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TA KOHTPOJIO 3A HAPKOTHKAMM y m. KUEB]

ripons. Hanit Ceiramunol, 3, 02099, ren. (044) 295-26-85
F-mail: dls.kyiv@dls.gov.ua, Ko €JPTIOY 37079055

BHCHOBOK
PO AKICTL BBE3CHOT0 B YRpainy JAiKapenKroro 3a000y

16.10.2024 No 54118/24/26

BI-IIPECTAPIVM® 10 MI/5s M

(waliMenynuii AxapesRoro 3acody 3¢ VIO 3 peeeTpanifiig nocsiadein)
TabheTry, 1o 30 rabaeror Y !\()HILHIIL{)] 2t TadiieTorR; 1o I woureitnepy B l\()p()()m 3
Kaprouy

(DOPMA BHIYCKY, A03YBAIIA. BI HAKY BAHIS ATKAPCLKOrO 3a¢00Y)
Homep peectpauiiioro nocsinuemsn UA/8748/01/03 crpor aif peectpaniiinoro nocsiAteHng HeOOMCHKCH I
Cepis sikapeskoro sacoby Ne 747807 KifbkicTh preieiioro aikapeskoro sacody 25040

BupoGruk Cepr'e (Ipnanuin) Inaacrpic Jita, [pranais

{(HaMMCRYBAEHS BUPOOHHKA ATKAPCLROCO 3ac00y, kpaing (10X LReHHH)

Beeseno s Yrpaiiy Topapuerso 3 ofaexenoo sianonizanaicrio "CEPRE VIPATIIAY
inenr. kou: 33643340

(raiistenynaus ta koi 32 CHPTIOY wpmanunol ocobit abo uplasitoie, v, 1o Garbroni Gisminol
ocolH - nianpHesi, I micle NPOAHBRIIS T2 PCE crpanifitit HoMep ofaiKoBpOT KAPTRH MAXTHHKRY
NOATKIE a0 cepis Ta HOMED 1aCHopTa)

MpoToron Bisyassioro konrpomo sin 16.10,2024 N 3510/6.

3a  pesyabTaTaMi  NEPKABHOIO  KOHTPOMO  BCTAHOBICHO,  HIO sikapenknit 3aci® Bseseno B Yipainy 3
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Docusign Envelope ID: 60C998F4-1BAE-46F3-A9D4-4FB80SDD26D1

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOTO 3ACOBY

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

ajipeca BUPOOHNKa

Name of Importer and Address/

Hasea Ta agpeca iMnoprtepa

Which Consignment of product is delivered/Bux
MPOAYKIIT, 10 TTOCTAYAETHCS

Pharmaceutical form/Jlikapcrka hopma

Name of the Product/Hazsa Jiikapchkoro
3aco0y

Dosage/Cuna nil

Type and size of packaging/Bun ta posMip
YIIaKOBKH

Finished Product batch number/Cepis rorogoro
JIKapchKoTo 3aco0y

Manufacturing date/Jlata sRupoGHUIITBA
Expiry date/Tepmin npujiatHocTi
Batch size/Kinpkicts y cepii

Manufacturing Licence number/Homep ninensii
Ha BUPOOHULUTBO

Registration Number/PeecTpauiitne
MOCBITUCHHSA

Tuacrpic JItn

Moneylands, Gorey Road/Mawninenns, 'opeit
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Bikioy,

Ircland/Ipyianis

Servier Ukraine LLC/TOB "Cepr'e Ypaina"
41, Naberezhno—Khreshchatytska St./Byu.
Habepexno-Xpeuaruipka, 41

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

Pharmaceutical Product/JTikapcekuii 3aci®

Tablets/Tabnerxu

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

10mg/5mg / 10 Mr/5 mr

30 tablets in the container for tablets; 1 container
in the carton box/ mo 30 Tabnerok y KouTeitHepi
1utg TabneTok; 1o | KoHTeiHepy B kopodi 3
KapTouy

747807

08 2024

08 2027

25,040 Boxes/ynakoBok
M00068/00001

UA/8748/01/03
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Docusign Envelope ID: 60C998F4-1BAE-46F3-A9D4-4FB809DD26D1

Docusign Envelope ID: FD7B38AD-AES5-4B2E-B75A-36C4DC

O6B0

Method ref/ITocunanna na semod: DTC _SO005985 PF T CTR_15051 EN 4.0
Specification ref/Hocunanns na cnequdpinauito: DIC _S005985_PF N SPE 15561 N 5.0

Bi-PRESTARIUM® 10 mg/5 mg/ i-HPECTAPIYM®™ 10 mc/5 mr

Formulation/Jlikapeska gopaa:

Tablets containing 10 mg of perindopril arginine (expressed as 6.790 mg of perindopril) and 6,935 mg of amlodipine besilate
{expressed as 5 mig of amlodipine)/ raservkn, wo micetrs 1O M repuraonpury aprininy (o sianosizac 6,790 ur
NEPHHAONPINY) Ta 6,935 Mr aMpoaMminy decuaTy (M0 BLOBIIAE 5 M aMBOIMITIHY)

Packaging Lot Ne./Cepin No:

747807

749476

Manufacturing Batch No/BupoGnuua papria Ne:

TESTSTIOKASHUKI

STANDARDS/CTAHIAPTH

RESULTS/

PEIVIALTATH

1. Appearance/ 30BHIWIHIA BUrAAg,

2. Hdentification of drug substances/
LrenTidicanis Hounx pevosnn
-5 9490 and A 1095 by LC/
nepHIRONPILT (S 9490) T2 asstourin
(A 1095) merojiom PX

- S 9490 and A 1095 by TLC/
niepieAonpuT (S 94903 ta amnoauinn
(A 1095) meronom TIHIX

ar-shaped tablet engraved with 10/5 on

White. triang

one face and on the other face/ bisoro xossopy,
TpukyTHOT hopmu tabnerka 3 trercrnsm 10/5 3

ojHoro Hoky Ta 3 HIOCo

The privcipal peaks (S 9490 and A 1095) in the
chromatogram obtained with the test solution have a
retention fme similar to that ol the principal peaks in
the chromatogram obtained with the reference
solution/ Mac yrpusManis OcHoRI mKin
(TICPHHAONPIIY Ta AMIGITITRYY 11 XPOMATOrpami
JOCHLRRYBAHOTO POSUHHY € LACHTHUHIM J10 Hacy
VIPHMAHHSI QCHOBHIX MKIB L XPOMATOUPAMI
POIUHHY TOPIBHAHHS

Main spots (S 9490 and A 1095) identical in position,
colour and size (or test and reference/ TONOBRI 1LBIMK
(ICPIILAOTPIAY T gMAOINIIY A no
TOJNIOMKCH IO, KOJLOPY Ta PO3MIPY 1
HOCHIDKYBAHOIO PO3UKHY | POSUHHY HOPIBHAHHS

i

Complics’ Binnosigace

Complies/Bianopiae

Complics/Binnoninae

Servier (Trelandy Indust:

i

Divectors: Christian

86280 UKRI V3

des LTD L, Monevlands Gorsy Road,

{ay Al

M 208 %
Bazantay (Frenehy, Christ uveur (Mrench) John Redmond.
Company vegistored ire froland No, 1172+

(o Wicklow, Teehnud,

Page 2 0l 7




Docusign Envelope ID: FD7B38AD-AES5-4B2E-B75A-36C4DC4566B0

H

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

Method ref/Ilocunannsa na memoo: DTC _S005985 PF T CTR 15051 EN 4.0
Specification ref/Hocunanus na cnexupicauivo: DTC _S005985_PF N _SPE 15861 _EN 3.0 ‘

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

Formulation/Mikapcbka ropma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6.935 mg of amlodipine hesilate
(expressed as 5.mg of amlodipine)/ TaGnerkin, o MicTsh 10 ME HePHEIONPHAY apridiny (U0 BLTOBLGAC 0,790 M
TCPUIIOTPIETY) T 6,935 Mr amnoaunminy Seciurary (M0 BIAMORBIZAE 5 MIT AMAOAUITIHY)

Packaging Lot No./Cepis No:

7478067

749476

Manufacturing Batch No./Bupo6unyua napria Ne:

TESTS/HOKA3ZHHUKH

STANDARDS/CTAHIAPTH

RESULTS/
PE3YIABTATH

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

4. Microbiological guality (skip
testing)/ Mixpodioaoriana
HHETOTA (CRITFTECTYRAHTIN)
European Pharmacopoeia (5.1.4.,
non-aqueous preparations for oral
use/ Erponelichia hapmaxones
(5.1.4,, neeoouni npenapamu dua
HEPOPAILHOZO 3ACIOCVEAHN)

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

peuopnn (PX) (mr/rada.)-

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

- A 1095/ amnozannin (A 1095)

197,6 to 218.4 (95 % to 105 % of theoretical mags of 208
mg) 197,6 5o 218,44 (95 % po 105 % sin reope ol
macr 208 M)

Total acrobic microbial count (TAMC) / 3arainha siapkicrs
acpobunx dawrepiii: < 10° CFU/g / KYOir

Total combined yeasts/ moulds count (TYMC)/ Jaransna
Kispxicts rpnbin: £ 107 CFU/g / KYO/r

Escherichia colir absence/t g/ sineyraiy Ly

9,50 10 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9.50 no 10,50 (95 % no 105 % pia TeopeTUIHOTO
puicTy 10 M)

4,75 10 5,25 (95 % 10 105 % of the theoretical content of
S mg) 4,75 10 5,25 (95 % ao 105 % sig Teopernuioro
BMiCTY 5 My)

208.0mg/mr

#Skip Test - Nol
Applicable

*Skip Test - Not
Applicable

"k,qk'i[‘\ Test - Not
Applicable

10.15mg/mr

4. 86mgivr

* Skip test/Crim recrynanug, Passes/Binronigae, not applicable/ue niporojuses

Divectors: Christian Bazantay (French), Christian Sauve

§0280 UKR1 V3

T Mo

(0} i

330y 402 20888 )
zneh ) John Redmond

Company regy (SO ]
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Docusign Envelope I1D: 60C998F4-1BAE-46F3-A9D4-4FB809DL26D1

Docusign Envelope 1D:; FD7B38AD-AEG5-4B2E-B75A-35C4DC456680

i

Formulation/Hikapenka gopya;
Tablets containing 10 mg of perindopril arginine (expressaed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
(expressed as 5 mg of amlodipine)/ ra6neriu, no micrsrn [0 Mr neprzonpaay apeininy (1o sirosinac 6.790 ure
HEPHHAONPHITY) Td 0.935 »r avttoaintiny GCCHHATY (1O RUINOBLLAC S M1 QM0 T )

Packaging Lot No./Cepist Ne: 747807 o Manufacturing Batch No./BupoGraa napris Ne:
. 749476

'I‘E‘S'I‘S/I'I'OK AJHUKH | | : STANDARDS/CTAHJIAPTHA : RESULTS/
PE3YJLTATH

6. Degradation products

content (LC) (% m/m) /

Baicr npoxyxrin

Jerpaganit (JroMinmok)

PX) (%% m/ury:

- S 9780-1

-Y 32

-Y 33

-Y 31

-Y 1745

=Y 1766 ‘

~ Any other degradation -
products/ Bysn-sia imma ' . :
JOMIIKE

- Total content of

degradation products/

ZarannpHuil BMICT JOMIUTOR

PA
o
[

, , L =0.10%

7. Uniformity of dosage
units for $ 9490-6 and A Stage/ Number tested! Aceeptance criteria /
1098 (1.C) (%/label Cranis Kinpkicrs radacrok Kpurepit nprituaTiocTt
claim)/ OnopinvicTe
NO30BRIMAN OJHH I, [T
nepuRAOnpuAy apriuiny St 10 AV < 15.0 %, 5.4
(S 9490-6) Ta amdiouriny 6o
(A 1095) (PX) (% nin
saspienol Kinbroeri)
Furopean Pharmacopocia S2 +20 0 (3 /
{2.9.40.)/ €rponekcnia
Dapmakonest (2.9.44).)

oauusg < 125 M

w, Co Wicklow, Tretomd,

RN

Servier (Frelundy Industries T Money!
Tel #3583 (0) 402 20K
Divectors: Chvistian Bazantay (v
{Company 1

80280 UKR1 V3 . C - Pagedof7

chy. Johe Redirond,




Docusign Envelope IID: 60C998F4-1BAE-46F3-A9D4-4FB809DD2601

56680

Docusign Envelope 1D FD7B3BAD-ALE95-4B2E-B75A-36C4D

Method ref/Hocunanns na semoo: DTC_S005985 PF T _CTR_15051_EN 4.0 :,
Specification ref/Hocwianna na cnequpicayiro: DTC_S005985_PF N _SPE_1586]1 EN 3.0 |

Bi-PRESTARIUM® 10 mg/5 me/ Bi-IPECTAPIVM® 10 Mr/S Mr

Formulation/Jlikapenka gopma:

Tablets containing 10 mg of perindepril arginine (expressed as 6,790 mg of perindopril) and 6.935 mg of amlodipine besilate
(expressed as. 5 mg of amlodipine)/ rTaduerkin, o wicvars 10 My nepungoupHay  aprininy (o simosiiae 6,790 mr
NERRBAOUPUITY) Ta 6,935 Mr amaouniny Seciurary (10 BUNORAE S MI aMA0AHITHY)

Packaging Lot No./Cepist Ne: 747807 Manufacturing Bateh No./Bupotnuaa napvise Ne: 749476
TESTS/ ‘ STANDARDS/CTAHAAPTH RESULTS/
MOKA3ZHUKH PEZVIALTATH
8. Dissolution (1.C) Q=75 % at 153 min for § 9490-6/

(%):/ PozsmumicTn Q= 75 % 4 15 xpwmn s S 9490-6

(PX) (%): _

European ' Stage/ | Number tested/, Acceptance eriteria/

Pharmacopoeia (2.9.3.)/ Crania | Kinekicr, Kpurepii upniingrnocri

Crporcicnia Tabneror
Bapmaxones (2.9.3.) -

St 6 Each unit is not less than 80 % /
Kosia ogumss ue senne SO %5

52 +6.(12) Average of 12 units (S1+82) is equal to or greater than 75 %,
: and no unitis less than 60 2%/ Cepeane 12 ogmnmig (S1482)
B abo J0pisHioc 75 % ra mOAH0T 0UIHHI MCHINS 60 Y

S3 +12 (24) Average of 24 units (S1-+82+83) s equal to or greater than 75 Yo,

no more than 2 units are less than 60 % and no unit is less than
S0 %/ Cepenre 24 otrans (SHES2483) Ginnnie adio xopiguioe
75 %%, He BinLUIC ABOX OAHMINL MSHINC 60 %6 Ta KoAHOT
ojruiuL Meue 50 %

i Wiek lowe, Tred

Servier (relandy Indosiries LTT, M
Tel: S0y 402
Divectors: Christian Ba

iy dotny Redmond,

§0280 UKRI V3 Page 507



Dacusign Envelope 1D: 606998{34-1BAE-~46F3~AQD4-4FBSOQDDZGD1

Docusign Envelope ID: FII7R38AD-AESS

Method ref/Hocunwins na memon: DTC SO05985 P T CTR 15051 EN
Specification ref/Iocunannn na cneyughixayivo: DTC _S005985 PF N _SPE 15861 EN 3.0 ‘

by

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

Formulation/Jlirapcora popma

{expressed as S

Tablets containiug 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
mg of umlodipine)/ rabreren, wo MicTars 10 My nepwrgonpiny  aprininy (mo  simmomaae 6,790 wy

Packaging Lot No./Cepin No: 747807

Manufacturing Batch No./Bupotumaa naprin Ne: 749476

TESTS/ ,
OKA3HUKY

RESULTS
PE3VILTATH

L STANDARDS/ICTAHIAAPTH

8. Dissolution (LC)
(%0):/ Pozuunnicrs
(PX) (%%):

Q=75 % at 15 thin for A 1095/
Q=75 % 3a 15 xpunmn s A 10958

Number tested/
Kinbxicth
TAONRCTOR

European
Pharmacopoeia (2.9.3.)/
€' Bponciicnica
Gapmaxories (2.9.3.)

Acceptance criteria /
Kpireepii upriinsrnocri

Fach urit is not-less than 80 % /
Koskita oquraina e meritme 80 %% 98%

Average of 12 units (§14+82) is equal to or greater than 75 %%
and no anit is less than 60 99/ Cepeaic 12 o (S14+82)

0/

Sinpiie abo aopinuioc 73 % ta woanot ounm Menme 60 %

S 6
$2 +6 (12)
o

412 (2

Average o 24 units (STS2+83) s cqual to or greater than 730
no more than 2 upits are less than 60 % and no unit is Jess than
50 9%/ Cepegne 24 omnmus (S1+82483) Gimine ado jopisimor
75 %, we Hlibiie ARox oML Metme 60 Y ra ko amol
oL memie S0 % '

ANALYSIS / AHAJIR © 16/08/2024
Batch accepted/Tlapris ripuiinara

DocuSignerd oy:

Analytical Services Manager /

JVIC}-ICH‘/KC[) 1O KOHTPOHY Ta 21}{21}“3}’ }”(K()C'l‘i

Servier drelandy Industric
Tl

Divectors: Chiistian Ba
{on

80280 UKRI V3

e Wickiow i
F3 () 4072 20868
chy John Redmond.

LR
fan Sa
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Docusign Envelope ID: B0CY98F 4-1BAE-46F3-A9D4-4FBEOIDN26D 1

SEOVIER

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 analyscs were reviewed and
GMP compliance was cstablished/

Llum 51 3acBimuylo, U0 HABeAEHa BULIE IHQOPMALLA € JOCTOBIPHOIO Ta TouHOotO. [0 cepito
NpOAYKLIT 6y10 BUPOOHEHO (BKIIHOUAOUH AKYBAHHA/MapIKYBaHH) Ta MPOBEACHO KOHTPOIL
11 SKOCTI Ha BHUIE3a3HAUCHIH HiJILHULI Y TTOBHIH BijroriuHoCT 3 BUMOramu GMP,
BCTAHOBJEHUMY MiCLIEBHM PETYNIATOPIHM OPTaroM, a TAKOXK BIMTTORITO o cneumikartii,
110 MICTATLCA Y peecTpatiftiomMy mocse. [IpoToKo M RUPOOTIHITRA, TIAKYBAHHS Ta anaisis
6yno meperysiHyTO Ta BCTAHOBMEHO BiguoBiqHicTh GMP.

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

Name and Position/Title of person authorising the Batch Release/ Ilpizsuiue Ta nocana/
3BaHHsI ocoﬁu sKa Blmana 03BN Ha BUIIYCK cepil

i
0

K Ms Carmel Kinselia, Qualified Person/ Binnosinaimnsna ocoba

Dr Blanaid Bowes, Qualitied Person/ Bianonsigansia ocoda

Ms Ailbhe Wade, Qualified Person/ Bixnopinansna ocoba

—

Ms Jenny Quinn, Qualmed Pelson/ anomnanbm 0006a

[
[ Ms Niamh Ryan Quallﬁed Person/ BIAHOBI,IIEIHI:HEI ocoba

o ’ DocuSigned by: ' ‘ ‘
. e : : : 10 September 2024
Signature/TTinrivic éa r { Date/darta:” P r

- BACOAC3460144BD

Finished product batch number/ Homep cepii rotoBoro nikapcekoro sacoby: 747807
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