AEPIKABHA CIIYXKEA 3 IIKAPCBKUX 3ACORBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos, Haaii Citnuynoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Koa €ZIPTIOY 37079055

BACHOBOK
npo siKicTh BBe3eHoro B YKpaiHy nikapeskoro 3acoby

06.11.2023 Ne 56441/23/26

BI-IIPECTAPIVYM® 5 MI'/10 MTT

(HaiMeHyBanHa fikapcbkoro 3aco6y 3riAHO 3 peecTpavifHim NOCBiAMEHHAM)
Tabnerku, no 30 TabaeTok y xonTeiinepi 41 Tabneror: o 1 KOHTeliHepy B Kopofni 2

Rapramy

(bopma sunycky, noayBaHA, BHA NAKYBAHHS Nikapeskorg 3acoby)

Homep peectpaniititoro noceimuents UA/8748/01/02 crpok ait peectpauisinoro noceiaenns HeoGMexeHHil

Cepis nikapcokoro sacoby Ne 731619 KinskicTe BBE38HOTO Nikapeskoro zacoby 10202

Bupobuuk Ceps'e (Ipnannis) Inpactpic Jitn, Ipnanais
' (naliMesyBaHHs BUPOGHMKR TiKADCLKOTO 38c06y, KpaiKa NoXoakeIHs)

Bee3ero B Vipainy Toeapucteo 3 o6Mexkenowo BianosizansuicTo " CEPB'C YKPAIHA",
inenT. koa: 33643340

(Hakimenysanss Ta koa 3a CAPTIOY opuanuHoi ocobu abo n Pi3BMILE. iM'A. MO 6aThroR] {)izudHoT
ocolu - nignpueMus, 1T Micue npoxuBaHES Ta peecTpauiiuuil Homep 06nixoBol kKapTkK MATHUEE
noaarkie abe cepia Ta HoMep nacnopra)

Mporokoa eisyanenoro koutpoaio rin 06.11,2023 N 3459/7.

3a pesyneratamu AepkaBHOTO  KOHTPONIO BCTAHOBNIEHO, WO nikapchkuii  3aci6  BBezeHo B Ykpainy 2

AOTPHMAHHAM-stioraag
o

2\ Mukona XQJIOJJEHKO
o . .

{iniuianu T2 npizeuwe)




vocusign Envelope 1U: /666U60U-861D-4DYU-YBLE-YSAZFBU/EBUY

SERVIER (IRELAND) INDUSTRIES LTD.

LT =
TS seavER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Haspa Ta
azapeca BUPOOHHKA

Name of Importer and Address/
Hassa Ta agpeca iMnoprepa

Which Consignment of product is delivered/Bun
NpoAyKuii, MO NOCTAYaETHCA

Pharmaceutical form/Jlikapcnka dopma

Name of the Product/Hassa nixapcekoro
3acoby

Dosage/Cwna aii

Type and size of packaging/Bua ta poamip
YIAKOBKH

Finished Product batch number/Cepis rotosoro
NKapeBKoro 3acoby

Manufacturing date/[lara supobuunrea
Expiry date/Tepmin npuaatHocTi
Batch size/Kiabkicts y cepil

Manufacturing Licence number/Homep niuensii
Ha BUpOGHHUTBO

Registration Number/Peectpauiiine
NOCBiAYEHHS

Servier (Ireland) Industries Ltd/Cepg'e (Ipnanais)
Ingacrpic Jita

Moneylands, Gorey Road/Maninenas, lopeit
Poyn,

Arklow/Apxknoy,

Co. Wicklow/Ko. Bixsnoy,

Ireland/Ipnanais

Servier Ukraine LLC/TOB "Cepg'e Ykpaina"

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

Kyiv, 04070/m. Kuis, 04070
Ukraine/Yxpaina
Pharmaceutical Product/JTikapcexwuit 3acib

Tablets/TabneTkn

Bi-PRESTARIUM® 5 mg/10 mg/
Bi-ITPECTAPIYM® § Mr/10 mr

Smg/10mg / 5 Mr/10 Mr

30 tablets in the container for tablets; | container
in the carton box/ no 30 Tabnerox y KoHTeiHepi
4 Tabnerok; no 1 KoHTelHepy B kKopobui 3

KapToOHY
731619

09 2023

09 2026

10,202 Boxes/ynakoBox
M00068/00001

UA/8748/01/02

nad

Servier (Treland) Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow, Irelan JOKYMEHT -
Tel: +353 (0) 402 20800 Fax: +333 (0) 402 208838
Directors: Christiap Bazantay (French), Chnistian Sauveur (French). John Redmond
Company registered in Ireland No. 117246



DocuSign Envelope 1U: /6660600-861D-4DY0U-YBEB-Y0AZEBU/EBDY

rocuSian Envelope D BB T A S v T \ IRELAND) INDUSTRIES LTD.

L

Method ref/Ilocunanun na memod: DTC_S005985_PF T _CTR 15051 EN 4.0
Specification ref/llocunanna na cneyudpicayivo: DTC_S005985_PF _N_SPE_15860_EN 3.0

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

Formulation/Jlikapcuka ¢popma:
Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate

(expressed as 10 mg of amlodipine)/ Tabnerxw, o MicTsTs 5 MI nepHHIONPHITY aprinidy (mo sixrosiaac 3,395 Mr neprpgonpum
13,870 mr amnoauniny Secrnaty (o Bignosinae 10 mr amaonuniny)

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupo6unua napris Ne:
731619 708363
TESTS/TIOKAZHHKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJILbTATH
1. Appearance/ 3oeuiwmniii Brrasa White, square-shaped tablet engraved with 5/10 on Complies” Bianosizae

.9
one face and on the other face/ Bisoro konpopy,
KBaJpaTHOT thopmu TabneTka 3 THCHeHHAM 5/10 3
L.

oaxoro Goky Ta 3 iHIWIOro

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

Inenrudicauis aitounx pedosnn chromatogram obtained with the test solution have a Complies/Bianosinac
- 59490 and A 1095 by LC/ retention time similar to that of the principal peaks in

nepuaaonpit (S 9490) ta amnoaunin the chromatogram obtained with the reference

(A 1095) meTozom PX solution/ Yac yTpHMaHHuA OCHOBHUX MiKiB

(nepHHIONPUITY Ta aMI0AMNINY) HA XpoMaTorpami
ACCIIKYBAHOIO PO3UHHY € iIZEHTHHHM [0 Hacy
YTPHMAaHHA OCHOBHHUX MiKiB HAa XpoMaTOrpasi
PO3YHHY NOPiBHAHHSA

Main spots (S 9490 and A 1095) identical in position, Complies/Bianosigae
colour and size for test and reference/ Fonosui namu
(nepHAICTIPWITY Ta aMIOAWNIHY ) iXeHTHYHI O
NOOXKEHHIO, KONbOPY Ta pO3MIpy Ui
JOCAIUKYBAHOTO PO3IYMHY | POIUHHY TOPiBHAHHS

- 59490 and A 1095 by TLC/
nepungonpua (S 9490) Ta amnoaumnin
(A 1095) metonom THIX

Servier (ireland) Industrics LTD., Moneylands Gorey Road. Arklow, Co Wicklow,
Tel: +353 (0 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay {French). Christian Sauveur (French). John Re
Company registered in freland No. 117246

80270 UKR1 V2
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ocuSign Envelope ID: 89817F43-1ABA-4337-8621-3E4078EF 2B0F
O LIINV LI\

Docusign Envelope 1D /666U600-8610D-4UY0-9BEB-YOAZEBU/EBDY

IRELAND) INDUSTRIES LTD.

Method ref/Ilocunanna na memod: DTC_S005985 PF T CTR_15051 EN 4.0
Specification ref/Ilocurannn na cneyugpixayiro: DTC_S005985_PF N_SPE 15860 _EN 3.0

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

Formulation/Jlikapcbxa dopma:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ TabaeTky, wo MicTATS § MI HEPHHIONPHIY apriivy {wo sianosinac 3,395 mr nepungonp

13,870 mr amnoauniny Secunary (mo sianosinae 10 Mr amaozuniny)

Packaging Lot No./Cepis Ne:

731619

708363

Manufacturing Batch No./Bupo6anua naprin Ne:

TESTS/ITOKAZHHUKH

STANDARDS/CTAHIAPTH

RESULTS/
PE3YJIbTATH

13 Average mass (mg)/ Cepeans
maca (Mr)

4. Microbiological quality (skip
testing)/ Mixpobiostoriuna
YHCTOTA (CKiN-TecTYBAHHN)
European Pharmacopoeia (5.1.4.,
non-aqueous preparations for oral
use/ €Bponelicbka hapmakones
(3.1.4., neeodui npenapamu ons

197,6 10 218,4 (95 % to 105 % of theoretical mass of 208
mg) 197,6 no 218,4 (95 % a0 105 % Bin Teopernynol
macu 208 mr)

Total aerobic microbial count (TAMC) / 3aranbha kinbkicts
aepoOuux Gakrepit: < 10° CFU/g / KYO/r

Total combined yeasts/ moulds count (TYMC)/ 3araisna
KitbkicTs rpubis: < 102 CFU/g / KYO/Ir

206.9mg/mr

*Skip Test - Not
Applicable

*Skip Test - Not

) Applicable
NEPOPWILHOZO 3ACIMOCYBANNA) Escherichia coli: absence/] g/ Biacymniy I r i
*Skip Test - Not
Applicable
5. Drug substances content (LC)
{mg/tablet)/ Bmicr airounx 4,7510 5,25 (95 % to 105 % of the theoretical content of 3
pedosn (PX) (Mr/rabi.) mg?/ 4,75 po 5,25 (95 % no 105 % six reopeTnuxoro 5.10mg/vr
- 8 9490-6/ nepungonpuay BMiCTY 5 Mr)
aprisin (S 9490-6) 9,50 to 10,50 (95 % to 105 % of the theoretical content of
i 10 mg)/ 9,50 ao 10,50 (95 % a0 105 % Bix TeopeTnyHoro -
- A 1095/ avtomimin (A 1095 & ' ]
wgommy | ) Bmicty 10 mr) 9.85mg/ur
* Skip test/Ckin TecTyBanns, Passes/Bianosinae, not applicable/e nposoauscs

Servier {Ireland} Industries 1LTD.. Moneylands Gorey Road, Arklow, Co Wicklow, frela

Directors: Christian Bazantay (French), Christian Sauvenr (Freneh). Jobn Redmond.

80270 UKR1 V2

Tel: #3353 (0) 402 20800 Fax: +353 (0) 402 20888

Company registered in Ireland No. 117246

Page 3 of 7




Vocusign Envelope 1D: 76566060U-861D-4DY0-9BEB-YOAZFBU/EBDE

ocuSign Envelope 1D: 89817F43-1ABA»11§3;§(§1-15427EE;2\80F\ I R E LA N D) lN D USTRI E S LT D ]

* S
TS SERVIER

Method ref/Ilocurannn na memoo: DTC_S005985_PF T CTR_15051_EN 4.0
Specification ref/Ilocunanun na cneyudixayiro: DTC_S005985_PF N _SPE 15860 _EN 3.0

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

Formulation/Jlikapceska dopma:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate
expressed as 10 mg of amiodipine)/ Tabnerxn, 10 MICTATL 5 Mrr nepuHIONPIITY aprininy (o ginnosizae 3,395 mr nepHHAONPMITY
13,870 Mr amnoauniny Gecrrary (mo signosizac 10 Mr amaoanniny)

Packaging Lot No./Cepin Ne:

731619

Manufacturing Batch No/Bupobuuaa naprin Ne:

708363

TESTSAIOKAZHHUKH

STANDARDS/CTAHIAPTH RESULTS/
PE3YJIbTATH

6. Degradation products
content (LC) (Yo mv/m) /
Bmicr npoaykris
nerpajauii (aomimox)
PX) (Ya nt/miy:
- S 9780-1 <0,5
-Y32 <02
-Y33 <02
- Y 31 <04
-Y 1745 <04
- Y 1766 <02
~ Any other degradation <02
products/ Byas-ska inwma
aoMimxa
- Total content of 2,0
degradation products/
JaransHull BMicT ZoMilnox

0.19%
<0.10%
<0.10%
<0.10%
<0.10%
<0.10%
<0.10%

0.19%

7. Uniformity of dosage
units for S 9490-6 and
A 1095 (LC) (Yo/label
claim)/ OanopigsicTs
J030BAHAX OAHHHIL /1A

Stage/
Cragia

Number tested/ Acceptance criteria /

Kinskicts Tabnerok Kpurepil npuftraranocti

NePHHIOHPUTY apridiny
(S 9490-6) Ta amanoanniny
(A 1095) (PX) (% 8in
3angaeHol Kipkocri)

S1

10 AV<150% 9.6

4.1

European Pharmacopoeia
(2.9.40.)/ €pponeiicbka
Gapmaxones (2.9.40,)

+20 (30) AV<LIS0%
0,75 M < each unit/koxna
onuunua < 1,25 M

Servier {Ireland) Industries LTD.. Moneylands Gorey Road, Arklow. Co Wicklow
Tel: +333 (0) 462 20800 Fax: +333 (03 402 20888
Directors: Chiristinn Bazantay (French), Christian Sauveur (French), John Redm

80270 UKR1 V2
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Company registered in Ireland No, 117246




vocuSign Envelope 1L: /666U6U0-861D-4DYU-YBLEB-Y0AZFBU/EBDY

wcuSign Envelope {D: 8881 7F43—1ABA~¢::3J‘317;86§1-%427€EF;2\80F\ I R E LA N D) IN DUST RI ES LT D )

= SERVIER

Method ref/TIlocuranns na memood: DTC_S005985 PF T CTR_15051_EN 4.0
Specification ref/llocunanna na cneyugpicaniro: DTC_S005985_PF_N_SPE_15860_EN_3.0

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

FormulationVlikapcsxa gopma:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate (expresse
as 10 mg of amlodipiney rabaerxn, mo smictats 5 Mr nepuwzonpuiay apriviny (wo signosizae 3,395 mr nepuugonpwiy) T
13.870 Mr amniopnniny 6ecnnary (wo Binnosigae 10 mr amnognniny)

Packaging Lot No./Cepia Ne: Manufacturing Batch No./Bupo6unya napris N

731619 708363

TESTS/ STANDARDS/CTAHJAPTH RESULTS/
ITOKA3ZHUKHI PE3YJbTATE
8. Dissolution (LC) Q=175 %at 15 min for S 9490-6/

{%):/ Posunuuicts Q=75 % 3a [5 xeuuun aas S 9490-6

(PX) (%):

European Stage/ | Number tested/| Acceptance criteria/

Pharmacopocia (2.9.3.)¢ | | Cranis | KinbkicTs Kpurepii nputinsrnocti

Caporeicnka TabneTox

Dapmaxores (2.9.3)

St 6 Each unit is not less than 80 %/ w0
Koxkua onuamms ue mene 80 % 103%

S2 +6 (12) Average of 12 units (S1+82) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepeane 12 oaunnus ($1482)
Binsure abo sopiBrioc 75 % Ta %0,0101 oauanui Mexwe 60 %

83 +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 %/ Cepeane 24 oaunnus (S1+82+83) Giaswue abo aopisuioe
75 %, He Ginpme ABox oauHUAUL McHIIE 60 % ra xoaxol
ojmnuud MeHme 50 %

a haki g .
vumvm-‘n'rm \

age SL}M" 3

Tel: +353 {0y 402 20800 Fax: +353 {03402 20888
Directors: Christian Bazantuy (French). Christian Sauveur {French). John Redmo
Company registered in Ireland No. 117246

80270 UKR1 V2



Uocusign Envelope 1D: /66606U00-8610-4DY0-YBLEE-Y5AZFBU/EBDS

ocuSign Envelope 1D: 89817F43v1ABAg3;/:§fi2\1—:i§427zEF;2‘50F\ I R E LA N D) I N D UST RI E S LT D ]

.
—
ool .

Method ref/llocunannn na memoo: DTC_S005985 PF T CTR_15051_EN 4.0
Specification ref/Ilocunanna na cneyupixawiro: DTC_S005985 PF N _SPE 15860 _EN 3.0

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

Formulation//lixapebka dopma:
Tablets containing § mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate (expresse

as 10 mg of amlodipine)/ tabnerxwu, wo MicTATE 5 Mr nepmmonpway apriginy (mo sixnosimae 3,395 mr nepuHaonpiy) 1
13,870 mr ammoauniny Gecunary (wo sianosizac 10 Mr amsioaumniny)

Packaging Lot No./Cepia Ne; Manufacturing Batch No./Bupobnnga napria Ne:
731619 708363
TESTS/ STANDARDS/CTAHAAPTH RESULTS/
MMOKA3ZHUKH PE3YJILTATI
8. Dissolution (LC) Q=75 % at 15 min for A 1095/
(%%6):/ Posaunnicrs Q=75 %3a 1S xswnn qas A 1095
(PX) (%) v
European Stage/ | Number tested/ | Acceptance criteria/
Pharmacopoeia (2.9.3,)/ Cranis | Kiabkicts Kputepii npuinsruocri
Caponeitcika tabaeTox
Dapmakones (2.9.3,)
St 6 Each unit is not less than 80 % /
Kosxna ogummus e mennue 80 % 100%
S2 +6 (12) Average of 12 units (§1+82) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepeane 12 o (S1+52)
6inpme ado aopismoc 75 % ta ko;ut01 oaunuui MeHwe 60 %
83 +12 (24) Average of 24 units (S1+52+83) is cqual to or greater than 75 %,
no morc than 2 units are less than 60 % and no unit is less than
50 %/ Cepeane 24 ommnus (S1+52+83) 6insuie ubo gopisHioe
75 %, He Binbiie AROX OaHHHLE Meume 60 % Ta KOAHOT
oauHuL Mexe 50 %
ANALYSIS / AHAJII3 : 29/09/2023
Batch accepted/Tlapris npuiinara
DocuSigred by:
Analytical Services Manager / N«ICLMLL b‘!"“’
Menemkep 110 KOHTPOIO Ta aHanizy fkocri Michael Byrne/ Mixaens Bipre

> nd \
NTOKY MEHTIB \

Servier {Ircland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wickle
Tel: £333 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redme
Company registered in Ireland No. 117246
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LocusIgn Envelope I1U: /666U600-8610U-4UY0-YBEE-YSAZFBU/EBLY

SERVIER (IRELAND) INDUSTRIES LTD.

T senvaen

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/

Llnm 5 3acBiguayio, mwo HaseaeHa suue iHdopmauis € mocToBipHoo Ta Tounoo. LIjo cepio
npoayxuii 6yno supodaeHo (BITIOUAIOUH NAKYBAHHA/MAPKYBAHHS) Ta NIPOBEICHO KOHTPOMb
ii skocTi Ha BUIE3a3HAYEHIH AbHNLI Y NOBHIH BianoBiaHocTi 3 BuMoramu GMP,
BCTAaHOBJIEHIMH MICUEBUM PETYJISTOPHUM OPraHOM, 8 TAKOK BIANOBIAHO 10 cnienHgikartii,
o MICTATHCR Y peectpanifiHoMy nocse. [IpoTokony supoGHULTEA, TAKYBAHHS Ta aAHAMI3IB
Oyn0 nepernaHyTO Ta BCTAHOB/IEHO BianosiaHicTs GMP,

Date of batch release//lata Bumrycky cepii 11/10/23

Name and Position/Title of person authorising the Batch Release/ IIpissuine Ta nocana/
3Banust ocobm, iKa BHAANA J03BiN Ma BHOYCK cepil

[1 Dr Blanaid Bowes, Qualified Person/ Biariosizansua ocoba
[] Ms Ailbhe Wade, Qualified Person/ Binnosinansna ocoba

[] Ms Carmel Kinsella, Qualified Person/ BianosizansHa ocoba
Jd Ms Jenny Quinn, Qualified Person/ Bignosinansha ocoba

[] Ms Niamh Ryan, Qualified Person/ Bianosinansua ocoba

Signature/TTiznuc Date/J{ata: 11 October 2023

Finished product batch number/ Homep cepii rotoBoro nikapcobkoro sacoby: 731619

Servier (Ireland) Industnes LTD.. Moneylands Gorey Road, Arklow, CoWicklow, It
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French). Chnstian Sauveur (French}, John Redmond.
Company registered m Ireland No. 117246
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JEPKABHA CHYXBA 3 JIILAPCBKUX 3ACOBIB
TA KOHT‘P()JHO 3A HAPKOTUKAMMU y m. KHEBI
npon. l'-ia,.l.lii'l'Cni'mwmoi‘ 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Koa (‘JIPHOY >707‘)O>S

X3

BUCHOBOK

Npo sikicTL BBE3CNOro B Yrpainy nikapesxoro 3aco0y

08.07.2024 ' No 35016/24/26

BI-TIPECTAPIYM® S MI'/10 MI”
(Hdll\lul\ BaHA IH\dprK()ll) MLOO\’ K15 lll() 3 pL(deHlHHHM OCBIICUNNM)
Tabaerky, no 30 rabueror y Koy cmn.pl u.lm Tabsaeror; no 1 koureiinepy 8 xopobui 3
de_ I‘Oll)’
(QopMA RHIYCRY. 03V BAHIL BIf/L HARKYBAKHS JEKAPCHLROIO 3acody)

Howmep peecrpauiiinioro focainuenns UA/8748/01/02 crpox aif peectpantifioro nockiauein HCOOMEKEHHH

Cepis nikapcskoro 3acoby Ne 743985 . Kinukicts BBesenoro nikapehkoro-sacody 10480
Iupobinik Ceps'e (Ipnanis) Innacrpic JITa. Ipnanjiis

(nadimeiry aus BUPoOSHKKD AikapeLKoro sacoby. Kpatha NOXOJARCHHS)

) . TosapucrTo 3 0GMERCIN010’ mnnom;mm)mc 10 "( Epp ( YKPATHA",
Breserio  Ypainy 5 jheirr, won: 33643340 o

(naitvenynanig Ta ko 3a CAPTIOY opsanimoi acodn abo npispre. in's. 1o Sarsroni el
ocoby - ninpuesist. 1T aicne npoAUBAIIS 0 peccTpaititingi gomep 08AIKOROT KAPTKK HIRTLHIKD
HoAaTKIN afio cepist Ta romep nacnopral

NpoTokos Bisyanruoro kourpomo sin 08.07.2024 N2 2261/8.

32 pesynnTaTaMu  ASpPHAaBHOro KOHTPOJIO  BCTAHOBACHO. MO Nikapebknit  3aci6 pRE3ENO B YRpaiwy 3
IIOTPHMaHHHM BUMOI 32KOHQARCTRA 100 3ade3nedens sKoCTi jliKﬂpilﬂCO@iB.

7k o
/ . Mm\mm ‘(()JI()JUIIKO

(Hiune) ('mum I 7a |l|mvumc)

N*’Rn‘: 051 7 o
\A.‘ PR LRY] 1, )







DocuSign Envelope ID: BADFODED-0C7F-461F-0043-E33B774A148A

SERVIER (IRELAND) INDUSTRIES LTD.

e

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUGIKAT AKOCTI JHKAPCBKOTO 3ACOBY

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

azpeca BUPOOHHMKA Iunacrpic g
Moneylands, Gorey Road/Manizenus, Dopeil
Poya,

Arklow/Apraoy,
Co. Wicklow/Ko. Bixaoy,

{reland/Tpnanais

Name of [mporter and Address/ Servier Ukraine LLC/TOB "Ceps'e Yxpaina"
Hasga Ta agpeca iMnoprepa 41, Naberezhno-Khreshchatytska St./syn.

Habepenxno-Xpetaruibra, 41
Kyiy, 04070/, Kuir, 04070
Ukraine/Yxpaina

Which Consignment of product is delivered/Buy Pharmaceutical Product/Jlixapebimi 3ac10
APOMYKLUT, 11O MOCTANACTHCS

Pharmaceutical form/Jikapeska dopma Tablets/Tatnerxn

Name of the Product/Hazsa nikapeeroro Bi-PRESTARIUM® 3§ mg/10 mg/

2acoby Bi-[TPECTAPIYM® 5 mr/10 mr

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

Type and size of packaging/Bu ta possmip 30 tablets in the container for tablets: 1 container

YTIAKOBKH in the carton box/ no 30 Tabnerox y KoHTehtepi
s rabnetor; o 1 kouTeHepy B Kopodui 3
KAPTOHY

Finished Product batch number/Cepis roroporo 743985
Aikapebkoro 3acoly

Manufacturing date/Hara supoSunrsa 03 2024
Expiry date/Tepmin npuaariocti 32027
Ratch size/Kinsricts v cepii 10,480 Boxes/yraxosox

Manufacturing Licence number/Homep nitensit M00063/00001
Ha BHPOOGHALLIBO

Registration Number/Peectpauifine UJA/8748/01/02
MOCRINUEeHHS

{/.
y
(//)V‘ O{k" /1/ Qcﬁ "\]H J>
Le cc¢ Z@m;;ﬁ
Arklow, CoWicklow. Treland

153 (0] 4 ags

hristion Sanvent (French), Tohn Redmond,

Servier (Ireland) Industries LT
Tel: +353 (0} 402 208¢

Directors: Clyistian Bazantay (French),
Campany registered w Irelagd No. 117246
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DocuSign Envelope ID: 8ADFODED-0C7F-461F-9043-E33B774A148A

Rign Envalope 1D: D30204F8-A304-4F3C-G36A-7CIBAFBIIB2L ¢ yy vy w TR N R TR
eI RS LLIN Y OELLIN i\ IRELAND } INL

EnvIER
Method ref/focuranun nwa smemod: DTC_S005985 PIT_CTR_15051_EN 4.0
Specification ref/flocuaanuna na cnequdivaniro: DTC_S005985 PN _SPE_15860_EN_3.0

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

Formulation/Jlikapenria popma:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ TabreTki, 1o MICTHTE 5 MI ICPHRAOTPIULY aprininy (o BIANOBIAAE 3,395 MP HCPUHAONPHAY
13.870 s avromniny Secusary (o slanosigae 10 Mr amaonuininy)

Packaging Lot No/Cepis Ne: Manufacturing Batch No./Bupotnuua napris No:
743985 725815
TESTSHIOKAZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJILTATH
L. Appearance/ 3osuitaiil surasy White, squzn‘c:g&apcd tablet engraved with 5/10 on Complies’ Bianosizae
>

one face and on the other face/ Binoro konopy,

Kl’m_{.{péﬁi’l‘ld()'l' (I)(Z)p;\-tli TadneTKA 3 THCHeHssM 3/10 3
Bl

QAHOrO 601\'}" T e 3 THILOTO

2. Identification of drog substances/ The principal pealks (S 9490 and A 1095) in the

Lrenrngianis alouauy peaoninyg chromatogram. obtained with the test solution have a Complies/Bianosinae
- $ 9490 and A 1095 hy LC/ retention time similar to that of the principal peaks in

aepuraoup (S 9490) ra amsoannin the chromatogram obtained with the reference

(A 1095) meTojom PX solution/ Hac yTrpuManis 0CHOBHMX Hikin

(HePUIAOIPHAY Ta AMAOMITIHY) HA XpomaTorpami
AOCHDKYRAROIO POITHHY € IHCHTHYHHM 0 4acy
YIPUMALIS OCHOBHUN IHKIB HB XpoMaTorpami
PO3UMHY NOPIBHANHA

Main spots (8 9490 and A 1095) identical in position, Complies/Bianorinac
colour and size for test and reference/ I'onosHi IsIME
{ePHIAOUPIITY TA AAIOMUIRY) IACHTITHI 10
NOAOKEHHO, KOALOPY Ta POIMIPY 510
AOCALIDKYBAHOIO POIYMEY L POIMMIY TOPIBISHIHS

- 89490 and A 1095 by TLC/
prepuugonpui (S 9490) ra amaoannin
(A 1095) meronoar TIHX

Servier (Ireland) Industries LTD., Moneytands Gorey Road. Arklow, Co Wicklow, lreland.
Tel #3535 (0) 402 20800 Fax: +353 (0) 402 20888
Directoes: Christian Bazantay (French). Christian Savvenr (Freneby. foba Redmorl.
Company registered in breland No. 117246
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DocuSign Envelope ID: 8ADFODED-0C7F-461F-9043-E33B774A148A

ocuSign Envelepe 100 D30204F8-A304-4F 3G
s § E

136A-7CIBAFBI1B22 T A el T e T 1 P
BV LLEN { § A ,§ ANDY INDUSTR

o

Method ref/fTocwrarnn na memod: DTC_S005985_PF_T_CTR_15051_£N_4.0
Specification ref/lTocunaniin na cneudicauiro: DTC_SO05985_PF_

1‘?8(() EN 3.0

| SPE

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

Formulation/Jlivapenka Qopma:

Tablets containing 5 mg of perindopril arginine (p\pusxcd as ’
(expressed as (0 mg of amlodipine)/ raberkn, wo MiCTHTH 5 MU IEPHHICAPUITY 4 apriniuy (mo glanopigac
{3,870 ar avnoguniny Gecntary (o pianorigae [0 Mr amaoauuiny)

13,870 mg of‘am]odipine besilate
3,395 Mr epuHiong

3,395 mg of perindopril) and 1

Packaging Lot No./Cepis Ne:

743985

Manufacturing Batch No./BupoSunua napris Ne:

725815

TESTS/TIOKAZHUKK

RESULTS/
PEIYIELTATH

STANDARDS/CTAHIAPTH

3. Average mass (mg)/ Cepennst
aaca (M)

4. Microbiological quality (skip
testing)/ Mixpobionoriuna
GHCToTa (CKIN-TeCTYRAHHNS)
Furopean Phanmacopoeia (3. £.4.,
non-aqueous preparations for orad
usel Cuponeficeka Qpapmaxores
(3.1.4., nesooni npenapamu Oas
HEPOPArbHOZD 3ACIOCYEUNNS)

5. Drug substances content (LC)

(mg/tablet)/ Batier piwany

pevosny (PX) (mr/radia.)

- § 9490-6/ nepunrnoNpIY
aprigin. (S 9490-6)

- A 1095/ asnoganin (A 1093)

197.6 to 218,4 (95 % to 105 % of theoretical mass of 208 207.9mg/mr
mg) 197.6 00 2184 (95 % 10 105 % sin reoperirinol

sacu 208 mr)

*Skip Test - Not
Applicable

Total aerobic microbial count (TAMC) / 3araasua kifbEicTs
aepobrrs Saxrepiit = 10° CFU/g/ KYO/r

Total combined yeasts/ moulds count (TYMC)/ 3araisna

ginpkicts rpubis: < 102 CFU/g / KYO/r *Skip Test - Not

-y , Applicable

Escherichia coli: absence/1 ¢/ sigcyrniy I r
*Skip Test - Not

Applicable

4,75 to0 5,25 (95 % to 105 % of the theoretical content of 5
mg) 4,75 1o 5,25 (95 % ao 105 % wix reoperiitoro
BMicTy § MI)

9,50 to 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9,50 0 10,50 (95 % 10 105 % Bix Teopenunoro
gaticty 10 Mr)

5.04mg/mr

9.73mg/mr

* Skip test/Cxin Tectysanns, Passes/Bianogijae, not applicable/we nposozyses

Servier

Dircctors: Christian Ha/«mlm (Fr

80270 UKRI V2

r (Treland) imluslm,

., Monevlands Gorey Road, Arklow, Co Wicklow, Treland.
20800 |+ 33 (402 20888

W), Chistian Sauvenr (French), John Redmond.
red W frelund No, 117246

Company reg
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DocuSign Envelope ID: BADFODED-0C7F-461F-9043-E33B774A148A
weuSian Envetops 107 D30204F8-A304-4F 3C-936A-7TCIBAFEY1B22 § %& §4§ A l\I §}§ §§\I §P g

wo LB R LI b 7%

R G N e

‘Sﬁif"i&i‘ff
Method ref/Hocuaannn na memod: DTC_S005985 PF T CTR_15051_EN 4.0
Specification ref/flocuaanna na cnewudpicanin: DTC_S005985 PF_N_SPE_15860 EN 3.0 |

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

Formulation/Jlikaperka dopma:
lablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril} and 13,870 mg of amiodipine besilate
s 3

expressed as 10 mg of amlodipine)/ TaGnerxu, uro Micrats 3 s nepumaonpuny aprininy (1o sianosiaac 3,393 Mr repuu oy
13,870 mr amaouitiuy Secrary (o signorizac 10 mr amnomniny)

Packaging Lot No./Cepist No: Manufacturing Batch No./BupoGuuaa napris Ne:
743985 725815
TESTSAIOKAZHWKH STANDARDS/CTAHIAPTH RESULTS/

PEIYILTATH

6. Degradation products
content (L.C) (% sney /
Byicr npoayxrin
gerpaganiy (noMiniox)

{rx) (%o miut):
- §9780-1 < 0,5 0.10%
-Y 32 <02 <(0.1 0%
Y33 50,2 <0.10%
- Y 31 <04 0.12%
- Y 1745 < 0.4 P
- w0y { l )'f/(l
- Y 1766 <02 S ];
- Any other degradati < 0.2
ny otaer aegraaation -~ \._:()' 1 ()9/{,]

products/ Byap-stca inua
AOMILIKA
- Total content of
degradation products/
JarassHuil sMICT AOMIIOK

A
R
<

0.22%

Stage/ Number tested/ Acceptance criteria /

7. Uniformity of dosage s o - o N .
- Craais Kiasgicrs tabietox Kpirrepii npuiissriocri

units for -~ 8§ 9490-6 and
A 1095 (LC) (Y/label

claim)/ Oavopinuicrs

AO30BANIY OAUBHIL IR
UEPHHAOHPIUTY aprinidy Sl 10 AV € 15.0 % 24
(S 9490-6) ra asaomuniny ‘
(A 1095) (PX) (% Bin A
sastBaeHol KianLbxocri)
European Pharmacopocia $2 +20  (30) AV £ 15,0 %

(2.9.40.)7 €pponeiichia - .
y 5 M < eace S ETE NG
Dapmaxonea 2.9 40.) 0,75 M md} L.um,f KOWHA
oamps £ 1,23 M

Servier {treland) Industvies LTD., Moneslands Gorey Road. Arklow, (o Wicklow, Ircld.
33 (0) 402 20800 Ia

Tel: 3 () 402 20888
Directors: Christian Bazantay (Frenel), Christian Sauvew (Freuch). Jeha Redmond.
Company regisiered in Treland No, [1774¢

80270 UKRI V2 ' Page 4 of 7




DocuSign Envelope ID: BADFODED-0C7F-461F-0043-E33B774A148A

ocuSign Envelope 10 D30204F8-A304-4F3C-936A-TCIBAFBIBAZ y vy v A 1Ny TITENE (CUT D 51000 % 7Ty
DrLre v oirsas LI EV LA N ) INDUSTRIES LT,

Method ref/lTocunanus na smemoo: DTC_S005985 PF T _CTR_15051 EN 4.0
Specification ref/ITocunanna na caenudicauio: DTC_S005985 PF N _SPE 15860 EN_3.0

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

Formulation/Jlikapenka popaa:
Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate (expressec
as 10 mg of amledipine)/ AETKH, (O MICTATL 5 MI OepHEAONpHTY aprininy (o siunosizac 3,395 amp mepunaonpuuy) te

13,870 mr amaoanniny Decrary (wo sianopinac 10 ymp aMa0auniny)

Packaging Lot No./Cepin No: Manufacturing Batch No./BupoGmraa napris No:
743985 725815
TESTS/ STANDARDS/CTAHIAPTH RESULTS/
NOKAZHHKY PE3YALTATH
8. Dissolution (LC) Q= 75 % at 13 min for § 9490-6/
(%) Poyannuicrn Q= 75 % 3a 15 xwusmy s S 9490-6
(PX) (%) ; —
European Number tested/| Acceptance criteria/
Pharmacopoeia (2.9.3.)7 Kisbxicts Kpurepil npuifusriocti
Crporicicska rabaerox
Mapmarones (2.9.3)
S1 6 Fach unit is nof less than 80 % ,:/ 101%

Kowena oauuang te menme 80 %

S2 6 (12) Average of 12 units (S1+82) is equal to or greater than 75 %
and no wnit is less than 60 %% Cepeane 12 oauinue (S1+S2)
Ginmine a8o aopismioe 73 %o ra Acoianot oannnui Meuie 60 %

T

+12(24) Average of 24 units (ST4852+83) is equal to or greater than 75 %o,
no motve than 2 units are Jess than 60 % and noe wnit is less than
50 %/ Cepeane 24 oamnns (S1+82+83) Sizmue ado aopismoc
73 Yo, He Dlasure quos oanunin Menne 60 % ra woaunol
ol sienne 30 %

L1, Moneviands Gorey Road, Arklew, Co Wicklow, Treland.
Tel (0y 40 L3535 (0) 402 20888
Dyirectors: Christian Bazaniay (French), Chiristan Sauveur (French), John Redmond,
Company registered o trefand Noo 117246

80276 UKRI V2 Page 5 of 7
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DocuSign Envelope ID: 8ADFODED-0CTF-461F-9043-E33B774A148A

ocuSign Envelope 1D D30204F8-A304-4F 3C-036A-7CIBAFE91B22 gwgg YA
EYRICE TN B o % Y

Method ref/llocuranun na memod: DTC_S005985_PF T _CTR _I5051_EN 4.0
Specification ref/Ilocunannn na cnegudpivanin: DTC_S005985_PF_N_SPE_15 860 _EN 3.0

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

s s

Formulation//Tikapeska gopma:
Tablets containing 3 myg of perindopril arginine (expressed as 3,393 mg of perindopril) and 13,870 mg of amlodipine besilate (expressed
3 a9

as 10 mg of wmlodipine)/ taGuersu, mo Mictats 3 wmr nepurgonpusty aprininy (w0 simrosizac 3,393 e nepuraorLy) Ta
13,870 sr amstoauriny Secwnaty (o sianosipae 10 MT aMoguiny)

Packaging Lot No./Cepin Ne: Manufacturing Batch No/BrpoGuua paprin No:

743985 725815

TESTS/ STANDARDS/CTAHIAPTH RESULTS/
[TOKAZHHMKH PE3YHLTATH
8. Dissolution (LC) Q= 75 % at 15 min for A 1095/

(%o Posunmnicrs Q=78 % a 13 xmen aa A 1093

(PX) (%) ;

Furopean Stage/ Number tested/ Acceptanee criteria /

Pharmacopoeia (2.9.3.)¢ Cragis | Kinpicrs Kpurepil npriusruocrt
Eaponeiichia Tadnerox
bapmakones (2.9.3.)

S 6 Fach unit is not less than &0 % /
Cona 0k ue Mene 8O % 101%%
S2 +6 (12) Average of 12 units (§1+82) is equal to or greater than 75 %

and no unit is less than 60 %/ Cepeage 12 ojumuun (S1+52
Blipie abo Aopismwoe 75 % 1a om0l oaminul mene 60 %

+12 (24) Average of 24 units (S1+82+83) is equal to or greater than 73 %,
no nove than 2 units are fess than 60 % and no unit is less than

50 %/ :

75 V%, 11¢ GLABING JBOX OFMHHLL Mepme 60 ¢ 1t wonio1

ol Mene 50 %

w
2

ANALYSIS / AHAJIS : 24/04/2024
Batch accepted/JTaprist npuitrsra
o DocuSigned byt
e _ Midearl Py
Analytical Services Manager / [ ‘,, f)'lm
Mereikep N0 KOHTPOMO Ta AHAMIZY SKOCTI T Michael Byrne/ Mixaenn bipre

Servier (Ireland) Industries 111,
Teloe

Toneylands Gorey Road. Arklow. Co Wicklow, Ireland

¥2 20800 Fax: +353 () 402 20888

Prirectors: Christan Bazantay (Frenchy Christ French), John Redmond.
Company registored in freland Mo,

80270 UKRI1 V2 Page 6 of 7




DocuSign Envelope ID: 8ADFODED-0C7F-461F-9043-E33B774A148A

[ER (IRELAND) INDUSTRIES LTD.

[ hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaoing’labe ing) 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/

LIw s 3aCBIAMYIO, UI0 HABCACHA BUILE [HpOPMANis € A0CTORIPHOK Ta TOUHO10. Lo cepito
npoay kUil 6yao BHPOBAEHO (BRIIOMAIOUN x’muvumnm/maplcvuafum) TA MPOBEUEHO KOHTPOb
1T akoCTi Ha BHWesasHauenil Annodil y nopuii sianosinnocti 3 sumoramu GMP,
BCTAHOBACHHMH MICLEBHM PErYASTOPHUM OPraHOM, 8 TaKOK BUANOBIINO 10 cmuu(birmuiﬁ
WO MICTATLCS Y PECCTPALTHHOMY HOCKHE “[)OTO}\OJ!H BHPOOHHLITRE, NAKYBANHA Ta aHas 3R
Byno nepewmnym TA BCTAMOBICHO BianoBAHicTE GMP.

Date of batch release/[ara sunyeky cepit 04/06/24

Mame and Position/Title of person authorising the Batch Release/ flpispnme 14 nocaza/
3BARKA 0cOGH, SIKA BUAAAA A03BLI Ha BUIYCK Copiy
[T DrBlanaid Bowes, Qualified Person/ Bignosinansia ocoda
[1 Ms Ailbhe Wade. Qualified Person/ Bianogijgansna ocoda
[T Ms Carmel Kinsella, Qualified Person/ Bianosizansia ocoda
(1 Ms Jenny Quinn, Qualified Person/ Binnosinasivaa ocoba
[J( Ms Niamh Ryan, Qualified Person/ Binnosigansia ocoba
DocuSigned by:

Signature/lNizmme | Niamh Rvan Date/Jlara; 04 June 2024

018FCGB610E3401..

Finished product batch number/ Homep cepii roTosoro nikapcekoro sacoby: 743985

Servier (reland) ﬁIndu:;trie« LTD.. Moneylands Gorey Road, Asklow, CoWicklow, Freland

Pel: 353 (0) 402 20800 Fax: +353 (0) 402 20888

Disrectors: Chyisttan Bazaniay (hﬁ neh), Christian Savveur (French), Johu Redmond.
Company e ved 10 Ireland Na 117248
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Docusign Envelope 10: F71B9488-700E-4708-950E-2ABDCDBFRAES

SERVIER (IRELAND) INDUSTRIES I.TD.

T e

= SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCBKOTO 3ACOBY

Name of the Menufacturer & Address /Hasga ta Servier (Ireland) Industries Ltd/Ceps'e (Ipmarnis)
azipeca BUpoOHHKA Impactpic JItg

Moneylands, Gorey Road/Maninewss, opeit
Poya,
Arklow/Apknoy,
Co. Wicklow/Ko. Biknoy,
Ireland/Ipnangis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepr'e Ykpaina”

Hassa ta agpeca iMropTepa 41, Naberezhno-Khreshchatytsia St./Byn,
Habepexno-Xpemaruipxa, 41

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

Which Consignment of product is delivered/Buu Pharmaceutical Product/JTikapcekuii 3aci6
NPONYKLIT, IO 0CTaYaeThCH

Pharmaceutical form/JTikapcska hopma Tablets/TabneTku

Name of the Product/Hasga HK&PCRKOro Bi-PRESTARIUM® 5 mg/10 mg/

zacoby Bi-ITPECTAPIVM® 5 mr/10 mr

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

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

YTIAKORKH in the carton box/ no 30 taénerox y KoHTEHHEpI
Ans tabneTok; no | kouTelinepy B Kopobii 3
KapTOHy

Finished Product batch number/Cepis rotosoro 753069
NIKAPCHLKOTO 3406y

Manufacturing date//{ara Bupo6uumrra 10 2024
Expiry date/Tepmin uprnataocri [0 2027
Batch size/Kinsxicts y cepii 12,160 Boxes/ynaxosok

Manufacturing Licence number/Homep ninensii MO0068/00001
Ha BHPOOHUNITBO

Registration Number/PeccTparriiine UA/8748/01/02
IIOCBIYEHA

Pagelof7 ..,
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Bocusign Envelope ID; F7189486-7D0E-4708-950E-2ABDCOBF64E3

e DA N E T S W ELLAND JINDUSTRIES 1T,

% V;,;:; #ﬁ WiLiAy
[ Method ref/Ilocunanns na memoo: DT C_ 8005985 PF T CTR_15051 EN 4.0 T
L Specification ref/flocunanns na cnequdixayiro: DT C_S005985 PF N _SPE 15860 _EN 3.0 ’

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

Formulation/Jlikapcska dopma:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilaic
(expressed as 10 mg of amlodipine)/ TaGmeTxu, 110 MicTHTE 5 Mr NEPUHAONPHNLY apriuiny (1o signosinae 3,395 mr HIEPUHACGTPH T
13,870 yr avurofmininy Gecunary (uzo Bianosizac 10 wmr AMIOIIIIHY )

Packaging Lot No./Cepin No: Manufacturing Batch No./Bupodniua uapris Ne;
753069 740605
TESTS/TIOKAZHUKH STANDARDS/CTAHIAAPTH RESULTS/
PE3YJIBTATH
L. Appearance/ Josuimuiii Burmay White, square-shaped tablet engraved with 5/10 on Complies/ Bigmogizar

T .
one face and ™~ on the other face/ Binoro KONBOpY,
KBaAPATHOI Qpopmu radieTka 3 THeHenasy 5/10 3

F o

onnoro 6oky Ta 3 nmoro

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

Ltenradirauin pirounx pevorun chromatogram obtained with the test solution have a Complies/Bianopiza

-5 9490 and A 1095 by L/ retention time similar to that of the principal peaks in: i
neprrgonput (5 9490) ta amaoannin the chromatogram obtained with the reference !
(A 1095) metonom PX solutton/ Yac yrpimanns ocuomux ki

{(nepunzonupiny ra amnoauminy) ua XpOMATOrpami
AOCIIRYBAHOTO POSUHNY € LASHTHWGINM 10 acy
YTPUMAHHA OCHOBHUX MIKiR Ha XpoMaTorpavi
PO3ITHHY NOPIRHAIILT

-$ 9490 and A 1095 by TLC/ Mam spots (8 9490 and A 1095) identical in position, Complies/Bianosizar
uepInLIonpIT (S 9490) 12 aso s colour and size for test and reference/ PonoeHi nimsiniu
(A 1065) seromom THIY ' (repuiaonpuny Ta AMAOAUIANY) inenrnuid no

TROIOKCHIL0, KOILOPY Ta pO3ZMIpY AN
AVCAULAKYBAHOIO POFIHAY | posHIIHy HOPIBHAHHS

Servier (Ireland; Industries LTI, Moneylands Gorey Road, Arklow. Co Wicklow., Ireland.
Tel: +353 (0) 402 20800 Fax: =353 {0) 402 20888
Directors: Christian Bazantay (Freneh). Christian Sauveur {Freneh), John Redmond,
Company registered in breland No. 117246

30270 UKRi1 V2 Page 2 of 7




Dacusign Envelope 1D: 70848DD8-AFDC-46CB-BFTD-38E505775FC8 ‘
P ELEN Y LN LEEN

b

T GERVIR

Docusign Envefope 1D; F7189488-7D0OE-4708-950E-2ABDCDRBFB4E3

FLAND) INDUSTRIES LT3

Method ref/ilocunanus na memod: DTC_S005 985_PF_T CTR 15051 EN 4.0
Specification ref/HNocunanus na cnequdpicanito: DTC_S005985_PF N S PE_ 15860 EN 3.0

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

Formulation/Tikapenka dopnia;

Tablets containing 5 mg of perindopril arginine {expressed as 3,3
(expressed as 10 mg of amlodipine) rabmerxu, 110 MicTaTe 5 Mr
13,870 mr asutonmniny Gecunary (1o simnosigae 10 mr AMACAUIIHY)

95 mg of perindopril) and 13,870 mg of amlodipine besilate
neprEACHpPIY ApTininy (1o signositac 3,395 My HEPHHIOTID

Packaging Lot No./Cepin Ne:

Manufacturing Batch No./Bupo6umnya napris Ne: |

753069 740605

|

TESTSTIOKAZHUKU STANDARDS/ CTAHJAPTIA RESULTS/ |
PE3YILTATH

3. Average mass (mg)/ Cepemnn
Maca (vr)

4. Microbiological quality (skip
testing)/ MikpoSiouorivaa
UHCTOTR (CRiT-TecTyBanHs)
European Pharmacoposia (3. 7.4,
non-aqueans preparations for oral
use/ Ceponelichka GapMakones
(5.1.4., nesooni npeRapan o
NEPOPAALHOL0 JUCHIOCVETHHS )

5. Drug substances conteat (LC)

{mg/tablet)/ Bsicr atounx

pettesnn (PX) (mr/radmn,)

- 5 9490-6/ nepunsonpuny
apridiu {5 9490-6)

- A 1095/ avnomimin (A 1095)

L

197.6 10 218.4 (95 % 10 105 % of theorclical mass of 208
mg)/ 1976 xo 2184 (95 % a0 105 % pix TEOPETHUHOT
sacu 208 mr)

Total aerobic microbial count (TAMC) / 3aranbra KiisKicTs
aepolunx Haxrepifi: < 10° CFU/y / KYOA

Tatal combined yeasts/ moulds count (TYMC)/ 3aranczna
KIRBKICTS Tpubis: < 10° CEU/g / KYO/ir

Escherichia coli; absence/] g/ Bincyrniy 1 r

4,75 10 5,25 (95 % to 185 % of the theoretical content of 5
mg) 4,75 no 5,25 (95 % mo 105 % sin TCOPETHUHOIO
BMICTY 3 MI)

9.50 to 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9,50 no 10,50 (95 % no 105 % nix TEOPCTHYHOIO
BMicTy 10 Mr)

207 8mg/mr

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

5.03ma/mr

9. 68mg/mr

* Skip test/Cxin TecTypamms, Passes/Bianosinae, not applicable/ne IPOBOJIHBCA

Servier (Ireland) Induswies LTD., Moneylands Gorey Road, Arktow. Co Wick

Tel: #3353 (03402 20800 Fax: --353 (0402 20888

Dircctors: Christian Bazantay (French). Christian Sauveur {French), John Redmond.

80270 UKR1 V2

Company registered in Ireland No. 117246

fow. Irelangl.
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Docusign Envelope D: F71B9488-700E-4708-950F -2 ABDCDBFS4E3

T e S VTR G n ELAND) INDUSTRIES 171

SEFIVIEN

Method vef/locunanus na memod: DT C_S005985_PF T CTR 15 051 EN 4.0
Specification ref/Tlocunania na creyudicayivo: DTC S005 985 PF_N _SPE 15860 EN 3.0

Bi-PRESTARIUM® 5 mg/10 mg/Bi-TIPECTAPLYM® 5 wi/i0 amn

Formulation/Jlikapesia popma:

Tablets containing 5 mg of perindopril arginine (expressed as 3
expressed as 10 mg of amlodipine)/ tadierkin, 100 MicTaTh S

13,870 arr asuopmainy Secunary (o siznorizae 10 mr AMTONHTIIHY)

;395 mg of perindopril) and 13,870 mg of amlodipine besilate
I TIRPUMUOLPIIY aprininy (o siozigac 3,395 mr HEPHHAONPILY

Packaging Lot No./Cepin No:

753069

Manufacturing Batch No./Bupofinua napris Ne:

740605

TESTS/MOKAZHUKH

STANDARDS/CTAH/IAPTU

RESULTS/

PE3YIIBTATH

Tl

6. Degradation prodncts
content (LC) (% m/amn) /
Batier npoaykris
Aaerpajauil (1omiuiox)
(rx) (%o m/m):
-S9780-1 <05
-Y 32 <0,2
-Y 33 <02
-Y 31 <04
- Y 1745 <0,4
-Y 1766 <0,2
- Any other degradation =0,2
products/ Byap-axa ixma
JOMIUIK:
- Total content of <20
degradation products/
BaransHoil rumict goMimox

Stage/ Number t

7 Uni ; d . Nur
Uniformity of dosage Crauin Kinsricrs 1

units for S 9490-¢ and
A 1095 (LC) (Y/label
claim)/ Oxnopipnicry
HOIOBAHNX OOHHHHL HIs1

ested/
rabIeToK

Acceptance criteria /
Kputepii apuiingriiocs

NCPHHAOUPWIY aprinimy S1 10
(5 9490-6) ra asurouniny
(A 1095} (PX) (% Bin
sasBaenol Kieroceri)

AV < 150%

European Pharmacopocia 572 +20
(2.9.40) ji €wpornieiichka
Drapumarowcs (2.9 40 )

(30)

AV <15.0%
0,75 M < cach unit/xoxna
OJUHHLS < | 25 M

0.12%
<0.10%
<0.10%
<0.10%
<0.10%
<0.104%
<0.10%

0.12%

2.0
50

Servier (Ireland) Indusiries LTD., Moneylands Gorey Road, Arklow. Co Wicklow, Ireland.
Tel: 353 (0) 402 20800 Fax: ~353 {0y 402 20888
Directors: Christian BRazantay (Preuch). Christian Sauveur (Frencly, John Redmond.

Company registered in Ireland No. 117246

80270 UKR1 V2

Page 4 of 7
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Docusign Envelope 1D; F71B9488-7DOE-4708-950E-2ABDCDBFG4E]

i : = = e = 2] g = - — o e
A N Y ELAND) INDUSTRIES 17173

SERYIEE

Method ref/lTocuranns na memod: D TC S005985_PF_T_CTR_15051 EN 4.0
Specification reffflocunanna na cneyuixayiio: DTC_S005985_PF N _SPE_[586 0 EN 3.9

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

Formulation/ Tikapenka dopma:

Tabiets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amledipine besilate (expressed
as 10 mg of amlodipine)/ TabNeTKH, WO MICTATE 5 Mr TEPHIACOPHIY aprininy (moe pianosizac 3,395 wmr HCPHHAONPUAY) Ta
13,870 Mr amaoauniny Gecunary {nio sianosigac 10 ar AMIOIHITIHY)

and 1o unit 1s less than 60 %/ Cepeare 12 oaunnun (S1+82)
Glinine afo nopizaioe 75 % ta wcoxnoi CRHBILI aeHe 00 %

S3 +12 (24) Average of 24 units (S1+52+83) is equal to or greater than 75 Y%,
ne more than 2 units are less than 66 % and no unit is less than
50 %/ Cepeanc 24 aammnue {S1 +82433) Gimsure ado gopismoc
75 %, He Giabure TROX OAHHILE Mere 60 % ra xoanol
ORAHALL Mene 50 %

Servier (Jrelandy Indusiries LT, Moneylands Gorey Road, Arklow. Co Wicklow, Treland.
Tel: +353 {0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French). Christian Sauvewr (French), Tobn Redmond.
Company registered in Ireland No. 117246

80270 UKR1 V2 Page 5 of 7

Packaging Lot No./Cepist Ne: Manufactaring Batch No./Bupotuuua napris No:
753069 740605
TESTS/ STANDARDS/ CTAHIAPTH RESULTS/ ‘
IHHOKA3HHUKH PE3IYJILTATH
8. Dissolution (LC) Q=75%at IS man for 8 9490-6/
{%):/ Posunynicrn Q=75%13a 15 xauaun anx S 9490-6
(PX) (%) :
European Stage/! Number tested/| Aceeprance eriteria /
Pharmacopocia (2.v.3. Crajiin | Kinsicrs Kpurepii npuiinsrnocri
Crponeicura TabaeToK
Dapatakorien (2.9.3.;

Sl 6 Each unit ts not less than 80 %, / e

Komaa opnnsiug ve menie 80 % 7%
52 +6(12) Average of 12 units (S1+82} is equal to or greater than 75 %




Docusign Envelope ID; F71B9488-7D0E-4708-950E-2ABDCDBFB4ES
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e e AP S N T W L AND) INDUS

i

SETRIVEERT

Method ref/Hocunanms na semoo: DTC_S005985 PF T CTR 1505 I_EN 4.0 [
Specification ref/Iocunanna na crequdirayio: DTC_S005985_PF N SPE | 5860 _EN 3.0 ;‘

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

l

Formulation/Tikapcoka dopma: ‘
Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate {expressed
as 10 mg of amlodipine)/ TaBretku, wo MicTaTe 5 Mr HePHHACHPHIY aprininy (wo siamopigae 3,395 wr HOePHEAOIIPHIY) Ta
13,870 Mr amnioanniny dcennary (o signosinae 10 mr AMITOAHITIHY )}

Packaging Lot No./Cepin Ne; Manufacturing Batch No./Bupotuuua naprisa Ne:
|

753069 740605
TIESTS/ STANDARDS/ CTAHJAPTH RESULTS/ '
HOKA3ZHUKH PE3YJIbTATH
8. Dissolution (LC) Q=75 % at 15 min for A 1095/ 4!
(%0):/ Pozunnnicrn Q=75%3a 15 xaumun juie A 1095 |
(PX) (%) . ‘
European Stage/ | Number tested/ | Acceptance criteria 7
Pharmacopoeia (2.9.3. )/ Crangin | KinexicTs Kprrepil npuiinatrocri
Caponciicika TabIeToK
Dapsarones (2 6.3

5] 6 Each unit is not less than 80 %5 /

Kemna oqusnug e semme 80 % 97%
S2 +6(12) Average of 12 units {$1+32) is equal (o or greater than 75 %

and no unit is less than 60 %4/ Cepeane 12 oguuune (S1+82)
bimpmie ato JOPIBHE T35 % T4 woamoi OanNELi Menme 6{) %

53 +12 (24) Average ol 24 units (S1+82+83) is equal to or greater than 75 %,
no more than 2 units are less than 60 %4 and no unit is less than
50 %/ Cepenue 24 oamumts, (S1+82+S3) 6imie abo LOPIRHIOE
75 Y, HC DLNLIIE JIBOX OAHEMITE MOHILC 60 % ra moamol
ONMHHIU Meumie 50 %

ANALYSIS / AHATIZ ; 11/11/2024
Batch accepted/Tlapriss npuitssa

DocuSigned by:

Analytical Services Manager / MC{AALL 5%%

Meuerkep 110 KOHTPOMIO Ta ananii HKOCTI 44ES7EEUEFCAA3E dichael Byrne/ Mixaenn Bipue
Y i

Servier (Ireland) Industrics LTD.. Moneylands Gorey Road. Arklow. Co Wickiow. Ireland.
Tet: +333 (03 402 20800 Fax: +353 (03402 20888
Dircotors; Christian Bazamtay {Freneh). Christian Szuveur (French}, John Redmond.
Company registered m lrcland No., 117246

80270 UKR1 V2 Page 6 of 7




Docusign Envelope ID: F71B89488-7D0E-4708-950E-2ABDCDBFRAES

SERVIER (IRELAND) INDUSTRIES LTD.

i

> SERVIER

['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 (o the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

Lum 51 3aceinuyio, oo HareneHa BHINe indopmaris € gocToBipHOO Ta TOMHOI, 1o cepito
rpoaykuii 6yno rupobreHo (RITIOMAIOYH MaKyBaHHA/MAPKYBAHHA) Ta IPOBEICHO KOHTPOIE
11 SIKOCTI Ha BHUIE3a3HAYCH ALMBHALL ¥y TORHIH BiAMORIAHOCT] 3 eumoramu GMP,
BCTAHOBICHUME MICUEBUM PErYIATOPHIM OPTaHOM, a TAKOMK BiINORIAHO /10 crienndiikanii,
IO MICTATECA Y PeecTpatifHoOMy 10Che. IlpoToxomu BHpoGHUITES, TaKyBAHHS Ta AHANIB
Oyno IepernaHyTo Ta BCTAHOBIEHO BiAnOBIARICTE GMP,

Date of batch release/I{ata BHILYCKY cepil 12/11/24

Name and Position/Title of person authorising the Batch Release/ Ilpispume ta nocaaa/
3Banuna ocobn, SKA BHAAIA D03BLT Ha BHITYCK cepil

[l Dr Blanaid Bowes, Qualified Person/ BignoginansHa ocoba
[l Ms Ailbhe Wade, Qualified Person/ Bianorinancua ocoba

(i Ms Carmel Kinsella, Qualified Person/ Bianorigansha ocoba
[l Ms Jeany Quinn, Qualified Person/ Binnowinanesa ocoba

K Ms Niamh Ryan, Qualified Person/ Biinosinansna ocoba

DocuSigned by:

Signature/Iligrme rl_\liamh Ryan Date/[Tara: 12 Noverber 2024

O18FCE8610E3401, ,

Finished product batch number/ Homep cepii rorosoro nikapcskoro sacofy: 753069

S S

Tei:

Drertove Clulsnisa B

Page 7 of 7




o

NEPKABHA CJYKBA 3 IKAPCHKNX 3ACOLIB
TA KOHTPOJIO 3A HAPKOTHKAMHM y m. KHEBI

npos. Hamii Citanunot, 3, 02099, ten. (144) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog CHAPITOY 37079055

BUCHOBOK

Npo AKICTL BBE3eHOT0 B Y KpaiHy JikapeLKroro 3acoly

09.01.2025 Ne 451/25/26

BI-TIPECTAPIYM® 5 MI/10 MT”

{1aiiMenypanl% FEapehioero 3acoby 3rinne 3 peCCTRAaLfiHINM 1OCHIAMeH M)
raGaerin; no 30 Tabaerok y Koyreiinepi aas tabnerow; no 1 wonTeiinepy B kopolui

(ropMa BHAYCKY, HOZYBAHIL, BHIL N2KyBaHHS Aikapeskoro 3acady)
Howep peectpaniiinoro nocsiavenna UA/8748/01/02 crpox ail peectpauifnoro nocsirienna HeoOMeKeHUH
Cepin nikapebkoro 3acofy Ne 753069 KinhkicTls BBEICHOTO AikapChioro 3acofy 3520

BupoGuuk Ceps'c (Ipnansin) lupacrpic Jira, Ipraniis

(vafisteuyuming sppofinnka Jikapenxkoro sucoly, kpaii NOXOIKELNN)

Beeseno B Ykpainy TosapuerBo 3 00Mesken0i0 BiALOBIAAABIIICTIO "CEPB'€ YKPAIHA",
izenT. kou: 33643340
(naiimeiynatig Ta ko 3a €TI0V wpuuunol ocetu abo npisBuine, i, 10 Sateroui diznunol
ocobiy - niAnpHeM L. 1T Micue OPoHUBARHA T2 peecTpaliinul novep oBaiKoBOT KAPTIKH NNATHHIE
nosarkia 260 cepin Ta noeMep nacnopra)

TIpoTowon sizyanenoro xontpomo sia 09.01.2025 Ne 17/01,108-25/7,

Ja  pesysbraTamMy  ACPKABHOTO  KOHTPONIO  BCTAHORAEHO. L0 aikapcekuil  3aciG  mAseseno B Yepainy 3

JOTPUMAHHHM BUMOr 3aK0HOLABCTER IHONO saGeaneuehns axocti Aikapeukix sacoGie.
|

’ P
o 3
Hauans g . Mukona XOJIOJIEHKO
F. 5 s iy .
BT (Fnittiany Ta npizsHi)

(noc%ﬁ@}'a,bf'om gpuayi ‘
HE L g
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