NEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMH y m. KHEBI

npos. Hapii Ceimanunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APTIOY 37079055

BUCHOBOK
Npo SIKICTb BBE3EHOT0 B YKpainy JiKapchKoro 3acoly

09.05.2024 Ne 24271/24/26

BI-IPECTAPIYM® 5 MI'/10 MI'

(AAMEHYBAHHA AIKAPCLKOro 3acoBy 3riIHO 3 PLECTPAiAtNM NOCBIMMCHHAM)
tabaerku, mo 30 TaGeToK y KoHTeHHepi A1a TA0IETOK; N0 1 xonTeiiHepy B Kopobui 3
KAPTOHY

(hopMa BUILYCKY, HO3YBAHHA, BII NAKYBANHA nikapebkoro 3acoly)

Homep peectpauiiinoro nocsinuenns UA/8748/01/02 crpox nif peccrpauiiitoro nocaifuenns HEOOMEXEHHH

Cepin nikapcsxoro sacoby Ne 741902 KinsKicTh BBE3EHOTO Jlikapcskoro sacoby 6146
Bupo6Huk Ceps'e (Ipnannis) Innacrpic Jitn, Ipnanais
(naitmenyBans BHpoSHHKa nikapebkoro 3acoby, kpaina HOXOJDIEHHSA)
Beeseno B Ykpainy ToBapHcTBO 3 00MEKEHOI0 BignoBinaKbHICTIO "CEPB'€ YKPATHA",
inent. xon: 33643340

(ualimenypasna Ta kol 32 €APTIOY opuauuHol 0coBu abo npisauLE, iM's, 1o Garbxoni BisnuHoT
0coBH - rianpHemi, i MiCLe NPOXHBAHHA Ta peecrpauidinui HoMep o6nikopol KapTKK NATHHKE
nozarkis a6o cepis Ta HOMEP NACTIOPTa)

TIpoToKot Bi3yaILHOro KOWTPOJIO Bl 09.05.2024 Ne 1615/3.

3a  pesyfbTaTaMu  HEPKABHOrO KOWTPOMIO  BCTAHOBICHO, wo Jikapchkuit 3aci6 Beeseno B Ykpaihy 3
JOTPHMAHHAM BAMOT 3aKOHOAABCTBA (MO0 3a6e3rieuenns axocTi Nikapchkyx/3acobis.

. 'bm /
Sl ,‘)\\' ~Jo,
Hauansuugl/s & NP Muxona XOJOIAEHKO
o 12 hépht (nianue) (iniuiany Ta npissuule)
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DocuSign Envelope ID: 8C752CCE-20A0-4087-937A-08695CC5C723

SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUOIKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hazsa Ta Servier (Treland) Industries Lid/Cepe'e (Ipmanais)

appeca BupoOHIKA lapactpic Jita
Moneylands, Gorey Road/Maninenis. Topeit
Poya,
Arklow/Apkioy,

Co. Wicklow/Ko. Bikioy,

Ireland/Ipnasis

Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Vipaina"
Haasa ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./syn.

Habepesxno-Xpetaruupra, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Yipaiua

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapeeiui 3acit
APOFYKIL, WO [HOCTAYAETHES

Pharmaceutical form/Jlikapceka dopma Tablets/Tabnerin

Name of the Product/Hassa sikapcnKoro Bi-PRESTARIUM® 5 mg/10 mg/

sacody Bi-[MPECTAPIYM® 5 mr/10 mr

Dosage/Cua it Smg/10mg / 5 mr/10mr

Type and size of packaging/Bus ta poamip 30 tablets in the ontainer for tablets; 1 container

YIAKOBKH in the carton box/ o 30 TabneTok y KoHreHnepi
st TabletoK; o | kounTeiitepy 8 kopobut 3
KAPTOHY

Finished Product batch number/Cepisa rotoporo 741902
JIKAPCHLROTO 3aC00y

Manufacturing date/Hara supobruursa 022024
Expiry date/Tepmitl IpuaaTHOCT 022027
Batch size/Kinskicts y cepii 6,146 Boxes/ynakoBok

Manufacturing Licence number/Homep aineusii M00068/00001
Ha BUPOORULITEO

Registration Number/Peectpauiiine UA/8748/01/02
HOCBIMEHH

Servier (Lreland) Industrres LTD. Moneylands Gorey Road, Arklow, CoWicklow, Treland,
Tel: #3353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (Freonch), Chostian Sauvenr {French). Joho Redmond.
Company registered in Ireland No, 117246
Page 1 of 7
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Method ref/Ilocunanna na memoo: DIC _S005985 PF T CTR _15051_EN 4.0
Specification ref/Tlocunannn na cneundpiraniro: DTC_S005985_PF N _SPE_15860_EN 3.0

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

Formulation/Jicapesxa dopma:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindoprilyand 13,370 mg of amlodipine besilate

(expressed as 10 mg of amlodipine)/ tabaerin, wo sierts 5 Mrepuraonply apriniay (wosianosinae 3,395 ur nepusaoapuny

13,870 mr ansoamniny Gecuaaty (o Bianosizae 10 Mr amioauniny)

oo

Paclaging Lot No./Cepin Ne:

741902

735105

Manufacturing Batch No/Bupobmiraa mapria Ne:

TESTSTIOKAZHHKI

STANDARDS/CTARJAPTH

RESULTS/
PESYIIBTATH

L. Appearance/ Jopuinraiil Burasy

2. Identification of drug substances/
{nenrndinanis gilounx pedosuy

- 39490 and A 1095 by LC/
repurzonpuil (S 9490) Ta amsoannib
{A 1095) meronom PX

- $ 9490 and A 1095 by TLC/
nepueaonpu (S 9490) ta amnominiy
(A 1095) meronon TLUX

White, square-shaped tablet engraved with 5/10 on
%

one face and on the other face/ binoro komsopy,
KeaaparHol Gopau Talnerxa 3 TucHeHHAM 5/10 3
2

oanoro HOKY Ta 3 IHLIOTO

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 chromatogram obtained with the reference
solution/ Hac yTprMars OCHOBHUX THiKkip
{repHHACTPHAY T AMIOANTINY) Ha XPOMaTOTpani
JOCTIDKYBAROTO POBUHIY € LACHTUMHUM A0 Yacy
YTPAMEHHS OCHORHIX [IKIB Ha XpomaTorpami
DOIUUHY NOPIBHAHHS

Main spots (59490 and A 1095} identical in position,
colour and size for test and refercnce/ Nonopul mrsu
(nepuHLOnp Y TR AMIONANTIHY) IBenTdui 110
DONOKEHING, KOALOPY Ta POIMIipy s
JOCHHKYBAHOrO POIUUBY 1 POIUMUY [OPIBHIHHA

Complies/ Bianosizae

Complies/Binoginae

Complies/Bigosinac

Servier (breland) industrics

Drirectors: Christian Bazantay (Fren

80270 UKR1 V2

Fel

333 (0) 402 20800 S3 0y 42 20838

Company registered in Treland Mo, 117246

T, Moneylands Gorey Road, Arklow, Co Wicklow. lreland

1), Chiristinn Sanveur (Frenceh), John Redmond,

Page2 of 7
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Method ref/llocunannsn na memod: DIC _S005985 PF T CTR_15051_EN_

Specification ref/Hocunanns na cnenughicauin: DTC_SG05 )85_,PFJV_SI’E_1 5860 EN 3.0

4.0

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

Formulation/Jlikapebxa gopma:

13,870 amr anosuniny Securary (e planosigae 10 Mr amaoamminy)

Tablats containing 5 mg of perindopril arginine {expressed as 3,395 my of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ ralnersn, wo sictirs 5 Mr oepuagonpuity aprininy (o sianoeiaac 3

395 Mr nepuBao Ty

non-aquecus preparations for oral

e (3, FEoTA S 4Q P “I(..~: 47
nsef €nponeiichka {[1alaa1ax\onex Total combined yeasts/ moulds count (TYMC) 3araisnna

(5.1.4., nesodui npenapeami dux xinpkicrs rpubis: < 102 CFU/g / KYO/r
HEPOPATOHOZ0 SUCHOCYBAIISL) Escherichia coli: absence/] gf mincymiy 1o

Appl

5. Drug substances content (LC)

{mg/tablet)/ Baicr aitoumx 4,75 105,25 (95 % to 105 % of the theoretical content of 3
pewonin (PX) (vr/rada.) mg) 4,73 1o 5,25 (95 % no 105 % Bix TeopeTHIHONO
- S 9490-6/ nepHHAOHPUIY BMICTY 5 MI)

9,50 to 10,50 (95 % t0.103 % of the theoretical content of
10 mg) 9,50 no 10,30 (95 % zo 103 % Bix TeopeTHIHOLD
BMicry 10 mr)

apriugin (S 9490-6)
- A 1095/ avroaunin (A 1095)

Packaging Lot No./Cepin Ne: Manufacturing Batch No./BupoGmva napria N
741902 : 735108

TESTSATOKAZHIAKY STANDARDS/CTAHJAPTH RESULTS/

PEIYJIBTATH
3. Average mass (mg)/ Cepenun 197,610 218,4 (95 % to 103 % of theoretical mass of 208 207 7mgiur
aaca (M) meg) 197,6 102184 (935 % no 105 % Bia Teopernunol
wac 208 M1

4. Microbiological quality (skip
testing)/ MikpoGiosoriuna
QHCTOTA (CKIN-TCCTYBANNS) Total aerobic microbial count (TAMC) / 3arassna inbkicTs *Skip Test - Not
European Pharmacopoeia (5.1.4., aepobunx Sawrepiit: < 107 CFU/g / KVO/r Applicable

#Skip Test - Not

Applicable

*Skip Test - Not
icable

5.13mgimr
g

9.90mg/mr

* Skip test/Ckin Tectysaums, Passes/Binnosigae, not applicable/ne nposomupes

Servier (frefand) Industries LTD., Monevlands Gorey Read, Arklow, Co Wickiow. Trelund.

i () 402 20800 Fax: +333 () 402 20888

[drectors: Christian Hd[clmd\ {Frenchy, Chitistian Sauveur {French), Jolu BRedmond.
Company registered i Ireland Now 117246

80270 UKRI V2 Page 3 of 7
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Method ref/Ilocunasnus na memod: DTC_S005985_PF T _CTR_15051_EN 4.0
Specification ref/Hocuranna na cneyupivauiro: DTC_S005985_PF N _SPE 15860 EN 3.0

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

Formulation/Jikapesxa Gopma:

"ablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindepril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ Tabnersu, mo mictars 5 Mr nepunnonpiuty aprininy (wo sianosinae 3,395 ur nepumaonpiny
13,870 mr amnoanniny Secuiary (mo pianosizae 10 mrasmonuniny)

Packaging Lot No./Cepis No: Manufactaring Bateh No./BupoGunaa napria No:

741902 735105

TESTSTIOKABHIKI STANDARDS/CTAHIAPTH RESULTS/
PESYIBLTATH

6. Degradation products
content (L.C) (Y av/iry /
BatieT npoayxris
uerpaganii (xomMimok)

PX) (% n/oey:

- 597801 <0,5 <(.10%

-¥ 32 <0,2 <0.10%

-Y 33 <02 <0.10%

- Y 31 <04 <0104

- Y 1745 :;0;1 <0.10%

- Y 1766 ‘ < 0,2 <0.10%

- Any other degradation <02 <0.10°
products/ Byab-stca inira 7
HOMitLKa

- Total content of < 2.0 e

degradation products/ <0.10%

Jaramsunil BMICT ZoMInIOK

7. Uniformity of dosage Etff;i{ K};’t:“ bc; 1""";&?} K 'A(“["f‘p taan, u}‘f'i “/

units for S 9490-6 and ; AbKICTs TabneTox Kpurepil npulirarugocti

A 1095 {L.C) (%/label

elaim)/ Qnuopignicre

AO30BAMIIX GAHHILS NS

nepuyacnpHIty apriginy §1 10 AVL13.0% 3.9

(S 9490-6) Ta amaoanniny 52

(A 1095) (PX) (Yo Bint

3asBAeR0T KinbKoCTI)

European Phanmacopocia ¥ +20 (30) AV <150 %

(2.9.40.)/ Epporicitciia 0,75 M < each unit/koxua

Gapmaxoitest {2.9.40,) O;U‘r'mum <195 M
CAMHEEA 2 1,40 4

Servier (Irctand) Industries LTD., Moneylands (}Omy Road, Arklow, Co Wicklow. Treland.
Tel: +353 (0) 402 20800 Fax: 333 (1) 402 20888
Divectors: Christian Bazantay {French), Christian Seuvour (French), Jehn Redmondd.
Company registered in freland No, 117246
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Method ref/llocunannn na memod: DTC_S005985_PF T CTR 15 051_EN 4.0
Specification ref/Tlocunanun na cnegngirauiio: DTC_S005985_PF N _SPE_I5 860 _EN 3.0

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

Formulation/fikapcsra gopma:
Tablets containing 3 my of perindopril arginine (expressed as 3,393 mg of perindopril} and 13,870 mg of amlodipine besilate (expresse
as 10 mg of amlodipine)/ rabnerxy, wo wicrste 5 Mr gepusponpmay apriiny (W0 mianosigac 3.395 Mr HEPHHAGAPRAY) 1
13,870 sy avnouniny Secraty (o sinnosizae 10 mr ANMUTOIITTEHY)

Packaging Lot No./Cepin Ne: Manufacturing Bateh No./BupoGunua napris Ne:

741902 : 735108

TESTS/ STANDARDS/CTAHAAPTH RESULTS/
NOKAZHHKHK PE3YJIRTATY
8. Disselution (LO) Q=73%at 15 min for § 9490-6/

{(%):/ Posunnmnicrs Q=75 % 15 conamy g S 94906

(PX) (%) ——

Eurapean Stage/ | Number tested/] Acceprance criteria /

Pharmacopocia (2.9:3)/ | | Crania | Kinbgicrs Kpurepii npuinisruocri

Caponchichia Tabnerok

Dapstaronea (2.9,3.)

Si 6 Each unit is ot less than 80 % /
Koskna ofzmuis ve momie 80 %

82 +6 {12), Average of {2 units {S1+82) isequal to or greater than 75 %
and no unit s less than 600%¢ Cepesse 12 ogmunns (S1482)
Olipaue ato aopisrioe 75 Yo ta woanol omuumi mentue 50 %

S3 +12 (24) Average of 24 units (81+82+83) is equal to or groater than 75 %,
no more than 2 units are less than 60 % and no unit is less than
50 % Cepeane 24 omnug (S1+82+53) Sumuie abo aopismor
75 %, e Binnure ApoxX oaume Metune 60 % 1a koxnoT
oaunmli Merme 30 %

Servier (lreland) ndustries LTD., Monevlands Gorey Road, Arklow, Co Wisklow. Treland.
Tel 353 () 402 20800 Fax: +333 () 402 20888
Directors: Christian Bazaniay (Freneh), Christian Sauveur (French), John Redmond,
Company registered i Treland Mo, 117246
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caSign £ £ 204147C0-8313-49FC-809C-EICETACEBOES ¢ 1y 1 ¥ TNy BRIV T TS 1IN O Y ey
oeuBian Enelope 10: 204141G0. 801349 C 0CRICTACERES { D L AND) INDUSTRIES LTD.

Method ref/llocurannn na memod: DTC_S005985_PF T CTR 1505 I _EN 4.0
Specification ref/llocunanun na cnequgirayino: DT C_S005985_PF_N_SPE_15860 EN 3.0

Bi-PRESTARIUM" 5 mg/10 mg/Bi-ITPECTAPIYM® 5 mr/10 mr

Formulation/Hrapcera dopma:

Tablets containing 3 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate (expre
as 10 mg of amlodipine)/ raGaerkn, w© Mictite 5 MU nepHBAONPHIY apriginy (uo sianorimac 3,395 mr repuunonpuay)
13,870 Mr avgonuniny Secnmary (mo sianosizae 10 Mr AMNOIRITHY)

Packaging Lot No./Cepin Ne: Manufacturing Batch No./BapoGunua napris Ne;
741 9_02 , v 735105
TESTS/ STANDARDS/CTAHJIAPTH RESULTS/
HHOKAZHUKK PEIYVIALTATYH
8. Disselution (LC) Q=75%at 15 min lor A 1093/
(%) PosunnnicTs Q=75 %38 15 xwzns o A 1093
(PX) (Yon : : ,
European Stage/ | Number tested/ | Acceptance criteria /
Pharmacopocia /2.9.3. || Cragin | Kinpxicrs Kpirvepli npuiissriocsi
Caponelicnka Tabnerox
Bapatarones (2.9.3,)
51 6 Bach unit is not less than 80 3%/ ‘
Kosua caminag He Mene $0 % B T O9%%
92 16 {12 Average of 12 units (51+82) Is equal to-or greater than 75 %

“and no urdt s less than 60% Cepesane 12 saummns ($1+482)
Olspiue abo gopisnwe 73 % va wodnot oxmuuid Mewe 60 %

+12 (24) Average of 24 unis (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-%¢ Cepeanc 24 ogunnus (S1+82+83) Ginnuie ado Jopieaioe
75 %, vie SiAsme 80X oHHUUEL MeHIue 60 % Ta womof
oauHm sene 50 %

[ 7]
L3

ANALYSIS 7 AHATIIS : 02/04/2024
Batch accepted/Tapris mpuitnsra

o ToeuSlnad by
o aren hes
Analytical Services Manager/ Kare HmllJQ
: - N i 34T CAZERBUT v 4 At ey
Meemxep o KONTPOMIO Ta AHUISY #KOCTI SIPSEEERD - Michael Byrne/ Mixaeans Bipne

PP'd on behalf of
#ichael Byrne

Seevier (reland) Tndustries UTD:, Monevlarids Gorey Road, Arklow, Co Wicklaw, Ireland.
Tel: +353 {0y 402 20800 Fax: +353 () 402 20888
Directors; Christian Bazantay (French). Christian Sauvewr (Frenchy, John Redmond,
Company registered in Trelamd No, 117246
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SERVIER (JRELAND) INDUSTRIES LTD,

TR senvinn

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 requirernents 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/

[rm 7 23cBiAuyIO, [HO HABCCNA BHINE iHQOPMATIA € AOCTOBIPHOI TA TOUHOLO. Lo cepito
npoayxuii 6y10 supoieHo (BRIIOUAIOUN MAKYBAHHA/MAPKYBAMIA) T4 PORCACHO KOHTPOJb
T AKOCT! Ha BUiLEe3asHaveniil AinbHuul v nosrii pignosiguocti 3 sumoranu GMP,
BCTAHOBACHHMHI MICLEBHM PETYISTOPHHM OPraHoM, a TakOK BIANoRiHO A0 cneundikauii,
10 MiCTSTHES Y peecTpaiftHomy Jocke. ITpoToKoIH BUPODHHIITEA, TAKYBAHHA T4 apanizis
Gy:10 HeperiisTayTo T4 BeTaHoBeHo siroriicts GMP.

Date of batch velease//lara sunyeky cepil 11/04/24

Name and Position/Title of person authorising the Batch Release/ Hpispume ta nocaja/
apaunsg ocobi, grA BUAAIA A03BIT Ba BunycK cepii

{1 Dr Blanaid Bowes, Qualified Person/ Binnosigansa ocoda
H Ms Ailbhe Wade, Qualified Person/ Bignosizasua ocofa

[1 Ms Carmel Kinsella, Qualified Person/ Binnowizansna ocoda
[1 Ms Jenny Quinn, Qualified Person/ Bianosigausua ocoba

[ Ms Niamh Ryan, Qualified Person/ Binnosizansra ocoda

DocuSigned by:

Signature/Tlignne | Niamh Ryan Date/Jlara: 11 April 2024

018FCEB610E3401...

Finished product batch number/ Homep cepii rotosoro stikapcskoro sacoBy: 741902

Servier (Tretand) Tndustries LTD.. Moneylands Gorey Road. Asklow, CoWicklow, Irelnnd,
Tel: +353 (0) 402 20800 Fax: +333 (07402 20888
Directors: Chiristian Bazamay (Freach), Christian Savvewr (French), John Redmond.
Company repistered i Treland No. 117246
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