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DocuSign Envelope 1D: ASB91B3F-68E3-4DCC-AF34-EB3A9DACSCH7

—= SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIO 3ACOBY

‘Name of the-Manufacturer & Address /Ha3sa Ta Servier (Ireland) Industries Ltd/Cepr'e (Ipnauznig)
-aapeca sBupobHUKa Ingactpic Jitn

Moneylands, Gorey Road/Maninenns, INopeit
Poyn,
Arklow/Apknoy,
Co. Wicklow/Ko. Biknoy,
Treland/Ipmannis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"
Haaea Tta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./ByJ.
Habepexno-Xpematuipka, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/YxpaiHa
‘Which Consignment of product is delivered/Buzx Pharmaceutical Product/Jlikapcskiii 34¢i0
TPOAYKIIIT, IO TTOCTAaYacThCS

Pharmaceutical form/Jlikapceka Gopma Film-coated tablets/TabmeTku, BKpUTI MIIBKOBOIO
000JIOHKOIO

Name of the Product/Hassa mnikapckkoro PRESTILOL® 5mg/10mg

3aC00y TTPECTHJIOJI® 5 mr/10 mr

Dosage/Cuna nil Smg/10mg /5 mr/10 Mo

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

'YIIAKOBKH cartont box/ 110 30 tabneTok y kouTeiiHepi; 1o 1

KOHTelHepy B KopobUi 3 KapTOHY
Finished Product batch number/Cepis roTosoro. 736688
JHKaPCHLKOro 3aco0y

Manufacturing date/J]aTa BupoGHULTBa 102023
Expiry date/TepMmin npunarHocTi 04 2026
Batch size/KinbxicTh y cepil 30,010 Boxes/ymakosok:

Manufacturing Licence number/Homep niiersii M00068/00001
‘Ha BUPOOHMITRO

Registration Number/Peectpauiitne UA/15829/01/01
MOCBIAUEHHA

d} X €€ iof. ﬁjdl} / 5 Sérvier (Ireiaud) Industiies LTD:, Mmeﬂanda Gorey Road. Arklow, CoWicklow. Irefand.
Tel: +333 {6) 402 20800 Fax: +353 (0) 402 20558
Directors: Christian Bazantay (French), Chnstian Savveur (French}, JTohn Redmond.
Company regtstered m Irelzud No. 117246
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DocuSign Envelope ID: A9B91B3F-68E3- iECLEA:EE4vEBEiQ_LJ§EBC\?1 [{] I A N [ _____ )) I N [) U %TI{? E‘ g LTU

Method refﬂj&;:@&#nﬂ ra memoo : DTC S0051 5 O_Pf'_ T__ CTR 36650 EN 7.0

Specification ref/Ilocuiannn va cneyudixayio: DTC S005150 PF N _SPE 43230 EN 2.0

PRESTILOL® 5 mg/10 mg/ IPECTUJJIOJI® 5 mr/10 mr

ey

PHARMACEUTICAL FORM/JITKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and

10 mg of permdoprﬂ argmme / TabneTiH, BKPUTI MMTIBKOBOK 06OIOHKO0, 10 MICTATE 5 M Gicorponony gpryMapaTy Ta
NEePUHAONPHILY apriHiHy 10 Mr

Packaging Lot No./Cepia Ne: 736688 | Manufacturing Batch No./Bapo6au4ua napris Ne;
2059943
TESTSAIOKAZHUKHA STANDARDS/CTAH,Z[APTI/I RESULTS/
PE3VYJIALTATH
Appearance / 3oBHiMIMIH BUIIAD Pink béige,_oblnng, film-coated tablet, scored, Passes/ BigmoBinae

engraved with “5/10”on one face, and “ % “on
the other face, breakable into two parts / Poxeso-
OeKeBOro KONBOPY, NPOAOBIYBATOL (GopMU
TabneTka, BKpHTA IUTIBKOBOIO 0G0/IOHKOIO, 3,
HACIYKOIO Ta 3 THCHEHHAM «5/10» 3 ogHOTo GOXKY i

%
« » = 3 IHIIOTO,; MATATAE Oy Ha B
HaCTHHH
Average mass (mg/unit) / Cepeaus maca 176.9 161955/ 176,9— 195,5 (95 to 105 % of the 186.5 mg/mr

{(MI/0AMHANITO) theoretical mass of 186.2 7 95-105 % Bix

TEOPETHYHO! Mach v 186,2)

Microbiclogical quality (sKip testing) / L
. : . . N Total aerobic microbial count (TAMC) / 3arancua
Mikpobiosoriuua yucToTa (CKin-TecT) S . o | P e
| KiNbKICTL aepobHUX MikpoopraHizmis (TAMC):< *Skip Test = Passes
10° CFU/g — < 10° KYO/r

Total combined yeasts/ moulds count (TYMC)/

L . : *Skip Test - Passes
3arajabHa KUTBKICTh APIKIKOBUX T4 TUIICEHEBUX .
rpubie (TYMCQC): < 10% CFU/g —< 10> KVO/r
. Escherichia coli absence/1 g — BigcyTHicTS/1 T *Skip Test - Passes

* Sk1p test/Ckin TecTyBanna, Passes/Binnosinae, not applicable/ne mpoeoauses

Servier (Ireland) Industries. 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 f

Company registereéd in Ireland No. 117246
80542 UKR2_EX V1




DocuSign Envelope ID; ASBS1B3F-68E3-4DCC-AF34-EB3ASDACBCE7
b B v 3™ ¥ A K s KM l\._l

[T . FRTE PR

= BERVIER

- " .

RELAND) INDUSTRIES L'TD.

Method ref/llocunanns wa memod : DTC_S005150_PF_T_CTR_36650 EN_7.0

Specification ref/IIocunanna na cneyugpicayiro: DTC _S005150 PF N SPE 43230 EN 2.0

PRESTILOL®5 mg/10 mg/ IPECTHUJIOJI® 5 mr/10 mr

10 mg of perindopril arginine / TabneTky, BKpUTI TUIiBKOBOK 000MOHKORO, 10 MICTATH 5 MT-Giconponony dyMapaty Ta
EPHHAONPHITY aprilidy 10 Mr

Packaging Lot No./Cepia Ne: 736688

Manufacturing Batch No./Bapoouuya mapria Ne:

2059943
TESTS/IIOKAZHUAKHA STANDARDS/CTAHJAPTU RESULTS/
PE3YJIbLTATH
Identification of drug substances / The ratio of the retention times of each drug substance peak Positive /
g L) & 1 p
InenTndikauis girounx pewosun: Bisoprolol/ (Bisoprolol/ Perindopril) from the test solution and from the [To3uTHRHO
Perindopril by LC / Bicomponon/IepHrIonpui reference solution must be between 0.95 and 1.05/
METOMIOM pilHHHOT XpomaTopradii (PX) BLE[HGIIIEHHH__ILIaCIE_}’TpHM}’BEIHHﬂ.HlKa KOKHOT AiFouof o Positive 7
peuosuHy (O1conponony/nepUHACHPIIY) Ha XPOMATOIPAMI- ITo3HTHEHO.
JOCIUKYBAHOIO POZUHHY Ta PO3YUHY [IOPIBHAHHA Mac
cranoBuTH Big 0,95 no 1,05
UV Spectiiin of each dive subst (Bi lol/ Perindopril] Positive /
T T — JV Spectrum of each diug substance (Bisoprolol/ Perindopril}- . |
gilsggrifé;?;;n;d}?;};g zlr;iiiif from_the test solution and from the reference solution must be HosuTHBHO
PY. Hg’l i P prt similar /. Y ®-cnieKTpy KOMKHO1 Ait040T PEYOBUHMU Positive /
(Giconponony/mepuHACIPUITY )} A ACCHIIKYBAHOTO PO3UUHY | OSTHVE |
Ta PO3YUHY NOPIBHAHHA HOBKHHI 6yTH noai6HAMU Hosutugro
Dﬂfg 's“_bm“m' é“mé"t'_'(m) (mg/unit) / . (95 16105 % of the theoretical content of each drug substarice /
Bwmict aitouux peyosun (PX) (Mr/oaunuigo) 95-105 % Bil TEOPETHYHOIO BMICTY KOXHOT J1il0U0] peqoBHHH) -
4.93mg
Bisoprolol fismarate: 4.75 to 5.25 / Biconponony dpymapar:
Perindopril argining:-9.50 to 10.50 / [lepunnonpuny aprigig;
9.,50-10,50
SubdivisiE& Not more than [ unit is outside 85 % to 115 % of the average: Prasses /
2 mass / He Binblte HiX OIHA 0 AMHMLS 3HAXOIHTECA 38 MEKaMH Biznosinge:

85 %-115 % Big cepeaHbOl Macu

No-unit is outside 75 % to 125 % of the average mass/ JKoziia.
OAWHHIIA Re 3HAXOOUTBECA 3a. Mexkamu 75 %-125-% Bin:
- CepeAHbO] MacH.

Servier (Ireland) Industries L'U'D., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
| Tel: +353(0) 402 20800 Fax: +353(0) 402 20888
Directors: Christian Bazantay (French), Christian Sativeur (French}, John Redmond.

80542 UKR2_EX VI

Company registeréd in Ireland No. 117246
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Method ref/Tlocunanna Ha memod : DT C_SﬂQS 150 PF_ T;C T R__3 665 O;EN_Z 0

Specification ref/Uocunannn na cnequdpivanivo:  DTC S005150 PF N SPE 43230 EN 2.0 _
= PRESTILOL®5 mg/10 mg/ IPECTHJIOJ® 5 mr/10 mr

PHARMACEUTICAL FORM/JIIKAPCHKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and

10 mg of permdoprll argmme / TabeTKH, BKPUTI TIBKOBOIO 0G0NOHKOK), 1O MIiCTATE 5 MI Gicorponony dyMapaTy Ta
MEPUHACTIPINY aprididy 10 Mr

Packaging Lot No./Cepisn No: 736688 Manufacturing Batch No./Bupo6uuua napria Ne: 2059943
TESTS/IOKA3HIKH] STANDARDS/CTAHIAPTH RESULTS/
PE3YJIbTATHU

Degradation products content (LC) (%
m/m)/ BMicT npoayktis aerpagauii (PX)

(% M)

S 9780 <0,5 <0.20%
Y 31 <04 <0.12%
Any otheridentified degradation product: | <0,2 <0.12%
/ Bynb-gKui iHiyit igeHTHQIKOBaHMH

NPOAYKT Jerpajanii

Any other degradation product/ Byas- <0;2

AKHA IHIIHH TPOAYKT Aerpanartii <0.12%
Total content of degradation products / <20

3arajLHU BMICT IPOXYKTIB Jerpaganil <0.10%

Uniformity of dosage units for Stage/ | Number tested/ | Acceptance criteria / Kpurepiii

| | un N Cran Kinmxi » o
Bisoprolol fumarate / Perindopril e | {H?KICTB HpHHARATROCT!
A S JOCTAAYBAHUX
arginine {LC) / OauopianicTs . P
A030BAHHUX OJMHUIL bicornponoiry | ‘
tpymapar/nepungonpuny aprinin (PX) L1 10 AV < 15,0
1.2 +20 (3 {}) AV < 15’0. PaSSE:'S"f'BiJIHOBiﬂaE

0,75 M < each unit/koxHa
oounuua < 1,25 M

Servier {lreland) Industries L'TD., Moneylands Gorey Road, Arklow,; Co Wicklow, Ireland.
Tel: +333 {0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in [reland No. 117246

80542 UKR2 EX Vi Page 4 of 7




DocuSign Envelope ID: AQBQ’IBSF-SBEﬁ-ggf;ﬂ;iﬁ?-vEleﬁDﬁiaﬂf?; RIZLJA N[) ) IN[) UgT RIES }__JTD *

o
)# Arvrer—— 1
erma——..

Method ref/llocunanna na memoo : DTC S005150 PF_ T CTR 36650 EN 7.0

Spect

ication ref/Hlocunannn na cneyudpicayito: DTC §005150 PF N SPE 43230 EN 2.0

PRESTILOL®5 mg/10 mg/ HPECTHJIOJI® 5 mr/10 mr

PHARMACEUTICAL FORM/JIIKAPCBHKA ®OPMA: Film-coated tablets containing > mg of bisoprolol fumarate and
10 mg of perindopril arginine / TabneTkw, BKPATI IUIIBKOBOKO 0GONOHKO, IO MICTSTH 5 MT SicoTipoony dymaparty Ta
iTe pUHAOTIpHILY apriHiHy 10 mr

Packaging Lot No./Cepia Ne: 736688 Manufacturing Batch No./Bupo6uuua naprist Ne: 2059943
TESTS/ TOKA3HUKH STANDARDS/CTAHIAPTH ~ | RESULTS/
PE3YJILTATH
Dissolution (LC) (%) / Bisoprolol ﬁlmara;.e Q=80 % at 15 min
Pozuunenus (PX) (%) o
biconponony ¢pymapar Q =80 % 3a.15 xpuwiun
Stage / | Number tested/ Acceptance criteria / Kpurepiit
Cragig Kinpkicts IPUAHATHOCTI
JOCHIIKYBAHUX.
OJAMHHULb
sl Il 6 Eachi unit is not less than 85 % / Koxna 99%
' OAUHMLA He MeHe 85 %

S2 +6  (12) Averagel of 12 units (81+82) is equal to or
greater than 80 % and no unit is less than
65 %/ CepenHe sHaq4eHHS i3 12 0uHANE
(S1+82) nopieHioc abo Hinsine 80 % i
HEMAE OAHOI OOUHULI MeHIle 65 Yo

S3 +12  (24) Average of 24 units (§1+82+83) is equal

| to or greater than 80 %, no more than 2
units are less than 65 % and no unit.is less
than 55 %)/ Cepenne 3HaueHHs i3 24
OXMHULE (S 1+52+83) aopiseroe a6o
oinbiie 80 %, He Oinebwie 2 OOUHNLE
MeHIIe 65 % 1 Hemae xoAHOT OXMHHMLI
MeHule 55 %

‘Servier (Ireland) Industries LTD.; Monsylands Gorey Road, Arktow, Co Wicklo w, Ireland.
Tel: +353 (0) 402 20800 Fax:-+333 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur {Irench); John Redmond,
Company registered in Ireland No. 117246

80542 UKR2 EX V1 Page 5of 7
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Method ref/Ilocunanns na memod : DIC_S005150 PF_T CTR 36650 EN 7.0

Specification ref/Ilocunanns na creyupIKauiio: DTC 005150 PF N SPE 43230 EN 2.0
PRESTILOL® 5 mg/10 mg/ IPECTHJIOJ® 5 Mr/10 mr

PHARMA CEUTICAL FORM/JIKAPCEKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and 10
-mg of perindopril argmme / TabNeTKK, BKPUTI TUTIBKOBOIO 000JIOHKOLO, THO. MICTATE 5 Mr Giconponony dymapary ta
TepUHIONPWTY aprininy 10 mr

Packaging Lot No./Cepist Ne: 736688 Manufacturing Batch No./Bupotnunua maprist Ne: 2059943

"TESTS/ | B STANDARDS/CTAHIAPTH RESULTS/
ITOKA3ZHUKHA PE3VJILTATHA
Dissolution (L.C) (%) / Perindopril arginine Q = 80 % at 15 min

Pozuyunenns (PX) (%) |
nepuHgonphy apridid Q = 80 % za 15 xeunun

Stage / { Number tested/ | Acceptance criteria / Kpurepiii npuitHatHocTi

Cranis KinekicTh

OOCTIIKYBAHUX
OOWHRIL

Si 6 | Each unit is not less than 85 % / Koxxza oquHnus
He MeHIIe 85 % | 103%

S2 +6  (12) Average of 12 units {S1+82) is equal to or greater
than 80 % and no unit is less than 65 %/ Cepenne
3HaueHHs i3 12 oguuuus (S1+S2) nopisnioe abo
Ginbmre 80 % 1 HeMac JoaHOT OMMHHMII MeHLIE 65
Rz

53 +12 (24) Average of 24 units (S1+82+83) is equal to or

greater than 80 %, no more than 2 units are less

than 65 % and no unit is less than 55 %/ Cepenue

3HaueHHA 13 24 opuHuLs (S1+82+S3) gopisHioe

afo butbine 80 %, He Gifpiie 2 OAWHUIIL MEHITIE §5
Y% 1 HeMae }KoIHOT O NUHHIN MeHIe S5 %

ANALYSIS / AHAJIIS 04/01/2024
Batch accepted/[1apria npuiinsra

I:Im:uSig ned by:

Analytical Services Manager / L MHEHSE BRoadah

Menemkep 10 KOHTPOAIO Ta aHaII3y AKOCTI Michael Byrne/ Mixaens Bipue
*?ga.iﬁﬁ ’? Ay N
Servier (Ireland) [ndustries L'TD:, Mongylands Gorey Road, Arklow, Co Wicklow, ] nd : '_ "%‘

Tel: +353 (0) 402 20800 Fax: +333 (0) 402 20888 /o
Directors: Christian Bazantay (French), Christian Sauveur (French); John Re Rt r d
-Company registered in Treland No. 117246 - _;. §

80542 UKR2 EX V1




DocuSigh Envelope I1D: ASB91B3F-68E3-4DCC-AF34-EB3ASDACSCET

SERVIER (IRELAND) INDUSTRIES LTD.

[ hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality confrol 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/

I{um A 3acBIA4YIO, 110 HaBeleHa BULIE iHOpMaLis-€ JOCTOBIPHOKO Ta TOUHOKD. Lio-cepito.
MpoAYKLIT Oy10 BUPODOJICHO (BKIIIOUAIOUH [TaKYBaHHs/MapKyBaHHS ) Ta IPOBEJEHO KOHTPOIE
{i SKOCTI Ha BUlle3a3HaueHild AIABHUL Y IToBHIH BianosigHocT 3 BriMoramu GMP,
BCTAHOBJICHUMH MICHEBHM PEryAATOPHUM OPraHOM, a TaKOX BiJINOBIAHO A0 chenmdikamii,
L0 MICTATECA Yy peecTpaliiiHoMy A0¢hbe. [IpoToKoIH. BHPOSHMIITBA, HaKyBaHHS Ta aHAJI3IB.
GyJ10 MePEerIAHYTO Ta BCTAHOBJIEHO BiiMoBinuicTs GMP.

Date of batch release//laTa Bunycky cepii 13/02/24

Name and Position/Title of person authorising the Batch Release/ Ipizemure Ta rocana/
3BaHHA 0CO0M, SIKA BHAJIA 03B HA BUIIYCK cepil

Dr Blanaid Bowes, Qualified Person/ Bignosiganssa ocoba

[] Ms Ailbhe Wade, Qualified Person/ BinnosinantHa ocoba

Ms Carmel Kinsella, Qualified Person/ Bianosinansua ocoba

Ms Jenny Quinn, Qualified Person/ Bigmosinansna ocoba

[ Ms Niamh Ryan, Qualified Person/ Binnosinansua ocoba

OocuSigned by:
Signature/ﬂiﬂnnc@j_amh Rvan Date/Jlara: 13 February 2024

1 BFCEB610E3401...

Finished product batch number/ Homep cepil roToBoro nikapcbkoro sacoby: 736688

Tel: #3353 (0) 402 20800 Fax: +353.(0) 4072 208388
Darectors: Christian Bazantay {French). Christian Sauveur {French): John Redmond.
Compamy redistered m Ireland No. 117246
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