AEPKABHA CJIYKBA 3 TIKAPChKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHECBI

npog. Haail Ceitnwuned, 3, 02099, Ten, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €APTIOY 37079055

BUCHOBOK
PO AKICTHh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

23.11.2023 Ne 60185/23/26

BI-IIPECTAPIYM® 5 MI'/5S MI'

(HaliMEeHyRaHHA NiKapehKoro 3acoby 3rilHO 3 peecTPalliRHHM OCBITHEHHIM )
Tadnerkd, ne 30 Tabaerok y konTeiinepi g Tadnerok; no 1 xoHTelHepy B Kopodmi 3

I(ﬂp'l‘ﬂny

{hopma BUMycKy, J03YBaKHs, BUI MTAKyBaHHA Nikapcekoro sacoly}
Homep peectpauiiinoro nocsimuenns UA/8748/01/01 crpok aif peecrpauniiinoro nocsiaverts HEOOMEKEHMH
Cepis nikapcskoro zacoby N 732434 KinekicTs BBE3€HOTO NiKapcwkoro sacoby 36250

BupoGHuk Ceps'e (Ipnannist) Iagactpic Jitn, Ipraamis

{HaliMenyBaHHA BHpOOHUKA Nikapcekoro 3acoby, KpaiHa MOXOIMEHHA)

Beesero B Ykpaimy Tosapucrso 3 ofmeskenoo pignoeinansuicrio "CEPB'E€ YKPATHA",
igeuT. kox: 33643340

{HalivenyBanHa Ta ko 3a CJIPTIOY wpanuanol ocobr abo npizeuilg, iM'e, no SaTeroi Giznunof
ocolH - nianpuemis, i MicLle NpOKUBaHHI Ta peceTpaliiHMi Homep 0bnikoRoT KAPTKH TIATHHKA
noaaTkis ado cepid Ta HOMEP MacIopTa)

Mpotorkoen eisyansuoro konutponro eia 23.11.2023 M 3706/8.

BBE3SHC B VYKpalHy 3

Isas SAJBOPHIIX

(liuianu Ta opizeunie)



DocuSign Envelops |D: 2906D31E-50DA-4192-AA41-47F84CETOTED

SERVIER (IRELAND) INDUSTRIES LTD.

T sumem

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NKAPCbHOTO 3ACOBY

Name of the Manufacturer & Address /Hasra ta Servier (Ireland) Industries Ltd/Cepr'e (Ipnangis)
ajpeca BUPOOHHKA [rgactpic JItg

Moneylands, Gorey Road/Maninenns, Fopeit
Poya,

Arklow/Apknoy,
Co. Wicklow/Ko. Bixnoy,
Ireland/Tpnanpin
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Vipaiaa”
Hasea 1a agpeca imnopTepa 41, Naberezhno-Khreshchatytska St./syn.
Habepexso-Xpeinarnuska, 41
Kyiv, 04070/n. Knis, 04070
Ukraine/Yxpaina
Which Consignment of product is delivered/Bua Pharmaceutical Product/JTikapcekui saci6
NPOAYKIIL, 10 NOCTAYAETHCH

Pharmaceutical form/JMixapcsxa dropma Tablets/Tabnerku

Name of the Product/Hasea nirapcekoro Bi-PRESTARIUM® 5 mg/5 mg/

zacoby Ei-flTPECTAPTYM® 5 Mr/5 Mr

Dosage/Cana nii Smg/5mg / 5 Mr/S mr

Type and size of packaging/Bun Ta posmip 30 tablets in the container for tablets; 1 container

YTIaKOBKH in the carton box/ no 30 TaGnerok y xoutelinepi
)14 Tabnetox; no 1 xoHTe#Repy B kopobui 3
KapToHy

Finished Product batch number/Cepia rorosoro 732434
TMKAPCRKOro 3acody

Manufacturing date//Tara/gr
Expiry date/Tepmin

Batch size/KinLxiers y

MOCEi eI

Servier (Ireland) Industries LTD.. Mooeylands Gorey Road. Arklow, CoWicklow. Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Drrcctors: Christian Bazantay (French), Claistian Sauveur (French), Jokn Redmond.
Company registered in kreland No. 117248
Page 10of 7




DocuSign Envelops ID: 2906031E-50DA-4192-AA41-47F84CETO7ED

HocuE E“"‘"""j‘“BA’“DM1'FE°“3,*E‘2332;?"1’?3“33?31IRELAND) INDUSTRIES LTD.
> aawvmn B

Method ref/Ilocunannn na memod: DTC S005985 PF T CTR_15 051 EN 4.0
Specification ref/nocunanna na cneyupicayiv: DTC_S005985 PF N _SPE 1 5858 EN 5.0

Bi-PRESTARIUM® 5 mg/5 mg/Bi-IIPECTAPIYM® § ar/S mr

Formulation/Tixapchia gopma:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 6,935 mg of amlodipine besilate
{expressed as § mg of amlodipine)/ TaGnetku, mo Micrare 5 mMr nepHIONpWTy aprinity (o eignosinae 3,395 Mr
TMEPHIIONpANY) Ta 6,935 Mr aMaommiHY Gecunary (o mianopitac § Mr aMmonmminy)

Packaging Lot No./Cepin Ne: 732434 Mannfacturing Batch No./BupoSuuqa napris Na:

i r;u

—

(¥

.’l
e

"Eaﬂl—M: 5

707952
TESTS/INOKASHHKH STANDARDS/CTAHAAPTH RESULTS/
PE3IYJIBTATH
1.Appearance/ 3opHimuiii araan White, rod-shaped tabiet engraved with 5/5 on one Complies’ Binmrosizae
face and = vn the ather face/ Binoro xonLopy,
aoeracrol GopMu tabnerka 2 TuCHERAAM 5/5 3
[ P
ofnoro 6oxy Ta 3 iHWore
2. Identification of drug substances/ The principal peaks (S 9490 and A 1095) in the ) . .
InenTAGikauis Airoaux pevoRAA chromatogram ¢blained with the test solution have a Complies/Bianosisae
- 89490 and A 1095 by L&/ relention time similar to that of the principal peaks in
aepeHAONpU ($ 9490) Ta amnonumiu the chromatogram obtained with the reference
(A 1095) MeTonom PX solution/ Yac yTpHMaHKA OCHOBHHX ITIKiB
(MepHEACNPILTY T2 AMIOUTIHY } 12 XPOMATOrpai
AOCTKYBAHOIO POFIHHY € ICHTHUHHM JC 4acy
YTPHMAHHS OCHOBHWX TIKIiB Ha XPOMATOrpami
pO3qERY nopisiaHaA
Main spots (S 9490 and A 1095) identical in position,
= 59490 and A 1095 by TLC/ . colour and size for test and reference/ Tonosri mismu Complies/Bizmoninac
nepronpit (S 9490} Ta avuIoamuin {IEPUHIONPUTY Ta AMICOHAIRY) iAEHTHYH] O
(A 1095) meTozom TIIX IDJIOKEHHIO, KOTROPY T2 POaMipy 471
AOCHIIAYBAHOr0 POIUHEY | POUNHY NOPIBHAHHA
’-".'\ H"--.;' 5.
. // 1 \’dﬂ,\-\_
JOKYMEHTIB ‘1;\\
Y

Servier (Ireland) Industries LTD.. Moneylands Gorey Road, Arklow, Co Wicklow, Ireland,
Tel: +153 (0} 402 20800 Fax: +353 {0) 402 20888
Disectors: Christian Bazamay (French), Christian Sauveur (French), John Redmand,
Company registered in Ireland Na. 117246

80060 UKR1 V2 Page2 of 7
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DocuSign Envelops ID: 2906031E-50DA-4192-AA41-47F84CETO7ED

IRELAND) INDUSTRIES LTD.

Method ref/Ilocunranns va memod; DTC_S005985_PF T CT. R_15051 EN 4.0
Specification ref/nocunannr na cneundixauin: DTC_S5005985_PF N_SPE_15858 EN 5.0

Bi-PRESTARIUM® 5 mg/5 mg/Bi-lIPECTAFIYM® 5 mM1/5 aar

Formulation/flixapcska dopma:

Tablets containing 5 mg of perindopril arginine (expressed s 3,395 mg of perindopril} and 6,935 mg of amlodipine besilate
(expressed as 5 mg of amlodipine)/ Ta6nerry, wie MicTaTs 5 Mr MepHEAOIPUNY apTiHiny (wo Bianositae 3,395 mr
REPHHIONPANY) Ta 6,935 Mr aMnoumny Gecunary (1o BiamoRiRaE 5 Mr aMoguIiny )

Packaging Lot No./Cepia Ne: 732434

Manufacturing Batch No./Bupouwaa napris Ne:

707952
TESTS/MTOKAIHHKHA STANDARDS/CTAHIAPTH RESULTS/
PEIYJLTATH
3. Average mass (mg)/ Cepemusn 98,8 10 109,2 (93 % ta 105 % of theoretical mass of 104 104 Omg/mr

Mmaca (Mr)

4. Microhiological quality (skip
testing)/ MikpoGionorivna
YHCTOTA {CKID-TECTYRANHA)
European Phermacopocia (3.4.4., non-
agueous preparations Jor oral uye!
Capaneticnka bapmakones (5.1.4.,
WeEOON) NPeNIDANIN DA REFIIARHDID
IACMOBEVEARNR)

5. Drug substances content (LC)

{mg/tablet)y/Bmict aisnanx

peaosn {PX) (mrfradn.)

= § 94%0-6/ nepurmonpuwy aprinia
(5 9490-6)

- A 1095/ amaooumia (A 1093)

mg) 98,8 mo 169,2 (95 % go 105 % sin TeopeTHIHOT MacH
104 Mr)

Total aerobic microbial count (TAMC) / 3aransna xinnkicrs
aepofuux Fakrepiii: £ 10° CFU/g / KYO/Ir

Total combined yeasts/ moulds count (TYMC)/ 3aransza
kinekicts rpudia: S 102 CFU/g / KYO/r

Escherichia coli: absence/1 g/ pigcytniy L r

4,75 10 5,25 (95 % to 105 % of the theorzstical content of §
mg} 4,75 4o 5,25 (95 % no 105 % Bin reopetHanoro
BMICTY 5 M)

4,750 5,25 (93 % to 105 % of the theorerical content of 5
mg)/ 4,75 ap 5,25 (95 %
BMICTY 5 Mr}

T B

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Nat
Applicable

5.09mg/Mr

4.92mg/Mr

FOHAMEHTIB NS,

* Skip test/Ckin Tectyeanms, Passes/Bimnosinae, ot

[ oean

Servier (Ireland) [ndustries LTD., Moreylands Gorey Road, Arklow, Co Wicklow, Ireland.

Tel: +353 (D) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French). Christian Sauveur (French), John Redmond.

20060 UKR1 V2

Company registered in Ireland No. 117246

Page 3 of 7




DocuSign Envelops ID: 2906031E-50DA-4192-AA41-47F84CETO7ED

DaocuSign Envalops ID: BATBDE01-FECA-4AA3-9882-376250837334

L

seadvaieav JRELAND) INDUSTRIES LTD.

Methaod ref/llocunanns na memoo: DTIC_S005985_PF_T_CTR_15051_EN 4.0
Specification ref/nocunranna na cneyuipicagiin: DTC S005 985_PF_N_SPE 15858 EN 5.0

Bi-PRESTARIUM?® § mg/5 mg/Bi-IIPECTAPIVM® 5 mr/5 mr

Formulation/JTikapcuka dapma:
Tablets containing 5 mg of perindopril arginine (expressed as 3,395 g of perindopril) and 6,935 mg of amlodipine besilate
expressed as 5 mg of amlodipine)/ Ta6neTki, o MicTATS S Mr HeprHIONPETY aprininy (wo Blanokiae 3,395 Mr

NEPRHACAPHIY} Ta 6,335 Mr antnopuniny SecrnaTy (1Ko BiAnoninae 5 mr aMmorNiny)

Packaging Lot No./Cepla Ne: 732434

Manufacturing Batch No/BupoSnuaa mapria Ne: 707952

TESTSMOKAIHHKH

STANDARDS/CTAHIAPTH

RESULTS/
PEIY.JIRTATH

6. Degradation products

content (LCY (% msin) /

BmicT mpozykris

Aerpaganii (aomimmox)

(PX) (% m/m);

- 8 9780-1

-Y 32

-Y33

-Y 3

~Y 1745

-Y 1766

- Any other degradation
products/ Byap-axa imma
JoMilika

- Total content of

degradation products/

SaraibHHEE BMicT JoMinIok

7. Uniformity of dosage
umits for S 9490-6 and
A 1095 (LC) (%e/label
chim)/ OgmopinicTs
A010BAHRY OqHNARNER ATH
WEPRHAOMPHEAY apriminy
(8 9490-6) ra amnoanminy
{A 1095) (PX) (% Bin
aannenol RineEKocTi)
European Pharmacopoeia
(2.9.40. )/ Enponeiicsim
Dapuaxones {2.9.40.)

=05
<02
=02
<04
<04
<0,2
<02

WNumber tested/
KinekicTh tabnetox

Acceptance criteria /
Kpurepil npuitnaruocti

10

AV=150%

WwCHONW 5

L~ -2

AV=Z150%
0,75 M < each vnit/xossza
OIOHHHIN < 1,25 M

0.11%
<0.10%
<0.10%
<0.10%
<0.10%
<0.10%
<0.10%

0.11%

6.5
5.3

Servier (Ireland) Industries LTD.. Mai

80060 UKR1 V2

'y. ﬁds Gorey Road, Arklow, Co Wicklow, Ireland

Tel: 353 (0) 402 20800 Fax: +353 (0) 402 20883
Dnrectors: Christian Bazantay {French), Christian Sauveur (French), John Redmond.

Company regisiered in Ireland Ne. 117246

Page 4 of 7




DocuSign Envelops ID: 2906031E-50DA-4192-AA41-47F84CETO7ED

DecuSign Envelope ID; BA7BD801-FECA-4AA3-3882-376250B37434

Y —
T smnvmn

vy aran VJRELAND) INDUSTRIES LTD.

Method ref/Tlocunannsn na memod: DIC_S005985 PF T CT. R _15051_EN 4.0
Specification ref/nocunannn na cneyughixauio: DTC _S005985_PF N _SPE 15858 EN 5.0

Bi-PRESTARIUM® 5 mg/5 mg/Bi-lIPECTAPIYM® 5§ mc/5 mr
Formulation/Jlixapcexa opma:
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)/ TafueriH, mo MicTATE 5 Mr NEpRHACHpUNY apridiay (mo pignoeipae 3,395 wr
nepuunonphay) Ta 6,935 mr avronuniny Gecunary (o signositae 5 Mr AMAOAHIINY)
Packaging Lot No./Cepia Ne: 732434 Manufacturing Batch No./BupoGuwria napria Me: 707952
TESTS/ STANDARDS/CTAHJAPTH RESULTS/
IMOKA3ZHHKHA PE3YIILTATH
3. Disselution {LC) Q=75%at 15 min for 5 9490-5/
(%):/ Poaummmicrs =75 %=za 15 xpwmm qe S 9490-6
L) Lo8): Stage/ | Number tested/ | Acceptance criteria /
Pump s Craniz | Kimkicts Kpurepii nprifaraocti
hurmacopaeia (2.9.3.1/
Eaponeticeka Tabnerox
PapmMaro 3.
spumonet 223 | I 6 Each unit is not Iess than 80 %/ .
Koza omarema ue mene 80 % 7%
s2? +6(12) Average of 12 units (S1+82) is equal to or greater than 75 %
and no unit i3 less than 60 %/ Cepemue 12 ogpmmmp (S1+52)
fineme afo gopismroe 75 % Ta moau0i ogEEII MeHIne 60 %
83 +12 {24) Average of 24 units (81+82+53) iz equal to or greater than 75 %6,

10 more than 2 units are less than 60 % and 1o unit is fess than

50 %/ Cepeane 24 opma (S1+52+83) Simume 260 mopismoc

75 %, He Simbme Asox o;pemomn Memmme 640 Y% Ta roanol

omMHAL Mese 50 %

PRt iEnh o
bl LA
TOKYMEHTIE
Servier (Ireland) Industries LTD., Moneyiands Gorey Roed, Arklow, Co Wicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Dnrectors: Christian Bazamtay (French), Christian Sanveur (French}, Joim Redmond.
Company repisterad in [reland No. 117246
80060 UKR1 V2 Page Sof 7



DocuSign Envelops ID: 2906031E-50DA-4192-AA41-47F84CETO7ED

PocuSign Envalope |D: BA7EDE01-FECA4AA3-9882-376250837334
LI AN Y Lk An
S

T ssmvaEn

IRELAND) INDUSTRIES LTD.

Method ref/llocunannn na memoo: DTC_S005985_PF T CTR_ 15051 EN 4.0
Specification ref/nocwtanns na cueumprmmm DrcC .5'005985 PF N SPE_ 15858 } EN 5.0

Bi-PRESTARIUM® 5 mg/5 mg/Bi-IIPECTAPIVM® 5§ mr/5 mr

Formulation/Tixapcuxa popma:

(expressed as 5 mg of amlodipine) taGrcTrm,

Tablets containing 5 mg of perindopril arginine {expressed as 3.395 mg of perindopril) and 6,935 mg of amlodipine besilate

o MiCTATe 3 Mr nepuHionpuRY apridiny (mo siunosigac 3,395 wr

TeprEHAONPHILY) Ta 6,935 Mr aMioukniay GecHIaTy (Mo eianoeigae 5 ur aMJIOMTIRY )

Packaging Lot No./Cepiz Xo: 732434

Manufacturing Batch No./Bupofuuaa napris No; 707952

TESTS/ STANDARDS/CTAHJIAPTH RESULTS/
MOKAZHHKH PE3VILTATH
8. Dissolution {L.C) Q=75% at 15 min for A 1095/
{%):/ Poy-manicts 1) =75 % 38 15 XBemaH ana A 1095
(PX) (%): __
European Stage/ | Number tested/ | Acceptance criteria / .
Phanmacopoeis (2.9.3.)/ | | Cragiz | Kinskicrs Kpurepil npuiimarroc
Erponeiiceka TabneTok
$Papmazonca (2.9.3.)
51 (3] Each unit is not T2ss than 80 % /
Kosmeia 0 munns ge Memme B0 % 9444
S2 +(12) Average of 12 unis (51+52) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepensie 12 ommme (S1+52)
OLnptne 860 Aopiamoe 75 Ya Ta woquol omunay Meswe 60 %
53 +12 (24) Average of 24 units (81+82+83) is equal 1o or greater than 75 %,
oo more than Z units are less thae 60 % and no unit is less than
50 %/ Cepeane 24 ommmms (51+82453) fimeme afe nopisizoe
75 %, He OGLILIe ABOX 0gHARNE MeHIEE &1 % Ta %001
DIWRHLI MeHmre 50 %

LL\}\\ ME HTIB XC

nad f/-‘

.)
\ &

Lha .

/ANALYSIS / AHATIIS : 20/10/2023
Batch accepted/Tlapris nputinara

r—m-\l'

Analydcal Services Manager /
Meremxep 00 KOHTPOKO T& AHAAITY AROCTI

3

Michael Byrne/ Mixaene Bipue

Servier {Ircland) Industries LTD., Moneylands Gorey Road, Arklow, Co 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
80060 UKR1 V2

Page 6 of 7



DocuSign Envelops ID: 2906031E-50DA-4192-AA41-47F84CETO7ED

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
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/

LiuM 4 sacsiavyro, o HaBeJeHA BHIE iGopMAL[s € JOCTORIPHO T2 TOYHOIO. Lo cepiro
poAYKLiT 6ya10 BrpoG/IcHD (BKIEOIAIONH IAKyBAHHA/MAPKYBAHHA) Ta MPOBEAEHO KOHTPON
il AxoCTI HA BUIe3asHaveHil AiNBHHUL y GOBHIH BigNOniZHOCTI 3 BEMOTAMH GMP,
BCTAHORJICHKMH MICHCBHM PELYNATOPHHM Oprasom, a TAKOX BIAMOBIAHO 70 cretmdikarii,
0 MICTATECA ¥ peecTpaltilimoMy Aocke. TTROTOKOAH BUPOGHHNUTEA, HAKYBAHHS T4 AHANIB
6y/10 NeperIAHYTO Ta BETAHORNEHA BiANOBIARICTE GMP,

Date of batch release/Ilara Bunrycky cepit 24/10/23

Name and Position/Title of person anthorising the Batch Release/ IIpispuue ta nocapa/
3BAHHA 0cobH, AKa BHIANA NO3BLT HA BROYCK cepil

{1 Dr Blanaid Bowes, Qualified Person/ Bignorinamua ocofa
[] Ms Ailbhe Wade, Qualified Person/ Binnosigankua ocoba

[1 Ms Carmel Kinsella, Qualified Person/ Rignoeinansua ocoba
[ Ms Jenny Quinn, Qualified Person/ Bigmoeinantua ocoba

g Ms Niamh Ryan, Qualified Person/ Bianosigantna ocoSa

DocuSigris! by:

Signature/TTignwe Date/Jara: 24 October 2023

U BRTEESTTET L

Finished product batch number/ Homep cepil rotosoro nikapeekoro sacaby: 732434

~

N7l ;{\\
' A Y’f\
TOKYMEHTIB %

\

"BaOM"

i~

——-—//

LITHg

e i IS

\=

—
Oy

.

\ {s &/
g ‘* _:ﬁ"/*}-'
* " A /5
J—‘\E 18 \,\/\\\‘
A A
Siha M2

Servier (Treland) Industries LTD.. Moncylands Gorey Road. Arklow, CoWicklow, Treland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Barantay (French), Christian Sauveur (French). John Eedmond.
Congrany registered in breland No. 117246

Page 7 of 7




JEPXABHA CJYXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npos. Haaii Ceimimunoi, 3, 02099, ren. (044) 295-26-85
Ii-mail: dis.kyiv@dls.gov.ua, Ko €JIPTIOY 37079055

BUCHOBOK
PO SIKICTH BBE3eHOro B YKpaiHy JiKapcbKoro 3acoby

15.03.2024 Ne 13245/24/26

BI-IIPECTAPIYM® 5 MI'/5 MI'

(HailMeny B Kikapenkoro 3aco0y 3riHe 3 pecerpaitiinmm TOCHIMCHIAM)
Tagaerkn, no 30 Tadaerox y koureitnepi st rabuerox; mo 1 wonrceiinepy B ropobui 3
xaprony

(popma BUITYCICY, J03YNATIISL, B DAY BRI S KAPCLKOTO 3acoby)
Homep pecerpatiiivioro nocsinaenisn UA/8748/01/01 crpox it peectpauifinoro mocsinveniis HeobMexeHni
Cepin sikapenkoro sacoby Ne 739935 KinbKicTs BBE3¢I0r0 Jlikapenkoro tacoty 27830

BupoGik Cepn'e (Ipnanais) lugacrpic Jita, piauiis

(natistetysatiis sipoBiika Jikapebroro sacofy, kpaiita HOXOHCTIIS)

Baeaerio B Ypaiiy ‘Topapherso 3 odmexeroio Bianogigansnicrio "CEPB'E YKPATHA",
yienr. kon: 33643340

(nadisenysatts 7a con sa CJAPTIOY jopuanunol 0co6H aBo npiseruie, iv's, 1o Garsroni Qisuuol
ocalu - nianpress, T Micte NpOKARANKA T4 peccTpauiini 1oMep 00 IKOBOT KAPTRI NINTIHEKY
posiarkis alo Cepis Ta HOMEp 1ACIOPTR)

TporoKo Bisyanioro kontpoio sin | 5.03.2024 N« 865/3.
34 peyALTATAMI  ICPKABHOIO  KOUTPONO  BCTAHOBICHO, 11O nixapchknii  2acié  meeseno m  Ypaiiy 3

JXOTPHMAHHM BIMOr 3aKOHOAABCTBA HIO/0 aaBesneentis AKOCTI JiKapChKHX 38¢001B.

Ve

Mukoia XOJIORHKO

(riime) {Liiidans ra npBrite)

br aw. v 1975




DocuSign Envelope ID: 3A08E297-F978-47AA-8A6B-413E28F9BF09

BERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta
ajipeca BUpobHuKa

Name of Importer and Address/

Hasea Ta agpeca iMnoprepa

Which Consignment of product is delivered/Bun
nponyKuUif, O NOCTa4aEThCsA

Pharmaceutical form/Jlikapcska dopma

Nare of'the Product/Hazsa nixapcbioro
3acoly

Dosage/Cuna nii

Type and size of packaging/Bua ta posmip
YIaKOBKU

Finished Product batch number/Cepist roToBOro
JiiKkapcbkoro 3acoly

Manufacturing date/[laTa Bupo6HHLTBA
Expiry date/Tepmitn npunaTHOCTI
Batch size/KinbkicTs y cepii

Manufacturing Licence number/Homep niuensii
Ha BUPOOHUIITBO

Registration Number/Peecrpauiiine
MOCBiA4EHHA

Servier (Ireland) Industries Ltd/Ceps'e (Ipnanais)
Innactpic Jitn

Moneylands, Gorey Road/Maninenas, lopeit
Poyux,

Arklow/Apxioy,

Co. Wicklow/Ko. Bikinoy,

Ireland/lpnaniis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina'

41, Naberezhno-Khreshchatytska St./syn.
HabepexHo-XpeliaTnubka, 41

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

Pharmaceutical Product/Jlikapcbkuii 3acio

Tablets/Tabnerku

Bi-PRESTARIUM® 5 mg/5 mg/
Bi-[TPECTAPIYM® 5 mr/5 mr

5mg/Smg / 5 wmr/S mr

30 tablets in the container for tablets; | container
in the carton box/ no 30 TabyeTok y KOHTEHHEDI
asis Tabnetok; no 1 KouTeiiHepy B kopobui 3
KapTOHY

739935

122023
12 2026
27,830 Boxes/ynakoBok
M00068/00001

UA/8748/01/01

Page 10of 7
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Method ref/ITocunanna na memoo: DTC_S005985_PF_T_CTR_15051_EN_4.0
Specification ref/nocunanns na cneyudpicaviio: DTC_S005985_PF_N_SPE_15858_EN_5.0

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

Formulation/JTikapceka opma:

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)/ TaGneTky, Lo MicTATh 5 MI IEpUAONpUITY apridiny (Wwo sianosinae 3,395 mr
meprnIOTIpHITY) Ta 6,935 Mr amionrniny Gecrnaty (IO BiRMOBIAE 5 M aMITOLAUTIIY)

Packaging Lot No./Cepist Ne: 739935

Manufacturing Batch No./BupoGrnua napria Ne:

2. Tdentification of drug substances/
IxenTndikauin gilouHux pevyoBun

- 59490 and A 1095 by LC/
riepugonipuit (S 9490) Ta amnogHITiH
(A 1095) meTonom PX

= $9490 and A 1095 by TLC/
nepurgonpuit (S 9490) Ta amonunix
(A 1095) meronom TILIX

0 .
face and = on the other face/ Biioro kKonvLopy,
nosracToi opmu TabreTka 3 THCHEHHAM 5/5 3

[Ty
ety

oxHOro B0KYy Ta 3 IHIIOTO

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/ Yac yTpumaHHs OCHOBHMX TiKiB
(MepHHIONPUITY Ta-aMJIOANTIIHY) Ha XpoMaTorpami
HNOCNIKYBAHOTO PO3UMHY € iICHTUUHUM JI0-Hacy
yTPUMaHHS OCHOBHHX MiKiB Ha XpoMaToTpami
PO3YHHY NOPIBHAHHS

Main spots (S 9490 and A 1095) identical in position,
colour and size for test and reference/ T"ooBHI MU
(MepUHIOTIPUITY Ta aMJIOANTIIHY) ITEHTHIHI 110
TIOJIOKEHHIO, KONTBOPY Ta PO3Mipy Ass
JOCITiXKYBAHOTO PO3UHHY | POSUHHY MOPIBHAHHSA

725698
TESTSTTOKAZHUKNA STANDARDS/CTAHIAPTH RESULTS/
PE3VYJILTATIA
1.Appearance/ 3oBuiwniii BUrasa White, rod-shaped tablet engraved with 5/5 on one Complies/ Bigmosinae

Complies/Binrnoizae

Complies/Bianosinae

Divectors: Christinn Razantay (French). Chiistian Sauveur (French)e Joha Redmoend.
Company registored in freland Noo 17246

80060 UKR1 V2

Page 2 of 7
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Method ref/INocunanna na memod: DTC_S005985_PF_T_CTR_15051_EN_4.0
Specification ref/nocunanna na cneyudicaiio: DTC_S005985_PF _N_SPE_15858 EN_5.0

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

Formulation/Jlikapcbka opma:

Tablets containing 5 mg of perindopril arginine (expressedas 3,395 mg of perindopril) and 6,935 mg of amlodipine besilate

(expressed as 5 mg of amlodipine)/ TabneTku, 10 MICTATL 5 MF MEPUHAONPHITY apridiny (U0 BiAnosigac

HEPUHAONPUIY) Ta 6,935 Mr amaopuiny Gechiiary (110 BiAOBINAE 5 MI aMNOANTTIHY)

3,395 M1

Packaging Lot No./Cepis Ne: 739935

725698

Manufacturing Batch No./BapoGunua mapris Ne:

TESTSATOKA3HUKHA

STANDARDS/CTAHIAPTHU

RESULTS/
PE3YJIBTATH

3. Average mass (mg)/ Cepeans
Maca (MT)

4. Microbiological quality (skip
testing)/ MixpoGiosioriuna
YHCTOTA (CKiN-TecTyBANH)
European Pharmacopoeia (3. /1.4, non-
aqueous-preparations for oral usel
Eeporeiictka papMakonest (3.1.4.,
neaoOni npenapamuy ONa NepoPansiozo
sacmocysanns)

5. Drug substances content (L.C)

(mg/tablet)/BmicTt nitowux

peuosuH (PX) (Mr/ra6.)

-8 9490-6/ nepwHIOTIPUAY ApriHid
(59490-6)

- A 1095/ amnogwris (A 1095)

98,8 1o 109,2 (95 % to 105 % of theoretical mass ol 104
mg)’ 98,8 10 109,2 (95 % no 105 % Bix reopeTHunol MacH
104 mr)

Total aerobic microbial count (TAMC) / 3aransHa KinbKicTh
aepobrmx 6akrepiii: < 10° CFU/g / KVO/r

Total combined yeasts/ moulds count (TYMC)/ 3aransha
KinwbkicTs rpudis: < 102 CFU/g/ KYO/r

Escherichia coli: absence/1 g/ Bigcyrriy 1 v

4,75 t0 5,25 (95 % to 105 % of the theoretical content of S
mg)/ 4,75 1o 5,25 (95 % no 105 % Bix TeopeTHUHOTO
BMICTY 5 M)

4,75 t0 5,25 (95 % to 105 % of the theoretical content of 5
mg)/ 4,75 1o 5,25 (95 % no 105 % i TeopeTHIHOTO
BMICTy 5 MT)

104. Img/mr

*Skip Test - Not
Applicable

*Skip Test-Not
Applicable

*Skip Test - Not
Applicable

5:12mg/mr

4.9 mg/mr

* Skip test/Cxkin TecTyBanHs, Passes/Binnosinae, not applicable/ne nposonuscs

servier (lrelandy Tndusaies LT, Moneylands G

Divectors: Christian Bazantay (French). Chris

80060 UKR1 V2

Tel: £333(0) 40220800 33 (0) 402 20888
an Nauveur-{(Frenchy Joh

Company registered inTeeland Noo 117246
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Method ref/ITocunanna na memoo: DTC_S005985_PF T_CTR_15051_EN_4.0
Specification ref/nocunanna na cneyugicayiio: DTC_S005985_PF N _SPE_15858 EN_5.0

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

Formulation/Jlikapcska gopma:

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)/ TabneTku, WO MiCTATL 5 M IEPUHIOTIPUITY apTinidy (10 BiATOBitae 3,395 Mr
MepUHIOTpUAY) Ta 6,935 Mr amsoLuniAy Gecunary (110 BiZNOBITAE 5'MF aMIOAMITIHY)

Packaging Lot No./Cepist Ne: 739935 Manufacturing Batch No./BupoGunua napris Ne: 725698

TESTSATOKA3ZHHWKHA STANDARDS/CTAHJAPTH RESULTS/
PE3YJILTATHU

6. Degradation products
content (LC) (Y% m/m) /
BmicT npoaykTis
Aerpagatii (loMiiok)
(PX) (Yo m/m):
- $9780-1 <05 <0.10%
-Y 32 <0,2 <0.10%
-Y 33 <02 <0.10%
-Y 31 <04 0.10%
-Y 1745 <0,4 <0.10%
-'Y 1766 ‘ <0,2 <0.10%
- Any other degradation <0,2
) . <0.10%
products/ Byab-sxa inma
BOMilIKa
- Total content of <2,0
degradation products/
3araiLHKN BMICT HOMILIOK

0.10%

7. Uniformity of dosage Stage/ Number tested/ Acceptance criteria /
units for S 9490-6 and Cranis Kinskicth Tabnerox Kpurepil npuiinsTHocT
A 1095 (LC) (%/label
claim)/ OanopinkicTs Sl 10 AV <150%
H030BAHNX OJXHHHUG IS 6.4
NepHHAOTPHAY aprininy
(S 9490-6) Ta amstoaNTTIHY 5.6
(A 1095) (PX) (% Bin
3asBJIEHOT KINTLKOCTI) S2 +20  (30) AV <150%

European Pharmacopoeia 0,75 M £ each unit/koxna

(2.9.40.)/ €nponeiicnLka onumnis € 1,25 M
Gapmakoiies (2.9.40.)

Servier (hetund) idusoies LTD G Moneylands
Tel 1333 (0) 402 20800 Fax: 333 (0) 102 20888
Divectors: Christian Bazantay (Freach). Chvistian Sauveur (Frenchy, Joha
Company registered in freland No. [T7246

80060 UKR1 V2




DocuSign Envelope ID: 3A08E297-F978-47AA-8A6B-413E28F9BF09 4 - -

Method ref/Ilocunanna na memod: DTC_S005985_PF_T_CTR_15051_EN _4.0
Specification ref/nocunanna na cneyugicayito: DTC_S005985_PF N_SPE 15858 EN 5.0

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

Formulation/Jlikapebka 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)/ TabneTkw, WO MiCTATs 5 MK TEpPURAOTIPWIY apriniHy (o Bignosigae 3,395 wr
nepuHIonpuny) Ta 6,935 Mr amsoauniny GecuiaTy (L0 BiATOBifa€ 5 MI aMIoAuTiHY)

Packaging Lot No./Cepis Ne: 739935 Manufacturing Batch No./BupoGuuya maprist Ne: 725698
TESTS/ STANDARDS/CTAHIAPTHU RESULTS/
ITOKA3HUKHA PE3YJIbTATHU
8. Dissolution (LC) Q=75% at 15 min for S 9490-6/

(%):/ Po3uuunicTs Q=75 %3a 15 xuunun juis S 9490-6

(PX)(%):

European

Stage/ Number tested/ | Acceptance criteria /

i i i Kpurepii npuiHsTHOCTI
Pharmacopoeia (2.9.3.)/ Cretgin KlgLKICTb BATEPS
Csporieiichka TabNETOK
bapmakories (2.9.3) - e
Sl 6 Each unit is not less than 80 %/

102%

Kosua oauudus ve Mmerie 80 %

S2 +6 (12) Average of 12 units (S1+82) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepennie 12 o (S1+82)
Ginswe abo gopisioc 75 Y% ta xoauol oguuuui menuie 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 %/ Cepenne 24 opgunuits (S [+82+83).6Ginbure abo gopisHioe
75 Y, He BinbIie ABOX OAHHKIL MeHWE 60 % Ta KoaHOT
onuunni MeHie 50 %

Servier (frefandy Tndusines L CRoad, Arklow, Co Wicklow Trefand.
el 1(0YA02 20800 Fax: 1 333107402 20888
Divectors: Christian Bazantay (French) tian Sauveur (Frenchy John Redmond,
Company registered in hreland No.o 117246

80060 UKR1 V2 Page 5 of 7
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DocuSign Envelope 1D: 3A08E297-F978-47AA-8A6B-413E28F9BF09 ¢ ¢
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Method ref/ITocunanna na memod: DTC_S005985_PF_T_CTR_15051_EN_4.0
Specification ref/nocunanna na cneyugicayio: DTC_S005985_PF_N_SPE_15858 EN 5.0

Bi-PRESTARIUMP® 5 mg/5 mg/Bi-IIPECTAPIYM® 5 mr/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
(expressed as 5 mg of amlodipine)/ Tabnetkn, wo MicTATH 5 Mr TepUHIONpWTY aprididy (wo Binmosimae 3,395 wmr
nepuRIONPHAY) Ta 6,935 Mr amstoauiny fecwnaty (WO BiAMOBILaE 5 MT aMIOAUTiHY)

Packaging Lot No./Cepin Ne: 739935 Manufacturing Batch No./BupoGuuua maprin Ne: 725698
TESTS/ STANDARDS/CTAHIAPTH RESULTS/
ITOKA3ZHUKU PE3VJILTATHU
8. Dissolution (LC) Q=175% at 15 min for A 1095/
(%):/ Po34ynHHiCTb Q=75 %3a |5 xsunun Juis A 10935
(PX) (%): —
European Stage/ Number tested/ Acceptance criteria /
Pharmacopocia (2.9.3.)/ Cranis | KinbkicTs Kpurepii npultaatrocti
Caporreiicska Tabnerok
dapmakories (2.9.3.)
S1 6 Each unit is not less than 80 % /
KoxHa oguuus ve mente 80 % 100%
S2 +6 (12) Average of 12 units (S1+S2) is equal to or greater than 75 %

and no unit is less than 60 %/ Cepenwe 12 oxunuus (S1+82)
Ginuine abo gopisiroe 75 % ta xoxxnol oxmunui Menue 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 %/ Cepejvic 24 oamiiub (S1+S52+83) Ginbire aGo nopisHioc
75 Yo, we GibIne ARON OMHHHIIL MeHIIe 60 % Ta woanol
ouHMLL Mette 50-%

ANALYSIS / AHAJII3 : 08/01/2024
Batch accepted/TlapTis npuitnsaTa

------ DocuSigned by:

Analytical Services Manager / L "’“W?‘Im
MeHekep MO KOHTPONO Ta aHali3y AKOCTI Michael Byrnel . Mixagrn Bipre

Servier tleland) Induswies LTD. Moneytan
Tek: 310y 402 20800 300y-02 20888
Pyivcctors: Christian Bazaotay (French). € Nauvenr (Frenchy, John
Company tegistered in Treland No, 117246

80060 UKR1 V2
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wr BERVIGH

[ 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/

LM s 3acBimuyto, WO HaBeaeHa BULLe iHPOPMALLis € OCTOBIPHO Ta ToUHO0. Lo cepito
nponyxiiii 6yno BupoOeHo (BKIOUAIOUN NaKyBaHHA/MapKyBaHHs) Ta MPOBEAEHO KOHTPOIb
1i sIkOCTI Ha BHLLe3a3HaueHil AinbHUUl y NoBHIN BixnosigHocTi 3 Bumoramu GMP,
BCTAHOBJIEHUMH MICUEBHUM DETYJIITOPHUM OPraHoM, a TakoX BiAroBinHO 1o crieundikaLti,
110 MICTATBLCA Y peecTpauifHoMy nocke. [TpoTokonu BUpOGHULITBA, MAKYBaHHS Ta aHasli3iB
6yni0 neperysiHyTo Ta BCTaHOBJeHO BianosiaHicte GMP.

Date of batch release/[lara Bunycky cepii 08/02/24

Name and Position/Title of person authorising the Batch Release/ IIpissuiue Ta nocana/
3BaHHs oco0u, iKa BUAAAA N03BIJI HA BUNYCK cepil

[] DrBlanaid Bowes, Qualified Person/ BianosinansHa ocoba
[1 Ms Ailbhe Wade, Qualified Person/ BianosinanbHa ocoda

[] Ms Carmel Kinsella, Qualified Person/ BinnosinansHa oco6a
[] Ms Jenny Quinn, Qualified Person/ BianosinansHa ocoba

M Ms Niamh Ryan, Qualified Person/ BignosinanbHa ocoba

DocuSigned by:

Signature/TTinnuc| Niamh Ryan Date/[lata: 08 February 2024

018FC6B610E3401..

Finished product batch number/ Homep cepii rotTosoro nikapcbkoro 3acoby: 739935

Page 7 of 7
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DocuSign Envelope ID: 3161A24B-FACE-49DD-9C71-CFB327369ECS :

SERVIER (IRELAND) INDUSTRI ES LTD.

¥ o
TS SERvER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIIKAPCBKOTO 3ACOBY

Narmne of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/CepB e (Ipnangis)
azapeca BBpoDHHKa Inpacrpic JIty

Moneylands, Gorey Road/MaumeHus Copeii
Poyx,
Arklow/Apknoy.
Co. Wicklow/Ko. Biknoy,
Ireland/Ipnaunis ;
Name of Importer and Address/ Servier Ukraine LLC/TOB "'C"é,p'n € Vipaina"
Hasea ta agpeca iMnoptepa ‘41, Naberezhno- Khreshchat»tek'r St./Byn.
HabepexHo-Xpemarnuska, 41
Kyiv, 04070/m. Kiiw, 04070
Ukraine/Ykpaina
Which Consigninent of product is delivered/Buin Pharmaceutical Product/Ilikapchynii.3aci6
TIPOAYKLIL, IO AOCTAY4CTHCH :

Pharmaceutical form/Mikapesxa dopma Film-coated tablets/Ta6nerku, BI([)HTI ITiBKGHOI0
000NOHKOI0

Name of the Product/Hazpa. aixapeekoro Bi-PRESTARIUM® 5 mg/5 mé,/

3acoly Bi-IIPECTAPIVM® 5 mi/S mr

Dosage/Cuna nit Smg/Smg / 5-wr/S mr

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

YMakoBKH in the carton box/ no 30 TabneTox y KoHTelHepi
Iis Tabretox; 1o | KoHTeHHepy B Kopobuli 3
KapToHy

Finished Product batch number/Cepis roTosoro 740373
AIKapCEKOro 3acoby

Manufacturing date/JTara BHPOGHULITEA 03.2024 . )
Expiry date/Tepmin npunarnocri 032027 Pt A OD
Batch size/Kinekicrs y cepii 35,200 Boxes/yﬂafcosox e .
8.7
""

Manufacturing Licence number/Homep nitensii - M00068/00001
Ha BHpOOHUUTEO

Registration Number/Pecctpatiiine UA/8748/01/01
HNOCBi IYeHHA

Servier (Irelan&) Tndustiies 11D . Memeylands Gorey Roud. Arklow, CoWicklow; Imhn
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French) Christran Sauvewr (French), John Redmmm
Company registered mn Ireland No. 117246 N
Page 1of7
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T BERVIER

DocuSiQf‘ Envelope ID: 3T61A24B-FACE-43£)ID:?E:I\1-SFESE_??EE{ECﬁ IRE LAND) IN D US T Ri E S i;-r.g ) ;

)  Method f;efﬂocuﬂairnu 1A Memoo: DTC__S 005985‘_PF_:T_ C TR;I 5 051_EN 4.0 E
Specification ref/nocunanns na cneyudbizayio: DTC 5005 985_PF_N_SPE 15858 EN 5.0 JI

Bi-PRESTARIUM® 5 mg/s mg/bi-lIPECTAPIYM® 5 Mr/5 Mr

Formulation/Tlixapcrka dopma: 4

Tahlets 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)/ TafneTkn, o Mictate 5 mr NeprHAoNpHy aprikity (1o Biafosigac 3,395 mr
TNEPUHAOKIpHIY) Ta 6,935 Mr aMmoMniHy becunary (110 BiAnoBizae 5 mr aMJIOKITTHY) i

Packaging Lot No./Cepin Ne: 740373 Manufacturing Batch No./Bilpoﬁmma nal_niﬁ Ne:
725728 f _
TESTS/MTOKASHUKH STANDARDS/CTAHAAPTHU RESULTS/
PEIYIBTATH
J lfkﬁp_ééfancef 30BHIWHIE Brras White, rcd-sh_a-};eﬁ tablet 'éﬁéfgﬁed with 5/5 on one Complies/ ]Bi,qHOBiﬂac

[ TN
faceand ™ on the other face/ Binoro KOTBOpY,

sosracrol Gopmu Tabuerka 3 tucHenEsM 5/5 1
3 T

oaHoro Goky 1a 3 iHIOID

2. 1dentification of drug substances/ The principal peaks (S-9490 and A 1095) in the

LxenTndixanis aioanx pevorns chromatogram obtained with the test solution have g Complies/Bianosinae
-5 9490 and A 1095 by LC/ retention time simitar to that of the principal peaks in

nepuHponpun (S.9490) Ta amnonuiin the chromatogram obtained with the reference

(A 1095) meronom PX. solution/ Yac yrpuManHs OCHOBHEX mikis

(nepunnonpHNy T8 aMIONMINHY) Ha XpoMatorpami
AOCTIDKYBAHOIO PO3YHHY € A HTHIHHM 10 qacy
YTPUMAHHSA OCHOBHUX UIKIR HA XpoMaTorpami
PO3YHHY HOPIBHAHHA

Main spots (S 9490 and A 1095) identical in position,
colour and size for test and reference/ T'onopni mmmm- ‘Cowmplies/Bixnosinac
(neprmponpuny Ta aMITOAMTNHY )} iMeHTHYHI o
NONCKEHHIO, KONLOPY Ta POIMIPY Jilx
LOCHIYBAHOrO poFYMHYy i POSUMHY MOPIBHAHHEN

- 59490 and A 1095 by TLC/
nepunaonprn S 9490) ta amiomin
{A 1095) meTogom TLIX

Servier (Ireland) Indusivias LTD., Moneylands Gotey Road; Arklow, Co Wicklow, frelund,
Tel: +353(0) 402 20800 Fax: +353 {0) 402 20888 :
Diréetors: Christian Bazantay {French), Christian Sauveur (French), John Redmond.
Company registercd in [reland No. 117246 .

80060 UKR1 V2 ‘ Pige 2 of 7




TS sERvIER

DocuSign Envelope iD: 3161A24B-FACE-49DD-9071-CFB327369EC5 . . - e -
en =nvelon sy aas JRELAND) INDUSTRIES 17

Method reﬂﬂ ocm}dn;.;ﬂ m: MEMO0: DTC;SO()S 98 5_PF_ 'I’__ CIR_1505 1_EN;4.0
Specification ref/nocunanns na cneynixanin: DT C_S005985_PF_N_SPE 1 5858 EN 5.0

Bi-PRESTARIUM® 5 mg/S mg/Bi-IIPECTAPTYN® 5 pr75 r

Formulation/JTikapcnka gopwa: (
Tablets containing 5 mg of perindopril arginine (expressed as 3,395 g of perindopril) and 6,935 mg of amlodipine besilate
i (expressed as 5 mg of amladipine)/ Tabnerry, wo MicTars 5 Mr NEepUHAONpPUNY aprininy (o sinosizae 3,395 Mr
“nepuHponpHNY) Ta 6,935 Mr AMAORMNIRY 6ecHNaTY (N0 BLATOBiAAE 5 MT AMNIOAHITINY)

i

| Packaging Lot No./Cepis Ne: 740373 Manufacturing Batch No./Bupofiuuua naprin No;
725728 i
TESTSTIOKASHHUKHA STANDARDS/CTAHJIAPTH é RESULTS/
PE3YJABTATH
mi_}i;erage mass (mg)/ Cepenns - 98,8 to 109.2 (95 % to 105 % of theoretical mass of 104 | ) 103.5mg/mr
maca (Mr) mg)/ 98,8 o 109,2 (95 % a0 105 % sin TeUpeTHIHOT Mach
104-mr) %
1 4. Microbiological quality (skip Total aerobic microbial count (TAMC) / 3aransua xinbkicrs | *Skip Test - Net.
1 testing)/ MikpoGioxoriana aepobrux Gaxrepiii: < 10° CFU/g / KYOIT Applicable

| UneToTa (erin-TecTyBanHs) )
| European Pharmacopoeia (5. /.4., non- Total combined yeasts/ moulds count (TYMCY 3aranbua

agueous preparations for oral use/ Kinsxicrs rpubis: < 102 CFU/g/ KYO/r *Skip _TFS’: - Not
€'pponeiiceka Gapmaxomnes (5.4.4., o ] ] B ' Applicable
HeeoouT npenapamu oar nepopansroee | Escherichia coli: absence/ 1 g/ BigcyTHi y'1 r
FACHOCYBAHRR)
*Skip Test - Not
) Applicable
5. Drug substances conteéiit (LC)
“-(mg/tablet)/Bmict siounx e I I s
PX Jrab 4,75 t0°5,25 (95 % to 105 % of the theoretical content of 3
petosiy (PX) (wr/raba.) i mg)/ 4,75 1o 5,25.(95 % fio 105 % pix TEOPETHYEOrO ; e
- - 5 9490-6/ nepuunonpuny aprimis BMICTY 5 Mr) _ 5.09mp/ur
(8.9490-6) . 4,75 10525 (95 % to 105 % of the theoretical content of 5
- A 1095/ amnonunin (A 1095) mg)/ 4,75 1o 5,25(95 % o 105 % sin Teoperaunoro
| BMICTY 3 MI} 4.9"011"1g i

* Skip test/Crin TectyBanss, Passes/Bianosinae, not applicable/ue NPOBOAHRCSH

Servier (lreland) Industrics LTD, Maneylands Gorey Road, Arklow, Co Wickiow. [re Lk
) Tek: +333 (0) 402.20800 Fax: +353 (9) 402 20588 P
Directors; Christian Bazantay (Freuch), Christian Sauveur (French), John R#

Company registered in Ireland No. 157246

80060 UKR1 V2.




DDCuSig_n Envelope ID; 3161A24B-FACE-4§E_—?§TI-$F§3;?ZISEQ\EC€ IR E LANI_)) I N D U S ,.I!. I{ f E S L,ﬂli - 2

Method ref/llocunanns na semod: DT CmS005985_PF;.T_C TR 1 SOSI_EN_*J.O | W]
Specification ref/nocunanns na cnegugpiravin: DTC_S005985_PF_N_SPE 15858 EN 5.0

Bi-PRESTARIUM® 5 mg/5 mg/Bi-IPECTAPIYM® 5 /s mr ]
_____ e e

Formulation/Jlikapcnxa opm
[Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg ol perindopril) and 6.935 g of amledipine besilate
fexpressed as.5 mg of amlodipine)/ Ta6nerxu, 110 MicTaTs 5 Mr TISPUHAOOPHITY apriniry (me siuasisae3,395 mr
JepHBIONpHILY) T2 6,935 Mr aMaoauniny Becnnaty (o signosigae 5 Mr amnonuniny}

| Packaging Lot No./Cepiu Ne: 740373 | Manufacturing Batch No./Bupofuua wapris Ne: 725728
[ TESTS/TOKA3HITKH STANDARDS/CTAHNAPTH RESULTS/
PE3VIIBTATH -

6. Degradation products

content (LC) (Yo m/m) /

Bumicr nponykris

Aerpaganii {(nominox)
(PX) (% m/m):

- §9780-1 <05 % 0.18%
.Y 32 <02 ; <0.10%
LY 33 <0,2 % <0.10%
1= Y 31 <04 : <0.10%

-Y 1745 1=<04 <0.10%

- Y1766 <02 . <0.10%

- Any other degradation <02
products/ Byas-axa intia
JOMIIITKA :

- Total content of <20

degradation products/

3aranpHU BMICT AOMILLIOK"

<(.10%

0.18%

¥

7..Uniformity of dosage Stage/ Number tested/ Acceptance criteria /
units.for  $9490-6 and Cranis Kinekicts Ta6nerox - Kpurepif npuiinsruoeti
A 1095 (LC) (Y/label .
claim)/ Onwopignicts S1 10 AV 150
JO30BAHHXY OUHMUL IS |- : : 39
OepHBAOCHPHIY aprininy :

{5 .9490-6) a amnonuniny | 7 . 31
(A 1095) (PX) (% nin e SR T —— :

32RBIEHOT KITLKOCT) s2 +20 (30) AV <150%
European Pharmacopoeia 0,75 M < each unit/koxna
(2.9.40.)/ €sponeticpxa : omuENng < 1,25 M
Dapmaxories (2.9.40.) i

Setvier (Ireland) Industiies LTD., Moneylands Gorey Road, Arklow. Co Wi
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888

Direcrors: Christian Bazantay.( French). Christian Sauvenr (French), Joh
Company registered in Ireland No, 117246

80060 UKRI V2




o> .."i""_'*m,_,
' == SERVIEN

DocuSign Envelope ID: 3161A24B-FACE-4SPE:?E?2-9FE3EZ‘3§%IECE I RE LAND) INDU S ’T? }{ i’ If.i S L’"li‘}

Method ref/Tlocunausn na memod: DTC_S005985_PF_T_CTR 15051 EN 4.0
Specification ref/nocunanns na cneyudpicanio: DTC_S005 985_PF N_SPE_15858 EN 5.0

Bi-PRESTARIUM® 5 mg/5 mg/Bi-TIPECTAPIVM® 5 Mr/5 mr

Formulation/Jlixapeska dopma: :
Tablets containing 5 mg of perindopril arginine (expressed as 3,305 mg of perindopril} and 6.935 mg of amlodipine besila
(cxpressed as 5 mg of amlodipine)/ TaGnerkd, wo MicTETE S5 Mr NepuRnONpUAy  aprininy (o Bignoeigae 3,395
| BepHHA0IPHAY) Ta 6,935 Mr AMAGUHITINY GecinaTy (1o BIJNIOBINAC 5 MI aMmouIny) -

Packaging Lot No./Cepia No; 740373 Manufacturing Batch No./Bupo6inua napris Ne: 725728

TESTS/ STANDARDS/CTAHJAPTH RESULTS/

TMOKAZHUKHU _ 3 PE3IYILTAT
{ 8. Dissolution (LC) Q=75 % at 15 min for S 94506/ o

(%):/ Posunumicrs Q=75 %32 15 xBrmm a8 9490-6

](EPX) (%e): Stage/ | Number tested/ | Accepiance eriferia 7

P]:;?;Zilgpoeia-(lﬂ 3y || Cremis | Kinegiers Kprrepil npuitusrsocti

E€BponchcLra TabneToK

PapMakomnea (2.9.3.) - o : ]

SI 6 Each unit is not less than 80 % / ] -
Koxma onuemms se merme 80 % : 8%
1182 REY (12) Average of 12 units (81+82) is equal fo or greater than 75 %

and no unit is less than 60 %/ Cepense 12 oanmns (§1+S2)
Gizzme aGo opiskroe 75 % Ta swomHo] OIMHMII vcbe 60%

53 +12 (24) Average of 24 wnits (S1+82+53) is equal to or grealer than 75 %,
no more than 2 units are less than 60 % and no unit is less than
50 %/ Cepenne 24 omarmms (S1+82+S3) Gimme abo: gopismoc
75 %, ne Ginsire qrox OLHHHIE MeHIne 60 % Ta o aHo!
ofuHALd MeHme 50 % :

Servier (Ireland) Industries LTD., Moiiéylands Gorey Road, Arklow: Co Wicklow, lrefurd
Fel: +333 (0) 402 20800 Fax: +353 (0y402 20848
Directors: Chiistian Bazantay (French). Christian Sauveur {French), John Redmond,
Company registered in Ireland No. 117246
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DocuSign Envelope ID: 3161A24B-FACE-49DD-9C71-CFB327369ECS

vy s JRELAND) INDUSTRIES 14

e _iSE
.
ol

| T BERVIER

Method ref/Tlocunanas na siemod: DTC_S005985 PF T CTR 15051 EN 4.0
Specification ref/nocunanus na cneyughixanivo: DT C_5005985_PF_N_SPE 1585 8 EN 5.0

Bi-PRESTARIUM® 5 mg/5 mg/Bi-lIPECTAPIYM® 5 mr/s min

w.‘...-mj

Formulation/JTikapcrxa dopma;
Tablets containing 5 mg of perindopril -arginie (expressed as 3,395 mg of perindopril) and 6.935 mg of amlodipine besilz
(expressed as 5 mg of amlodipine)/ TabMeTKH, U0 MICTATH 5 Mr NEPHRAONPHIY aprininy (wo Bianosizae 3,395 r
| epsiziionpuay ) 1a 6,935 Mr asmnoguniny Gecunaty (1o BiUIOBI1ae 5 MK aMiI0 MRy ) :

Packaging Lot No./Cepia Ne; 740373 -Manufacturing Batch No./BupoSunna napris Ne: 725728
TESTS/ STANDARDS/CTAHAAPTH _' RESULTS/
IOKAIHUKHT PE3SVIILTAT
18. Dissolution (LC) Q=175 % at 15 min for A 1095/ [ R
1 (%) Posunumicrs Q=75%3a 15 xerwwmu g A 1095
PX) (%) ; . . e
European Stage/ | Number tested/ | Acceptance criteria /
Pharmacopoeia ¢2.9.3.)/ Cramin | Kirsgicts Kpsrepii npuitaataocri
€Bponeiicrka TabneTox
Dapmaxones (2.9.3.) : .
St 6 Each unit is not less than 80 %, / :
Koskra orpauua ve menme 80 % ; 97%
S2 +6 (12) Average of 12 units (S14+52) is equal to or greater than 75 %

and no unit is less than 60 %/ Cepenne 12 oanmsim (S 1+52)
Ginsuie abo-nopirnioe 75 % a wonwot oaunMii serute 60 %%

S3 +12 (24) Average of 24 units (§1+52453) is equal to or greater than 75 %,
no more than 2 units are less than 60 % and-no unit is less than:
30°%/ Cepeane 24 onnnum (31+52+83) Ginerue 260 mopiskoe
75 %, He Ginpiie fBox oauENLDE Menmte 60 % Ta WO AHOT
0IHHHGI - MeruIe 50 % :

ANALYSIS / AHAMI3 : 0670472004
Batch accepted/Ilapris upuiitara
............ (i ;

* Analytical Services Manager / | M@L Byuc
Menemxep o KOHTpomO Ta aHanizy aocTi Michael Byrne’ Mixaen, Bipue

L L

Servier (Ireland) Industries LTD:, Moneylands Gorey Road, Arklow, Co Wickiow, Ui
Tel: +353 (0) 402 20800 Fax: +353 (0)402 20888 s

Diréctors: Christian Bazantay (French), Christian Satveur (French), Joha [
Company registered in Ireland No. 117246

80060 UKR1 V2




DocuSign Envelope ID: 3161A24B-FACE-49DD-9C71-CFB327369EC5

L —
= ——

SERVIER (IRELAND) INDUSTRIES LTD.

Thereby declare that the abovementioned information is reliable and acéurate. 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/ :

Llum 51 3aceijiuyio, o HaBesieHa BHLIE iHopMaLis € Z0CTORIPHOW Ta TOUHOK, Lo cepiro
npoaykuii 6yno BupobneHo (BKIOURIOYH NMaKyBaHHA/MapKyBaKHs) Ta TIPOBEAEHO HOHTPOIIL
11 #KOCTi Ha BUINe3a3HAYCHIH /{inbuMLi Y NOBHIH BianosigHOCTI 3 BUMOraMu GMP, -
BCTAHOBIESHUMH MICLIEBHM PECYNATOPHHM OPrasoM, a TAKOK BIANOBIAHO Ko cneunﬁ)ircauii&,
LU0 MICTATECS ¥ PeecTpatifiHoMy Aocke. HpoTtoxornu supoGumTea, rakyrauss Ta 4uanizis
‘ByII0 meperyiaHy 1O Ta BCTAHORNEHO BigmoBiamicTs GMP.,

Date of batch release/ara BUIyCKY cepii 11/04/24

Naime and Position/Title of person authorising the Batch Release/ Ilpissuue 74 nocana/
3BaHHA ocobu, AKa BHOANA 703BLI Ha BHNYCK cepii

[ Dr Blanaid Bowes, Qualified Peison/ Binnosinansra ocoba

] Ms Ailbhe Wade, Qualified Person/ Biznorinanoua ocoba

K Ms Carmel Kinsella, Qualified Person/ Binnorizansua ocoGa

(1 Ms Jenny Quinn, Qualified Person/ Bianorizanena ocoGa

1 MsNiamh Ryan, Qualified Person/ Binnosiganena ocofa
DocuSigned by:
Signature/Tlinnuc | Carmel KINSELLA Date/Hata: 25 April 2024

BACL4C34801448D0...

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby: 740373

Servier (freland) Industries 111, Moneylands Gorey Road  Arklow. CoWacklaw. frelud
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Drrectors: Christian Bazantay (Freach), Chsistian Sanvenr (French} Joim Redniind, o
Company registered in Ireland No. 117246 _ _
Page 7 6f7




AEPKABHA CJIIYKBA 3 JIKAPCHKIX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMN ym. KHEBI
rpos. Hauii Ceimmmnot, 3, 02099, en, ((44) 295-26:85
E-mail: diskyiv@dls.gov.ua, Kon €HPIIOY 37079055

'~ BUCHOBOK
NpO AKICTH BBe3eHOr0.B Yipainy JAIKAPCLKOrO 3ac00y

09.05.2024 g Ne 24275724726

BI-IIPECTAPIVM® 5 MI/5 MI
(imainae zyna;-msc_'.r;%xapcisxoajo 3acoly arinne pcmpaumiim r_t_ocaiat_ie'mtgm}
Tabutersn, no 30 Tabuerox'y KonTeHnepi s Tabaerox; no 1 KonTeHHepy 8 Kopoluiz
Kaprony :

{thOpME BURYCKY, RO3YBaNEN, BHA NARY BEHHA TKapesROro daceby)

Howeep peecrpadiiinoro nocsinvenis UA/8748701/01 crsox aif peecTpauioro ilocsinuesns HEODMEXEHIH

Cepin siikapeskoro saco6y Ne 740373 - Kiankicrs Beesenors aikapcskoro sacoby 35200
BupoGink - Ceprle (Ipnannis) Iupactpic JIza, Ipnanzis _—
' (HukMoHY BN BHPOGHHKE JTKAPCLKOTO 3ACO0Y, KPATL TOXOKCHI)
Beeseno B Vepaiuy. Tosapucrso 3 odmewenown signosinaasaicTo "CEPB'C YKPATHA",
- _igent. won: 33643340 ' '

{naliMenysanng Ta kox 3a CAPHIOY 1opunuinol ocobu nbo nplsiwe, 's, 110 GaTbkOBi- fisHanol
000K - niznpremia, If Micie nposHbaiug T8 peectpauiiumit Homep obiikonor KAPTRY METHska
ROZATKiD 00 Cepix Ta HOMEp Niaonopia)

TipoToxoi sisyansiore kowrponto sin 09.05.2024 ¥ 1615/7,

3a pewibTATAME - AepikaBoro: KOHTPOMO  BCTGHOBACHO, MO NiKapesxhl  saci6 Bossens # Vipamiy 3
JOTPHMAHHAM saMor SaKOHOIABTEA WOR0 38663 NEYenHii K6 AiKapChKU

+GOBIE ;f‘\,

RSOBIE T e
Eij\‘a-yﬁ._ﬁ_!_ﬁ_ﬁ ,{B_‘_‘«*’)f. %

ERpiacobin,

Muroia XOEG}IEHKO |

{nigsng) h (ieduianizta apizanie)




AEPIKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHUKAMH y m. KHEBI

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

BHUCHOBOK
npo sIKicTh BBE3eHOro B YKpalHy Jikapcbkoro 3acoby

07.08.2024 : : No 40302/24/26

BI-NPECTAPIYM® 5 MI/5 M

{ualiMenyranHs JiKapcsKoro 3acoby 3TiJHO 3 peecTpanifHEM MOCBIA9eHHIM)
Tabneru, o 30 TabaeTok Y KoHTelHepi qaa TabmeTok; nmo 1 KoaTEliHEDY B KOpo6ui 3

KapTOHY

(jpopma BuImycky, Ac3yBaHHA, BHA NaKyBaHHA Jikapcekkoro 3acoby)
Howmep peecrpaniinoro nocsiguenns UA/8748/01/01 crpox aii peectpanitisore nocsimuenns HeoOMeXeHMH
Cepis nikapcrkoro 2acoby Ne 746456 KinexicTs BRe3€HOTO Jikapeskoro sacofy 36960

BupoSuak Cepr'e (Ipnagnix) [mpacrpic JItn, Ipnaanis

{HalimMeryBaHHg BHpobHUAKA Nikapobkoro 3acoly, KpalHa LIOXOAKEHHA)

ToBapHCTEO 3 ofMexkeH0I0 BiTnoBinansHicTio "CEPB'E€ YKPATHA",

Baeseno 8 Yxpainy inenT, oq: 33643340

(Hatimenypauna Ta koa 3a €JIPIIOY opunuanoi ocobu afo npissunie, iv's, no Garukosi pizuanot
0co0H - mianpuemiy, if micne NpoxuBAHHEA TA peecTpaliifinuii HoMep 061 KOBOT KAPTKY NNATHHIK
’ noparkie abo cepid T HOMep MACIIOPTa)

Tlporoson BisyansHero korrpomo sig 07.08.2024 N 2692/12.

3a peayNETaTAMM JIEPKABHOTO KOHTPONIO BCTAHOBJNEHO, MO AIKAPCEHK! 3aci6 BBezeHo B VYkpainy 2
AOTPHMAHHAM | OHOZABCTEA IIOJ0 3abesneyenHa AK0CTi NiKapgkax 3acobis.

TE0BIB T4 N
s :\fmnnﬁdiz% "
L ' *?f*b .
Hemmenfls </ i ] \o2) Mukona XOJIOJEHKO
(nocanosd = s opri gpHorg (iniuiam Ta npizsnue)
'-?. E = N 2 ¥,
Ve T 7ei8
v )
JHpATHA S5 [l "wi
BalM’ )
\ R\
AN
3



DocuSign Envelope |D: CCO8F04B-272F-4300-AF05-D23E756EECDA

e
‘* anic

SERVIER (IRELAND) INDUSTRIES LTD.

S seavien

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIIKAPCbKOIO 3ACOBY

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

ajpeca BUpOOHUKA

Name of Importer and Address/
Hassa Ta agpeca imnopTtepa

Which Consignment of product is delivered/Bun
TPOIYKIIIT, IO MTOCTAYAETHCS

Pharmaceutical form/Jlikapceka gopma

Name of the Product/Ha3Ba nikapcbkoro
3acoby

Dosage/Cuna nii

Type and size of packaging/Buy Ta po3mip
YIIAKOBKH

Finished Product batch number/Cepist roroBoro
JKapChKOTo 3ac00y

Manufacturing date/{ata BupoGHUITBa
Expiry date/Tepmin npugatHocTi
Batch size/Kinbkicts y cepii

Manufacturing Licence number/Howmep minensii
Ha BUPOOHMIITBO

Registration Number/Peecrpauiiine
IIOCBII4EHHS

Serveer (Ireland) Industres LTD
Tel:

40

Monevlands Gorey Eoad, Asklow CoWic

Innacrpic JItx

Moneylands, Gorey Road/Maninenns, I'opeit
Poyn,

Arklow/Apxiioy,

Co. Wicklow/Ko. Bixnoy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./Byn.
Habepexno-Xpemaruipka, 41

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

Pharmaceutical Product/Jlikapcbkuit 3aci6

Tablets/Tabnerkn

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

5mg/5mg / 5 mr/5 mr

30 tablets in the container for tablets; 1 container
in the carton box/ o 30 TabneTok y KoHTEHHEPI
Juis1 TabneTok; o 1 KoHTeitHepy B KopoO1 3
KapTOHY

746456

06 2024
06 2027

36,960 Boxes/ynakoBok
MO00068/00001

UA/8748/01/01

(0} 402 20888

Dhrectors: Clristian Bazants

). Christiz

sveur {French), John Redmond -

Company remstered n Ireland No. 117246
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DocuSign Envelope ID: CCO8F04B-272F-4300-AF05-D23E756EECDA

DocuSign Envelope 1D: 10FFD3CA-1DDE-48AE-BD87-F14B51A2282C
. b B B W R B §

RELAND) INDUSTRIES LTD.

BERYIER

Method ref/llocunanns na memoo: DTC S005985 PF T CTR 15051 EN 4.0
Specification ref/nocunanns na cneyugixayiro: DTC_S005985 PF N _SPE 15858 EN 5.0

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

Formulation/Jlikapcska gopma:

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)/ TaGnerky, Ho MicTATH 5 MI' HEPUHIONPUIY apriiny (o Bignosinae 3,395 mr
fnepuHAonpuny) Ta 6,935 mr amnoauniny Gecwiaty (10 BLANOBIJAE 5 MI aMIO/IHITIHY )

Packaging Lot No./Cepis Ne: 746456

Manufacturing Batch No./Bupobunua naprisa Ne:

2. Identification of drug substances/
InenTudicauin gilouux peyoBusH

- 59490 and A 1095 by LC/
nepungonpun (S 9490) Ta amnonumniy
(A 1095) meronom PX

- 59490 and A 1095 by TLC/
nepuHponpui (S 9490) ta amoaniis
(A 1095) meromom THIX

Sl
face and ™ on the other face/ Binoro konsopy,

nosractol gopmu tabnetka 3 TUCHEHHSIM 5/5 3
N

oytHOro GOKy Ta 3 iHINOro

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 yTpumMaHHs OCHOBHUX TIIKiB
(neprHIOTIPUITY Ta aMIOANIIHY ) HAa XpoMaTorpami
JOCTIHKYBAHOTO PO3UUHY € IASHTHMHUM [0 Hacy
YTPUMAHHS OCHOBHUMX IMIKIB HA XpoMarorpami
PO3YHHY TTOPIBHSIHHS

Main spots (S 9490 and A 1095) identical in position,
colour and size for test and reference/ I'onosri nasMu
(TepUHIONPHAY Ta aMICIUITHY) IASHTHIHI 110
HOJOKEHHIO, KOIBOPY Ta PO3MIPY NIs
JIOCTIKYBAHOTO PO3SYHHY 1 POIIHHY MOPIBHAHHA

746774
TESTS/TIOKAZHMKHA STANDARDS/CTAHJIAPTHU RESULTS/
PESVJIBTATU
1.Appearance/ 3oBuimuiit Burimsi ‘White, rod-shaped tablet engraved with 5/5 on one Complies/ Binnoeinae

Complies/Binnosinae

Complies/Birosiae

10K

¢

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

80060 UKRI V2

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), J

Company registered in Ireland No. 117246
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DocuSign Envelope ID: CCO8F04B-272F-4300-AF05-D23E756EECDA

DocuSign Envelope 1D: 10FFD3CA-1DDE-48AE-BD87-F14B51A2282C
b Bt B, W

o WRELAND) INDUSTRIES LTD.

BERYIER

Method ref/llocunanns na memoo: DTC_S005985 PF T CTR_15051_EN 4.0
Specification ref/nocunannn na cneyudghixayiro: DTC_S005985 PF N _SPE 15858 EN 5.0

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

Formulation/Jlikapcbxa Qopma:

Tablets containing 5 mg of perindopri! arginine (expressed as 3,395 mg of perindopril) and 6,935 mg of amlodipine besilate
(expressed as 5 mg of amlodipine)/ TabneTky, M0 MICTATE 5 MT HepHHIONPIUTY apriHidy (1o Biamosigae 3,395 mr
NepHHAONPHIY) Ta 6,935 Mr ammoanniny Gecunaty (10 BiANOBIZAE 5 MT aMIOANTIHY)

Packaging Lot No./Cepia Ne: 746456

Manufacturing Batch No./BupoGuntia mapris Ne:

746774
TESTS/TIOKASHUKHT STANDARDS/CTAHIAPTH RESULTS/
PE3VJIBTATH
3. Average mass (mg)/ Cepenus 98,8 to 109,2 (95 % to 105 % of theoretical mass of 104 104.2mg/vr

mMaca (mMr)

4. Microbiological quality (skip
testing)/ Mikpo6iosoriuna
YHCTOTA (CKIN-TeCTYBAHHM)
European Pharmacopoeia (5.1.4., non-
aqueous preparations for oral use/
Caponeiicexa papmakones (5.7.4.,
HEBOOHI Npenapamu 015 HEPoPEILHO20
3ACMOCYSUHHA)

5. Drug substances content (LC)

(mg/tablety/Buict mitouux

peyosun (PX) (mr/rab.a.)

- S 9490-6/ nepuHoNpUIly apridig
(S 9490-6)

- A 1095/ amnoania (A 1095)

mg)/ 98,8 1o 109.,2 (95 % no 105 % Bin Teopetnunoi Mach
104 mr)

Total acrobic microbial count (TAMC) / 3aransHa KIIBKICTE
aepobuux Gaxrepiit: < 10° CFU/g/ KYO/r

Total combined yeasts/ moulds count (TYMC)/ 3aransna
KinpKicth rpubie: < 102 CFU/g / KYO/r

Escherichia coli. absence/l g/ Bincyrniy 1 r

4,75 10 5,25 (95 % to 105 % of the theoretical content of 5
mg) 4,75 1o 5,25 (95 % no 105 % Bia TeopeTHdHOTO
BMICTY 5 MI)

4,75 10 5,25 (95 % to 105 % of the theoretical content of 5
mg)/ 4,75 no 5,25 (95 % no 105 % Big TeopeTHIHOTO
BMICTY 5 MI)

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

5.13mg/mr

4.91mg/mr

* Skip test/Cxin Tectypanns, Passes/Bimnosigae, not applicable/se nposonuscs

80060 UKRI V2

Company registered in Ireland No. 117246
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DocuSign Envelope ID: CCO8F04B-272F-4300-AF05-D23E756EECDA

DocuSign Envelope 1D: 10FFD3CA-1DDE-48AE-BD87-F14B51A2282C

b Bt F V. W B B BT R

RELAND) INDUSTRIES LTD.

BERYIER

Method ref/llocunanns na memoo: DTC _S005985 PF T CTR 15051 EN 4.0
Specification ref/nocunanua na cneyugpikauiro: DTC S005985 PF N SPE 15858 EN 5.0

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

Formulation/Jlixapcska dopma:
ablets 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)/ TabneTiy, M0 MICTATH 5 MT TePUHIONPWIY apriniHy (1o Bignosinae 3,395 mr

nepuHACTIpHAY) Ta 6,935 Mr amnoauminy Secunaty (0 BIANOBIAAE 5 MT aMIIOAMITIHY )

Packaging Lot No./Cepisa Ne: 746456

Manufacturing Batch No./Bupo6uuua napris Ne: 746774

TESTSHOKAZHUKU

STANDARDS/CTAHIAPTH

RESULTS/
PE3YJIBTATH

6. Degradation products

content (LC) (% m/m) /

Buicr mpoayxris

perpagamii (1ominiox)

(PX) (% m/m):

- S 9780-1

-Y 32

-Y33

-Y 31

-Y 1745

- Y 1766

- Any other degradation
products/ byas-saxa iHma
JIOMIITIKa

- Total content of

degradation products/

JaransHuil BMICT JOMIIIOK

7. Uniformity of dosage
units for S 9490-6 and
A 1095 (LC) (Y% /label
claim)/ OxnopinmicTs
JO3ICBAHNX OHHHID IS
NEePUHACHPMIIY apriviny
(S 9490-6) va anuiogumniny
(A 1095) (PX) (% Bin
3asnBJeHol KiibKocTi)
European Pharmacopoeia
(2.9.40.)/ €pponeiiceka
dapmakomnes (2.9.40.)

<05
<0,2
<0,2
< 0,4
<04
<02
<0,2

<2,0

Stage/
Cranis

Number tested/
KinskicTs TabneTox

Acceptance criteria /
Kpurepii npuitaaraocTi

S1

10

AVLI50%

52

120 (30)

AV <150%
0,75 M < each unit/xoxna
omuuung < 1,25 M

<0.10%
<0.10%
<0.10%
0.11%
<0.10%
<0.10%
<0.10%

0.11%

52
53

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

80060 UKRI V2




DocuSign Envelope ID: CCO8F04B-272F-4300-AF05-D23E756EECDA

D ian E D' 10FFD3CA-1DDE-48AE-BDE7-F14B51A2282C ~y~q - e e — e I e e
I o L A iy e GRELAND) INDUSTRIES LTD.

RN R

Method ref/llocunanns na memoo: DTC _S005985 PF T CTR 15051 EN 4.0
Specification ref/nocunanua na cneyugpikauiro: DTC S005985 PF N SPE 15858 EN 5.0

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

Formulation/Jlikapcoka 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)/ Tabnetkn, WO MICTATE S5 MI NEpPHHACHPWIY aprididy (o Biggosizae 3,395 wr
nepuHAONpHAY) Ta 6,935 Mr amnoauminy Secunarty (110 BIANIOBIAAE 5 MT aMIIOMITIHY )

Packaging Lot No./Cepis Ne: 746456 Manufacturing Batch No./Bupo6unua napria Ne: 746774
TESTS/ STANDARDS/CTAHIAPTU RESULTS/
HOKAZHUKH PE3VIIBTATHU
8. Dissolution (LC) Q=75% at 15 min for 8 9490-6/

(%):/ Pozunuuicts Q=175 %3a 15 xunuu g S 9490-6

(P X) (%) Stage/ Number tested/ | Acceptance criteria /
European ) Cranis KinpKicTs Kpurepii npuiinsraocti
Pharmacopoeia (2.9.3.)/ 6
€sporneiicbka TaRUCToK
Dapmaxones (2.9.3.) = —
S1 6 Each unit is not less than 80 % /

102%

Koxua omuanns ue menie 80 %

52 +6(12) Average of 12 units (S1+52) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepenne 12 opuanne (51+52)
6inpme abo nopisxroe 75 % Ta sxoanol oanami Mermie 60 %

S3 +12 (24) Average of 24 units (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 %/ Cepenne 24 ogununs (S1+S2+53) 6impire abo gopisHioE
75 %, ne Oinpuie ABoX oauauies Menie 60 % Ta xomuol
omunnni meure 50 %

. . , ) T
Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklo (}ni),iks\i;l: HITIB
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 AR

Directors: Christian Bazantay (French), Christian Sauveur (French), John Re

Company registered in Ireland No. 117246

80060 UKRI V2
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DocuSign Envelope ID: CCO8F04B-272F-4300-AF05-D23E756EECDA

DocuSign E ID: 10FFD3CA-1DDE-48AE-BD87-F14B51A2282C 13 15T A NITYY TN T T T Q@
eeuSian Bmvelope I oA RV e WA RELLAND) INDUSTRIES 1

TD.

RN R

Method ref/llocunanns na memoo: DTC _S005985 PF T CTR 15051 EN 4.0

Specification ref/nocunanua na cneyugpikauiro: DTC S005985 PF N SPE 15858 EN 5.0

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

Formulation/Jlikapcoka dopma:

nepuHAONpHAY) Ta 6,935 Mr amnoauminy Secunarty (110 BIANIOBIAAE 5 MT aMIIOMITIHY )

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)/ Tabnetkn, WO MICTATE S5 MI NEpPHHACHPWIY aprididy (o Biggosizae 3,395 wr

Gapmakones (2.9.3.)

St 6 Each unit is not less than 80 % /
Kosxnaa ogunuig He Mennie 80 %

S2 +6 (12) Average of 12 units (51+52) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepenne 12 oaunuue (S1+52)
Ginpmre abo nopiruioe 75 % Ta sxoanol ogunmii menme 60 %

S3 +12 (24) Average of 24 units (S1+52+853) 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 ognanus (S1+52+83) 6insine abo nopisEOE
75 %, e Ginpine aABox oauHULE Meniie 60 Y% Ta xoaHo!
ojaunl Menme 50 %

Packaging Lot No./Cepis Ne: 746456 Manufacturing Batch No./Bupo6unua napria Ne: 746774
TESTS/ STANDARDS/CTAHIAPTHU RESULTS/
HNOKASHHEKHU PE3YJIBTATH
8. Dissolution (LC) Q=75 % at 15 min for A 1095/

(%):/ Posununicts Q=75 %3a 15 xsuwmn o A 1095

(PX) (Ye): o

European Stage/ | Number tested/ Acceptapce criteria / .

Pharmacopoeia (2.9.3.)/ Crania | Kinexicts Kpurepii npuitustHocTi

€aponelicska TabneTox

101%

ANALYSIS / AHAJII3 : 08/07/2024
Batch accepted/Ilapria npuiingza ..

(——-DocuSigned by: '*\(‘HO }m
QAE /5

Analytical Services Manager / Mlde(, 6‘11’1&(/ -

M€H€A}K€p 10 KOHTPOJAO T4 aHaJIiBy SIKOCTI 44E57BE9RFCA43C. .

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wickik
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888

Company registered in Ireland No. 117246 o

80060 UKRI V2
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DocuSign Envelope |D: CCO8F04B-272F-4300-AF05-D23E756EECDA

.o 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
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/

Inwm 5 3acBiguyro, o HaBeAeHa BUIle iH(OpMaIlisi € TOCTOBIPHOIO Ta TouHOM. Lfo cepito
IpoAyKuiil 0ys10 BupoOIeHO (BKIIOYAIOUHN [TaKyBaHHA/MapKyBaHHsA) Ta IPOBEACHO KOHTPOJIb
ii sKOCTI Ha BUIC3a3HAYCHIN AUIBHUIN Y MOBHIN BiAMOBigHOCTI 3 BUMoramu GMP,
BCTAHOBJIEHUMH MICIIEBUM PETYISTOPHHM OPTaHOM, a TAKOK BIIOBIHO 10 crenudikari,
0 MICTSATBCS Y peecTpallifinomy focke. [IpoTokonu BupoOHUIITRA, TaKyBaHHS Ta aHAII31B
OyJ10 TIEpErJIIHYTO Ta BCTAHOBJICHO BizmoBinHicts GMP.

Date of batch release/[lata Bumycky cepii 16/07/24

Name and Position/Title of person authorising the Batch Release/ IlpizBume Ta nocana/
3BaHHA 0co0H, AKa BHIaJa I03BLJI Ha BHITYCK cepil

1 Dr Blanaid Bowes, Qualified Person/ Bignosinaisaa ocoba

1 Ms Ailbhe Wade, Qualified Person/ Bignosinanssa ocoba

—

Ms Carmel Kinsella, Qualified Person/ BianosinansHa ocoba

[
[
[
[1 Ms Jenny Quinn, Qualified Person/ BixnosizansHa ocoda

M Ms Niamh Ryan, Qualified Person/ BinnosigansHa ocoba

DocuSigned by:

Signature/ITizmuc Niamh Ryan Date/Jlata: 16 July 2024

\——-018FCGBG1OE3401,,,

Finished product batch number/ Homep cepii rotoBoro nikapcekoro 3acoby: 746456

Servier (Treland) Industnies LTD . Mon
Tel: =




JEPKABHA CIIVIKBA 3 JIIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Haail Ceitnuunod, 3, 02099, ren. (044) 295-26-83
E-mail: dis.kyiv@dls.gov.ua, Kog €OPTIOVY 37079055

BUCHOBOK

IPO SIKICTHL BBE3EHOro B YKpaTHy JIKapcbRoro 3acody

16.10.2024 Ne 54116724726

BI-IIPECTAPIYVM® 5 MI/5 MTI

{nafMenysanis nikapeexore aaco0y 3rinno 3 peecTpailifittiy ToCBIIICHIINM)
TabaeTiu; 110 30 Tabiaeror y kouvedinepi gt radacrox; no 1 woirreiinepy b kopobud

(popra BHNYCKY, A03YBaHHY, BHA HAKYBAHHK i K2PCIOr0 3ac08y)

Honep peecrpauiiinoro nocsinuenns UA/B748/01/01 crpox mii peecrpatiilinore nocsinuenns HeoBMexeHu

Cepin nikapcexoro sacoby Me 748780 KiapkicTs BBeseroro nikapeskoro sacoby 313060
BupoBHitk Ceps'e (Ipnannisn) lujacrpic Jv, Ipranaia
{radineny BAHEA BHPOBHIKA NikapeLkoro 30cody, kpaiua NOXOIKCHNIA)
Beeseno s Yepalily Toapucrso 3 ofmewenolo sianosinansuictio "CEPB'C YKPATHA™,
inenT. woa: 33643340

(nadimenysanims ra ko sa CAPTIOY opuandnol ocoln afe npissuiic, iM's, no Satkoni Giznviof
ocolh - tianpueMu, 1 Micite mposcsazig Ta pecerpantifingii nosep of:ironot KAPTHH T1THHKA
noxarviin ado cepis Ta noMep nacnapra)

fporokon Bisyanshoro kortpomo siz 16.10.2024 Ne 3510/4.

3a  pesysBTATAMH  JEPWABHOCG  KONTPONO BCTAHOBAGHO, W0  Aikapcekill 3aci  seeseno Yapaliny 3

AOTPHMAHBAM Bumor 3ax0R0IABCTBA W00 3a0e3NeUcHH AKOCTI NiKAPCLKHX 3ac05in.

Havamsunk Murona XOHOAEHKO

{rianme) (idrdaan ra npizsLe)




Docusign Envelope ID: D52900EE-ED34-4E56-8BA0-42BF01BEC243

SERVIER (IRELAND) INDUSTRIES LTD.

T

= SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI TKAPCBKOTO 3ACOBY

Name of the Manufacturer & Address /Hazsa Ta
ajpeca BUpobHuKa

Name of Importer and Address/
Hassa ta agpeca iMnoprepa

Which Consignment of product is delivered/Bun
IEPOAYKI, MO MOCTAYAETLOSA

Pharmaceutical form/ixapcora dopma

Name of the Product/Hassa aixapcrkore
cofy

Dosage/Cuna pif

Type and size of packaging/Buy ra posuip
YNaKOBKH

Finished Product batch number/Cepia rotosoro
nikapehKoro 3acoly

Manufacturing date/lata BrpobuniiTsa

Expiry date/Tepmin npuparsocti

Batch size/KinbKicts y cepil

Manufacturing Licence number/Homep minensii
Ha BHPODHULITBO

Registration Number/Peectpautivine
ROCBI/(MEHHS

Servier ([reland} Industries Ltd/Ceps'e (Ipnangis)
Innactpic Jitg

Moneylands, Gorey Road/Maninenas, lopeit
Poyx,

Arklow/Aprnoy,

Co. Wicklow/Ko. Bixnoy,

Ireland/lpnangis

Servier Ukraine LLC/TOB "Cepg'e Vipaina”

41, Naberezhno-Khreshchatytska St./syn.
Habepexno-Xpeutarmitka, 41

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

Pharmaceutical Product/Jlikapcexubi sacif

Tablets/Tabserxu
Bi-PRESTARIUM® 5 mg/5 ing/
Bi-TIPECTAPIYM® 35 mr/S mr
Smg/Smg /5 wr/5 ar

30 tablets in the container for tablets: | container
in the carton box/ ne 30 rabletox y konrelinepi
i Tabaeroi; o 1 xouTeliuepy B kopodui 3
KApTOHY

748780

08 2024

08 2027

31,360 Boxes/ynakosok
MO0068/06001

UA/13930/01/01

Servier (Ireland) Industries LTD , Moneviands Gurey Read, Arklow, CoWicldow, Treland.
Tek: +333 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (Freach), Cliristian $nuveur (French), Jobn Redmond.
Company registered in Ireland No. 117246

Page 1 of 7
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Docusign Envelope ID: D52900EE-ED34-4E56-8BA0-42BF01BEC243

tosusin Enwlope 1D BEANEOA 3838 R SR OYICR L WELAND) INDUSTRIES LTD.

I SERVIER

Method refillocunanan na memod: DIC _S605985_PF T CIR_I5051 EN 4.0
Specification ref/nocuaanna na cneyuiranio: DTC_S005985_PF N _SPE 15858 EN 5.0

Bi-PRESTARTUM™ 5 mg/5 mg/Bi-TIPECTAPIYM® 5 mr/5 mr

Formulation/Aikapcsra 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})/ Tabnerku, mo MicTATL 5 MC OepHIpIONPIUTY aprininy (Mo sinnosinae 3,395 Mr
nepunastpuy) a 6,935 smr amiteauniny Seciutaty (o Binnopinae 3 Mr aMTOAUIIITY)

Packaging Lot No./Cepist Ne: 748780 Manufacturing Batch No./BupoGunya waprin Ne:
725774
TESTSTIOKAIHIKH STANDARDS/CTAHJIAPTUA RESULTS/
PE3YIILTATH
L. Appearance/ 3oenisuniil Burang White, roc‘lghaped tablet engraved with 5/5 on one Complies/ Bianosinae

»
face and ™ on the other face/ Binoro xonsopy,
zoBracTol opmu TalneTka 3 THCHEHHAM 3/5 3
L

£

oatore Soxy Ta 3 IHIIoro

2. Tdentification of drug substances/ The principal peaks (S 9490 and A 1095) in the

laerrdhinvauia qbowix pevonin chromatogram obtained with the test solution have a Complies/Bianosizae
- S 9490 and A 1095 by 1.C/ retention time similar to that of the principal peaks in

neputonpun (S 9490) Ta amaoanmin the chromatogram cbtained with the reference

(A 1093) metozom PX sofution/ Yac yrprmManns ocHosm Hikis

(NepUHAOTPIITY Ta AMIOZHITIHY) HA ¥POMATOrPAMi
ROCTIKYBAHOTT POSUMHY € [ABHTLMHHM 10 Uacy
YTPHMEHHS OCHOBHHUX IHKIB HA XPOMaTorpai
POUEHY NOPIBHAHHA

Main spots (S 9490 and A 1093) identical in position,
colour and size for test and reference/ TomosHi s Complies/Binnosiae
(nepunAonpIITY T4 AMICLMITINY) ifeHTHYHI 110
NOAOKEHHIO, KOALOPY TAa POaMipy Al
DOCNITACYBAHORO PO3YHAY | posunny nopisuates

- 59460 and A 1093 by TLC/
HepRHAOTIPILA (S 9490) Ta amMnomimit
(A 1095} metonon TIIEX

Servier (Ireland) Industries LT1.. Moneylands Gorey Road. ‘Arklow, Co Wicklaw. Treland.
Tel: +353 (01 402 20800 Fax: +353 (0) 402 20888
[Directors: Christian Buzantay {French). Christian Sauveur (Freuch), John Redmond.
Company registered in Ireland No. | 17246

30060 UKRI V2 Page 2 of 7




Docusign Envelepe 1D: D52900EE-ED34-4E56-8BA0-42BF01BEC243

e Evelope 1D SRR 338 R YT L.\ ELAND) INDUSTRIES LTD.

Method reffllocunanns na memod: DTC_S005985 PF T CTR_15051 EN 4.0
Specification ref/nocuranns na cneyudyivayito: DTC_S005985 PF N SPE 15858 EN 5.0

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

Formulation//likapceia 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)/ TaGmerkiL, mo MiCTATS 5 MI TiepHHIOIPITY aprininy (mo Bianosigae 3,395 mr
nepmizonpaty) 1a 6,935 Mr avnoauniny Gecwiaty (100 BiANOBIAAE 5 M aMIOIHIIRY)

Packaging Lot No./Cepisi Ne: 748780 Manufacturing Batch No/BrpoGina napris Ne:

725774
TESTS/TIOKAIHHAKH STANDARDS/CTAHBAPTH RESULTS/
PE3YJLTATH

3. Average mass (mg)/ Cepeans
ataca (vr)

4. Microbiological quality (skip
testingy/ MikpoSioneridna
HUHCTOTA (CKH-TeCTYBAHHS)
European Pharmacopoeia ¢5.7.4., ron-
aqueous preparations for oral use!
CBponeciicnkn Gapmaronen (5.7 4,
negadni apenapeamu O Repopareiioze
IQUMUCVEUHAA)

5. Drug substances content (LC)

{mg/tablety/BaicT mirornx

peaosnu (PX) (mriraba.)

- § 9490-6/ Lepummonpway apriuin
(S 9490-6)

- A 1095/ amnonnmin (A 1093)

98,8 t0 109,2 (95 % to 105 % of theoretical mass of 104
mg)/ 98,8 no 109,2 (95 % no 1035 % win TEOPETIYROL MacH
L04 mr)

Total aerabic microbial count (TAMC) / 3araasna kKinLkicTs
aepodunx Gakrepiii: < 10° CFU/g/ KYO/IT

Total combined yeasts/ moulds count (TYMC)Y 3aranuna
KinokicTs rpudie: < 162 CFU/g / KYO/Ir

Escherichia coli; absence/l ¢/ sigcymiy 1 r

4,75 to 5,25 (95 % 10 105 % of the theoretical content of 5
mg) 4,75 no 5,25 (95 % no 105 % six TEOPETHUHOTD
BMICTY 5 M)

4,75 10 5,23 (95 % to 105 % of the theorctical content of 5
mgY 4,75 no 5,23 (95 % no 105 % sif reopervunoroe
BMICTY 5 mr)

104 3mghr

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

5.00mg/nr

4 86mg/mr

* Skip test/Crin tectysanns, Passes/Bianosinae, not applicable/ue nposoauscs

Servier (Ireland) Industries LTD.. Moneslands Gorev Roud, Arklow, Co Wickiow. Iretond.
Tel: +333 (1D 402 20800 Fax: +353 (0} 402 20884
Directors: Christian Bazantay (Freneh), Cluistian Sauveur {Freneh), John Redmond.
Company registered in lreland No, 117246

80460 UKRI1 V2 Page3 of 7
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Docusign Envelope ID: D52900EE-ED34-4E56-8BA0-42BF01BEC243

Jocusign Envelape 1D: BEdUAEOA-SSss-ﬁSE-JBELD-;:F?;QﬁOEQEJFS o et E LA ND) [N D US T R1 ES LT D ]

Method ref/lTocunanns na semod: DTC_S005985_PF T CTR_I15051 EN 4.0
Specification ref/nocunanna na cneyugpicanio: DTC_S005985 PF N _SPE I 3858 EN 5.0

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

Formulation/Jlikapcewa opma:
Tablets containing 5 mg of perindopril arginine (expressed as 3,393 mg of perindepril) and 6,935 mg of amlodipine besilate
(expressed as 5 mg of amlodipine) Tabretku, wo mictars 5 mr NEPHEACNPHITY apridigy (o silliosigas 3,395 ur
nepunaonpuny) ta 6,935 sr amioauniny Secunary (o signosinae 5 Mr aMnoanminy)

Packaging Lot No./Cepin Ne: 748780

Manufacturing Batch No/Bupotunua napria Ne: 725774

TESTS/TIOKAZHUKH

STANDARDS/CTAHAAPTH RESULTS/
PEIYIILTATH

6. Degradation products

content (LC) (% ne/in) /

Buicr mpoayicrie

aerpagauil (nomimox)

(PX) (Yo m/m):

- S 9730-1

-Y 32

- Y33

-Y 3

- Y 1745

=Y 1766

- Any other degradation
products! Byap-axa iqma
IoMilLKa

- Total content of

degradation products/

JaransHub BMict tomimox

7. UnHormity of dosage
units for 8§ 9490-6 and
A 1095 (LC) (%/tabel
claim) OauopianicTs
A030BANHX OAHHHIL AN
NepHUIONpuNy aprininy
{S 9490-6) Ta amacaHNiNy
(A 1095) (PX) (% Bin
IAARACHOI KinskoeTi)
Furapean Pharmacopocia
{2.9.48.)i Epponigiicska
Dapuiakoues (2.9.480.)

=05
<(,2
<02

<04
<0.2
<0.2

i

<0, 1 0%
<0.10%
<0.10%
0.12%
<{).10%
<), 10%,
<0.10%

0.12%

Stage/

Crania

Number tested/ Acceplance criteria /
Kinekicrs 1abnerox Kpurepil npritnsriocti

St

10 AV £150%
6.6
6.6

+20  (30) AV < |50%
0,75 M < each unit/xowkua
ommieig < [,25 M

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

80060 UKRI V2

Company registered in lreland No. 117246
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Docusign Envelope 1D: D52900EE-ED34-4E56-8BA0-42BF01BEC243

roousn Evvelope 0. BEAOAEN S5 R OFERNCR L WELAND) INDUSTRIES LTD.

T senvien

Method reffllocunanna na memod: DTC_S005985 PF T CTR_ 15051 EN 4.0
Specification ref/nocunanns na cneyupirvayio: DTC_S005 985 PF N SPE_[5858_EN_5.0

Bi-PRESTARIUM® 5 mg/3 mg/Bi-IIPECTAPIYM® 5 Mr/5 mr

Formulation/Jlikapceica opata:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindoprif) and 6,935 mg of amlodipine besilatt
(expressed as 5 mg of amlodipiney TabmeTkm, mo MicTITE 5 AT TepHHAONPIITY aprininy (wo siinosimac 3,395
NepHILLONpILTY) T4 6,935 Mr aMnoauniny GecHNaTy (100 BiAMOBIAAE 5 MT aMIoIHTIHY)

Paclaging Lot No./Cepin Ne: 748780 Manufacturing Batch No./BupoGunua napria Ne: 725774
TESTS/ STANDARDS/CTAHJZAPTH RESULTS/
fIOKA3BHKHA PEIYILTATH
8. Dissolution (LC) Q=75 %al L5 min [or § 9490-67

(%):/ Pozgmmiers Q=75 %=a 15 xsutam g § 9490-6

(PX) (%):
Luropean

Stage/ Number tested/ | Acceptance criteria /

S, 2 Crapia -K‘_ifhKiC‘rb Kprrrepil npuiinsriocti
€eponciicexa “THORCTON
Mapsaroney £2.9.3.) - :
31 ] Lach unit is not less than 80 %/ -
Kosna oysisns ne semue 80 % H1%
52 +6 (12) Average of 12 units ($1+52) is equal to or greater than 75 %

and no unit s less than 60 % Cepemte 12 ozuamn, (S 1+52)
Oineate abo gopivkroe 73 Y% Ta swoarol ommwmi Merie 60 %

53 +12 (24) Average ol 24 units (81482453} i3 equal Lo or greater than 75 %%,
no more than 2 units arc less thar 60 % and no unit is ess than
50 %/ Cepeanc 24 oppmmnk (S1+82+583) Ginkiue abo opismor
735 %, He Glusire MBOX oauENLYL Merme 60 % ta wognol
cansH Memue 30 %

Servier {reland) Industries L'TD.. Meneytands Gorey Road. Arklow, Co Wicklow, treland.
Tel: #3353 (03 402 20800 Fax: 353 {0} 402 20888
Mirectors: Christian Bazantay (Frenchy, Christian Savveur (French). John Redmond.
Company registerad in lrefand No., 117246
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Docusign Envelope ID: D52900EE-ED34-4E56-8BA0-42BF01BEC243

et s 0 BN S SEROVERACY . KELAND) INDUSTRIES LTD.

* “_:.-#._

= SERVIER

Metiiod ref/Hocunanua na memood: DTC _S005985 PF T CTR 15051 EN 4.0
Specification ref/nocuaannn na cneyugdinayiio: DTC S005985 PF N SPE_ 15858 EN 5.0

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

Formutation/Jixapenka dopua:

Tablets comtaining 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril} and 6,935 mg of amiodzpme besilat
{expressed as 5 mg of amlodipine)/ tabnerks, wo MicTATe 5 MP TepHEIONpUTY apriuiny (mo Bianosizae 3,395 ™
fepHHACnpunY) 1a 6,933 yr amitoauniny Secrnaty (W10 RIANOBIAAC 5 M aMITo JMNIHY)

Packaging Lot No./Cepiz Ne: 748780 Manufacturing Batch No./BupoSuiuua napria Ne: 725774
TESTS/ STANDARDS/CTAHIAPTH RESULTS/
TTOKAZHIIKHA PEIVIIBLTATY
8. Dissolution {(LC) Q=T5%at 15 min for A 1693/
(%):/ Pazvunnicrs Q=73 %sa 15 xmun gna A 1095
(PX) (%) .
Eurepeas Stage/ | Number tested/ | Acceptance criteria/
Pharmacopoeia (2.9.3 ) Cragin | Kinexicts Kpnrepit npriiusenocr
Crponeiicska TAdNCTOK
Papyakonen (2.9.3)

51 6 Each unit is not less than 80 % /

Koixna onunuis ne memmne 80 % 98%
s2 +6 (12) Average of 12 units (S1+52) is equal 1o or greater than 735 %

and o unit is tess than 60 %/ Cepeane [2 ommnapie (S1+52)
Ginnie abo 0piBEIOE 75 % TA Ko IH0T OMMIH Metie 60 %

S3 +12 (24) Average of 24 units ($1+82+83) is equal to or greater than 75 %,
ne more than 2 units are kess than 60 % and no unit i3 less than
50 %/ Cepeane 24 omintue (81+52--83) Siasiue abo gopiemios
75 %o, tie DL ABOX OAUHHLEL MCHIC 60 Yo Ta o0t
et MeHme 39 %

ANALYSIS / AHATI3 : 19/09/2024
Batch accepted/Tlaptia upwiinata

Mereawep 1o KoUTPOMO TA aHANIZY AKOCTI

Analytical Services Manager / Dwus&ﬂmw
Michael Byrne/ Mixaens Bipne

44557&59350443
Servier (Ireland) Indusiries LTD., Moneylands Gorey Road. Arklow, Co Wicklow, freland.
Tel: +353 (07402 20800 Fax: +353 () 402 20888
Directors: Christian Bazantay (French). Chrlstian Sauveur (Freneh), John Redmond,
Company registered in Treland No, 117244
80060 UKR1 V2 Page 6 of 7




Docusign Envelope ID: D52900EE-ED34-4E56-8BA0-42BF01BEC243

SERVIER (IRELAND) INDUSTRIES LTD.

e
B ey
T

= SERVHR

[ hereby declare that the abovementioned information is reliable and accurate. This bateh 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 specitications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

Linm 5 zacsiguyso, wio HaBeAeHa BRIIE iHdopMalii € zocTosiproie Ta Tounow. Lo cepiio
nporykilii 6y710 BupoGaeno (BKIOUAIOUH NAKYBAHHA/MADKYBAHFA) TA NPOREASHO KOIWTPO/IE
iT akocTi Ha BHINE3a3HaYeHil ninpumui y noenii gianosianocti 3 sumoramn GMP,
BCTALIOBIIEHHMH MICLISBUM PETYIIATOPHUM OPTraHoM, 8 TAKOXK BIAICBINIO0 [0 cnenmdikaliii,
W10 MICTATREA Y peecTpatiiitiomy gocke. TIPOTOKOM BUPOBHHIITRA, MAKYBAHHA 18 aHATH3IB
O¥A0 nepernaHyTO Ta BCTAHOBACHO Bianopiguicts GMP.

Date of batch release/l{ata sunyexy cepii 20/09/24

Name and Position/Tiile of person authorising the Batch Release/ Hplasmute 1a nocaaa/
3BannA ocob, AKa BUAATA O3B HA BHNYCK cepil

[] Drv Blanaid Bowes, Qualified Person/ Binnosinaneea ocoba
f1 Ms Ailbhe Wade, Qualified Person/ Bianosinanera ocoba

K Ms Carmel Kinsella, Qualified Person/ Bianorinanssa ocoba
[T Ms Jenny Quinn, Qualified Person/ Binnosiaansua ocofa

t] Ms Niamh Ryan, Qualified Person/ Binnorigansna ocoba

DecuSigned hy:

Signatwre/TTianue | Carmel KINSELLA Date/fara; 20 September 2024

BAC04C348D144B0...

Finished product batch number/ Homep cepii rotosoro nikapcskoro aacoby: 748780

Servier (Ireland) Industnies LTD., Moneylands Gorey Road, Arklow, CoWickiow, Ireland.
Tal: +353 (0) 402 20800 Fax; +353 (0) 402 20883
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ireland No. 117246
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NEPXKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMU y m. KHEBI

npos. Hanii Ceitanuwoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IIPTIOY 37079055

BUCHOBOK
Npo AKiCTh BBE3CHOro B YKpainy JlikapchKroro 3aco0y

31.01.2025 Ne 4442/25/26

BI-MTPECTAPIYM® 5 MI'/S MI”

(afimeiy Ban s AIKapCHKOIo 3acaby 3riano 3 PECCTPALIANIM TIOCBIAHCHHAM)
taGaeTicn; no 30 TabjeTok y KouTeiinepi A9 rabaeror; no 1 konreiinepy B KopoOui

(popma BrIyCKY, HO3YBAHHS, BHL HAKYBAMH Aikapebkoro 3aco0by)
Howmep peectpauiiiHoro rocsinueHHs UA/8748/01/01 crpox nii peecTpaLifiHoro nocsif4eHHs HEOOMEWECHU N
Cepis nixapcbkoro 3acoby Ne 753423 Kinkicrs noeseroro nikapebkoro 3acofy 20000

Bupobnux Ceps'e (Ipsanais) lnnacrpic Jlta, Ipnanais

(raifMcHyBanis BUpoGurka AikapeLKoro 3ac0By, Kpaita NOXOMKEIHS)

Baeaeno B Ykpaity TonapucTso 3 00MEKEHO10 pinrosigansHicTIO "CEPB'€ YKPATHA™,
inen. won: 33643340

(ualimenysanis Ta koA 38 CAPHOY 10opuaminot ocolin Ad0 tpizsrIe, iv's. no Garbrosi (pisuunol
0coBH - HiAnprHemus, T Micie NPOKAHBAHHA T4 pecerpauifnuit nomep oBAiKOROT KAPTKH NAATHHKA
(osaris aGo cepis Ta HOMEP NACnopTa)

T1pOTORON Bi3yaRLHOI0 KOHTPOSIO BiA 31.01.2025 N 219/01.10-25/13.

3a  pesynbTaTaMu  ACPKABHOTO  KOHTPOJIO peTaHOBACHO, WO  Nikapebkuit  3acif  peescno b Ykpaity 3

JOTPUMAHHAM sumor 3aKOHOJABCTBA W00 3a0e3rneHeltl AKOCTI NliKapeLKuX 3acobin.

B.o. HauabHUKA o ik ﬂ Bixrop MAXHOBEUD

(nocanosa ocoda oprauy ACPIKATHOIO KO ITRONO) (nianne) (inirdaau ta npizsuie)

M.TL







Docusign Envelope ID: 8047730F-33BE-4C79-ACD8-BDOEE0224A1C

""}?) E’\Jl}[ ?ti” % Y?B

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnaunis)
ajipeca BUpobHUKa Inpactpic Jitn

Moneylands, Gorey Road/Maninenns, [Nopeit
Poyn,

Arklow/Apknoy,
Co. Wicklow/Ko. Biknoy,
Ireland/Ipnanaisn
Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepg'e Ykpaina"

Hasea Ta agpeca iMnoprepa 41, Naberezhno-Khreshchatytska St./syn.
HabepexHo-XpewaTnupka, 41

Kyiv, 04070/m. Knis, 04070
Ukraine/Ykpaiua

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapcbkuii 3aci6
npoayKUii, 1O MOCTaYaEThCs

Pharmaceutical form/Jlikapceka popma Tablets/TabneTku

Name of the Product/Ha3a nikapcbkoro Bi-PRESTARIUM® 5 mg/5 mg/

3acoly Bi-MTIPECTAPIYM® 5 Mr/5 mr

Dosage/Cuna gii 5mg/5mg / 5 wmr/5 Mr

Type and size of packaging/Bua ta po3mip 30 tablets in the container for tablets; | container

YTIaKOBKH in the carton box/ no 30 TabneTok y KoHTeHHepi
anq tabnetok; no 1 koHTedHepy B Kopodui 3
KapTOHy

Finished Product batch number/Cepist roroBoro 753423
Jikapcbkoro 3acoby

Manufacturing date/Jlata BupoGHULTBA 10 2024
Expiry date/Tepmin npuaaTHocTi 102027
Batch size/Kinbkicts y cepil 30,960 Boxes/ynakoBok

Manufacturing Licence number/Homep niuensii  M00068/00001
Ha BUPOOHULTBO

Registration Number/PeecTpauiiite UA/8748/01/01
MOCBiAYEHHA

Page 1 of 7
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Docusign Envelope |D: 8047730F-33BE-4C79-ACD8-BDOEE0224A1C

Dacusign Envelope 1D: E3EECG(J7‘7SBD~45AF~»8402A93E§360ED1 BAF

A S I VL T T T S N S T N

i Method ref/llocunanis na memoo: DTC S005985 PF T CTR 15051 EN 4.0
% Specification ref/nocunanns na cneyudicanio: DTC S005985 PF N SPE 15858 EN 5.0

Bi-PRESTARIUM" 5 mg/5 mg/Bi-TIPECTAPIYM" 5 Mr/5 mr

FFormulation/Jlikapcerka gopma:
Toblets containing S mg of perindopril arginine (expressed as 3.393 mg of perindoprily and 6,935 mg of amlodipine besilawe

(exnressed as 5 mg of amlodipine)/ rauerky, U0 MICTATL 3 MP TIEPHIAONPUAY aprininy (110 BImOBLEC 3,395 M
HEPUHAOTPTULY) Ta 6,935 Mr amitoniiny decraaty (1o BIANOBIAAC 5 MI aMIOAINTIHY )

Packaging Lot No./Cepist Ne: 753423 Manufacturing Batch No./BupoGuuua naprist Ne:
742017
TESTS/MMOKAZHHKH STANDARDS/CTAHUAPTH RESULTS/

PEIVILTATH

LAppearance/ 3opritnii sprisi White, rod-shaped tablet engraved with 575 on one Complics Bizuosigac

o ) -

facc and ™7 on the other face/ Binoro xoanopy,

aosractol opmau TabiucTka 3 THCHEHIIM 5/5 3
B

omHoro Boky Ta 7 2 HIIOTO

2. ldentification of drug substances/ The principal peaks (S 9490 and A 1095) in the

Liewrudivais giouux peuonun chromatogram obtained with the test solution have a Complics/Bignosisac
-8 90490 and A 1095 by [V retention tite similar to that ol the principal peaks in

eprioupust (S 9490) ta amsourin the chromatogram obtained with the reference

(A 1095) Meroiom PX solution/ Hac yrpumMaiHg OCHOBHUX MiKiB

(TIepruAQIIPHAY Ta AMAOIMNINY) Ha XpOMaTorpami
JOCTIKYBANOTO POAIIHY € ICHTHIHUM A0 vacy
YIPUMAHHS OCHOBHITX THKIB Ha XPOMATOTPAMI
POZUHHY TOPIBHSHH

Main spots (S 9490 and A 1095) identical in position.
colour and size for test and reference/ Tostosui nasvn Complics/Biznosizac
(MEPUHAOIPILTY TA AMITOAWIITY ) LHenTiani uo
NOJOKEHNIO, KOALOPY T4 POIMIPY 15
JOCHIEKYBAHOTO POSUUHY | POZUHAY TTOPIBASITAS

- S 9490 and A TOUS by 1107
repurgonpun (S 9490) ta amstomrmin
(A 1095) merogom TLIX

Sutvicr chictandy Tndastries TED O3 oncsfamds Goiey Ruoad Arklow, Co Waeklow freland
ol f383 00 02 20800 Fun, f 3R10) 102 20888
Directors: Chrstan Bazantay (Frencin, Chostion Sauveur irenchy John Redmond
Company registered in brekand Noo 7246
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Docusign Envelope 1D: E3EEC607-75BD-45
[

B Ee RONY

S tes o o4

AF-84D2-93E360ED18AF ;
RN RN 3 N S

Docusign Envelope ID: 8047730F-33BE-4C79-ACD8-BDOEE0224A1C

Method ref/ITocuaanis wa memoo: DTC _SO05985_PF_T _CTR_15051_EN _4.0
Specification ref/nocunanns na cnequdicawivo: DTC_S005985_PF_N_SPE_15858 EN_5.0

Bi-PRESTARIUM™ 5 mg/5 mg/Bi-TMIPECTAPIYM™ 5 mr/5 mr

Formulation/Jlixapeska gpopma:

2

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindoprit) and 6,935 mg ol"amlodipine besilate

{expressed as 5 mg of amlodipine)/ TadneTky. Wo MICTATS 5 M IICPREAOIPUILY apTininy (110 BLUTOBIAaE

neprigonpIty) Ta 6,935 Mr amuognniny Gecuniary (100 BLATOBLLAE 5 MI AMIOAMITINY )

=

3,395 mr

Packaging Lot No./Cepis Ne: 753423

742017

Manufacturing Batch No./Bupobnmaa napris Ne:

TESTS/TIOKA3ZHMKH

STANDARDS/CTAHIAPTH

RESULTS/
PEIYALTATH

3. Average mass (mg)/ Cepenns
Maca (mr)

4. Microbiological quality (skip
testing)/ Mikpo6iosoriuna
querora (ekin-recryBanms)
luropean Pharmacopoeia (3.7.4., non-
aqueous preparations for oral usel
Erponeiichka Gapmarones (3./.4.,
HEGOOHT NpENAPAntlt QAN NEJIOPUILHOO
SUCNOCYEAINST)

5. Drug substances content (1.C)

(mg/tablet)/Baict girounx

peuosun (PX) (mr/radin)

- S 9490-6/ IrepuHIONPIAY ApriniY
(S 9490-0)

- A 1095/ amnoauniu (A 1095)

98,8 10 109.2 (95 % to 105 % of theoretical mass of 104
mg) 98,8 2o 109,2 (95 % zo 105 % Big reoperuunol mach
104 mr)

Total acrobic microbial count (TAMC) / 3arannbiua KinbKicTs
acpoGuux Gaxrepiit: £ 10° C1U/e / KYO/r

Total combined veasts/ moulds count (TYMC) 3aranesna
KinpKicTs rpubis: < 107 ClU / KY O

Iischerichia coli: absence/| ¢f pizcymiy |1

4,75 10 5.25 (95 % 1o 105 % of the theoretical content of' S
me)/ 4.75 10 5.25 (95 % a0 1035 %0 BLA TCOPCTIHOTO
BMICTY S MT)

4,75 (0 5.25 (95 % o 105 246 of the theoretical content of S
mg)/ 4,75 10 5,25 (95 Y zo 105 % BLI TCOPETHIHOTO
BMICTY 5 M)

103.9mg/mr

#Skip Test - Not
Applicable

#Skip Test - Not
Applicable
#Skip Test - Not

Applicable

3.02mnr

4. 8Tmg/sr

* Skip test/Cxin rectysanng, Passes/Biutosiaae, not applicable/ne nposoinsest

Servier (reland) indastries 11
Tel: 1333 (03402 20800 Ly

PRS0y 102 20888

Directors: Christian Bazantay (Urenehy Chrstan Sanenr ifrenchy John Redmond

80060 UKR1 V2

Company registerad indretand Noo FEZ2IG

1., Monevhinds Gorey Road, Arklow, Co Wicklow frefand.

Page 3 of 7




Docusign Envelope ID: 8047730F-33BE-4C79-ACD8-BDOEE0224A1C

Docusign Envelope 1D: ESEECE07-75BD-45AF-84D2-93E360ED18AF ERE S R

TESIOAEIRY

Method ref/Hocunranns na memod: DTC S005985 PF T CTR 15051 _EN 4.0
Specification ref/nocunanns na cnequdpivayivo: DTC _S005985 PF N _SPE 15858 EN 5.0

Bi-PRESTARIUM™ 5 mg/5 mg/Bi-TIPECTAPIYM" 5 mr/5 mr

Formulation/Jlikapcska dgopma:
Iablets 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) rabneriy, wo MIiCTATL S M IIEPIIRONPUAY aprininy (1o Bianorizac 3,395 mr
HEPUHAOAPUITY) Ta 0.935 M amumoanntiny Secrrary (10 BIATORIAAE 5 MP aMAOJHTTIHY )

Packaging Lot No./Cepis Ne: 753423 Manufacturing Batch No./Bupobuuua napris Ne: 742017
TESTS/TOKASHHUKHA STANDARDS/CTAHJIAPTH RESULTS/

PE3VIBLTATH

6. Degradation products
content (L.C)Y (Yo m/mn) /
Bumicr npoayxris
Jerpajiail (rominror)
(PX) (Yo m/m):

-5 9780-1 0.12%
-Y 32 <0.100%
- Y33 <0.10%
- Y3l 0.10%
- z :;‘:: <0.10%
- 0 ; .
- Any other dcgmdzllifm g } 8(:::
products’ Byib-stxa inta ‘
JOMitKa
- Total content ol = 2.0

. ; LS
degradation products/ 0.22%

BAradbHUNE BMICT HOMIIOK

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

units for  $9490-6 and Crazis Kinsxicrs rabnerok Kpurrepil mputinsriocri

A TOOS (LC) (Y/label

claim)/ Qauopianicrs Sl 10 AV £ 15.0%

A030BAHAX OVTHHIL 451 73

HePHHAOHPHAY apriHiny
(S 94%)-6) Ta avaouniny
(A 1095) (PX) (Yo Bin

h

3auBAEHOT KUTbKOCT) N2 F200(30) AV £ 150 %
Furopean Pharmacopocia 0,75 M < cach unit/xoxna
(2.9.40.)] €ppoueiichia oanAania £ 1,25 M

dapsaxones (2.9.40.)

Servier threlandy Industeies LTD. Monesbands Gorey Road, Arklow. Co Wicklow Tretand,
Tel P333003 402 20800 Fax: 1353 40) 102 20888
Divectors: Christran Bazanlay (Frenchy Christian Sauvewr (Frenchi John Redmond
Company registerad m frelfaond Noo TH 240

80060 UKRI V2 Page 4 of 7



Docusign Envelope ID: 8047730F-33BE-4C79-ACD8-BDOEE0224A1C

Docusign Envelope ID: E3EECG07-758D-45AF-84D2-93E360ED18AF £ % A nof 1% ISTRITS [T
R WSS RN TR R R PP O S I I AU O TP I .24

Method ref/Iocunannsn na stemod: DTC '_NJS(II)S 985 PF T CTR_1505 [_EN_ 4.0

Specification ref/nocunanus na cneyugpixanio: DTC_S005985_PI”_N_SPE 1 5858 EN_5.0 '

Bi-PRESTARIUM" 5 mg/5 mg/Bi-TIPECTAPIVM™ 5 mr/5 mr

Formulation/Jlikapenka dopma:

Tablets containing 5 mg ol perindopril arginine (expressed as 3,395 mg of perindopril) and 6.935 mg ol amlodipine bhesilate

t

= TS50 a0 1S aun s S 9490-
(Vo):/ PoysuumicTs Q= 75 % sa 13 xpuann gan S 9490-6

(PX) (Yo):

: Stage/ Number tested? | Acceptance crileria /
Furopean Cranis KiabkicTh Kpurepii npuiinsroct

Pharmacopocia (2.9.3.)/
Crponciichka
dapmakories (2.9.3.)

TabieToK

Sl 6 Lach unit is not less than 80 % / 1029
Komena ot ve merane $0 % el
82 +6(12) Average ol 12 units (ST+82) is equal to or greater than 73 %
and no unit is fess than 60 %/ Cepenrie 12 o (S 1-+52)

St ado gopismoc 73 % riokoanol oanniui menwe 60 %

S3 12 (24) Average of 24 units (STES283 ) is equal to or greater than 75 %,
no more than 2 units are less than 60 % and no unit s less than
30 %/ Cepearte 24 onoamun (S1+82483) Sinsme ado gopisiioc
75 %. we Ginpwe ABOX ogHEUUbL Merme 60 % Ta woaHol
oxMunLi Merne 50 %

(expressed as 5§ mg ol amlodipine) Ttadaercn. no amictsts S MU nepusponpuay  apriviny  (mo o sumorigac 3395 s
nepnionpuity) ta 6,935 v ammoxunivy Gecrurary (110 BPUIOBIAAE 5 MI° AMIOMHHIHY) :
Packaging Lot No./Cepist No: 753423 Manufacturing Batch No./Bupotuuua napris Ne: 742017
TESTS/ STANDARDS/CTAHIAPTH RESULTS/
NMOKA3ZHHMKHU PE3YJIBTATH
8. Dissolution (L.C) Q=75 % at 15 min for § 9490-6/

Servier chreland) Industreies FTD - Monevlands Gorey Road. Arklew, Co Wicklow, breland.
Teb #3353 (Oy 402 20800 Fax. #33510) 402 20888
Directors: Christian Bazanty (Frenchi, Chrstian Saneur (Frenchy John Redmond
Company registered i brefamnd oo TH MG
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Docusign Envelope 1D: 8047730F-33BE-4C79-ACD8-BDOEE0224A1C

Docusign Envelope 1D E3EECB07-75BD-45AF-84D2-93E360ED18AF

A ANGY L AL B R R A B

T—
s,
—
L

[(” Method ref/TTocunannn na semod: DTC S005985 PF T CTR 15051 _EN 4.0
| Specification ref/nocunanua na cneyugixanin: DTC_S005985_PIF_N_SPE 15858 EN 5.0

Bi-PRESTARIUM" 5 n_ng/S mg/Bi-INTPECTAPIVM™ 5 mr/5 mr

Pormulation/Jlikapenka dopaa:

lablets containing 5 mg ol perindopril arginine (expressed as 3,395 mg of perindopril) and 6,935 mg ol” amlodipine besilute
(expressed as 5 mg ol amlodipine)/ tabnerin, WO MICTSTL 5 MEP RCPHHAONPMAY aprininy (wo  Bianosigac 3395 wmr
HepHHAONPUAY) Ta 6,935 M avuroamntiiy Geciuiary (110 BIANOBIRAE 5 MI aMIIONiHY)

Packaging Lot No./Cepis No: 753423 Manufacturing Batch No./BupoGuu«a uapris Ne: 742017
TESTS/ STANDARDS/CTAHIAAPTH RESULTS/
NTOKAZHUKHA PE3VIILTATH
mg.wl“)iSS()luli()n (LC) Q= 75 % at 1y min Tor A 1095/
%):/ PosuuunicTs Q=75 % 350 1S xpwnt anse A 1093
(PX) (Yo): .
aropean Stage/ Number tested/ | Acceptance eriteria /
Pharmacopocia (2.9.3.)7 Cragin | Kiabkicth Kpyrepii nprifrstocTi
Erponieiicnka Tabs1eTok
apsakonea (2.9.3.)
S G Fach unitis not less than 80 %/
Konera ot se Merine 80 % 102%0
; $2 O (12) Average of T2 units (STH821is equal to or greater than 75 %

and no unit s fess than 60 %/ Cepezute 12 o (S1+82)
Oiibie abo AopiBrioe 75 Y% 1a woaHoT oguuuiti mene 60 %

S3 +12 (24) Average of 24 units (S1+52+53) is cqual to or greater than 75 %,
no mare than 2 units are less than 60 % and no unitis less than
S0 %/ Cepegue 24 ok (S1+82453) Ginwuie ado jgopisHioe
75 %, ite SinLIIe ABOX QUMW Mmerte 60 % ra Ko AHOT
o mennre 30 %

ANALYSIS / AHATI3 : 04/11/2024
Batch accepted/Iaprist npuitrsta
----- TocuSigned by:
Analytical Services Manager / o Michatl Byrus
MeReKE) 110 KOHTPOAKO T2 a3y SKOCT] N BEPSTCAA,

Michael Byrne/ Mixaess Bipue

Servier thretand Industries DL Moneviands Gorey Road, Arklow. Co Wickiow ! tretand
Telr #3353 (0) 402 20800 Jax. #3533 (0):102 20888
Directors: Chrrstran Bazantay (Frencly, Chrstion Savveur (Frenchic fohn Redmond
Company registered in breland Noo FH2HG
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Docusign Envelope ID: 8047730F-33BE-4C79-ACD8-BDOEE0224A1C

BEHVIER

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/

Llum 5 3acBifuyro, L0 HaBeaeHa BuLe iHpopMaLlis € 10CTOBIpHOIO Ta TouHo. Lo cepito
npoaykuii 6ysno BupobieHo (BKIOUAKOUH NaKyBaHHA/MapKyBaHHs) Ta NPOBEAEHO KOHTPOJIb
il AxocTi Ha BuLIE3a3HAUEH N AibHULI Y NOBHIH BianoBigHocTi 3 Bumoramu GMP,
BCTAHOBJICHUMH MIiCLEBUM PEryJIATOPHUM OPraHOM, a TAKOX BIAMOBIAHO A0 cneuudikauii,
1O MiCTATLCA Y peecTpaliiiHomy n0cke. [IpoTOKOIW BUPOGHULTBA, NaKyBaHHs Ta aHani3is
GyJ10 neperfisiHyTo Ta BCTaHOBJEHO Bianosianicte GMP.

Date of batch release//laTa Bunycky cepil 14/11/24

Name and Position/Title of person authorising the Batch Release/ Ilpizsuuie Ta nocaga/
3BaHHS 0CO0H, IKa BHJAJIA 03Bl HA BUNYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Binnosinansua ocoba
[1 Ms Ailbhe Wade, Qualified Person/ Bianosigansha ocoba

N Ms Carmel Kinsella, Qualified Person/ BinnosigansHa ocoba
[1 Ms Jenny Quinn, Qualified Person/ Bignosinansha ocoba
[] Ms Niamh Ryan, Qualified Person/ Binnosinansua ocofa

DocuSigned by:
i i 14 N ber 2024
Signature/ITignuc Carmel KINSELLA Date/lara: —BYEB 0

BAC04C3480144B0..

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby: 753423
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