuenns HeOOMEKeHUH
Cepis nikapcekoro saco6y Ne 730548 Kinskicte BBe3eHOTO Nikapeskoro 3acoby 14640

Bupo6Hmk Ceps’e (Ipnannis) Innactpic Jlta, Iprangis

(nafimenyBanns BHpoBHUKA NikapchKoro 3ac00y, xpaiHa IOXOKEHH )

Baeseno B Ykpainy Tosapucrso 3 06mexenoio Binnosinanbuictio "CEPB'E€ VKPATHA",
inenT. xon: 33643340
(naiimenyBanus Ta koz 3a €/IPTIOVY opumnuynoi ocobu abo Opizeuie, iM'A, no HaThkoBi dizngHOT

0co0H - MANPHEMUA, Ti MicIe TPOKHMBAHHA Ta peecTpamiiumit HOMEp 0611iKOBO1 KAPTKH ITATHHKA
nojatkie abo cepis Ta Homep nacnopra)

Iporoxon Bisyansnore xonrpoo win 20.10.2023 N 3272/4.

3a  pesyNbTaTAMHM  [EPKABHOTO KOHTPONIO BCTAHOBNEHO, [0 mikapepknit  3aci6  seeseno B Vkpainy 3

AOTPHMAHHAM BHMOT 3aKOHOIABCTBA 00 3a663NCUeHHA AKOCTI TiKapChKHX 3ac00iB.

B. 0. HauanmbHuKa IBan 3AﬂBOPHI/IX

(mocaposa ocofa Oprany nepxaBHOTo KOHTPOIIO) (migmuc) (iniuiany ta npissuige)

M.IL
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hazsa Ta Servier (Ireland) Industries Ltd/Cepn'e (Ipnaumis)
ajpeca BUPOOHHKA Ingacrpic JIrn

Moneylands, Gorey Road/Maninenns, Copeit
Poyn,

Arklow/ApKnoyt
Co. Wicklow/Ko. Bixnoy,
Ireland/Ipnanmis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

Haaea Ta agpeca iMnopTepa 41, Naberezhno-Khreshchatytska St./syn.
Habepexno-Xpemarnueka, 41

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

Which Consignment of product is delivered/Bup, Pharmaceutical Product/JTixapesxuit 3aci6
HPOIYKII], MO ITOCTAYAETECS

Pharmaceutical form/Jlikapceka dopma Film-coated tablets/TabneTsy, BKpHTI MIIBKOBOIO
000TI0OHKOI0

Name of the Product/Hazra nikapcekoro NOLIPREL® Bi-FORTE/HOIIPEI® bi-

3acoby QOPTE

Daosage/Cuna mif 10 mg/2,5mg / 10 m1/2,5 mr

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

YIAKORKH carton box/ no 30 TafneTok y KouTeiiHepi; 1o 3

KOHTEHHEPH B KopoOli 3 KapTony

Finished Product batch number/Cepis rotosore 730548
AIKAPCHKOTO 3aco0y

Manufacturing date//Tara supoGuunrsa 08 2023
Expiry date/Tepmin npuarHocTi 08 2026
Batch size/KinskicTs y cepif 14,640 Boxes/yIakosox

Mamufacturing Licence number/Homep minensii MO0068/00001
Ha BUpOOHHOTBO

Registration Number/Peecrpaniiine UA/10248/01/01
[OCBIIYeHHS

Servier (Zreland) Industries LTD., Moneviands Gorey Road, Arklow, CoWicklow, Ireland.
Tel- =353 (1) 402 20800 Fax: 353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauven (French). John Redmond.
Company registered m Ireland No. 117248
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DocuSign Envelope ID: 2ZF1A82EA-ED48-4049-9DBE-3EC0954396BA i

Method ref/ITocunannn na memoo: DTC_S006597 PF T CTR 17952 EN 3.0
Specification reflllocunanna na cneyugpivayiro: DIC_S006597_ PF N _SPE_17953 EN 2.0

NOLIPREL® BI-FORTE / HOJIIIPEJI® BI-GOPTE

Formulation/@opmymosannsa:

Film-coated tablet containing 10 mg of perindopril arginine and 2,5 mg of indapamide/ TaGieTky, BXPUTI MIIBKOBOM
060JIOHKO0, 1o MicTATh [0 MI nepHHIONpHIY aprididy Ta 2,5 MT iHganaminy

Packaging Lot No./Cepin: Manufacturing Batch No./Bupo6unia napris No:
730548 708764
TESTSTIOKAZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJBLTATUH

Appearance/ 3oBuitnniii BErImR

Average mass (ing)/Cepeyust Maca (Mr)

Microbiological quality (skip testing)
European Pharmacopoeia (3. /.4), non-
aqueous preparations for oral use /
MixkpoSionoriuaa unerora (BHGiproBe
BHOpOOYBAHHS)

€sponelicora Gapmakomnes (3. 1.4,
HEBOOHI MIKAPCEKE 30C00U OAS OPAREHO20
3ACHOCYBAHHSA

Identification of drug substances/
Inenrudikauia girounx peyoBun:
-5949%0 and § 1520 by LC/
MEePUHOONPRI Ta tHAARaMIiA METOIOM
pinnHHOL XpoMatorpadii (PX)

White, round film-coated tablet /
Tabnerka, BKpUTA [ITIBKOBOI)
060MOHKOIR, BITOTO KOMEOPY, KPYTIoj

dopMH

176,710 1953 (95 % to 105 % of
theoretical mass of 186 mg)/ 176,7 —
193,3 {95-105 % Bin TeopeTr4HOL Macy y
186 mr)

Total aerobic microbial count / 3aranexa
KIBKICTE aepoGHHX MiKpoOpraHizMis
(TAMC): < 10°CFU/g /< 10° KYO/r

Total combined yeasts/ moulds count /
3araneHa KiTbKICTb APIKIKOBHX T
mnicenepnx rpudis (TYMC): < 10?
CFU/g /<10 KYO/r

Escherichia coli / Escherichia coli:
absence/] g/ BigcyrhicTs/1 T

The principal peaks ($ 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 / Yack yTpuManns
OCHOBHHX [TIKiB (NepHHIONPIIY Ta
inpamamizy) Ha xpomaTorpami
JOCTKYBAHOTQ DOIYUHY TIOAIBHI 10
TAKHX ANS OCHOBHHUX MIKiB Ha

XpoMaTorpami posuniy NOPiBHAHHS

Complies/ Binnosinae

184.8mg /Mr

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*8kip Test - Not Applicable

* Skip test/Ckin TecTyeanns, Passes/Binmorinae, not applicable/e nposoauscs

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

80330 UKRI V1

Company registered in Ireland No. 117246
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DocuSign Envelope ID: 2F 1A82EA-ED48-4D49-9DBE-3EC0954396BA

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocunania na memoo: DTC _S006597 PF T CTR 17952 EN 3.0
Specification ref/Ilocunauna na cneynicauiro: DTC 8006597 _PF N _SPE 17953 EN 2.0

Packaging Lot Neo./Cepin: Manufacturing Batch No/BupoGunya napris Ne:
730548 708764
TESTS/MIOKA3ZHUKHA STANDARDS/CTAHIAPTH RESULTS/
PE3YJLTATH
- 59490 and S 1520 by TLC/ Main spots (S 9490 and S 1520) identical Complies/ Binnosipae
TMEPUHIOTIPHI Ta {HAATAMLA METOIOM in position, colour and size for test and
TOHKOWAapoBoi xpoMaTtorpadii (THIX) reference / OcHoBHI TNAMH
{NMepHHIOIPUITY Ta IHAAAMIZY)
LIEHTHYHL 32 MONOKEHHAM, KOABOPOM Ta
PO3MIPOM INA AOCAITKYBAHOIO POSUHHY
Ta PO3YHHY [IOPIBHSIHHS
Drug substances content (LC)
(mg/tablet) / KinbkicHe BH3HAYeHHN
airoanx peyosun (PX) (mr/rabaerky):
- 8 9490-6 Mmepunmonpuiy apridin 9.50 to 10,50 (95 % to 105 % of the 9.94mg/mr
theoretical content of 10 mg) /
9,50 — 10,50 (95-105% sin
TEOPETHYHOTO BMIcTY B 10 M)
- 8 1520/ inpanamMin 2,38102,62 (95 % to 105 % of the 2 44mg/imr
theoretical content of 2,5 mg) / 2,38 —
2,62 (95-105 % BiJ| TEOPETHYHOTO
EMICTY B 2,5 M)
Degradation products content (LC) (%
mv/he) / Bmicr npoaykTin poznaay (PX)
(% sm):
S 9780 <075 <0.10%
Y32 =02 <0.10%
Y 33 =02 <0.10%
Y 31 <Q.5 <0.10%
Y 36 <0.5 <0.10 %
Y 38 =05 <0.10%
Any other degradation products/ Buict <02 <0.10%
iHmMx mponykTis posnamy
Total content of degradation products/ <15 <).10%
3aransHui BMICT MPOAYKTIB posnany

Servier (Ireland) Industries L'TD , Moneylands Gorey Road, Arklow, Co Wicklow, Ir

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20388

Directors: Christian Bazantay {French), Christian Sauveur {French), John Redm
Company registered in Ircland No. 117246

80330 UKR1 V1




DecuSign Envelope 1D: 2F1A82EA-ED48-4D49-9DBE-3EC0954396BA |

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocuranna na memoo: DITC S006597 PF T CIR 17952 EN 3.0
Specification ref/Iocunanna na cneyuibpikauiro: DTC_S006597 PF N_SPE 17953 EN 2.0

Packaging Lot No./Cepis: Manufacturing Batch No./Bapotnnya maprin Ne:
730548 708764
TESTSATIOKAZHHAKH STANDARDS/CTAHIAPTH RESULTS/
PE3VJILTATH
Uniformity of dosage units for S 9490-6 and § | Stage/ Number tested/ | Acceptance criteria /
1520 (L.C) (%o/label claim)/ OpuopinmicTs iy RIIERICES Ay Er i e
Jlocninxkypagux
A030BAHHX OAMHUIE 18 NEPHHIONPHAY T4 ST
ingamamigy (PX) (% Bin 3asBneHol KinbKkocri)
European Pharmacopoeia (2.9.4G)/ §1 10 AV < 15,0% 4.4
Ceponeiictka Qapmakones (2.9, 40) 49
s2! +20(30) AV <15,0%
0,75 M < each
Unit/KOKHA OAHHIIA
<1,25M

Dissolution (L.C) (%) European Pharmacopoeia
(2.9.3)/ Posunnenus (PX) (%) €pponefichka
Dapmaxones (2.9.3)

Q=75% at 15 min for § 9490-6/ Q@ =75% 3a

15 xB. ajs

NEPHHICIPHILY apTiHiny

Stage/
Cragia

Number tested/
Kinekicte
Jocaikysannx
CAHAEHU S

Acceptance criteria /
Honyerumi kpurepil

Mean Values

S1

6

Each unit is not less
than 80% / Koxua
oauHHLA > 80%

101

522

+6(12)

Average of 12 units
(51+82) is gqual to or
greater than 75% and no
unit is less than 60%/
Cepegte 3uayers 12
opurme {S1+482) >
75%, | HEMAE KOIHOL
omuHALl < 60%

83*

+12 (24)

Average of 24 units
(S1+82+53) is equal to
or greater than 75%, no
more than 2 unils are
less than 60% and no
unit is less than 30%/
Cepeane 3ragenns 24
omine (S1+52+83) >
75%, ne Ginbure 2
OmHHBLE < 60%, i
HEMAC HKOJHOT OTHHULLE
< 50%

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

Ted: +353 (0) 402 20800 Fax: +333 (0) 402 20888

Directors: Christian Bazantay {French), Christian Sauveur {French), John Redinond.

80330 UKR1 V1

Company registered in Ireland No. 117246
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DocuSign Envelope ID: 2F1AB2EA-ED48-4D49-9D8E-3ECO954396BA
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/TIlocwrania na memoo: DTC S006597 PF T CTR_17952 EN 3.0
Specification refAlocunannn na cneyudicaniio: DTC_S006597 PF N SPE 17953 EN 2.0

Packaging Lot No./Cepis: Manufacturing Batch No./BupoSun4a nmapTist Ne:
730548 708764
TESTSTIOKASHUKH STANDARDS/CTAHJIAPTHA RESULTS/
PE3YJILTATH

Dissolution {L.C) (%} European Pharmacopoeia
(2.9.3)/ Pozunuenusn (PX) (%) €sponeicora

Q=75% at 30 min for S 1520/ Q = 75% 3a 30
XRB, 15 iHpanaMigy

Dapmakones (2.9.3)

Stage/ Number tested! | Acceptance criteria /
Crania Kiapkicts Honyerumi kpaTEpil
ADCAITKYBARHX
OJHHBIOE

Mean Values

Each unit is not less
51 6 than 80% / Kowxua
ognHEuA > 80%

91

Average of [2 units
S22 +6 (12) {S$1+52) is equal to or
greater than 75% and
no unit is less than
60%/ Cepenne
3Ha4YeHHs 12 0auuuL
{S1+32) = 75%, 1
HEMae Kool
oanauag < 60%

Average of 24 units
§3% +12 (24) (S1+82-+83) is equal
to or greater than
75%, no morc than 2
units are less than
60% and no unit is
less than 50%/
Cepeane 3uadeHs 24
ofuanne (S1+52+83)
> 75%, ne Giaswe 2
opuaMue < 60%, 1
HEMaE KoaHo}
ofnHRNn < 50%

ANALYSIS / AHAHIZ : 22/09/2023
Batch accepted/Tlapris npuiinsara

PP on behalf
of Michael
Byrne

Analytical Services Manager:

Memnexkep no KOHTPOJKO TA 2HAJI3Y AKOCTI

Servier (Ireland) Industries L'TD., Meneylands Gorey Road, Arklow, Co Wicklow, Ir
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redm
80330 UKR1 V1 Company registered in Jreland No. 117246

BocuSigned by:

Karen Hughes

i o pp e is iy = i iy

Michael Byrne/Mixaean Bipue




DocuSign Envelope 1D: 2F1AB2EA-ED48-4D49-9D8E-3EC0954396BA

SERVIER (IRELAND) INDUSTRIES LTD.

* =

~—=r SERVIER

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/

ITuM 51 3acBinuyIO, IO HaBeJeHa BUILE IHDOPMALTIA € JOCTORIPHO Ta TOUHO0. 110 cepiio
npogykuii 6yno Bupobnero (BKIIOUAIOWH NAKYBAHHA/MAPKYBAHHS} T4 IPOBSACHO KOHTPOIL
il AKOCTI HA BUILE3a3HAYSHIH AINBHUII Y TTOBHIH BignoBiguocTi 3 Bumoramu GMP,
BCTAHOBICHHMH MICLIEBHM PETYIATOPHAM OPTaHOM, & TaKOK BIAOBIAHO Do cenmdikarii,
HIO MICTATHCA y peecTpaniiiHoMy gocke. [IpoTOKONH BHPOOHHIITEA, IAXYBAHHA Ta AHATI3B
Oy7o neperagaHyTO Ta BCTAHOBIEHO Bianoeianicte GMP,

Date of batch release/{ata Bunycky cepii 25/09/23

Name and Position/Title of person authorising the Batch Release/ IIpizenine Ta nocaxa/
3BAHHA 0COOM, sIka BHAAJIa JO3BI HA BHITyCK cepil

[] Dr Blanaid Bowes, Qualified Persot/ Bianosinansna ocoba
[1 Ms Ailbhe Wade, Qualified Person/ Bignosigansaa ocoba
M Ms Carmel Kinsella, Qualified Person/ Bianosizansza ocaba
[1 Ms Jenny Quinn, Qualified Person/ Binnoeigansua ocoGa
[] Ms Niamh Ryan, Qualified Person/ Bignosinanssa ocoba
DocuSigned by:
Signature/ITinmne | Carmel KINSELLA Date//lata: 25 September 2023

BACQ4C348D14480...

Finished product batch number/ Homep cepil roToBoro nikapcbkoro aacoBy: 730548

Servier {Ireland} Industries LTD., Moneylands Gorey Read, Arklow, CoWicklow. Treland.
Tel: +353 (03 402 20800 Fax: +353 (0 402 20888
Directors: Christian Bazantay (French), Christian Sauveur {French). John Redmond.
Compaty registerad in Ireland No. 117246
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