JAEPKABHA CJIYKFBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

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

BHCHOBOK
Npo AKICTH BBE3EHOI0 B YKpaiHy JiKapcbKoro 3aco0y

09.01.2024 ‘ Ne 644/24/26

BI-TIPECTAPIYM® 10 MI'/5S MI'

(HatiMeHyBaHH TiKapCBKOTO 3ac00Y 3rifHO 3 pEECTPALUMHHAM NOCBiTHEHHAM)
TabJeTkn, no 30 TabyieTok y KoHTelHepi Anst TabeToK; no 1 KoHTeliHepY B KOpoOui 3
KapTOHY

(opma BuMyCKY, 03y BAHHS, BHL, Ky BaHHs JIKapCbKOro 3acoly)
Homep peecrpaiiitoro nocsinuenns UA/8748/01/03 crpox aii peecrpauiitroro nocsiguenns HEOOMEKEHHH
Cepis nikapesxoro 3acoby Ne 734769 KinsxicTs BeeseHoro jikapcskoro 3acoby 26812

Bupo6HuK : Cepsg'e (Ipnanais) Inpactpic Jlta, Ipnanxis

(naiiMeHyBaHHA BUPOGHHKa JiKapChKOro 3acofy, KpaiHa MOXOMKEHH)

Bresero B Yipainy ToBapucTBo 3 0GMexeHo0 Binnosinaabuictio "CEPB'E€ YKPAIHA",
inent. xox: 33643340

(nativenyBaHHa Ta koA 3a €L[PTIOY ropumuuHoi ocobu abo npissuiie, iM's, 110 6aTbKoBI (izuumnoi
ocobu - mignpueMLy, il Miclie IPOXMUBAHHSA Ta peecTpaniiiHuii HoMep 061iKoBOT KapTKY IAATHHKA
nozarkis abo cepis Ta HOMep racropTa)

Mporokon BisyansHoro kourpomo six 09.01.2024 Ne 44/1.

3a  pesyneTaTaMM [J€PKABHOrO KOHTPOJIO BCTAHOBSEHO, WO Jikapcekuii 3aci6 BBeseno B Yipaliy 3
AOTPHMAHHSAM BHMOT 3aKOHONABCTBA IOAO 3a0e3NeyeHHs AKOCTi Tikapchkux 3aco6iB.

Hauansauk Muxona XOJIOJIEHKO

(mocanoBa oco6a oprary Jep>KaBHOIO KOHTPOJIIO) (mianuc) (iniuianu Ta npizuLIe)

M.IL




DocuSign Envelope ID: 9B3B27DC-19E4-4B1E-922D-E25D0B6C7A81

TEEE SERVIER

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

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzis)
afpeca BUpOOHUKA Iupacrpic JItn

Moneylands, Gorey Road/Maninenas, ['ope#
Poyn,
Arklow/Apxnoy,
Co. Wicklow/Ko. Bikioy,
Ireland/Ipnangis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina'

Hasea Ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./yJ.
Hab6epexHo-Xpelaruipka, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapcskuit 3aci6
TPOJYKIT, 110 TIOCTAYaEThCA

Pharmaceutical form/Jlikapcpka popma Tablets/TabneTku

Name of the Product/Ha3sa nikapcpkoro Bi-PRESTARIUM® 10 mg/5 mg/

3aco0y Bi-IIPECTAPIVM® 10 Mr/5 mr

Dosage/Cuna ait 10mg/5mg / 10 Mr/5 mr

Type and size of packaging/Bux ta po3mip 30 tablets in the container for tablets; 1 container

YIIAKOBKH in the carton box/ mo 30 Ta6ierox y KoHTelHepi
115 TabreTok; 1o 1 kouTeiiHepy B Kopobuli 3
KapTOHY

Finished Product batch number/Cepis rotoporo 734769
niKapchKoro 3acody

Manufacturing date//Jata BUpOOHHULTBA 102023
Expiry date/TepmiH npuaaTHocCTi 10 2026
Batch size/Kinbkicts y cepii 26,812 Boxes/ynakoBoK

Manufacturing Licence numbet/Homep ninensii  M00068/00001
Ha BUPOOHUIITBO

Registration Number/Peectpanitine UA/8748/01/03
TIOCBiUEHHSA

Aoy V1664

Sepvier (relaid) Tadustries LTD., Moneylands Gorey Road, Asklow, Co Wicklow, r:‘k%. g y
Tek +353 {0y 402 20800 Fax: +353 (07 402 20888 7, . O€ o
Tor

Ihirectors: Christian Bazantay (French), Christian Savveur {French), Ledmond.
Company registered. in Treland No. 117246
Page 1 of 7



DociiSign Envelope ID: 9B3B27DC-19E4-4B1E-922D-E25D0B6C7A81

SERVIER (IRELAND) INDUSTRIES LID.

Method ref/ITocunanna na memoo: DTC_S005985_PF_T_CTR_15051_EN_4.0
Specification ref/Ilocunanna na cneyugiauiio: DTC_S005985_PF_N_SPE_I5861_EN_3.0

Bi-PRESTARIUM® 10 mg/5 mg/ Bi-IIPECTAPIYM® 10 mr/5 mr

Formulation/Jlikapcbka gopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
(expressed as 5 mg of amlodipine)/ TaGneTkw, mo MicTATH 10 M IepHHIONPUITY apriHiHy (uto Bigmosizae 6,790 Mr
TIePHHIOTPHIY) Ta 6,935 MT amIoAuMiHy Gecuaty (Mo BiANOBixa€ 5 MT aMIIOAHITIHY)

Packaging Lot No./Cepisn Ne:

Manufacturing Batch No./BupoGuuya mapTist Ne:

2. Identification of drug substances/
ImenTudixanisa girounx pewoBHH
-8 9490 and A 1095 by LC/
nepyHmonpri (S 9490) Ta aMITOANITIH
(A 1095) metomom PX

- $9490 and A 1095 by TLC/
nepuHxonpuI (S 9490) Ta aMromuIIiH
(A 1095) meronom TIIIX

o= :

one face and = on the other face/ Binoro xonsopy,

TpuKyTHO! hopMH TabneTka 3 THCHEHHAM 10/5 3
Al

onHoro Goky Ta ~ 3 iHworo

The principal peaks (8 9490 and A 1095) 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/ Yac yTpyMaHHs OCHOBHUX TiKiB
(NepHHIOTPIITY Ta aMIOAUTIHY) Ha XpoMaTorpami
JOCHiIKyBaHOTO PO3YMHY € iREHTHYHUM [0 Yacy
yTpHAMAHHA OCHOBHHX TIKIB Ha XpoMaTorpami
PO3YMHY HOPiBHAHHS

Main spots (S 9490 and A 1095) identical in position,
colour and size for test and reference/ I'onosHi WIAMM
(MepUHIONpPHILY Ta aMIOAWTIIHY) iIeHTHUHI 1o
TIONIOMEHHIO, KOJIBOPY Ta PO3Mipy LIS

734769 708505
TESTSMTIOKAZHHUKHA STANDARDS/CTAHIAPTH RESULTS/
. PE3YJIbTATH
1.Appearance/ 30BHiWHIl BUrnAg, White, triangular-shaped tablet engraved with 10/5 on Complies/ Bigmosinae

Complies/Bixrosiaae

Complies/Bignosinae

Servier (Treland) Todusiries LTD. Monevlands Gorey Road, Arklow, Co Wicklow, Treland.

Tel: +353 (0} 402 20800 Fax: +353.(0) 402 20888

Directars: Christian Bazantay (French), Christian Sauveur (French), John Redmond.

80280 UKR1 V3

Compary registered in Ireland No, 117246

Page2 of 7
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DocuSign Envelope ID: 9B3B27DC-19E4-4B1E-922D-E25D0B6C7A81

SERVIE

R (IRELAND) INDUSTRIES LID.

TR SERVIER

Method ref/Tlocunanna na memoo: DTC_S005985_PF_T_CTR_I5051_EN_4.0
Specification ref/Ilocunanna na cneyugixayiro: DTC_S005985_PF_N_SPE_15861_EN_3.0

Bi-PRESTARIUMP® 10 mg/5 mg/ Bi-IIPECTAPIYM® 10 mr/5 mr

Formulation/JTikapcbka gopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
(expressed as 5 mg of amlodipine)/ Ta6eTkn, mo MiCTAT 10 MF IEPUHAONIPHUITY apriHiHy (1o Binnosipae 6,790 Mr
TepWHIOTpUNY) Ta 6,935 Mr amnoguminy Gecnnaty (o BignOBiAae 5 MT aMITOIATIiHY)

Packaging Lot No./Cepin Ne:

Manufacturing Batch No./BupoGnnua napris Ne:

734769 708505
TESTSAIOKA3ZHUKA STANDARDS/CTAHIAPTH RESULTS/
PE3VJILTATHA
3. Average mass (mg)/ Cepeans 197,6 to 218,4 (95 % to 105 % of theoretical mass of 208 208.0mg/mr

Maca (mr)

4. Microbiological quality (skip
testing)/ Mikpo6iosioriuna
4yucToTa (CKIiN-TeCTYBaHH)
European Pharmacopoeia (5.1.4.,
non-aqueous preparations for oral
use/ €Bponeiicbka hapMakones
(5.1.4., Hegodwi npenapamu Ona
nepopanbHoO20 30CHIOCYBAHHA)

5. Drug substances content (LC)
(mg/tablet)/ BumicT pirouux
pevoBuH (PX) (Mr/rabim.)-

S 9490-6/ TrepuHKOTIPYITY ApTiHiH
(S 9490-6)

= A 1095/ ammoguis (A 1095)

mg)/ 197,6 mo 218,4 (95 % mo 105 % Bix TeopeTHIHOT
macw 208 wT)

Total aerobic microbial count (TAMC)/ 3araibHa KilbKicTh
aepobumx Gaxrepiit: < 103 CFU/g/ KYO/r

Total combined yeasts/ moulds count (TYMC)/ 3aransHa
KkinbkicTs rpubis: < 10* CFU/g / KYO/r

Escherichia coli: absence/1 g/ BincytHiy I T

9,50 to 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9,50 mo 10,50 (95 % no 105 % Bil TEOPETHUHOrO
Bmicty 10 Mr)

4,75 t0 5,25 (95 % to 105 % of the theoretical content of
5 mg)/ 4,75 o 5,25(95 %m0 105 % Bix TeOPETHIHOTO
BMiCTY 5 Mr)

* *Skip Test - Not

Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

10.27mg/mr

4.94mg/mr

* Skip test/Ckin TectyBanus, Passes/Binnosinae, not applicable/ne nposoxues

Servier (Treland) Todustries TTD.. Moneylands Gorey Roud, Arklow, Co Wick]
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sanveur (Freoch), John ]

80280 UKR1 V3

Compay registered in Ireland No. 11 7246




e SERVIER (IRELAND) INDUSTRIES LTD.
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= SERVIER-

Method ref/ITocunanna na memoo: DTC_S005985 PF T CTR_15051_EN_4.0
Specification ref/Ilocunanna na cneyuixayiro: DT C_S005985_PF N_SPE 15861_EN_3.0

Bi-PRESTARIUM® 10 mg/5 mg/ Bi-IIPECTAPIYM® 10 mr/5 mr

Formulation/Jlikapcbka dopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
expressed as 5 mg of amlodipine)/ Ta6netkw, mo MicTaTs 10 MI' nepUKIONpPWIYy apridiny (Lo Biarosixae 6,790 mr
MepHHACTIPIILY) Ta 6,935 Mr aMouITiHy Geciiaty (1o BiloBiae 5 MT aMJIOANITIHY)

Packaging Lot No./Cepis No: 734769 Manufacturing Batch No./BupoGan4a napris Ne:
708505
TESTSAIOKA3ZHUKI STANDARDS/CTAHIAPTH - RESULTS/
: - PE3VJIbTATH

6. Degradation products
content (LC) (%o m/m)/
BwuicT mponykTiB
Aerpagauii (aomimox)

®X) (Yo m/m): .

- S 9780-1 <0,5 <0.10%

-Y 32 ‘ <0,2 <0.10%

-Y33 <0,2 <0.10%

-Y 31 <0,4 ‘ ) <0.10%

-Y 1745 <04 <0.10%

-Y 1766 <0,2 5

- Any other degradation <0,2 ' zg%g;’
products/ Bymb-sixa inuia : e
nomiika _

- Total content of <2,0

degradation products/ : <0.10%

3aranbHAUI BMICT AOMIIIOK

7. Uniformity of dosage .

units for S 9490-6 and A Stage/ Number tested/ Acceptance criteria /

1095 (LC) (%o/label Cragis Kinpkicts Tabnerox Kpwrepii npHitHATHOCTI

claim)/ OauopigHicTn

J030BAHUX OJUHUIDL AJs

NepHHIONPUAY apriniHy AV <15,0% 9.5

(8 9490-6) Ta amaoANNiHY 8.4

(A 1095) (PX) (% Bin

3asIBJICHOT KiJIBKOCTI)

European Pharmacopoeia
(2.9.40.)/ €rporielicbka
dapmaxones (2.9.40.)

AV <150%
0,75 M < each unit/koxwHa
omunnus < 1,25 M

Servier (Ireland) Tudugtries LTD., Moneylands Gorey Road, Arklow, Co Wiektow, Treland.
Tel:+353 (0) 402 20800 Fax: +333 (0) 402 20888
Directors: Christian Bazantay (French), Christian Saveur (French), John Redmond.
Company registered in Ireland No. 117246

80280 UKR1 V3 Page 4 of 7



DocuSign Envelopé iD: 9B3B27DC-19E4-4B1E-922D-E25D0B6C7A81

SERVIER _(‘\‘E‘ffi%‘i}}?l{;A'ND)‘ INDUSTRIES LTD.

R aemmeevaniats +
o

TR sepvIER

Method ref/Ilocunanns na memood: DTC_S005985_PF_T_CTR_1505 1 _EN 4.0
Specification ref/Ilocunanna Ha cneyuikayiro: DTC S005985_PF_N_SPE_15861_EN_3.0

Bi-PRESTARTUM?® 10 mg/5 mg/ Bi-IIPECTAPIYM® 10 mr/5 mr

Formulation/Jlikapcbka ¢gopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
(expressed as 5 mg of amlodipine)/ Tabnetkw, mo MicTATE 10 M TIEpUHAONPHUITY apriginy (mo Bignosimae 6,790 wmr
TepHEIOTPMIY) Ta 6,935 Mr amnonumiHy Gecunary (10 BixmoBinae 5 Mr amMyIOAAMIHY)

Packaging Lot No./Cepin Ne: 734769 ‘ Manufacturing Batch No./Bupo6un«a napria Ne: 708505
TESTS/ - : STANDARDS/CTAHIAPTH RESULTS/
MOKA3SHHUKNA PE3VIBTATH
8. Dissolution (LC) Q=175 % at 15 min for S 9490-6/
(%):/ Po3unHHicTL Q=175 %3a 15 xeuiun ans S 9490-6
®X) ()
European Stage/ Number tested/| Acceptance criteria /
Pharmacopoeia (2.9.3.)/ | | Cramin | Kinbkicts Kpurepii npuitsaTroeTi
€sponeiickka TabNeTOK
Mapmakores (2.9.3.)
S1 6 Each unit is not less than 80 %/ 5
Kosxna opunuus ve mexme 80 % 100%
S2 - +6 (12) Average of 12 units (S1+82) is equal to or greater than 75 %

and no unit is less than 60 %/ Cepenne 12 oxunnue (S1+52)
Ginvwe abo gopisrioe 75 % ta koaHOT oxuHKLi Menwe 60 %

S3 +12 (24) Average of 24 units (S1+S2+83) is equal to or greater than 75 %,
no more than 2 units are less than 60 % and no unit is less than
50 %/ Cepenre 24 opunuus (S1+52+83) 6inbure aGo opisHioe
75 %, He Ginbule IBOX OAMHALE MeHIIe 60 % Ta xOIHOT
omnunti Menme 50 % ' ’

Servier (Treland) Industries UTD.. Moneylands Gorey Road, Arklow, Co Wicklow, Trelaid.
Tel:+353 (03 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sawveur (French), John Redmond.
Company registered in lreland No, 117246

80280 UKR1 V3 Page Sof 7



DocuSign Envelope ID: 9B3B27DC-19E4-4B1E-922D-E25D0B6C7A81

e
*& Do)

SERVIER (IRELAND) INDUSTRIES LTD.

TR serviER

Method ref/Ilocunanna na memod: DTC_S005985_PF_T_CTR_15051_EN_4. 0
Specification ref/Ilocunanna Ha cneyudixayiio: DTC S005985_PF N_SPE_15861_EN_3.0

Bi-PRESTARIUMP® 10 mg/5 mg/ Bi-IIPECTAPIYM® 10 mr/5 mr

Formulation/Jlikaperka ¢popma:

HepHHAONPHIY) Ta 6,935 Mr amiofuniny Gecwiaty (IO BiANOBixae 5 Mr aMIIOZIUITIHY )

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
(expressed as 5 mg of amlodipine)/ TameTkw, mo MicTATe 10 Mr TEpUHAONpPHIY apriginy (uo Bixmosimae 6,790 wMr

Packaging Lot No./Cepist Ne: 734769 Manufacturing Batch No./Bapo6ruua napria Ne: 708505
TESTS/ STANDARDS/CTAHIAPTHU RESULTS/
ITOKA3HUKHA PE3VYJILTATH
8. Dissolution (LC) ' Q =75 % at 15 min for A 1095/
(%):/ Po3unHHicTbL ’ ' Q=75 % 3a 15 xsunmH 1o A 1095
PX) (%):
European *| Stage/ | Number tested/ | Acceptance criteria /
Pharmacopoeia(2.9.3)/ || Cranmia | Kinskicts Kpurepii nputthsTHOCTI
Caponelicska. ' TabneTox '
dapmaxkornes (2.9.3.)
S1 16 : Each unit is not less than 80 %/
‘ Koxna ogpmuus He Merte 80 % 98%
S2 +6 (12) Average of 12 units (S1-+82) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepente 12 oguHuus (S1+52)
Ginnme a6o gopismoc 75 % Ta xoxtol oxunmii Menwe 60 %
S3 +12 (24) 1 Average of 24 units (S1+52+S3) is equal to or greater than 75 9
' no more than 2 units are less than 60 % and no unit is less than
50 %/ Cepenne 24 onunuus (S1+82+83) Ginbure abo popisHioe
75 %, e GinbIe IBOX omMuULEL Menme 60 % Ta komHoi
omuununi MeHIe 50 %
ANALYSIS / AHAJII3 : 27/10/2023
Batch accepted/TIapris npuiinsra
ﬂnnl-nns:nad By
Analytical Services Manager / [ MW 6'1”“’
MeHemKep N0 KOHTPONO Ta aHaji3y AKOCT Michael Byrne/ Mixaens Bipue

Servier (Trefand) Tndustiies 1TD., Monevlands Gorey Roads Arklow, Co Wiclg
Tel: +353 (0) 402.20800 Fax: +353 (0) 402 20888 ¥

Direetors: Chiiatian Bazantay (Freneh), Christian Sauveur (French), Joho e
Compary registered in Ireland No, 117246

80280 UKR1 V3




DocuSign Envelope ID: 9B3B27DC-19E4-4B1E-922D-E25D0B6C7A81

~_ SERVIER (IRELAND) INDUSTRIES LTD.

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
Tocal 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 5 3aCBiuyI0, O HABEMEHA BHLLE iHPOPMAILS € HOCTOBIPHOIO Ta TOUHOK. Lo cepito
npoayKuii Gyiio BUpoGIeHO (BKIIOYAIOYH TaKyBaHHs/MapKyBaHH) Ta [IPOBEAEHO KOHTPOJIb
il IKOCTI Ha BUINE3a3HAYEHIM AiMbHULI y MOBHiM BignosinHOCTi 3 BUMoramu GMP,
BCTAHOBJICHMMHY MIiCHIEBUM PETYNSTOPHUM OPraHoM, a TaKOXK BiAIOBIAHO 10 crienudixarii,
1110 MiCTATBCA y peecTpauiifHoMy Jocke. ITpoTokony BApOOGHHLTBA, NTaKy BaHHS Ta aHaniziB
6yJ10 NIepersHyTO Ta BCTAHOBNIEHO BiANOBiAHICTH GMP.

Date of batch release//lara Bumycky cepii 19/ 12/23

Name and Position/Title of person authorising the Batch Release/ IIpispuiue Ta nocana/
3BaHHs 0c00H, IKAa BHAJA A03BiJ HA BUITYCK cepii

[] DrBlanaid Bowes, Qualified Person/ Binnosinansxa ocoba
[1 Ms Ailbhe Wade, Qualified Person/ BixrnosigansHa ocoba
[] Ms Carmel Kinsella, Qualified Person/ BinnosinansHa ocoba
[] MsJenny Quinn, Qualified Person/ Bixmosinansxa ocoda

[f Ms Niamh Ryan, Qualified Person/ Binnosixansxa ocoba

DocuSigned by:
Sign’ature/l'li)muc! éﬁamh Ryan Date/[lata: 19 December 2023
018FCEBE10EI401...

Finished product batch number/ Homep cepii rotosoro nikapcskoro 3acoby: 734769

Servier (Trelandy ndustries TTD., Moneylands Gorey Road, Adklow, CoWicklow, Treland.
Tel: +353 {0} 402 20800 Fax: +353 (0] 402 20885
Directors: Christian Bazantay (Freuch), Cluistias Savveur (Frenchy, Joln Redmond.
Company registered in Ireland No. 1172486
Page 7 of 7
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JNEPKABHA CJIYKBA 3 JUKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

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

BUCHOBOK
Npo sKicTH BBe3eHOro B YKpainy JIiKapceKoro 3acoly

15.04.2024 Ne 19681/24/26

BI-IIPECTAPIYM® 10 MI'/S MI'

(naliMeiryaiis nikapehkoro sacofy sriano 3 PECCTPANIHHUM NOCBIAUCHHSM)
TabaeTku, no 30 Tabaerox y xouTeinepi uia TabIeToOK; M0 1 xonTeiinepy B Kopobui 3
KapTOHY

(dbopma BHIYCKY, NO3YBaHILA, BILL TIAKYBAHS NIKEPCHKOrO aaco0y)

Homep peectpauitinoro nocsiguenns UA/8748/01/03 crpox aif peectpatifinoro nocsinucHss HEOOMEKEHNH

Cepin iikapcsxoro 3acoly Ne 738851 Kinkicts BReseHoro aikapebkoro sacoty 19440
Bupobnk Ceps'e (Ipiaris) Ingacrpic JItn, Ipnangis
(naiimenysants Bupo6iKa nikapehkoro 2aco0y, KpaiHA NOXOIKEHIH)
Bneseno B Y kpainy TopapHETBO 3 0GMEKEHOI0 BiANOBIAATLHICTIO "CEPB'€ YKPATHA",
inenr. xon: 33643340

(waiimerynanus Ta Koj 3a €PTIOY 1opuanyHoi ocobu aGo npissuuie, iM', N0 Garuxosi iznyHol
0coBH - HMIPHEMILY, T MiCLe NPOXKHBAHHS Ta peectpanifinuii soMep oGAiKOBOT KAPTKY MISTHAKA
noaatkin 460 cepis Ta HOMEp nacnopra)

TPOTOKON Bi3YAILHOTO KOHTPOIIO Bl 15.04.2024 Ne 1240/7.

3a  pesyibTaTaMK  AC[IKABHOTO  KOHTPOJIO  BCTAHOBACHO, wo.. Nikapchkuit saci6 meeseno B Ykpaldy 3
3y

JOTPHMAHHAM BUMOF 33aKOHOAABCTEA LOAO 3aGe3nicenHs AKpCTi Jikapeskux 3acobis.

Isan 3AJIBOPHMX

(iniuianu Ta npizsHuLe)




DocuSign Envelope ID: A7TAB13B9-AD13-481B-94C0-81449A75B228

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIKAPCBLKOTO 3ACOBY

Name of the Manufacturer & Address /Hassa ra Servier {Ireland) [ndustries Lid/Ceps'e (Tpnaris)
afpeca BHpoGHEKa Innacrpic Jra
Moneylands, Gorey Road/Masinenas. [opei
Poya,
Arklow/Aprnoy.
Co. Wicklow/Ko. Bixnoy,

lreland/[paanzia

Namic of Importer and Address/ Servier Ukraine LLC/TOB "Cepa'e Ypaina”
Hagea Ta aapeca imnoprepa 41, Naberezhno-Khreshehatytska St./syn.

Hadepexno-Xpeiatnusra, 41
Kyiv, 04070/m. Kirie, 04070
Wkraine/Yrpaiua

Which Consigirment of product is delivered/Bun Pharmaceutical Product/Jlikapesiuit 3acid
ROV KL 1‘7 LU AIOCTaMacTHER

Pharmaceutical form/Jlikapeska dopaa Tabletw Tatnersu

Name of the Product/Hazsa nikapeboro Bi-PRESTARIUM® 10 1mig/y my/

sacoby Bi-IMTPECTAPIYM® 10 si/S mr

Dosage/Cuia il Lomg/3mg /10 mr/5 mr

Type and size of packaging/Bui ra pozsip 30 tablets fn the container for tablets; 1 container

YIAKOBKH in the carton box/ no 30 tabretox v Kowrehnepi
it Tabneror; o 1 koureiitepy B Kopodui 3
RAPTOHY

Finished Product batch aumber/Cepia rotosoro 738851
AIKAPCHEOrO 3acoby

Manufacturing date/)|dra supoGrmirsa 012024
Expiry dated/ Tepsin npuaaTaocti 012027
Bateh size/Kinnicrs v cepii 19,440 Boxes/viTakopor

Manufacturing Licence nuniber/Howep ninensii M00068/00001
Ha BHPOOHILITBO

Registration Number/Peccrpadiiine UA/8748/01/03

4 Arklow, CoWe
20888

3 Chnss

Directors, Chrsnan Bazaatyy (Freach)
ered 1 Jreland No. 117246

Company ey

Page 1.of 7



DocuSign Envelope ID: A7AB13B9-AD13-481B-94C0-81449A75B228

IEVIES

M’w‘hm{ it’f/Hr)c LAGHHS Ha 11('.’!10() DI( 5()0798? 1.

f orowrdation/Hikapenwa dhopwia:

Tablets comtaining 10 -mg of perindopril arginine (expressed as 6,790 my of perindoprif) and 6,935 mg ol amiodipine bosilate
{expressed a5 3 my of amlodipine)’ taSneri. wo micrres [0 MU repesacupry apriniiy (uo stliosiaag 5.790 su
nepriaonpIsyY Ta 6.935 ar aanoanmiey Secitiary (o BUNORIEC S 30 aMAoAniny )

Packaging Lot No./Cepin No: Manufacturing Batch No/Bupobmirya naprin Ne:

738851 725858

TESTSMORASHUKY STANDARDS/CTAHIAPTH RESULTS/
PESYALTATH

b Appesrance’ 3osnitanill surasg White, ttinngular-shaped sublet o

od with 1073 en Conpl SBIREY

S

one face and on the other {ace/ Biaoro geasopy.
ey ol gopa tabreTra 3 THenensng 1075 3

&L
oaHOTO BOKY TA 3 ANIIOrQ
L Kdentifieation of drog substances/ ; , :
Lretersciranis Al pevoptn The prufcipal peaks (3 9490 and A 1095) fnthe Complies?Biinos, o
= 50490 and A 1095 by LC/ chromalogram obtained with the 1281 solution havea
TEPIIEROTPHA (S Q490 T AT refention rime similar to that of the principal peaks in
(A 1095 setozos PX the chromatogram obtained with the reference

solution/ ¥ac yTpHMani OCHORHIX KR
(HEPHIAGIPIAY T3 AMUIOLMITNY) HE XPOMATOIPAML
AOCALIGKY BAROTO POSMITHY € [EHTITIIM J0 TCy
)"ipll.\'mllliﬂ GUROBHMX liik‘iﬂ 382 ka)’,\l?x"l'()!"péi;\li
POFIHAY TIOPIRHSHES

Maby spars (8 9490 and A 1093 identical in prosition,

- § 9490 and A 1095 by TLC/ colour and size lor test and reference’ Uononit mitsis
Tepr G (S 94907 ra amsioauTin {ePHEIOIPITY Ti ASLIOAHITRY} [AesTuani no
(A 1095 verozon TIEX FOHOKEHII, KONBOPY UL PO3NMIDY A1

HOCHLRY BAHOTO POSTHIY 1 PO TOPIRRATH

Server (idlaidy hx«immw { ‘I? \Imm Lmd«’(um:v ixwm Arfdose Co Wicktow, retand
E } f;(l’ A

wveir (Frenchh Sl Bodinond

TN Inmmr
abtn freland Noo 1T7246

80280 UKRI V3 o \ Page 2 af 7




DocuSign Envelope ID: A7AB13B9-AD13-481B-94C0-81449A75B228

Method vef/Hocunanns na stewmoo: DTC 8005985 PF T _CTR_I5051_EN 4.0
Specification ref/Hlocusanns na cnequpiaiging: DTC_SO05985 PF N SPE 15861 EN 3.0

Bi-PRESTARIUM™ 10 mg/3 mg/ Bi-TIPECTAPIYM® 10 mr/5 mr

Formulation/Tikapeska gopyas
Tablews containing 10 myg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,938 mg ol anlodipine beulate

{expressad as § myg of amilodipine)? radserke, wo sicrars [0 My geprafoupicry apriginy (o sianosizae 6.790 wur

HepIapIy) T 0,935 s asorozuniny Secrrary (o BIAORANT 3 M aMA0ITHY)

Packaging Lot NoJCepin N Manufacturing Batch NoJ/Brpofiraa vapris N

738851 : 725858

TESTSTOKASHIWKH ' STANDARDS/CTAHIAPTH RESULTS/
PEAVILTATH
3. Average mass (mg) Cepenast 97,6 1o 218,4 (93 Y 1o 105 % of theoretical mass of 208 207 Tmgisir
Maca (M) me 197,610 2184 (93 % no 108 % sist reopernyuei
staori 208w

o Micrebiotogical quality (sKip :
- testing)! Mixpodionoriaua i

SHETOTE (CRIN-TETY BRI Total acrobic microbial sount {TAMC) 7 3araEus RIaBRICTE FRKip Test = Not

Ceroreeatt Pl riacsivnega ¢35 7 4 5 P sar L e 1 SD TR T2

European Phaimacopoeia (3. 7.4, sepodnux Barrepiit € 10° CFU/g/

RON-AIGIEGS propuradiais fir oral
J Cuporeiicein Graprakones

< RCRGTHL HPFENGPAIT it Kutbiers. rpoti

KYO#r Applicable

Total combined veasts/ moulds cownt (TY M) Barannia .

s e § 1A N ST Tegl - Mot
107 CFUW e/ KY Oy DRIP 1 ESL -
' Applicable

HEPOPRIBHRZ0 SUCMOCYaaHIRY

lerichia coliz absence/] g/ sy v L T

S Diug substances content (LC)
(mgitablet)! Batier ahionux
peopi (PX} (arfrasa)- Appheable
R 980t TOAG (95 % o 103 % of the thearehwal Content of
S 949007 nepinianpray aprindn | opg meg) V.50 g0 10,50 (93 %m0 109 % sia reopeiyagory
{5 9490-6) i ' ' '

Fskip Test- Not

satieTy 1O wMr)

47505 103 5mgaar
S mg) 4,735

EMICTY 5 oA

193 4510108 % of the theoretical content of
y 5.25 (95 % no. 103 % sl reepeniparo

= A TO9S waioqrr (A 1093)

4.9 niafr

¥ Skip test/Crin recrysarmg, Passes/Biznosiae, not applicable/ne uposouises

HES TR T T Wieklon,

(RIS ohb ok Ry

CB0280 UKRE V3



DocuSign Envelope ID: A7TAB13B9-AD13-481B-94C0-81449A75B228

":)/;m”

o

BEFOWIEE

I Method ref/Tlocunanns na semod: DIC_S005985 PF T CTR_15051 EN 4.0 *
- Specification ref/ilocuaanns na cnenudivanio: DTC_S005985 PF_N_SPE_15861 EN 3.0

Bi-PRESTARIUM® 10 mg/8 mg/ Bi-IIPECTAPIYM® 10 Mr/5 M

Formulation/Tixupenia hopsa:
Fablets containing 10 my of perindopril arginine (expressed as 6,790 my of perndopril) and 6.
(oxpressed as 5 g ofamlodipine)f rabaerc no yieTars 1w pepouaonpay apriving (uo sianosiiae 6,790 vr

frepitannpay) w0935 s asuiodiriny 0Ceimaty (00 sUIoRAa 3 aseoieiminy)

935 mg of amlodipine besilate

Packaging Lot No./Cepin No: T38851 Manafacturing Batch No/Bupofunaa napris Ne:
725858
TSMOEKAZHWKH STANDARDS/CTARIAPTH RESULTS/

PE3VIALTATH

6. Degradation products
content (LC) (Yo mm) /

aerpadanil {aovbuory
(PX) (% sy

- 8§ 9780-1 0.14%
v <) 10%
<(),10%

O, 1 0%
<0, 10%
<0 H,

Y 1766 :

* puliiblindr dege £0.2 <010
products! By 0107
CTOM R

« Total content of 2.0

0.24%

FaAraan it BNICT JOMUTTOR

7. Uniformity of dosage
units for & 9490-6 and A
1095 -(1LC) (Yodlabel
claim)/ Oanopianicrs
HN0BAMITY OITHITILG I

Number (ested/
Kinngiors rabnerog

SepHHARHPILY apriginy 51 10 AV £ 150% 335
(5 9490-6) va asavpuiny 5

(A TO98Y (PX) (Y win
Aol RiALRGCTI)

Euvopean Phiamueapocia 52 +20 (30} AV S 150%
(20400 Cuponeiiesia 0.75 M < each unit/xomsua

hapaaoiey (2940 oI < 1,235 M
2 ABila D 0008

ey ey Tade

Pirociare Cheisinm 3

B0280 UKRI V3




DocuSign Envelope ID: A7AB13B9-AD13-481B-94C0-81443A758228

BERVIESN

Bi-PRESTARIUM®

10 mg/5 mg/ Bi-IMPECTAPIYVM™ 10 M3 M

Formulatiow/dikapeska gopya

=

{expressed  as my
CEPUHIOTIA YY) Ta 6,

Tublets contining 10 my. ul pmndopnl arginine (expressed as 6,790 mg of perindopril) and 6,933 myg of wnladipine besilate
1o
i m Gecnnary (um wi; nmm 1.

Mictarth 10 s epnrgonpray (o siinosiaee 6,790 ur

3y I‘!;\I:IO,.UIIHJH )

apriviny

Mackaging Lot No/Cepin No: /338:31

Aanufacturing Batch No/Bapodumua napris No: 725858

TESTS/
HOKAZHHRH

STANDA RDS/CTAHIAPTH

© 8. Digsolution (L0
Ve Poaanunicrn
(FXY (%)

o
S it

15 amie for s 949067
S % s 1S xpn s 8 949046

Numiber tgsted/
[T SN

St age
Cramg

!,:-nm:;p;u.z

Gneror

‘!H.lphf.’)k()]lk,,i 1704

Aveplance erilerta
Kpprrepil mpnfis o

S frach unitis not fess than 80.%% / {039
Koura v He sesae 80 % 125
82 G (12) Average of 12 units (S1182) is suter than 75 %
amsd no unitis less than 60 %7 € AHELL (S8}
Siapame 260 gopirmon 75 % ta koot oamu Memie 66 Yo
83 12 {24) Average of 24 units (S1+82483) 1 aqual (o or greater than 78 % |

no more than 2
30 %d
T3 %, e dinkie
OJHHHL Meae 50 Y

units are Jess than 60 % aud no unit is fess thar
o162 of i (5 FHS2ER3) Gl HOpPHHIOT
AROX QAL Setiie 60 % i ool

Tel:
Dyrestorss Christian Basonidy {1
Company

BO280 UKRE V3

FETOKTNS

bin Trolond Ko, 117246
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DocuSign Envelope ID: A7AB13B9-AD13-481B-94C0-81449A75B228
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- Formulation/Ainapensa gopa:
Tablets contimng 10 mg of perindopril arginine (expressed a5 6,790 mg of perindopeil) and 6,935 mg of amlodiping besilate
pressed ws 3 g of wwledipine) tabaerss, wo  sictars 10 Mr o mepreionpray  apriging Guoo planosizes 6,790 ur

- Packaging Lot No/Cepin Ne: 738851 Manufacturing Bateh NoJ/Bupodusma uapris No: 725858

TESTS/ : STANDARDS/CTAHJAPTH | RESULTS/
HOKAZHUIKH PEIVILTATH

3. Dissolution (1.C) Q=75 % at 15 min for A 1093/

(o) Poxrwamicrn o QTS Y ma VR i e A 1095

(PX) (%) : . T
Eurapean stage/ | INumber tested? | Acceptance eriteria ¢

Ay Craqain - Kismxio Kpsrrepid upriiuar oo

FALRICTOR

Si G Each unit ts not less than 30 %
Kosita ojnuuua ne sweaine &0 %% 103%
| s2 6 (1) Average of 12 units (S1+52) is equul to or greater than 73 %%

i and vo il is fess thaw 60 %7 Cepegse 12 onumum (8
Binwitie 360 popinooe 73 % va womt o smesie 60 %5

i 53 12 (24) Average of 24 uniis (S1182453)is equal 100.ar greater than 75 %
neyoore than 2 wngs ave less than 60 % and ne unit s less than

) 30 % Cepeltite 24 oot ($1452483) dignure ado aopisinor
! : 75 Ye. 116 Ginbine 280X oREHILL e 60 Y% skannol

: oaang meHe 50.%

|
|
} ANALYSIS / AHAJIZ : 16/02/2024 g
i Bateh accepted/TTapris npnitnara
§ e (nouSighed by

Analvtical Services Manager ¢ l MACIM\L(, b%wuw

Meaewep 0o ROHTPOMIG Ta QHAFI3Y SKOCT T Michael Byrig? dMixaens Bipis

Road, Arldow,

Cu WiekTonw,
el i

i Clirdsthn B3

30 A 3

iy (Fren

S0280 UIWRT V3



DocuSign Envelope ID: A7TAB13B9-AD13-4818-04C0-81449A75B228

hereby declare that the abovementioned mforniation is reliable and accurate. This batch of
products was manutactured (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 suthority as well as aceording to the specifications contained in the

istration dossier. Protocols of manufacture, packaging and analyses were reviewed and
1P comphiance was established/

LUV st 38081 20y10, 110 HABCASHA BIILE THOOPMALI € ZOCTIRIPHOW T8 TOUHO. LI cepio
FIPOAY KU By A0 BHPOCIICHD { BIAIOUAROMH NAKYBAHH/ MEPKYBANHAY T4 [IPORCACHO KOHTPONE
T wkoCTT na BuinesasHave il Uaspnl v noBrii sianoninmocti 3 sumorayu GMP,
BOTAHOBAEHAMH MICIICBHM PEryAsTOPHUM OPFAHOM, 4 TAROX BLTIOBIAHO 10 crenufiraniit,
O MICTHTLCH ¥ PECCTPALIAnOAY Z0Che. TIPOTOROIN BHPOGHHILITEA, HAKY BARII T8 DHI 3G

By 00 FIEPeIisHYTO tu BeTaHORACHO BLiosiaricTs GMP,

-

i)
i
N

Dyate ol batch release/ Hara winycky cepil 1 1703724

WName and Position/Title of person authorising the Buateh Release/ Hlpissmoe va nocans/

THAHEE 0CODR, SR BIGAAN HOIBLT UR BHIYCR cepil

[1 DrBlanaid Bowes, Qualified Person/ Binnosizansiia ocoda

{1 Mg Adtbhe Wade, Qualified Person/ Biimosiaanssi tveoda

b Ms Carel Kinsella, Qualified Person/ Bianopigansea ocoba

[T Ms Jewiy Quinn, Qualified Person/ Bianosizaneua ocoba

[1 MsNiamh Ryawn, Qualitied Persor/ Brosinanena ocobi
DocuSigned by

Signaiure/limue | Carmel KINSELLA Date/Jlata: 11 March 2024

e BAC04C3480144ED...

Finished product bateh nuimber/ Howmep cepli rotoBoro nikapcekero sacoby: 738851

Pape 7 ¢f 7
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IEPKABHA CHAYIKBA 3 JIKAPCHLKHX 3ACObI B
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

rnipos. Haaii Ceirauuiol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyw(ggdlb.gov.ua. Kon €JIPTIOY 37079055

BUCHOBOK
PO AKICTh BBE3CHOro B YKpainy Jikapenroro 3a000y

16.10.2024 No 54118/24/26

BI-IIPECTAPIVM® 10 MI/5s MIU

(ii(lli\lLIl\ BAHR um\pu;l\om 5&&«0\)\' 31 l,LllO 3 ﬁL(L[P.llllliHH\i HoculuCHN)
tabaeTin, o 30 Tadaeror y konrreitnepi aast Tabieror; no L konreiinepy B ropobui 3
Kaprouy

(DOPMA BHITYCKY, AO3YBAIIIS, BILE HAKYBAHITS AIKAPCLKOTO 3aC00Y)
Homep peectpauiiinoro nocsinuenns UA/8748/01/03 crpor ait peecrpaniiinoro nocsiauenng HEOOMCHKCHIH
Cepis srikapeskoro sacoby Ne 747807 Kinbkicrs nieseiioro aikapeskoro sacoby 25040

BupoGnuk Cepr'e (Ipnannis) nunacrpic Jta, Ipranais

(HAlMCHYBARHS BUPOBHUKA JKAPCLROCO 32000y, KPATHY HOX0KEHHH)

Beeseno s Yrpainy Tosapnerso 3 odsexenoto sianosizaanaicrio "CEPRC YRP ATIEA",
inenr. woa: 33643340

(naitmenynatng ta koa 3a CAPTIOY opua ol ocoGi afo npizustaie. ivfa, 1o Garurosi Qisuniol
0coB - nianpHeMi, T Micue NpOK RIS Ta peecTpaniiitiit HoMED OHATROBOT KAPTKH NAATHHRA
NoAaTKiB ado cepid va HOMEp fachopTa)

NpoToron pisyaisioro komwrpomo six 16.10.2024 Ne 3514/6.

3a  pesynbTaTaMil  ACUKABHOIO  KOHTPORKO  BCTAHOBACHO, MO sikapesknil  saciG Baeseno v Yipainy i

,*‘)
JOTPHMAHHIM BuMOr 3aK0HOAABCTBA 1010 saGesneventis aKoCTi TIRAPCHRYX {dt/mﬂ
- / o
A 7 g //
LY
Hauanpaug . e VI nKosa X O}[O U
(nocasiosa ocody 3‘ p)ﬁii;i’iié’r‘(_>.‘|§()1n'pomo) (rianmne) (nrmm TR IPTIRIIC)

/)yf Cee " (0O s

Cu 2 el




Docusign Envelope ID: 60C998F4-1BAE-46F3-A9D4-4FB809DD26D1

SEAVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NNIKAPCbLKOTO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnaumis)

ajipeca BUPOOHHKa

Name of Importer and Address/

Hasea T1a agpeca iMnoptepa

Which Consignment of product is delivered/Bux
MPOAYKIT, {0 TOCTAYAETHCS

Pharmaceutical form/JTikapceka (popma

Name of the Product/Hassa iiikapebkoro
3acoly

Dosage/Cwa mii

Type and size of packaging/Bua ta po3Mip
YIaKOBKH

Finished Product batch number/Cepist rotosoro
JKapChKOT0 3aco0y

Manufacturing date//lata supobuunTBa
Expiry date/Tepmin ripuagatHocTi
Batch size/KinpkicTs y cepil

Manufacturing Licence number/Homep ninensii
Ha BUPOOHULTBO

Registration Number/Peecrpartiiine
MOCBIUEHHS

Tuaacrpic Jivt

Moneylands, Gorey Road/Maninenus, 'opeit
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Bixnoy,

Ircland/Tpianis

Servier Ukraine LLC/TOB "Cepg'e Yipaina"
41, Naberezhno—Khreshchatytska St./Byi.
Hab6epexno-Xpemaruinska, 41

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

Pharmaceutical Product/Jlikapcekuit 3aci6

Tablets/Tabnerxu

Bi-PRESTARTUM® 10 mg/5 my/
Bi-ITPECTAPIYM® 10 mr/5 mr

10mg/5mg / 10 mr/S mr

30 tablets in the container for tablets; 1 container
in the carton box/ o 30 Tabnerok y koHTeitHepi
Jutst TabneTok; 110 |1 KoHTelHepy B KopoOdIli 3
KapToHy

747807

08 2024

08 2027

25,040 Boxes/ynakoBok
M00068/00001

UA/8748/01/03

Page 1 of 7



Docusign Envelope ID: 60C998F4-1BAE-46F3-A8D4-4FB809DD26D1

Docusign Envelope ID: FD7B38AD-AE5-4B2E-B75A-36C4DC4566B0

Method ref/Hocunanis na semod: DTC SO005985 PF T CTR_15051_EN 4.0
Specification ref/Hocunranns na cnenqudpinayiro: DTC_S005985_PF_N_SPE_TI5861_EN_5.0

Bi-PRESTARIUM® 10 mg/5 mg/ Bi-HIPECTAPIYM®™ 10 m1/5 mr

Fornlation/Jlikapeska gopra:

Tablets containing 10 mg of perindopril arginine (expressed ag 6.790 mg of perindopril) and 6.935 mg of amlodipine besilate
{expressed as 5 mg of amlodiping) rasterku, wo Mictstrs 10 M pepuaonpury apriviny (010 sianosizac 6,790 ar

nepuHAonpiny) ta 6,935 Mr amnoauniny SecniaTy (10 BIIIOBIIAE 5 M aMi0Iiiy)

Packaging Lot Ne./Cepin No:

747807

749476

Manufacturing Batch No./Bupo@nuua gapris Ne:

TESTSATOKAZHUKHM

STANDARDS/CTAHIAPTH

RESULTS/
PEIYILTATH

1. Appearance/ 30BHIlUHIN BUrnag

2. Identification of drug substances/
LaenTigikanis tiounx perosnn
-5 9490 and A 1095 by LC/
nepranonpiit (S 9490) ra aMaourin
(A 1095) merojiom PX

- 59490 and A 1095 by TUC/
riepie Ao (S 9490) ra amnoauiin
(A 1095) meromom THX

White. triangular-shaped tablet engraved with 10/5 on

one face and on the other face/ brroro xoasopy,
TPUKYTHOT (opnu tabnerka 3 vuerHeunsm 1075 3

OAHOTO HOKY Ta 3 HINOCo

The principal peaks (S 9490 and A 1095) in the
chromatogram oblained witl the test solution have a
retention time simifar to that ol the priscipal peaks in
the chromatogram obtained with the reference
solution/ Hac yrpuManis ocrnoBK mxin
(TICPHHAONPILTY Ta aMIIOAINITIYY 152 XPOMATOrPan|
JLOCHKYBALOTO POZUMIY € TUCHTHUHIM J0 Hacy
VTPUMAHHS OCHOBHIX TTHKIB 13 XPOMATOrpaM
POZUHHY TIOPIBHAHHA

Main spots (S 9490 and A 1095) identical in posttion,
colour and size (or test and reference/ TOMOBRI (1BIMT
(OEPHILIOTIPHAY T MAOIHIA VY e no
TONOWRCHITIO, KONLOPY TA PO3MIpy 21
HOCIIDKYBRHOTO PO3UKHY | POSUHHY THOPIBHAHHAS

'

Complies’ Bixnosiae

Complies/Bianopinae

Complies/Binnonijlae

Servier (Treland) Industyies

Diveceses: Christian [

80280 UKRI V3

antay (Frenehd,
tered ire fre!

i
L
|
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Docusign Envelope ID: 60C998F4-1BAE-46F3-A9D4-4FB809DD26D1

Docusign Envelope ID; FD7B38AD-AE5-4B2E-B75A-36

C4DC4566B0

£

Method ref/llocunranns na memoo: DTC _S005985 PF_ T CTR 15051 EN 4.0
Specification ref/tIocunannsa na cnexupivayio: DTC _S005985_PF N _SPE 15861 _EN 3.0

Bi-PRESTARIUM® 10 mg/5 mg/ Bi-IIPECTAPTYM® 10 my/S mr

Formulation/likapcebka dopma:

Tablets containing [0 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg ot amlodipine besilate
(expressed as S.mg of amlodipine)/ TaBnerki, o Micrsrb 10 M nepHrIonpriy aprividy (Wo sinosiiac 0,790 mr
FCPUHACIPIETY) Ta 6,935 Mr aMnoauiminy Secrirary (U0 BIINOBIAAE 5 M aMA0 NITIRY )

Packaging Lot No./Cepin Nob:

7478067

749476

Manufacturing Batch No./BupoGuuaa napria No:

TESTS/TIOKAZHUKHA

STANDARDS/CTAHIAPTH

RESULTS/
PE3YIALTATH

3. Average mass (mg)/ Cepeumrst
Maca (Mr)

4. Microbiological quality (skip
testing)/ Mixpoiogoriuna
WHCTOTA (CKin-TectyBaunst)
European Pharmacopoeta (5. /.4.,
non-aqueous preparations-for oral
use/ Erporieiichia hapmarories
(5.1.4., neooni npenapamu dia
NEPOPAILHOZO 3UCIIOCVEAHN)

5. Drug substances content (LC)
{(mg/tablet)/ Baicr iivounx

peuonH (PX) (mr/rada.)-

S 9490-6/ repuHpONIPUITY apriniH
(S 9490-0)

- A 1095/ ammoannin (A 1095)

197,6 to 218.4 (95 % to 105 % of theoretical mass of 208
mg) 197,6 ne 218,4 (95 % 5o 105 Y% sin reopern ol
Macr 208 mr)

Total aerobic microbial count (TAMC) / 3arauuna winpricrs
acpobunx daxrepiii; € 10° CFU/g / KYOir

Total combined yeasts/ moulds count (TYMC)/ 3arannia
KisbKicTs rpndin: £ 107 CFU/g / KYO/r

Escherichia colir absence/t g/ sincyriiy v

9,50 10 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9,50 no 10,50 (95 % no 105 % pia TeopeTuaHoTo
pmicTy 10 Mr)

0/
7o

4,75 t0 5,25 (95 % to 105 % of the theoretical content of
S mg) 4,75 10 5,25 (95 % mo 105 % sig Teoperuuioro

BMiCTY S MT)

208.0mg/mr

#Skip Test - Nol
Applicable

*Skip Test - Not
Applicable

*qk![\ Test - Not
Applicable

10.15mg/mr

4. 86mgivr

* Skip test/Cxir recrynanis, Passes/Binronigae, not applicablefire nporoauncs

Servier (Jrelandy Indosties LT

Directors: Christian Bazantay (Sreonch), Christian

§0280 UKRI V3

vlands Glorey Road,
i (0) 402 20806 1 30y 40 83 .
Sauvews French). John Redmond.

Company 1y

Arklow, Co Wicklsw, frelond,
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Docusign Envelope ID: 60C998F4-1BAE-46F3-A9D4-4FB80IDE26D1

Docusign Envelope 1D; FD7B38AD-AE95-4B2E-B7

HA-36C 4L

Method ref/ITocunanin na memod: DTC_S005985_PF_T_CTR_IS051_EN 4.0 |
Specification ref/Ilocunanns na cneyupicanin: DTC SO05985 PF N _SPE_ 15861 EN 5.0 |

Bi-PRESTARIUM® 10 mg/5 mg/ Bi-TIPECTAPIYM® 10 Mr/5 ir

Formulation/Jlixapena Gopya:
Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
(expressed as 5 mg of amlodipine)/ rabnerku, no Micrsirn 10 My nepriionpaay aprininy (o sianosigac 6.790 ury
HEPHHAOHPIGLY) Ta 6.9535 s astito iy Secita ty (1o BLORI

W03 QAGIO TN )

”Packapging' l.ht&‘Jo./Cépia Ne: 47807

Manufacturing Batch No./Bupotunwa napris Ne:

749476

'l"E‘S'!‘S/I'l'(")K AZHHUKHA |

STANDARDS/CTAHJIAPTH

RESULTS/
PEIYALTATH

Bayicr npoayxrin

(PX) (% msnry:
- $ 9780-1

-Y 32

-Y 33

- Y 31

-Y 1745

=Y 1766

JOMITIKE
- Total content of
degradation products/
Barannuuil sMicT gomi

7. Uniformity of dosa

1495 (1.C) (%/label

(A 1095) (PX) (% Bi

{2.9.40.)/ €rponeiichra
Dapmakones (2.9.440.)

6. Degradation products
content (LC) (Y% m/n) /

jperpajaniy (romimox)

~ Any other degradation -
products/ bysm-nxa iuma

units for § 9490-6 and A

claim)/ OanopinmicTs

NOZOBRIHN OJMBH Y IS0
HCPHBAOITIPHAY aprininy Si
(S 9490-6) ra amusiojminy

3asipienol kinbkoceri)
Furopean Pharmacopocia S2

<2,0
HIoK
ae .
Stage/ Number tegted! Acceptance criteria /
Cranis Kinpicrs radacrox Kpurepii npuifuaTioctt

AV <150 %

30

NPT q, = %

ounis < 125 M

<) 108
<0.10%
<0.10%
<) 1045
<0 10%
"0 1094
<0.10%

<0.10%

6.2

80280 UKRI V3

Divectors: Christian Bazantay (F

{Company 1

To Wicklow, frelpmd,

ok Redorond,
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Docusign Envelope IIJ: 60C998F4-1BAE-46F3-A004-4FB809DD2601

36C4ADC456680

Docusign Envelope ID: FD7B38AD-AESS-4B2E-B75

Method ref/HHocunanns na siemoo: DTC_S005985 PF T CTR_15051_EN_4.0 :
Specification ref/lTocunanna na cnewudbivayiro: DTC _S005985_PF N _SPE 15861 EN 3.0 |

Bi-PRESTARIUM® 10 mg/5 mg/ Bi-IPECTAPIYM® 10 MI/S Mr

Formulation/Jlikapenka gopma:

Tablets containing 10 mg of perindepril arginine (expressed as 6.790 mg of perindoprit) and 6,935 mg of amlodipine besilate
(expressed as. 5 mg of amlodipine)/ radierki, o Micerars 100 My mepripioupiy  aprininy (o sinosinac 6,790 mr
NEPUBAOTPUITY) Ta 6,935 Mr amaouminy Seciurary (0 BLORLAE 5 MU MACHITTHY)

~—

Packaging Lot No./Cepist Ne: 747807 Manufacturing Bateh No./Bupodnunaa naprise Ne: 749476

TESTS/ STANDARDS/CTAHIAPTH RESULTS/
MMOKA3ZHUKH PEIVIALTATH

8. Dissolution (1.C)

Q=78 % at 13 min for § 9490-6/

(%):/ PozamunicTn Q= 78 % s 15 xpwmn s S 9400-6

(PX) (%):

European Stage/ | Number tested/, Acceptance eriteria/
Pharmacopoeia (2.9.2.3¢ | | Crania | Kinskict, Kpirrepii npuiingrnocri
Cuporiciicnhka Tabierok
Mapmakories (2.9.3.) . :
St 6 Each unit is not less than §0 %/ 1010
Koskia ol ve ateire 80 %% 40
52 +6,(12) Average of 12 units (S1+852) is equal to or greater than 75 %
: andd no unitis less than 60 %/ Cepenne 12 oamimins (S14+82)
Biiie abo A0pisHoc 78 % Ta KOAH0T UM MeRInS 60 Y
S3 +12 (24) Average of 24 wnite (S1+82+:83) i equal to or greater than 75 Yo,
no more than 2 units are fess than 60 % and no unit is less than
S0 %/ Cepennce 24 ogamims (S14824S3) Ginnnie ado xopigyioe
75 %%, He GBUIC ABOX O HIND, MCHINC 60 %6 Ta KoaHoT
UL Mene 50 %

To

Divectors: Christtan Baranta

§0280 VKR V3 Page 50t 7



Docusign Envelope [D: 606998{34-1BAE»46F3~AQD4-4FBSOQDDZGD1

Docusign Envelope ID: F7R38AD-AEQS-4B2E-

e, §

7HA-36C40C4566B0

Method ref/Hocunanns na memon: DTC SO05985 P T CTR 15051 N i
Specification ref/Hocunannn na cneyudgpivayiro: DTC_S005985 PF N _SPE 15861 EN 3.0 l

Ry

Bi-PRESTARITUM® 10 mg/5 mg/ Bi-TIPECTAPIYM® 10 mr/5 mr

Formulation//lixapcenka popma:

{expressed as 5 mg of amlodipine)/ Tabrerin,

Tablets containiug 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate

wo Mictars 10wy repugonpiay  aprininy (o sianosae 6,790 vy

Packaging Lot No./Cepis No: 747807

Manufacturing Batch No./Bupodunua naprin Ne: 749476

TESTS/ ,
HOKAZHHKHU

RESULTS/
PEIYABTATH

STANDARDS/CTAHIAPTH

8. Dissolution (LC)
(%0):/ Pozuunnicry
(PX) (%o):

Q=75 % at 15 min for A 1095/
Q=75 % 3a 15 xpuamn s A 10958

Number tested/
Kinbxicth
TAOHCTOR

Stage/
Cragus

Furopean
Pharmacopocia (2.9.3.)/
€ spouciicnia
Gapmaxorniest (2.9.3.)

Acceptance criteria /
Kpurrepii npniisseriocti

Fach ueit is not-less than 80 % /
Koskra oqnrrga e mekime 80 %
A

98%

)/

Average of 12 units (81482) is equal to or greater than 75 %%
and ne anit is less than 60 %7 Cepearic 12 ot (S1482)

Sinpine ado popinmior 75 % vr woanot onm Manme 60 %%

S 6
$2 +6 (12)
o

412 (24)

Average ol 24 units (S1+52+53) is cqual to or greater than 739
no more than 2 units are less than 60 %o and no unit is fess (han
50 9%/ Copeane 24 o (S14824+83) Ginine ado popimmoe
75-%, ne Hlneiie AROX oudnn mennie 60 % ra woanol

50 %

QML MCHIE

Batch accepted/Tlapris ripriinara

~~—DocuSigner oy:

Analytical Services Manager /
MeHCIOKEp 110 KOHTPOIIO Ta 8Hanizy sKocTi

Servier (reelandy Industries
Tel

Divectors: Chyistian |

80280 UKRI V3

| Aichac Byrar

e 44 5TBOUBFCAATC

wvuichael Byrne/ Mixacan bipue

i S i1 thals ¥
. e Wieh e, Dicha

b

wh, Joln Redmond.
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Docusign Envelope ID: B0CY98F4-1BAE-46F3-A9D4-4FBE0IDD26D 1

1 hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/iabeling) 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 51 3acBiIuy10, 0 HaBedeHa BULE IHGOPMALLIS € JOCTOBIPHOIO Ta TouHO10. Lo cepito
npoxyKuUil 610 BUPOOIEHO (BKITIOYAIOUH NTAKyBAHHA/MapKyBaHHA) Ta [IPOBEAEHO KOHTPO/Ib
11 SKOCTI Ha BUUIE3a3HAUCHIH JIILHULI Y TTOBHIN BiyIoBinHoCTi 3 BUMoramu GMP,
BCTAHOBJICHUMH MiCLCBAM PEryIITOPHIM OPTaroM, a TAKOK BIMORIITO JTO cricuikatiit,
110 MICTATLCS Y peecTpatiitnomy ocse. [IpoTokony BUPoBIIHITRA, TaKyBaHHs Ta analisis
6yno meperysIHyTO Ta BCTaHoBeHo BignosinHicts GMP.

Date of batch release/lara Bnﬁyéky cepit 10/09/24

Name and Position/Title of person authorising the Batch Release/ Ilpizsuine Ta nocana/
3BaHHSI ocoﬁn fAKa Bnnana [03Bi Ha BHIyCK cepii

[1 Dr Blanaid Bowes, Qualified Person/ Bixriosigansia ocofa
[] Ms Ailbhe Wade, Qualified Person/ Binnopinansna ocoba

Ed Ms Carmel Kinsella, Qualified Person/ Binnosinansua ocoba

—

Ms Jenny Qumn Qualified Pelson/ Bulnomnanbm 0006a

il
[ M: Niamh Ryan Qaallﬁed Person/ BIAHOBI,IIaHbHa oco6’1

a ’ DocuSigned by: ' ‘ )
N S —-_—_Ecﬂ { Datelara; 20 SePLenber

- BACO4CIAED144BD

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby: 747807

Page 7 of 7
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TIEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KUEBI

npos. Hanii Caitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa € JIPITOVY 37079055

BHUCHOBOK
npo AKICTH BBE3eHOro B YkpaiHy JiKapcbKoro 3ac00y

05.02.2025 Ne 5083/25/26

BI-TIPECTAPIYM® 10 MI'/5 MI
(HalMCHY BAHHA TKAPCLKOro 3aco6y 3riHO 3 peccTpaliiinmum MOCBIMEHHSAM)
raénerku; no 30 TabeToK y KoHTelHepi As TabJeToK; o 1 konTeiiHepy B Kopooui
(popma BHITYCKY, 03y BAHHS, BHA naKyBaHHs JIKaPCLKOro 3ac06y)

Homep peecTpailifHoro nocsiHeHHS UA/8748/01/03 crpox aii peectpauiitioro nocsinyens HeoBOMENKEHUH

Cepis sikapcbkoro 3acofy Ne 753781 IKinbKicTh BBE3EHOTO JTiKapChKOro 3acoby 2000

BupoGHHUK Cepgp'e (Iprannis) Iupactpic JIta, [pranis

(afimeity BatHs BUPOOHHKA Jtikapebkoro 3acofy. kpaiia NTOXOMIKGHHH)

BeeseHo B Y kpaiHy ToBapuCTBO 3 00MEXKEHOI0 piamoBiganbHicTIO "CEPB'€
YKPAIHA'", igent. xoa: 33643340
(naliMeryranng Ta koJL 3a CLIPITOY ioprmuHol 0coBY abo npizsriLe, iM'd, 110 HarbroBi
iznunot 0cobH - nignpuemus, il Micle MpoXKUBAM Ta peecrpallifimii nomep 06iKOBOY
KApTKU TUIATHKKA [OAATKIB a60 Cepis Ta HOMEP NacrHopTa)

TpoToKON Bi3yaNbLHOFO KOHTPOJIO pin 05.02.2025 Ne 217/01.10-25/18.

3a  pesynbTaTaMu  CPXaBHOTO KOHTPONKO  BCTAHOBMEHO, IO nikapcbkuif  3acid  BBe3CHO B Ypainy 3

JOTPHMAHHSM sumor 3aKoHONABCTBA 11010 3afesneteHns aKoCTi NliKapebkyx 3acoGiB.

B.o. HauaJIbHHUKA

(riznme)

(ocanosa 0co6a opraty ACpKaBIOro KOHTPOIIO)







Docusign Envelope 1D: 4DDD73C3-7489-4A56-9721-3BFB56BB5E3E

SERVIER (IRELAND) INDUSTRIES L1D.

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

Name of the Manufacturer & Address /Hazsa ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanpuis)
anpeca BUpoOHHUKA Inpacrpic Jita

Moneylands, Gorey Road/Maninexns, ["opeit
Poyn,

Arklow/Apxknoy,
Co. Wicklow/Ko. Bixnoy,
Ireland/Ipnanais
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Y kpaina"

Hasga Ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./Bya.
HaGepento-XpelaTuibka, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/Y kpaixa

Which Consignment of product is delivered/Bux Pharmaceutical Product/Jlikapcbkut 3acib
NpOLYKLUii, WO NOCTa4aETHCs

Pharmaceutical form/Jlikapcbka popma Tablets/TabaeTku

Name of the Product/Ha3ea nikapcbkoro Bi-PRESTARIUM® 10 mg/S mg/

3acoby Bi-MPECTAPIYM® 10 mr/5 mr

Dosage/Cuna aii 10mg/Smg / 10 mr/5 mr

Type and size of packaging/Bun ta po3mip 30 tablets in the container for tablets; 1 container

ynakoBKH in the carton box/ no 30 TabaeTok y KOHTeHHepi
15t TabneTok; 1o 1 KoHTelHepy B KOpobili 3
KapTOHY

Finished Product batch number/Cepis rotosoro 753781
JiKapebkoro 3acody

Manufacturing date/[lata BupoGHULTBA 10 2024
Expiry date/TepmiH NPUAATHOCTI 102027
Batch size/Kinbkictb y cepil 24,960 Boxes/ynakoBok

Manufacturing Licence number/Homep niuensii M00068/00001
Ha BUPOOHULITBO

Registration Number/Peectpauiiine UA/8748/01/03
MOCBiAYEHHS

Page 1 of 7
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Docusign Envelope ID: 4DDD73C3-7489-4A56-9721-3BFB56BB5E3E

E0BG4C
4 ‘i PE i

Method ref/TTocunanns na memoo: DTC _S005985 PF T CTR_1505 I _EN 4.0
Specification ref/Tlocunanns na cnequdicayino: D TC_S$005985_PF_N_SPE 15861 EN 3.0

Bi-PRESTARIUM™ 10 mg/5 mg/ Bi-IIPECTAPIYM™ 10 mr/5 mr

Formulation/Jlikapchka Qopma:

Tablets containing 10 -mg of perindopril arginine (expressed as 6.790 mg of perindopril) and 6,935 mg ol amlodipine besilate
texpressed as S mg of amlodipine)/ raénericn. mo micrste 10 Mr MEPUIIONPHITY apriviny (1110 Bianosixae 6.790 yr
HEPHILIONPHAY) T 0,935 M1 amaoauniny Gecunaty (10 RiANORIAAE S My AMITOUMTIHY )

Packaging Lot No./Cepist No: Manufacturing Batch No./Bupotuuua naprist Ne:

753781 752705

TESTSMTOKA3ZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YILTATH
l./\[n)n;)carancc/ 3oBHiWwHIG BUrAag White, triangular-shaped tablet engraved with 10/5 on Complics’ Bimoninac
£

s 5 > .
one face and ™ on the other fuce/ Binoro KOTLopy.
TpuKyTHOT hopmu Tabnerka 3 Trerennam 10/5 3
AR

4

(“vl b
OHOTO 6O Ky Ta 3 HITOTO

2. Identification of drug substances/ o _
Frenrudikauis aounx petosnn The principal peaks (S 9490 and A 1093) in the Complics/Bianosinac
=S 9490 and A 1095 by [ chromatogram obtained with the test solution have a
HepHIIONpPHA (S ()4()()3 Ta AMIOAMII retention time similar to that of the principal peaks in
(A 1095) seTonom PX the chromatogram obtained with the reference
solution/ Yae yrpumanns ocHoBHIX TTiKiR
(MEPUHACUPIIY Ta AMIOTIHY ) Ha XpOMaTOTpami
HOCIIKYBAHOIO POSUMHY € IEHTHUHIM 10 vacy
YTPUMaHHS OCHOBHUX MIKIR M3 XPOMaTOrpai
PO3YUHY HOPIBHSIHHS

Main spots (S 9490 and A 1095) identical in position, . N T S
Complics/Bisnonizac

=N 40 and A T09S by T1HC colour and size for test and relerence’ Tonosri s
nepURELOTPILN (S 9490) ta amnouimin (HEPHBACHPUAY Ta aMIOAHITHY ) INCHTHYHI 110
(A T095) merosom TUIX HOTOKEHHIO, KONBOPY Ta PO3MIpY 151

j((‘)(.‘_?Xi,‘l)l\”_VBElH()I'() PO3IHHY i POBYHHY Il()pil%l-lﬂ}ll-lﬂ

Servier Cheeland s Tndustrios 1T Moneytands Gorey Road. Arklow, Co Wieklow . Treland
Fell =335 00002 20800 Fax 1333 (0) 402 20888
Prrectons Christan Bazontay (Frenchy Christian Saos e tFrenchy John Redmond
Company registered m freland Noo 117206

80280 UKRI V3 Page 2 of 7



Docusign Envelope 1D: 1A8ECBBE—DZ1C—§YFQQTSC6

Docusign Envelope 1D: 4DDD73C3-7489-4A56-9721

'S 5
SERVIER (I

TRV

E-ABB4FCEOBG4C
N gy /

-3BFB56BB5E3E

¥

Ky

Method ref/Tlocunanus na
Specification ref/Ilocunanns na cne

stemoo: DTC S005985_PF_T_CTR_15051_EN_4.0
wudixauiio: DTC_S005985_PF_N_SPE_15861_EN_3.0

B PRESTARIUM® 10 me/s mg/ Bi-TIPECTAPIYM™ 10 mr/3 mr

Formulation/Jlixapenka gopma:
Tablets containing 10 mg of perind
(expressed as S mg, of amlodipine)/

opril arginine (expressed as 6,790 mg of perindopril)y and 6,935 mg ol amlodipine besilate

TABNETH, 1O MICTHTH

epuuAOIpHIry) Ta 6,935 Mr aMiouniny Gecrutaty (1o Bianoritac 5 mr aMJIOJITTiRY )

10 MP rIeprEAONIpIITY aprininy (1o sianosijgac 6,790 mr

Packaging Lot No./Cepist Ne:

Manufacturing Batch No./BupoGunta naprist No:

753781 752705
TESTSTTOKASHUKU STANDARDS/CTAHIAPTH RESULTS/
PE3YJLTATH
3. Average mass (mg)/ Cepejust 197,6 10 218,4 (95 % to 105 % ol theoretical mass of 208 207. Tmg/mr

maca (Mr)

4. Microbiological quality (skip
testing)/ MixpoGiosorituna
YHCTOTA (CKIT-TeCTYBAHN)
Liuropean Pharmacopocia (3. 1.4,
noR-aqueous preparations Jor oral
usel €pponeiicsra GapMaKones
(5.1.4.. nesooni npenapany 01s
NEPOPUILIO20 3ACAIOCYSUHHA)

5. Drug substances content (LC)
(mg/tablet)/ Buict gitorux

pesosui (PX) (mr/rada.)-

S 9490-6/ TICPUHIOTPILTY apriniH
(S 9490-6)

- A 1095/ amoamnin (A 1095)

me) 197,6 10 218,4 (95 Y% j1o 103 % Bij TEOPETHYHOT
macu 208 Mr)

Total acrobic microbial count (TAMC)/ 3aranbia KEIbKICTS
aepoOHMX Baxrepii: $ 10° Cluia / KYO/r

Total combined yeasts/ moulds count (FYMC) 3aransna
kinnricTs rpudin: < 107 CFU/g / KYO/r

Iischerichia coliz absence/1 ¢/ Bineytriy 11

9.50 10 10,50 (95 % to 105 % of the theoretical content of
10 me) 9,50 ao 10.50 (95 Yo mo 105 % BiJ TCOPCTHYHOTO
pMmicty 10 mr)

4,75 10 5,25 (95 % to 105 % ol the theoretical content of
5 mg) 4,75 no 5,25 (95 % xo 105 % Bia TCOPETHUHOTO
BMICTY 5 M)

#Skip Test - Passes

#Skip Test - Passes

#Skip Test - Passes

103 Tmg/mr

4.96mg/mr

* Skip test/Cxill TecTyRanI, Passes/Bianoninae, not applicable/ne npoBoarBCs

Servier (frelandd In

Directors: Christian Bazantay

80280 UKR1 V3

dustries 11D Maneylands Gorey Roads Arklow,
ek 1333 (0) 402 20800 Fax. #3533 (0) 402 2088%

(Frenchy, Christian Sauyeur {1 renchy. dohn Redimond.

Company registered in freland No. 1172406

Co Wickiow, Tretand
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Docusign Envelope 1D: 4DDD73C3-7489-4A56-9721-3BFB56BB5E3E

Docusign Envelope 1D: 1ABEC38E-D21C-4F09-8C6E-ABG4FCEOBG4C

% 7 - A I 3 5 e
RVIER (] L

| Method ref/Hlocunanns na memoo: DTC_SO05 985 _PE T _CTR_15051_ EN 4.0
i Specification ref/IMocunanns na cneyugpicayio: D TC_S005985_PF_N SPE 15861 EN 3.0

Bi-PRESTARIUM™ 10 mg/5 mg/ Bi-IIPECTAPTYM™ 10 m1/5 mr-

Formulation//Tikapcenra gopma:
Tablcts containing 10 mg of perindopril arginine (expressed as 6,790 mg ol perindopril) and 6,935 mg of'amlodipine besilate
expressed as 5 mg of amlodipine)/ ra6nerku, wo sicrsts 10 mr UCPUHIAOUPIITY apTiHInY (10 Binosigac 6,790 mr
NEPIHAONPHIY) T2 6,935 MI amitomTTiiny Gecriary (1o BIANOBILAE 5 M1 aMIIom [iMy)

Manufacturing Batch No./Bupofuuua maprist No:

752705

Packaging Lot No./Cepia No: 753781

TESTS/TIOKA3BHHUKHN STANDARDS/CTAHJIAPTH RESULTS/
PE3VIBLTATH

6. Degradation products
content (L.C) (Y% mv/in) /
Bmict npoayrrin
gerpajanii (rominor)
(PX) (Yo nv/mi):

- 5 9780-1 <010

- Y32 <0.10%
-V 33 <0.10%
=Y 3 <0.10%
- :f :;4: <0.10%
- Am x(:l;wr degradation =0.10%:

; = <0100,

products/ Bysb-sia inia
AOMILIKa

- Total content of =20 ] ’
degradation products/ <0.10%%
3araapHii BMICT 4OMIIOK
7. Uniformity of dosage
units for S 9490-6 and A Stage/ Number tested/ Acceptance criteria /
1095 (1.C) (Yo/label Craais Kiaskicrs Tabnerox Kpurepii npufingruocti
claim)/ Opuopianicrn
AO30BAHIX OAMHIL LIS
NePHILIONpHILY aprininy N 10 AV < 15.0 % 5.0
(S 9490-6) Ta amaoauniny 13
(A 1095) (PX) (% Bin o
3aMRACHOT KilbKOCT)
lZuropean Pharmacopocia S2 20 (30) AV £ 15,0 %
(2.9.40.)7 €rponeiicnia 0.75 M < cach unit/kosna
CATTSR (G Sl oaunnug £ 1,25 M
Servier refand) Dndistries 11 Monevbands Gorey Road. Arklow, Co Wicklow, Treland

FASI ) 02 20860 Fax

ISR 0402 20888

Directors Chrstun Bazantay (Frenchi Chyistian Sinveur (Freneh, Tohn Redmond

80280 UKR1 V3

Compamy reeistercd mfrehod Noo 17206
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Docusign Envelope ID: 4DDD73C3-7489-4A56-9721-3BFBS6BB5SE3E

Docusign Envelope 1D: 1ABEC38E-D21C-4F09-8CHE -ABGAFCEOBBAC
piped XL ELE g

P

R

1

Method ref/Ilocunanus na memoo: DTC S005985_PF_T CTR_1505 I EN_4.0
Specification ref/Hocuranns na cneyuiraniro:

DTC S005985_PF_N_SPE_15861_EN_3.0

Bi-PRESTARIUM" 10 mg/5 mg/ Bi-TIPECTAPIVM" 10 Mr/3 Mr

Formulation/Jlikapenka popma:

Tablets containing 10 mg ol perindopril arginine (expressed as 6
(expressed as 5 mg ol amlodipine)/  Tabuerkit, WO MICTITS

TIePUHACIPIIY) Ta 6.935 MI" aMIIOIITTIHY Gecturary (110 BLAMOBIAAE 5 MI AMSIOIITIHY )

790 mg of perindoprih) and 6,935 mg of amlodipine besilate
10 M nepigonpuiy  aprinmiy - (1o gianosigac 0.790 wmp

Packaging Lot No./Cepin Ne: 753781

Manufacturing Batch No./Bupodiaa napris No: 752705

TESTS/
MNOKA3HUKH

STANDARDS/CTAHIAPTI

RESULTS/
PEZVILTATH

8. Dissolution (LC)
(Yo):/ Pozaunaicrn
(PX) (Yo):

()= 735 % at 15 min for 8 9:490)-6/
Q=75 % 3a 15 xerms s S 9490-6

Acceplance criteria /
Kpwrepii TpUIHATHOCT

Fach unit is not less than 80 % /
Kowna oquuiug ue meatue 80 %

Average of 12 units (SH+S2) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepejme {2 ommuin, (S1+52)
Ginpine ado gopisioe 75 % Ta HOAHOT 0K i Metie 60 %

Juropean Stage/ | Number tested/
Pharmacopocia (2.9.3.)/ Cragis | KiankicTs
€rponiciicnka TalneTOK
dapsarornest (2.8 3

Sl 0

S2 +6 (12)

S3 +12 (24)

Average of 24 umits (ST-+82+83) is equal 1o or greater than 75 %.
no more than 2 units are less than 60 % and no unit is less than
50 Yl Cepetic 24 oaunun (STHS2E83) Hipiue afo AOPIBUIOC
75 Y, He DINLIIE JIBOX OAUINIL MEHILC 60 % ta ool
oaumvd Mexue 30 %

102%

Servier (reland) Tndustries LT Moneylands Gore Road. Arklow. Co Wicklow dretand

belo 133

(0) 102 20800 Fax: 1333 (0) 402 20888

Dyirectors: Christian Bazantay (French), Christian Sagveur (Frenchy. John Redmond.
Company registered in lreland No. | 17246

80280 UKR1 V3
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Dozusign Envelope 1D: TABEC38E-D21C-4F09-8C6E-ABG4FCEOBB4AC
ST AR
b H ; gﬁk £ i i‘

Docusign Envelope 1D: 4DDD73C3-7489-4A56-9721-3BF B56BBSESE

Method ref/TTocunanns na memoo: DTC_S005 985 PF T CTR 15051 _EN 4.0 ;
Specification ref/Ilocunanns na cneyugiranio: D TC_S005985_PF_N_SPE 15861 EN 3.0 ;

Bi-PRESTARIUM™ 10 mg/5 mg/ Bi-TIPECTAPIYM™ 10 Mr/5 mr

Formulation//lixapceska dopma: ;
Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate ;
fexpressed as 5 mg of amlodipine) raduerkn, wo sictars 10 mr MEPUHAOTIPUITY  aprininy (100 Biamorigae 6,790 Mr |
NEPHIAONPILTY) Ta 0,935 MI aMIOANNiNY GCCHIATY (110 BIMIIOBINAE 5 MI aMAOKITIHY)

Packaging Lot No./Cepia Ne: 753781 Manufacturing Batch No./BupoGuuua naprin No: 752705

TESTS/
[TOKAZHUKH

STANDARDS/CTAHIAPTUH RESULTS/

PEIVILTATH
vvvvv 8. Dissolution (1.C)
(%o):/ Posuunuicrn
(PX) (Y%):

Q=75 % at 13 min for A 1095/
Q=73 %3a 15 xpunun s A 1095

l‘uropean Stage/ | Number tested! | Acceptance criteria /
Pharmacopoeia (2.9.3.)/ Cragis | Kinmnxicrn Kprrepit upuitustuocti
Caporneiichka Tabaeror
Dapsakotes (2.9.3.)
S 6 Fach unit i not less than 80 % /
Kowna ogunnus ve venime 80 % 1012
S2 0 (12) Average of 12 units (ST+82) is cqual to or greater than 75 %
and no unitis less than 60 %/ Cepexre 12 opuunms (S1+82)
bistnine abo nopisinoe 75 % Ta woinot ojmim merie 60 Y%
S3 F12(24) Average of 24 units (ST+S2483) is equal o or greater than 73 54
no more than 2 units are less than 60 % and no unit is less than
30 %7 Cepeanc 24 oanunis (S1+S2483) Siapne ado AopisHioe
73 %, e Sinnwre anox o, Mente 60 % ra KOAOT
OiHHHUT Mene 30 Y%

ANALYSIS / AHAJIS : 29/10/2024
Batch accepted/TTapris npnitisra

DocuSigned by:

Michacl Byrna

AAESTEE9BFC443L

Analytical Services Manager /

Meuemxep o koutpomo Ta ananizy swocti Michael Byre/ Mixaen bipne

Servier (Irelandy Industries 1D Moneylands Gorey Road. Arklow, Co Wicklow . Ireland.
Fel £ 383 (0102 20800 1ax. 1333 (0) 102 20888
Directors: Chrishan Bazantay (French i, Christian Sauveur threnchy John Redmond.
Company registered in fretand No. 117246

80280 UKRI V3 Page 6 of 7




Docusign Envelope ID: 4DDD73C3-7489-4A56-9721-3BFB56BB5E3E

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/

L{um s 3acBiavyto, O HaBeACHA BHLLE inopMaliis € 1OCTOBIPHOIO Ta TOHHOIO. Liio cepito
npoykuii 6y0 BUPOGNEHO (BKIIOUAKOYH faKyBaHHA/MapKyBaHHs) Ta MPOBEACHO KOHTPONb
i AKOCTI Ha BULLE3a3HAYEH I AiNbHAMLI y NOBHIM BIAMOBIAHOCTI 3 BUMOraMy GMP,
BCTAHOBAEHUMH MiCLEBUM PErysIsSTOPHUM OpraHoM, @ TaKoXK BiZMOBIAHO 0 crieLudikaLlii,
1O MicTATbCA Y peecTpaliiiioMy a0cbe. [TpoTokoH BUPOGHHLTBA, AaKyBaHH Ta aHalli3iB
6yJo nieperasHyTO Ta BCTAHOBJIEHO gignosignicte GMP.

Date of batch release/[lata Bunycky cepii 18/11/24

Name and Position/Title of person authorising the Batch Release/ Ipizeuiue Ta nocaaa/
3BaHHs 0c0o0H, KA BHAANA J03BiI Ha BHNYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ BinnosinansHa ocoba
[] Ms Ailbhe Wade, Qualified Person/ BinnosiaansHa ocoba
[¥ Ms Carmel Kinsella, Qualified Person/ BignosigansHa ocoba

[1 Ms Niamh Ryan, Qualified Person/ Bignosinasnpeta ocoba

DocuSigned by:
Signature/ﬂinnnc %atmel KINSELLA Date/HaTa; 18 November 2024
BAC04C 348014480,

Finished product batch number/ Homep cepii roTOBOro NikapChKoro 3acoby: 753781
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