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LOCUSIGN ENVelops 1D /666U6UU-861U-4090-9BE8-Y5AZFBU/ E8LS 0%

SERVIER (IRELAND) INDUSTRIES LTD. _

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI IKAPCLKOIO 3ACOBY

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

anpeca BHpOOHHKA - InpacTpic Jitn |
Moneylands, Gorey Road/Maninenns, I opeii
Poyn,
Arklow/Apxnoy,
Co. Wickiow/Ko. Bikioy,
Ireland/Ipmannig |

Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Vipaina™

Hasea ta-agpeca imnoprepa 41, Na"berezhneail{hreslichat)'rtskag St./By.
Habepexno-Xpemarunnpxa, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaina

‘Which Consignment of product is delivered/ Bua Pharmaceutical Product/Jlikapcoiuii 3a¢i6

TIPORYKIIL, {0 IIOCTAYAEeTECS

Pharmaceutical form/Jlikapcesxa dopma Tablets/TabneTxu

‘Name of the Product/Hazsa JKAPCHKOro Bi-PRESTARIUM® 5 mg/10 mg/
3aco0y B+-TIPECTAPIVM® 5 mi/10 mr
Dosage/Crna nit Smg/t0mg / 5 Mr/10 mr
Type and size. of packaging/Bun ta poamip 30 tablets inthe containei for tablets; 1 container
YIIAKOBKM 1 the carton box/ o 30-Tabnerox y KOHTeHHepi.
1A Tabnerok; mo | KoHTelRepy B kopobii 3
KapToHY
Finished Product batch i umbet/Cepis rotosoro 731619
THKAPCBKOro 3acoby
Manufacturing date/Ilara supobruiirsa 092023
Expiry date/Tepwin npugataocTi 09 2026

Batch size/Kinsicts y cepii 10,202 Boxes/ynakosok 25
Manufacturing Licence number/Homep niriersii  M00068/00001
Ha BUpPOOHUIITBO

Registration Number/Peectpauiiine UA/8748/01/02

TIOCBIYEHHS

Servier (Ireland) Iidustries LTD,, Monevlands Gorey Road, Arklow, CoWicklow: Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Dhrectors: Christian Bazantay (French). Christian Sauvenr (French), Joha Rednond.
Company registered in Ireland No. 117246 L
Page 1of 7
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Docusign Envelope ID; /8b60600-861U-40D90-9BE8-YHAZF BU/EBLY

JccuSign-Enue!c&pe-[D:'BQBﬂMﬁJABA-@SBR@E42?EE§2EUF\(_ REL AND) INDUSTRIES L TD.

% i
i— - G e e i 18k = e e et e

—= SEAVIER | ﬁ
Method ref/llocunannn na memoo: DTC_S005985_PF T CTR 15 051 EN_4.0
Specification ref/Ilocunanna na cneyudixayio: DTC 5005985 PF N _SPE 15860 EN 3.0

| Bi-PRESTARTUM® 5 mg/10 mg/Bi-IIPECTAPIYM® 5 mr/10 mr
T 'Fﬁrni_a'tianh opma: | T
1 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)/ Tabnetiu, 1o MICTSTS 5 MT [ICPHHAOTIPHITY apTiHiny (o Bianosinae 3,395 MITICPHHAOTIPHITY
13,870 Mramaonuniny Secanary (o Bignosizae 10 mr AMITOJHIILHY )
| Packaging Lot No./Cepist Ne: Manufacturing Batch No./Bupo6umma napris Ne:
| 731619 1 708363
TESTSTIOKASHHUKHN STANDARDS/CTAHJIAPTH RESULTS!
PE3YTATH
1. Appearance/ Josuimniii enrosng White, square-shaped tablet engraved with_ﬁ! 1 '{']f".'{)-n' B Complies/ "S;-i;unoaiuae
one face and = on the other face/ Binoro KOJIBODY,
KBanpaTHO! fopmu TadAeTKA 3 THCHEHHAM 5/10 3
- e
0HOro 6oKY Ta. ~ 3 iHmIOro
: 2. Identification of drug substances/ | The principal peaks (S 9490 and A 1095) in the L
IﬂEHﬂIquEEIIliH ATIOMIIX PEYOBIH ‘chromatogram obtained with the test solution have a Complies/Bignosigae:
|+ S9490'and A 1093 _by LC/ | retention tinre similar to that of the principal peaks in
nepuHIonpun (S 9490) Ta amsaoanmin. | the chromatogram obtained with the reference
{A 1095y meromom PX solution/ Yac yrpumanms OCHOBHUX MikiB
(mepumnonpuny Ta amnofuniny) na XpomMaTrorpami
AOCHIDKYBAHOIO POFYHHY € LIEHTHUHHM. 1O yacy
YTPHMa#HI OCHOBHUX NIKiB Ha XpoMaTorpami
PO3YKHY MOpPiBHAHAS
Hépmﬂr{pﬂn (S 9490) raamnommin | colour and size for test and rfffe?epcef I DHE{BH!:_.I'.IHHMH |
1 (A 1095) Meronos TIIIX (HEPUHAOTIPHITY Ta AMJIOAMTIIHY) e HTHYHI 110
| | - MOOXKEHHIO, KONBOPY T4 PO3MIipy s
| ACCAIIDKYBAHOrO POsUHHY i posuuHy NOpIBHANY

servier (lreland) Industries LTD., Motievlands Gorev Road. Arklow, Co Wicklow, Ireland.
Fel: #333 (0) 402 20800 Fax: £353.(0) 402 20888 ‘
Directors: Christian Bazantay {French). Christian. Sauvene {French), John Redmond.
Company reaisteréd in lreland No. 117246
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Uocusign Envelope IU: /66650600-861 -4 D9U-YBES-Y5AZF BU/EBLE

JccuSign'Envelﬂpeﬂli}:égm ?F43-1ABA—ﬁS}fG{R{G&#i?EFEEUF\I R. E L AND) INDUS T RIE S LTD ]

W =
e SERVIER

-—— e el B e e e e ewn, e -

Method refTlocunanna na memad- DTC_S005985_PF_T_CTR_15051_EN 4.0
Specification ref/Ilocunannus na cheyudirayiro: DTC_S005985 PF N _SPE | 5860 _EN 3.0

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

Formulation//Tikaperka dopma: | | N
Tablets containing 5 mg of perindoprif arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ TabmeTky, 110 MiCTSTS 5 MI NepHHACIPUITY apriniuy (wo signosifac 3,395 ‘M[ DEPHHAOI
15,870 mr amnopuniny Gecwiary (mo Biznosigae 10 mr AMIIORUIIHY)

T ey 4

Packaging Lot Nﬂ.féepiﬂ Ne: | Ma.nufactui*ing Batch No.anpoﬁuaﬁﬁ uaﬁ'lfiﬁ Ne;
731619 | 708363
TESTSATOKASHMKH |  STANDARDS/CTAILIAPTH RESULTS/
. . - PE3YIIBTATH
| 3 Average mass (mg)/ Cepeaﬁﬁ | 197,6 to 218,4 (95 % to 105 % of theoretical mass of 208 | 206.‘?111%@1]1
maca {Mr) mgy 197,6 no 2184 (95 % f0-105 % Big TeopeTHutol

Macy 208 mr)

4. Microbiologieal quality (skip
testing)/ Mikpo6iosoriuna

HHCTOTE (CKin-TeeTyBanus) Total aerobic micrabial count (TAMC) / Baramssia kifbkicts | *Skip Test - Not
European Pharmacopoeia. (5. 7.4, aepobuix Sakrtepiit: < 10° CFU/g / KYO/r | Applicable
non-aqueons preparations for oral , ) |
use/ €sponeiicska dapmarones lotal combined yeasts/ moulds count (TYMC) 3arasibaa o o
(504, - onn | Kitski Gis: < 10> CFU/g / KYO/ - *Skip Test - Not
(5.1:4., nesooni npenapamu das UILKICTh IPHOIB: < &/ r | Apblicable
1 EPOPANLHOZ0 3ACMOCYBanA) Escherichia coli: absence/l g/ BIFCYTHIY | APPIE
' - *Skip Test - Not
Applicable
5. Drug substances content (LC)
{(mg/tablet)/ BmicT girounx | 4,750 5,25 (95 % to 105 % of the theoretical coritent of 5 i
pedorun (PX) (Mr/raé..) mg) 4,75 po 5,25 (95 % go 105 % pin TEOPETHHHOrO | 4. of‘?g" ME
~ 8 9490-6/ nepurponpuny BMiCTy 5 Mr)
aprimin (S 9 490-6) 9,50 to -_l 0,50 {95 % to 105 % of the theoretical content of
<A 1095/ ax in (A 1095) 10 mg)/ 9,50 20 10,50(95 % =0 105 % Bix TEOPETHIHOTO o
¥ IO { | avicry 10 o) i ?.85mg/mr

* Skip test/Crkin Tectyrauns, Passes/Bianosinae, not applicable/re nposonuscs

Servier {Iréland) hidusiries LTD.. Moneylands Gorey Road, Arklow, Co Wicll&/ER ol
- Tel: +£353 (0) 402 20800 Fax: +333 (0} 402 20888 \ ek
Directors: Chiristian Bazantay (French), Chiristian Sauveur (Frencty), John R Chum. 410

Company registered in Ireland No. 117246 f _ _ L
80270 UKR1 V2 | e




Locusign Envelope ID: /666U600-861 U-4LY0-YBES-Y5AZEF BU/ESDS

ign Envel , 17F43-1ABA-4337-8621-3F4078EF280F - - g T .
e A TRV TR IRELAND) INDUSTRIES LTD.

: -
# A —— ..
- ——

Method ref/Ilocunannn na memoo: DTC 5005985 PF T_CTR_I 5 051_EN 4.0
Specification ref/llocunanna na cneyudpirauiio: DTC_S005985 PF N _SPE 15860 EN 3.0

----- . . o .. PR s L e o ———— A e e i

Formulation/likapeuka 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)/ Ta6netiu, 1o MICTATS 5 Mr NePHHIONPHATY aprininy (1o sigmosinae 3,395 Mr oepuEAONpHIy
13,870 mr aMfiofniny Secamary (mo Bignosigac 10 MT aMA0/HUMIHY) | |

Packaging Lot No./Cepist Ne: | Manufacturing Batch No./Bupo6unua Iiap'fisi Nﬂ

| 731619 | 708363

{ TESTSAIOKAZHHKH STANDARDS/CTAHIAPTH RESULTS/

PEIYJIBTATH

6. Degradation products
content (LC) (% i) /
Bmict npogykTis
Rerpagauii (noMimox)
(PX) (% m/in):

- §9780-1 <0,5 0.19%
<Y 32 <02 <0.10%
Y33 <02 <0.10%
[-Y31 <04 <0.10%

-Y 1 74§ <04  <0.10%

Y 1766 _. o <0,2 <0.10%
- Any other degadation | < 0.2 Prands
| products/ Byje-stka inwa <0-10%
OMITIKA | |
- Total content of 12,0 1 N v
degradation products/ 0.19%
3aransHuit 8MIiCT 1OMilHoK |

7. Uniformity of dosage gtagei; 1{'“ LlIitileI‘ tes%tedf . AccEPtancue criteria /
units for S 9490-6 and Tal Kursxicrs Tabnetox puTERIl TPHHHATHOCT]

A 1095 (L.C) (*s/1abel
¢laim)/ Opgnopianicrs.

| J030BAHAX ORUHHIE AJiH

| BEPHHAONPHAY apridiny

| (5 9490-6) Ta amnoauniny

1 (A 1093) (PX) (% Bin.
IBARACHOT RITBKOCTI)
European Pharmacopocia

(2.9.40.)/ €sponeiichka
Capmakoires (2.9.40) )

AV<150% 6.6
4.1

AV <150 %
0,75 M < each unit/koxua
OfauRuLg < 1,25 M

Servier (Ircland) Industries LT [.. Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: 1333 (0) 402 20800 Fax: +353-(0) 402 20888
Direciors: Christian Bazantay { Frenel). Christian Sagveir {FFrencli), John Redmond.
Company vegistered in Irefand No, [ 17246

80270 UKR1 V2 ‘Page 4 of 7




Liocusign Envelope 10: 66606U0-8611-41)90-YBE8-95A2F BU / =8US

N

P e i, - .

i SERVIE

Method réfﬂécr&&ﬁ'&g H{! Memoo: DTC_S@M 935__PF_ I CTR 15 05 I_EN_4 e
Specification ref/Tlocunanns na cnegupixauio: DTC _S005 985_PF_N_SPFE_15860_EN 3.0

Bi-PRESTARIUM® 5 mg/10 mg/Bi-IIPECTAPIYM® 5 mr/10 vr
..h-—m : - - it mmmw___m“ C T
Formulatwm}hmpcbxa dhopma: | | _ |
{ 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 amlodipine)/ TAOAETKH, IO MiCTHTL S5 MT NEPHHAONPUAY aprinidy. (o simmosizae 3,395 MI OEPHHAOUPWIY). T
113,876 Mr amsiopuniny Gecunarty (tno sinmorinae 10 mr AMIIOMATIIHY)
Packaging Lot No./Cepis No: Manufacturing Batch No./BapoGnuua naprist Ne:
731619 708363
TESTS/ STANDARDS/CTAHJIAPTH RESULTS/
TTOKAZIHHKH -__:PEBYJH:TATE
8. Dissolution (LC) Q=75 %al 13 min for § 9490-6/
| (Y6)s/ PozugphicTs. Q=75%13a 15 xunnn st S 94906
{(PX) (%): | —
Curopean || Stage/ | Number tested/ Acceptance criteria /
| Pharmacoposia ¢2.9.3)/ || Cranis | Kinskicts Kpurepii npubinstruocri
€sponeifcuka TabneToK
DLapmaxones (2.9.3) -
S1 6 Each unit is not {ess than 80 %/ o
Koxaa ogunuus e mene 80 % 103%
S2 +6 (12) | Average of 12 units (S1482) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepenge 12 omummus (S1+82)
Gise abo gopisntoe 75 % Ta XOM01 0auHITE Merme 60 %
s3 +I..;2.(i2£1) Avcrage of 24 units (S14+82+S3) is-equal 10 or-greater than 735 %,
o more than 2 units are less than 60 % and no-unit is less than
30 %/ Cepenne 24 oanunye (S1+S2+83) Ginntue abo HOPIBHIOE
73 %, He Sinbue 180X oanHauL MeHme GO % TR KOZHOT
oannuul Mentue 50 %.
Servier (Ireland) fndustries LT1).; Moneylands Gorey Ruad, Arklow, Co Wicklow, Ireland,
Tel: +353.(0) 402 20800 Fax: +333 (0) 402 20888
Directars: Chiristian Bazantay {French). Christian Sauveur {French), John I{ed;11urxd,
Company registered in Ireland No. 117246 ) o
80270 UKR1 V2 Page S of 7




Docusign Envelope IU: (666U60U-861D-4DY0-9BES-Y5AZFBU /ESLDS

'ocuSign Envelope [D: 83B17F43-1ABA-4337-8621-3E4078EE2BOF

— )

- . — = e ——a e el

DLIIN VY ELYIN |

IRELA

ND) INDUSTRIES LTD.

—= SERVIER

e —

—_— e m——

" Method ref/llocunantia na memoo: DTC_S005985_PF T CTR_15051 EN 4.0 -
Specification ref/Tlocunanua na cneyugiranio: DT C_S005985 PF N SPE 1586 0 EN 3.0

| Fﬂrlatinfﬂi!{apctbﬁpma:
Tablets containing 5 -mg of perindopril:
as 10 mg of amlodipine)/ TaBnerkn,

1O MICTATE 5 MO OepHHAONPUAY apriir
13,870 Mr amnoauniny Secuiiaty (wo signosizac 10 M MIOIHIIIHY)

argimine (expressed as 3,395 mg-ﬁf perindopril) and 13,870 mg of amlodipine bésilate (expresse

~ Bi-PRESTARIUMP 5 mg/10 mg/BiIIPECTAPIY M® 5 mMr/10 mr.

1y (mo sianopinae 3,395 Mr nepuumonpity) 1

Packaging Lot No./Cepia Ne:

Manufacturing Batcﬁ NqJBnpoEHﬁqa napris Ne:

731619 708363
TESTS/ STANDARDS/CTAHJAPTH RESULTS/
MMOKA3HUKH PEIYJILTATI
8. Dissolution (LC) Q=75 % at 15 min for A 1095/
(%):/ Pozunpnicts Q=75 %3a 15 xmunmi ang A 1095
(PX) (%) i ——
1 European Stage/ | Number tested/ | Acceptance criteria /
Pharmacopoeia £2.9.3 )/ Craais Kingxicts Kpurepil npwiiusriooti
| €Bponciicrka | TablieToK
Gapumaxones (2.9.3.) - | |
Sl 6 Lach unit.is not less than 30 %/ o
KoxHa opnaanus He mente 80 % 100%:
82 | +6 (12) Average of 12 units (81452) is equal to or greater than 75 %
and no unit is less than-60 %/ Cepeauc 12 opmeuue (S1482)
Oinbine abo jopisnioe 75 % Ta xoanof oamsuni moume 60 Ye
S3 +12 (24) Average of 24 units (S 1+352-+83) is equal 1o or greater than 75 %,
no morc than 2 units are less than 60 % and no unit is less than
50 %/ Cepeaite 24 ogmuiaun (S1+82+83) Ginwwe abo gopismioe
73 %, He Ginnlue ABOX OmBHIG MeHe 60 Y Ta sxoqHOl
OAMHUIIL MeHLue 50 %

ANALYSIS 7 AHAJII3 : 297097202
Batch accepted/Tlapria npuitusra

PaocuSigned by:

Analytical Services Manager /
Menemxep 1o koutpomo Ta AHANIZY AKOCTI

Servier ([reland) Industeies LTD:. Mone ylands Gorey Roud, Arklow, Co Wichs

Tel: +333 {0) 4102 20800 Fax: +353 () 402 20838 "

Directors: Christian Razaniay (French), Christian Sauveur (French),
Company regisiered in Ireland No. 117246

80270 UKR1 V2
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Locudbign Envelope 1D /6660600-8510D-4DYU-YBEE-95AZF BUO/EEDS

.= SERVIER (IRELAND) INDUSTRIES LTD.

Theteby 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 specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was gstablished/
Hum 5 3acipayro, mo HaBE[CHa BALOE IHYOPMALLS € HOCTORIPHOIO T4 TOUHOIO, Lo cepito.
" mponykuii 6yno supo6aeHo (BKJIFOYAIOYH NAKYBAHH/MAPKY BaHHA) T4 TIPOBEAEHO KOHTPOIE
1 sKOCT] Ha BULUE3A3HAYCH N AinbHIIY v oBHiil BIANOBIAHOCTL 3 BuMoramu GMP,
BCTAHOBJICHAMH MICLICRUM PEIYJISTOPHUM OPraHoM, 2 TAKOK BiAMORIAHO 10 crienmdikarii,
O MICTATHCH Yy peectpamniiiHomy nocee. [Ipotoxonu BUPOOHNUTEA, TAKYBAHHA Ta AHANI3IR
- Byno nepernaHyTo Ta BETAHOBAEHO BimmoBiaHicTs GMP. |

Date of batch release/[Jata BHITYCKy cepil 11/10/23

Name and Position/Title of person authorising the Batch Release/ Opissuine ta niocaga/
3BAHHSI 0COON, AKA BHAAIA XO3BiA 13 BHIYCK Cepil

[] DrBlanaid Bowes, Qualified Persoii/ Binnosinansna ocoba

[ Ms Ailbhe Wade, Qualified Person/ Bignosigansna ocoba

[] Ms Carmel Kinsella, Qualified Person/ B IXnoBiIaabHA ocoba:

K Ms Jenny Quinn, Qualified Person/ B inToRinansHa ocoba
{1 Ms Niamh Ryan, Qualified Person/ Bignosinansua ovoBa

DocuSigned by;
Signature/Tlinmme (_ uuia. __ Date/Ilata: 11 october 2023

L— 20C3521C0228485...,

Finished product batch number/ Hom ep cepii roTOBOrG NIKapCeLROro 3acoby: 731619

Servier {Ireland) Industries LTD, Moneylands Gorey Road, Arklow, CoWickdow. Treland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 |
Directors: Christian Bazantay (French). Chrstian Sauveunr (French), John Redmond.
Company registered in Ireland No. 117246 )
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