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SERVIER (IRELAND) INDUSTRIES LTID.
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Haszpa Ta Servier

agpeca BHpoOHHKA

Name of Importer and Address/
Hassa Ta agpeca iMmnoprepa

Which Consignment of product is delivered/Bun
HPOAYKILT, 10 OCTAYaEThCS

Pharmaceutical form/Jixapcrka dopma

Name of the Product/Haspa mnikapcekoro
3acoly

Dosage/Cuna aif

Type and size of packaging/Bux ta po3Mip
YHaKOBKH

Finished Product batch number/Cepis rorororo
TKaPCEKOTO 3ac00y

Manufacturing date/Jata Bupo6anursa
Expiry date/Tepmin npazathocTi
Batch size/Kinsxicts y cepii

Manufacturing Licence number/Homep minensii
Ha BHPOOHHIITBO

Registration Number/Peecpauiiine
TOCEI T9eHHS

(Ireland) Industries Ltd/Cepr'e (Ipnangis)
Inpactpic JItn

Moneylands, Gorey Road/Maninenns, Topeii
Poya,

Arklow/Apkioy,

Co. Wickiow/Ko. Bixroy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Cepr'e Vkpaina”

41, Naberezhno-Khreshchatytska St./sys.
Ha6epe>KH0—XpemaTHuLKa, 41

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

Pharmaceutical Product//Tixapcekuii 3aci6

Tablets/TabneTxu

Bi-PRESTARIUM® 5 mg/5 mg/
Bi-ITPECTAPIYM® 5 mr/5 mr

Smg/Smg /. 5 Mr/5 mr

30 tablets in the container for tablets; 1 container
in the carton box/ mo 30 Tabnerox ¥ KOHTeHHepi
ans 1abietok; no 1 xoHTeimepy B KOpoOLi 3
KapToHy

746456

06 2024
06 2027

36,960 Boxes/ynakoBok
MO00068/06001

UA/8748/01/01

Servier (Treland) Industries LT Moneylands Georey Road, Arklow, CoWicklow, Trekind.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christran Sanveur (French), John Redmond.
Company registered in Treland No. 117246
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RELAND) INDUSTRIES LTD.

= eravier

Method ref/TIlocunanns na memod: DTC_S005 985_PF_T_CTR_15051 EN 4.0
Specification ref/nocunanns na cneyudpixayio: DT C_S005985_PF_N_SPE_15858 EN 5.0

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

Formulation/Jlixapeska Qopma:

(expressed as 5 mg of amlodipine)/ ra6ne

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 6,935 mg of amlodipine besilate
TKH, MO MiCTATE 5 MU IEPHAAOTIpURY aprininy (o Bigmosigae 3,395 mr
NEPUHAOTIDUITY) T4 6,935 MT aMnozuniny Gecumary (wo imnoBigac 5 mr amMaoAIIHY)

Packaging Lot No./Cepin No: 746456

746774

Manufacturing Batch No./Bupo6unua naprist No:

TESTSHTTOKAZHHKH

STANDARDS/CTAHOAPTH

RESULTS/
PE3VJILTATH

1.Appearance/ 3osminTaiif Buraaa

2. Identification of drug substances/
Incarngixania gizounx pevosun

- 59490 and A 1095 by LC/
neprrgonpma (S 9490) Ta aMnommin
(A 1095) meTogom PX

- S 9490 and A 1095 by TLCY
nepuanonpun (S 9490) ta avnogumnin
(A 1095) meTogom TIUX

White, rod-shaped tablet engraved with 5/5 on one
T

&
face and ™ on the other face/ Binoro KONBOPY,

Aosractoi fopmu TabneTka 3 THCHeHHAM 575 3
.
omHore 6oky Ta 7 3 iHuIoro

The principal peaks (S 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 chrematograin obtained with the reference
solution/ Jac yTPHMAHHA OCHOBHAX MIKiB
(nepunACTIpHITY Ta aMouNiay) Ha XpoMartorpami
JOCTAKYBAHOTO POIUHHY € iNEHTHYHUM 10 yacy
YIPUMAHHA OCHOBHMX HiKiB Ha XpoMaTrorpami
PO3YMHNY NOPIBHAHHA

Main spots (S 9490 and A 1095) identical in position,
colour and size for test and reference/ I'onoBii M
(neprHonpUny Ta aMmnoaMIIiRy) iger TR o
TIOJIOXEHHIC, KOIBOPY Ta POSMIpY st
AOCHIAFKYBAHOIO POIUMHY i PO3THHY NOPIBHANHA

Complies/ Bignosigae

Complies/Bignosizae

Complies/Bianosinac

Servier (Ireland) Industrics LTE., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 {01} 402 20888
Directors; Christian Bazantay {French}, Christian Sauveur {Frenchr), John Redmond.

80060 UKR1 V2

Company registered in Ireland No. 117246
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T SERVIER

Method ref/Ilocunanns na memood: DT C_S8005985 PF_ T CTR 15 051 EN 4.0
Specification ref/nocunanna na cneyuixayiro: DTC S005 985_PF_N_SPE_15858 EN 5.0

Bi-PRESTARIUM® 5 mg/5 mg/bi-IIPECTAPTYM® 5 mr/5 mr

Formulation//Tikapceka thopna;

Tablets containing 5 mg of perindopril
{expressed as 5 mg of amlodipine)/ a6,

NCPUHAOAPHIY) Ta 6,935 Mr amaosuminy Gecunary (wo signosigae 5 Mr AMIIOTHILIHY)

arginine {expressed as 3,395 mg of perindopril) and 6,935 mg of amlodipine besilate
JeTKH, 100 MiCTATE 5 Mr MepUHAONOPHILY aprididy (110 Bimopigae 3,395 mr

Packaging Lot No./Cepist Ne: 746456

Manufacturing Batch No./Bupotuusa mapris Ne:

746774
TESTS/TIOKA3HHKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIIBTATH
3. Average mass (mg)/ Cepenns 98,8 to 109,2 (95 % to 105 % of theoretical mass of 104 104.2mg/mr

Maca (mr)

4. Microbiological quality {skip
testing)/ MixpoGiosoriuna
HHCTOTA (CKin-TecTyBaHHs)
European Pharmacopocia (3.7.4,, non-
aquecis preparations for oral use/
€aponeiicbka dapmakones (5.1.4,
HegOdni npenapamu das REPOPATLHOSO
FACIROCYRAIIS)

5. Drug substances content (LC)

{mg/tablet)/BumicT TR HY

peuosnn (PX) (mr/radgn.)

- 8 9490-6/ TEPHHAOTIPHITY ApTinin
(8 9490-6)

- A 1095/ avnonumin (A 1095)

mg)/ 98,8 1o 109,2 (95 % mo 105 % BT TEOPETHYHO! MaCH
104 mr)

Total acrobic microbial count (TAMC) / 3aranpsa xinexicrs
acpoluux 6aktepiit: < 10° CFU/g / KYO/r

Total combined yeasts/ moulds count {TYMC)/ 3aransua
KUTBKICTE rpubin: < 102 CFU/g / KYO/r

Escherichia coli: absence/I g/ BlIcyTHiy I T

4,75 10 5,25 (95 % 1o 105 % of the theoretical content of §
mg)! 4,75 1o 5,25 (95 % no 105 % BI TEOPETHYHOTO
BMICTY 5 mT) :

4,75 10 5,25 (95 % to 105 % of the theoretical content of 3
mg)/ 4,75 1o 5,25 (95 % no 105 % Bil TEOPETHYHOIO
BMICTY 5 Mr)

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

5.13mg/mr

4.91mg/mr

]

* Skip test/Ckirm TectyBamus, Passes/Binnosinae, not applicable/ue TIPOBOJIHBCH

Servier (Ireland) Industries LTD,, Moeneylands Gorey Road, Arldow, Co Wicklow, Ireland.

Tel: +353 (0) 402 20800 Fax: +353 {0) 402 20888

Directors: Christian Bazantay (Freuch), Christian Sauveur {French), John Redimond,

80060 UKR1 V2

Company registered in Ireland No, 117246
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Method ref/Ilocunanns na memod: DT C_S005985 PF T CTR 15 051 EN 4.0
Specification ref/nocunanns na cneyudricanio: DTC S 005985_PF_N_SPE_15858 EN 5.0

Bi-PRESTARIUM® 5 mg/5 mg/bi-lIPECTAPIYM® 5 mr/5 mr
Formulation/Jlixapchka dopma:
[Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 6,935 mg of amlodipine besilate
expressed as 5 mg of amlodipine)/ TaGneTin, mo MicTaTs 5 ML [punonpry aprininy (o signorinae 3,395 mr
[IEPHREAOTIPHNY} Ta 6,935 Mr ammoguniny OecrmaTy (ino Bimmoeinae 5 Mr aMITOTTHITIF Y}
Packaging Lot No./Cepin Ne: 746456 Manufacturing Batch No./Bupo6uuua napris Ne: 746774
TESTSAIOKAIHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJLTATH

6. Degradation products

content (LC) (% m/m) /

BmicT npoaykrin

Aerpaganii (gominnox)

(PX) (% m/m):

- 5 9780-1 <0,5 <0.10%
-Y 32 <0,2 <0.10%

-Y 33 <02 <(.10%
Y 31 <04 0.11%
-Y 1745 <04

-Y 1766 <02 <0-10%
- Any other degradation <0,2 <0.10%

Yo & M
products/ Byae-ska inna <0.10%
JOMITIKA

- Total content of <20

degradation products/ 0.11%
3araneHuit BMicT TOMimIOK

7. Uniformity of dosage [“Stage/ Number tested/ Acceptance criteria /

anits for S 9490-6 and Cragin KinpxicTs Tabnerok Kpurepii npuitnarnocti

A 1095 (LC) (Y%/1abel

claim)/ Oxnopignicrs S1 10 AV Z150%

HOZ0BANUX OMHHHIE AN ' 59
NePUHAOTPUIY aprininy

(8 9490-6) ra amnoguniny 53

(A 1095) (PX) (% Bin

3ASBJICHO] KLTRKOCTI) 82 +20 (30) AV<I50%

European Pharmacopoeia 0,75 M < each unit/koxna

{2.9.40.}/ E€sponeiicra omnHuma < 1,25 M

Dapmaxones (2.9.40.}

L

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

80060 UKR1 v2

Compacy registered in Ireland No. 117246
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ol
Te=servier
Method ref/TIlocunanns na memod: DT C_5005985_PF T CTR 15051 EN 4.0
Specification ref/nocunanna na cneyudirayiv: DT C_8005985_PF_N_SPE_15858 EN 5.0

Bi-PRESTARIUM® 5 mg/5 mg/Bi-IIPECTAPIYM® 5 m1/5 mr

Formulation/Jlikapceka dopma: )

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 6,935 mg of amlodipine besilate
(cxpressed as 5 mg of amlodipine)/ Tabnerxkn, wo sictate 5 Mr NepuBAompuny aprininy (wwo BiAnoBimae 3,395 mMr
LEPHILTONpPIITY) Ta 6,935 Mr amionuminy becunaty (1o BiAMOBigAE 5 Mr AMIIOAHTIIHY)

Packaging Lot No./Cepin Ne; 746456 Manufacturing Batch No./Bupoe6umnua napria Ne: 746774
TESTS/ STANDARDS/CTAH\IIAPTI/I RESULTS/
MOKAZHUKH ' ' PE3YALTATH
8. Dissolution (L.C) Q=75 %at 15 min for § 9490-6/
(%):/ PosunnmicTs . Q=75%3a 15 xsaauyg gma § 9490-6
}(EPX) (%): Stage/ Number tested/ | Acceptance criteria /
Pllll ;?r?]zir(l)poeia (2.9.3./ Cranin | KinekicTs Kpnrepii npuiinsraocri
Crpomneiicexa TabrneTok
Dapmaxones (2.9.3.) — -
S_l 6 Each unit is not less than 80 % / o
Koskna onumuus ve Meanre 80 % 102%
52 +6 (12} Average of 12 units (S1482) is equal to or greater than 75 %

and no unit is fess than 60 %/ Cepenue 12 ogunnng (S 1+52)
Binkmre abo HOPIBHIOE 75 % Ta moaHOT OAHHHLE MeHte 60 %

83 +12 (24) Average of 24 units (S1+52+83) is equal to or greater than 75 %,
no more than 2 units are less than 60 % and no unit is less than
50 %/ Cepenne 24 onuauns {S1+82+483) 6inpiue abo TOpiBHIOE
75 %, ne Olislue fBoX OABHHNE MeHTE 60 % T4 0HOT
0AMHHALI MeHme 50 % ’

Servier {Ireland) Industrics LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Tel: +353 (0) 402 2080¢ Fax: +353 (0) 402 20888
Directors: Chwistian Bazantay (French), Christian Sauveur (French}, John Redmond,
Company registered in Ireland No. 117246
80060 UKRI1 V2 Page 5 of 7
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Method ref/Ilocunanus na memod: DT C_S005985 PF T CTR 1505 I _EN 4.0

Specification ref'nocunanns na cneyuhicayio: DT C_S005985_PF N _SPE 1585 8 EN 5.0

Bi-PRESTARIUM® 5 mg/5 mg/Bi-lIPECTAPIVM® 5 mr/5 mr

Formulation/Jlikapcoka dopma:

Tablets containing S mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 6,935 mg of amlodipine besilate
{expressed as 5 mg of amlodipine) Tabnersn, wo MicTate 5 wmr NepUHAOTIPHIY  apriminy (o sigmomigac 3,395 mr
TEPHIIOUPHITY) Ta 6,935 Mr amToaumiHy Gecunaty (o rigmosinae 5 Mr AMIIOZHITIHY)

Packaging Lot No./Cepin Ne: 746456 Manufacturing Batch No./BupoGunua napris Ne: 746774
TESTS/ STANDARDS/CTAHIAPTH RESULTS/
ITOKA3HHKHU : PE3VJIILTATH
8, Dissolution (LC) Q=75 % at 15 min for A 1095/
{(%):/ PosunnnicTn Q=75%3a 15 xpunun ya A 1095
(PX) (%): - —
European Stage/ | Number tested/ | Acceptance criteria /
Pharmacopoeia (2.9.3/ | | Craais | Kinexicrs Kpurepii npuitnsraocri
€Bponeliceka Tabnerox
Papmaxones (2.9.3.)
S1 6 Each unit is not less than 80 % /
Koxna oanauns He Menme 80 %, 101%
S2 +6 (12} Average of 12 units {$1+52) is equal to or greater than 75 %

and no unit is less than 60 %/ Cepenue 12 onpamus (S 1+52)
6insime abo nopisuoc 75 % Ta HOJHOI OHHALL MeHIe 60 %

83 +12 (24) Average of 24 units (S1+52+53) is equal o or greater than 75 %,
no mere than 2 units are less than 60 % and no unit is less than
56 %/ Cepenne 24 ogupmmg (S1+52+83) 6igpmme ato nopiBHIOE
75 %, ue Binblue qEox OMMHALE MeHmTe 60 % Ta xommoi

- OMUHHLI MemIue 50 %

ANALYSIS / AHATII3 : 08/07/2024

Batch accepted/Tlapria npuiinara
f—-—DccuSigned by:

Analytical Services Manager / _UMCLALL bb,m

. Mereaxep mo KOHTPOMIC Ta aHamizy sxocti A4E57860BFCA43, fichael Byrne/ Mixaems Bipue

Segvier (Ireland) Industries LTD., Moncylands Gorey Road, Arklow, C'o Wicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors; Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ireland No. 117246
30060 UKR1 V2 Page 6 of 7
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SERVIER (IRELAND) INDUSTRIES LTD.

TS 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/

Ium s 3acBimayio, mo HaBenena BHIIE iH(OpMaLlid € AOCTOBIPHOIO T4 TOYHOW. 1To cepito
nponykuii 6ymo Bupo6neno (BKogaoTm UaKyBaHH2/MapKyBaHHA) Ta IPOBENCHO KOHTPONE
1i IKOCTI Ha BUIe3a3HAYeHii AUTEHMIT ¥ IIOBHIH BiIIOBIMHOCTI 3 BEMOraMH GMP,
BCTAHOBIECHHMI MICHEBHM PETYIATOPHHM OPTAHOM, 2 TAKOIK BIANOBIAHO M0 cHermdikalii,
IHO MICTATECA Y PEECTPALIHHOMY HOCKE, IIpoTokonu BAPOGHHITRA, MIAKYBAHHA T4 aHali3iB
0YJ10 IIEPErIIHyTO Ta BCTAHOBICHO Bianorignicts GMP. '

Date of batch release//Tara BHOYCKY cepii 16/07/24

Name and Position/Title of person authorising the Batch Release/ Hpizeume Ta nocaja/
3BAHHA 0c00H, sIKa BHIANA T03BLX Ha BHIIYCK cepil

[1 Dr Blanaid Bowes, Qualified Person/ Binnosiganesa ocoba
[1 Ms Ailbhe Wade, Qualified Person/ Bignmosinanena ocofa

[I Ms Carmel! Kinsella, Qualified Person/ Bignosiganena oco6a
[l Ms Jenny Quinn, Qualified Person/ Bianosinannaa ocoba

M Ms Niamh Ryan, Qualified Person/ Binnosigansna ocofa

DocuSigned by:

Signature/Iinnmc Niamh Ryan Date/[Tara: 16 July 2024
L---v--01EFCGBS1C‘E340'[...

Finished product batch number/ Homep cepil roTosoro nikapcLKoro sacoby; 746456

Servier {Ireland) Industries LT, Momneylands Gorey Road, Arkiow. CoWicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 407 20888
Birectors: Christian Bazantay (French), Chistian Sauveur (French), Jobn Redmond.
Company registered in Treland No. 117246
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