JEPIKABHA CITYIKBA 3 IKAPCHKUX SACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
npos. Hagii Ceimuanot, 3, 02099, reu. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kox €IPII0Y 37079055

BUCHOBOK
PO AKICTL BBE3EHOTO B Y Kpainy JixapesKoro 3acody

28.11.2023 Ne 61054/23/26

— NIPECTUIIOJI® 5§ MI'/ 5 MI'
" (naliMeny sauns sixapesKoro 3acoBy SrAHO 3 PEECTPANIHAM TIOCBIAHEHHSM)
Tabierky, BKPATI HIBKOBOIO 060M0HK010, 00 5 Mr /5 mr; 30 Tabaeror y Kopreiimept N
‘rabireror; no 1 xowrelnepy pis 1abJeroK ¥ opotui 3 KAPTOUY TAKYBANBHOLO.
((hopMa BANYCKY, AOBYBAHNS, BHL NIAKYBAHHI mikapchkoro sacoty)

Homep peectpauifHOro nocsijuets UA/15827/01/01 crpok mif peecrpauidnoro nocsixuenHs HeoOMexeHnd

Cepis nixapesrore sacofly Ne 725517 KinbKicTs BBE3EHOTO Aikapesioro sacofy 31499

Bupobunx Cepr'e (Ipnagis) Tapactpic Jitn, Ipoannis ,
' > S0CO6Y, Kpaina HOXOIKEHHS)

(vaiivenyBauHs BUPOSHUKa RiKAPCHKOrD 3

Baeseno B Ykpality Tosapuerno 3 00MExKEH0I0 sigmosizaasuicrio "CEPB'€ YKPAIHA",
ipenr. xor: 33643340 o o
 (HaliMeHYBAHHA TR KOA 3a EJIPITOY topunuunol ocobu 260 npizamile, iv's, 10 GaTHIOB] (biznunol

0coBH - nianpremLe, It Micue npoxcHBanis Ta peecTpatiiunil HoMep obikoroOT KAPTKY IATHUKA
nGaRarkis 60 Cepis TA HOMED NACIIOpTa)

[IpoToKoN Bi3yasbHOr0 KOHTPOJIO BiX 28.11.2023 x 3679/10.

34  pe3yNsTATAMH  NE[KABHOIO  KOHTPOO BCTAHOBAEHO, WO SZJ;(;M{;&I'\E-’:; saci6 peezeno B Ykpaiwy 3

HO’[‘pMM‘aHﬂS{M BHMOT 32K0HOJABCTRA LONAO 3a0L3TIeHeH A ARogri i a'pppxux_sacoﬁin.
N : . :

T Ioan SAJBOPHIIX

(ni,nr?s&c) (imimiami Ta npissune)

WHOED| koI pOIIO]

/9% as ///E/Z 45
iy 2012 (3 /E)-



DocuSign Envelope ID: F683AC70-C88B-476C-99E3-7F7ADCDAOC2E

SERVIER (IRELAND) INDUSTRIES LTD.

T SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®DIKAT AKOCTI NIKAPCbKOIO 3ACOBY

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

ajpeca BUpOGHUKA

Name of Importer and Address/
Hasea Ta agpeca imMnopTepa

Which Consignment of product is delivered/Buy
HPOXYKIT, O NOCTAYAETHCS

Pharmaceutical form/Jlikapceka dopma

Name: of the Product/Hassa Jikapchkoro
3aco0y

Dosage/Cuna nii

Type and size of packaging/Bun Ta posmip
YIIaKOBKH

Finished Product batch number/Cepix roTosoro
Jikapcrkoro 3acoby

Manufacturing date/Jlara Bupo6auuTsa
Expiry date/Tepmin npuaaTnocTi
Batch size/Kinskicts y cepil

Manufacturing Licence number/Homep minensii
Ha BHPOGHULITBO

Registration Number/Peectpaniiine
HOCBIT4EHHA

Iupactpic Jitx

Moneylands, Gorey Road/Maninenns, lopeii
Poyax,

Arklow/Apknoy,

Co. Wicklow/Ko. Bixoy,

Ireland/lpnaris

Servier Ukraine LLC/TOB "Cepp'e Ykpaina"

41, Naberezhno-Khreshchatytska St./Byn.
HaGepexno-XpewmaTuibka, 41

Kyiv, 04070/M. Kuis, 04070
Ukraine/Ykpaina
Pharmaceutical Product/Jlixapcekuif 3aci6

Film-coated tablets/Tabnerky, BKpUTi ITiBKOBOIO
000NOHKOIO

PRESTILOL® 5mg/5mg
TIPECTUJION® 5 mr/5 Mr

5 mg/5 mg /5 mr/5 Mr

30 tablets in the container; 1 container in the
carton box/ o 30 TaGnerok y konreiiHepi; no 1
KOHTEHepy B KOpobLli 3 KapTOHY

725517

05 2023

112025

31,499 Boxes/yrnakoBoK
MO00068/00001

UA/15827/01/01

Servier (Treland) Industries LTD., Moneylands Gorey Road, Addow. CoWicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sawveur (French). John Redmond.
Corpany registered in Treland Mo, 117246

Page 1 of 7



DocuSign Envelope ID: F683AC70-C88B-476C-99E3-7F7ADCDAOC2E

‘* m:... "
T SERVIER

DocuSign Envelope |D: 3BEOF7B7- 47BC$%933395§T3§?35531 R} EMAN i)) i N })U TR} L&B L i D

Method ref/Ilocunanna na memoo : DTC _S005150_PF_T _CTR_36650_EN_7.0

Specification ref/Ilocunanns na cneyueixayiro: DTC S005150_PF_N_SPE 43230 EN_2.0

PRESTILOL®5 mg/5 mg/ IIPECTHJION® 5 mr/S mr

PHARMACEUTICAL FORM/JIKAPCEKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / Taberku, BKpHTI WIBKOBOIW 060IOHKO0, IO MicTATE 5 Mr Giconpornomny dpymapary Ta
[IEpHHIONPUNY apriiny 5 Mr

Packaging Lot No./Cepin Ne: 725517 Manufacturing Batch No./Bupo6uuua napris Ne:
2058911
TESTS/IIOKA3ZHHAKH ‘STANDARDS/CTAHJIAPTH RESULTS/
PE3YJILTATH
Appearance / Sopnimuill Burany Pink beige, oblong, film-coated tablet, scored, ' Passes/ Bignosinae

engraved with “5/5"on one face, and “ % " on the

other face, breakable into two parts/ Poxeno-
6ex3EBOro KOALOPY, NPOROBryBaTol popmu Tabnerxa,
BKPHTA IUTIBKOBOK): 0G0JIOHKOM0; 3 HACIUKOIO T2 3

’ o

S
THCHEHHAM «5/5% 3 oaxoro Goky i « » =3
inworo, nixnarae nojiny Ha B HacTUHU

. 118.0to 130.4/118,0 — 130.4 (95 to 105 % of the
Average mass (mg/unit) / Cepeaus maca theoretical mass of 124.2 / 95-105 % six 124.1mg/mr

(Mr/omuaumIO) TeopeTHuHOl Mach y 124,2)

Microbiological quality (skip testing) /

- ; Total aerobic microbial count (TAMC) / 3aransua
Mikpoebiosoriuna amcrora (ckin-rect) :

KinbkicTs aepoBrux mixpoopraniamis (TAMC):<
10° CFU/g < 10 KYO/r

* Skip Test - Passes

Total combined yeasts/ moulds count (TYMCY *Skip Test - Passes
3aransna KitsKicTh APIKIKOBAX Ta NIICCHEBAX
rpubis (TYMC): £ 10? CFU/g—~< 102KVO/r

*Ski -
Escherichia coli: absence/] g sixcyraicTs/1 T Blapsilies-Ratss

* Skip test/Ckin TecTyBanns, Passes/Bizrnosinae, not applicable/te riposo;mnca

“[‘el +’353 (()) 402 70800 Fax: +’%’)3 (()) 402 20888
Directors: Christian: Bazantay (French), Christian Sauveur (French). Jolm Red:
Company registered in Ireland No. 117246

80532 UKR2_EX V1



DocuSign Envelope ID: 3BEOF7B7-47BC-40DE-986B-DE5S7BBA98559
[ Wy R LA 1 W R N \

*’-..-.""‘:::.»

DocuSign Envelope ID: F683AC70-C88B-476C-99E3-7F7ADCDAOC2E

{RELAN D) ENDUSTRIL&: LTD.

Method ref/Hbéwzanmz na Memod : DTC_S005150 PF T _CTR _36650_EN_7.0

Specification ref/Ilocunanna na cneyudixayio: DTC S005150_PF_N_SPE 43230_EN_2.0

PRESTILOL® 5 mg/5 mg/ IIPECTUJIOJ® 5 mr/5 mr

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

5 mg of perindopril arginine / Ta6neTky, BKpuTi NNiBKOBOI 060IOHKOI, 10 MicTATs 5 Mr Giconponony dymapary Ta

[EPUHIOTIPIITY apridiny 5 Mr

Packaging Lot No./Cepia Ne: 725517

Manufacturing Batch No./Baupofunya napris Ne:

2058911
TESTS/TIOKASHHUKH STANDARDS/CTAHJAPTH RESULTS/
PE3YJIBTATHI
Identification of drug substances / The ratio of the retention times of eacly drug substance peak Positive /
]'neu’rn(l)ixauig ;limq"x PeYOBHH: Bisoprolo]/ (BiSOpI’O]O]/ Perindopril) from the test solution and from the 103U TUBHO
Perindopril by LC / Biconposon/nepusnonpus reference solution must be between 0.95 and 1.05 /
MeTOOM pimkHHOi xpomaropradil (PX) Bmuomemm' yaciB yTpaMyBaHHa TiKa KOXHOI Airovol i Positive /
peuoBkHH (Giconponony/epHERONPUILY) Ha XpOMaTOrpami TTO3HTUBHO
LOCHiZKY BAHOI'O PO3YUHY Ta PO3YHHY NOPIBHAHNA Mae
cranosuTy Big 0,95 no 1,05
; ; ; UV Spectrum of each drug substance (Bisoprolol/ Perindopfil) Positive /
Bisoprolol/ Perindopril by LC-DAD / Sy . ositive
BicoNpOAON/NepHHIONPAI METOLOM ffmp the test solution and ﬁ‘osp t.he re_ference solution must be Iy
PX-TIMIT similar / Y®-criekTps KOXHOI Ai10401 peuoBuHH
(Giconponomy/MepHEONpPIITY) KIS AOCIHI/KYBAHOTO PO3YUHY Positive /
T2 POSYHHY MOPIBHAHHS NOBHHHI 6yTH MOAIGHUMH -
90, 3 10
Drug substances content (LC) (mg/unit) / (9955 1t(())sl .(;)/5 /o of the theoretical c‘ontent of ea}.‘ch‘ drug"substance/
Buicr nifownx pewonmn (PX) (MI/ogHRHLIO) - % BiZl TCOPETHYHOIO BMiCTY KOXKHOI i1040T peqpnnuu)
Bisoprolol fumarate: 4.75 to 5.25 / Biconponony ¢ymapar: 4.97mg
4,75-5,25
Perindopril arginine: 4.75 to 5.25 / Ilepunnonpuity ‘apridin: 5 08111 g
4,75-5,25 '
Subdivision of tablets / Hoxin Taénerok Not more than 1 unit is outside 85 % to 115 % of the average
mass / He Ginblie Wik ofna OXMHMIS 3HAXOXUTLCA 38 MEXaMu Passes /
85 %-~115 % Bin cepeHBoi MacH Bianosinae

No-unit is outside 75 % to 125 % of the average mass / Xoauna
OLMHHIA HE SHAXOAUTHCA 38 Mexamu 75 %-125 % sin

1 cepennsol macu

Tel: +353 (0 4072 20800 Fax: +353 (0) 402 20888
Direetors: Chrigtian Bazantay (French), Christian Sauveur (French), John Redmy
Company registered in Ireland No. 117246
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DocuSign Envelope ID: F683AC70-C88B-476C-99E3-7F7ADCDAOC2E

DocuSign Envelope 1D: 38EOF7B7-47BMODE;QE&&BE;&?&QQS&)\Q l Ri L AN m) iN D U &; i RI L‘“) LT [)

Method ref/Ilocunanns na memod : DTC_S005150_PF_T_CTR_36650_EN_7.0

Specification ref/fTocunanun na cnequdirain: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ IPECTIJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/IIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / Ta6neTku, BKPUTi ITIBKOBOIO OGONOHKOIO, WO MICTATH 5 Mr Giconposony ¢ymapary
Ta TIEPUHAONPYILY apriHiHy 5 Mr

Packaging Lot No./Cepist Ne: 725517 ; Manufacturing Batch No./BapoGunua napris Ne:
2058911
TESTS/MOKAZHUKH STANDARDS/CTAHJAAPTH RESULTS/
PE3YVJIbTATH

Degradation products content (LC) (%
m/m) | Bmicr mpoayxris gerpanauii (PX)

(% m/m)

$ 9780 <05 <0.20%
v 31 <04 <0.12%
Any other identified degradation product | £0,2 <0.12%
!/ Bynp-axuit inunit inenTHbicosanmnH

UPORYKT gerpagauii ,

Any other degradation product / Byas- <02 <0,12%

sixait iHIAiH opotyxr gerpanauii

Total content of degradation products / <20 <0.10%
3aranbHui BMICT IPOAYKTIB ferpanauii

Uniformity of dosage units for Stage/ | Number tested/ Acceptance criteria /
Bisoprolol fumarate / Perin doi)ril Cragis Kinexicte Kparepiit npuitparaocti
L . . JOCTiIKYBaHUX
arginine (LC) / Onnopinsicts onm{nm
J030BAHMX OAMHHEL Biconporoy ’
¢ymapar/mepusgonprty apridin. (PX) L1 10 AV <150 ‘
i3 TED) P | Passes/ Binmosinae
0,75 M £ cach unit/icoxkna
oaunnug £ 1,25 M

Servier{Ireland) Industres LTD., Moneylands Gosey Road, Arklow, Co Wicklow. Ireland.
Tal: 4353 (0402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French); Christian Sauveur (French), Jofm Redmond.
Company registeied in Ireland No, 117246

80532 UKR2_EX V1 Page 4 of 7



DocuSign Envelope ID: F683AC70-C88B-476C-99E3-7F7ADCDAOC2E

Docusien Enve"’":"2_250"87'473°'33§59339?E§7ff’}9«3553 IRELAND) INDUSTRIES LTD.

TR sERVIER

Method ref/Tlocunanns na memod: DTC S005150 PF_T_CTR 36650 EN_7.0

Specification ref/ITlocunanna na cneyupicayio: DTC S005150 PF N SPE 43230 EN 2.0
PRESTILOL®5 mg/S mg/ NPECTIJIOJN® 5 mr/5 mr

PHARMACEUTICAL FORM/JIIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and 5
mg of perindopril arginine / Ta6neTkn, BKPUTI MTiBKOBOK 0GOIOHKO, W0 MicTaTh 5 Mr Giconponony dymapary Ta
NEePUHIONPHITY apriniHy 5 Mr

Packaging Lot NoJ/Cepia Ne; 725517  Manufacturing Batch No./Bupo6rmaa napris Ne: 2058911
TESTS/ HIOKAZHUKH STANDARDS/CTAHIOAPTH RESULTS/
PE3YJILTATH
Dissolution (LC) (%) / Bisoprolol fumarate Q = 80 % at 15 min
Pozannennn (PX) (%) _
Biconponony ¢dymapar Q = 80 % 3a 15 XBHIHH
Stage/ | Number tested/ Acceptance criteria/ Kpurepil
Crazis Kinpxictb NpUEHATHOCT
JOCHIRMKYBAHHX
OJUHHLIB
S1 6 “Each unit is not less than 85 %/ KoxHa 9%

ORMHULA He Meniue 85 %

$2 +6  (12) Average of 12 units (S1+82) is equal to'or
greater than 80 % and no unit is less than
65 %/ Cepexnte sHaveHHs i3 12 0fHHM D
(S1+82) nopismioe abo Ginsie 80 % i
HEMae KOXHOT ofMHUN MeHwe 65 %

S3 +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 %/ Cepenne 3Ha4vend i3 24

" onuHuub (S1+82+83) nopisrroe abo
6inswe 80 %, He Ginpuie 2 OAMHHNID
MeHwe 65 % i HeMae K0IHOT ORHHKLI

“MeHie 55 %

Servier (Ireland) Industries 1.TD.. Moneylands Gorey Road, Arklow, Co Wicklow, lreland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402:20888
Diréctors; Christian Bazantay (French), Cluistian Sauveur (French), Jobhn Redmond.
Company registered in Ireland No. 1172456

80532 UKR2_EX V1 Page 5 of 7




DocuSign Envelope ID: F683AC70-C88B-476C-99E3-7F7ADCDAOC2E

DocuSign Envelope I0: IBE0F 78747 C A e e  IRELAND) INDUSTRIES LTD.

ERVIER

Method ref/Tlocunanns na memod : DTC_S005150_PF_T_CITR_36650_EN_7.0

Specification ref/[locunanus na cnewudirayio: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ IPECTUJION® 5 mr/5 mr
PHARMACEUTICAL FORM/JIIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
5 mg of perindopril arginine / TabneTks, BKpUTI [LIIBKOBOK 0GONOHKOI0, O MiCTATH 5 Mr Giconponoiny ¢pymapary Ta
TIEPUHAONPIITY apriHiny 5 mr
"Packaging Lot No/Cepia Ne: 725517 Manufacturing Batch No/BupoGuuta napria Ne: 2058911
"TESTS/ STANDARDS/CTAHIAPTH RESULTS/
NIOKA3SHHMKH PE3VJIBTATHI
Dissolution (LC) (%)./ Perindopril arginine Q= 80 % at 15 min
Pozunnenns (PX) (%)
nepunponpy aprinin Q = 80 % 3a 15 xsunuu
Stage/ | Number tested/ | Acceptance criteria / Kpurepilt npuitnariocti
Cragis KinbxicTs
JOCHITKY BAHUX
OJIMHHLB
51 6 Each unit is not less than 85 % / Koxua ofunnis
ne menwe 85 % 102%
S2 +6  (12) Average of 12 units (S1+52) is equal to or greater
than 80 % and no. unit is less than 65 %/ Cepenxe
3HaueHHs i3 12 oxuuuue (S1+82) nopiskioe abo
Ginnwme 80 % 1 Hemae xoxHol OMHHAL MEHIIE 65
%
§3TTI3 T @4) | Average of 24 unifs (S1+82+53) is equal to or
greater than 80 %, no more than 2 units are less
than 65 % and no unit is less than 55 %/ Cepenne
sHaveHns i3 24 omunuus (S1+82+83) popisuroe
a6o Ginsme 80 %, ne Ginsiie 2 OQUHALS MeHIE 65
% i HeMaE XOAHOT OUKULI MeHe 55 %
ANALYSIS / AHAJII3 : 04/10/2023
Batch accepted/TTapris npuiiaara
2 o Beaig by
Analytical Services Manager / | Mithatl, £

[(NOZTrT LN

Menemiep 110 KOHTPONIO Ta aHamisy SKOCTi Michael Byrne/ Mixaens Bipre

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

Directors: Christian Bazantay (French), Christian Sauveur {French), John Redy

Company cegistered in Ireland No. 117246

80532 UKR2_EX V1




DocuSign Envelope ID; F683AC70-C88B-476C-99E3-7F7ADCDAOC2E

T SERVIER

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/

LluM 5 3acBiAYyIO, IO HAaBeAEHa BHILe iHdopManis € JoCTOBIPHO Ta TOUHOKW. Lo cepito
npoAyKuii 6y0 BHpobIeHO (BKMOYAIOYN NIAKYBaHHSA/MAPKYBaHHS) Ta IPOBEAEHO KOHTPOIb
il sskocTi Ha BUIEe3asHaveHil AimpHML ¥ moBHIA Biamosixxocri 3 Brmoramu GMP,
BCTAHOBJIEHUMU MiCIHEBHM PEryJIATOPHUM OPTaHOM, a TAKOX BiIIOBIHO 10 crieludikanii,
L0 MICTATECA Y peectpaniiiHoMy focke. TIpoTokoms BUPOGHMUTRA, aKyBaHHA Ta aHanisis
Gy10 HepernsHyTo Ta BCTAHOBNEHO Bixnopixaicts GMP,

Date of batch release/Jara Bumycky cepii 19/10/23

Name and Position/Title of person authorising the Batch Release/ IIpissume Ta nocana/
3BaHHS 0co0H, AKa BHAAJA NO3BIN HA BAMYCK cepil

[] DrBlanaid Bowes, Qualified Person/ Bixnosinansra ocoba

[1 Ms Ailbhe Wade, Qualified Person/ Biznopinanesna ocoba

[] Ms Carmel Kinsella, Qualified Person/ Bixnorizansua ocoba

[1 Ms Jenny Quinn, Qualified Person/ Binnopinansaa ocofa

H Ms Niamh Ryan, Qualified Person/ Binnosinansxa ocoba

DocuSigned by:

Signature/Tlinmic | Niamh Ryan Date/[lata:19 October 2023

018FCEBEG10E3401...

Finished product batch number/ Homep cepii roToBOrO NikapcbKoro 3acoly: 7255

Servier (freland) Tndustdes LTD.. Moneylands Gorey Road. Arklow, CoWicklow, Treland,
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Thicectors: Christian Bazantay (French), Cheistian Sauveny (Freach): John Redmond.
Company registered in Jreland No, 1172406
Page 7 of 7
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N

AEPKABHA CIYXBA 3 JHKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

npos. Hagii Ceitnunusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €EIPTIOY 37079055

BHACHOBOK
npo uKicrs BBe3EHOro B YKpainy Jikapcbhkoro 3acoly
19.03.2024 Ne 13887/24/26
NPECTAJIOJI® 5 M/ S MI'

(uaitMeryBanss nikapcbXoro 3acefy 3rlHO 3 peccTpauiifinm noceinaeHHAM)
Tabaerka, BRpHTI WIiBKOBOI0 06010HK0I0, N0 5 Mr /5 M, no 30 TabneTOK Y KOHTEHHEPI 1A
TaGaerox; o 1 xourelnepy Anx TabaeTok y KopoOui 3 KAPTOHY NaKyBaJAbLHOIO

(dopma sunycky, ZO3yRAHHA, BXA MAKYBAHHA NikapCHKOro 3acoby)
Howmep peccrpaifioro nocainuenns UA/15827/01/01 crpok aii peecrpauiiinoro nocsizents HEOGMENCHIH

Cepist nixapenxoro 3acoby Ne 737985 KinsxicTs BBeseHOro Jlikapeskoro 3acofy 17016

BHpoGuHK Ceps'e (Ipnannis) lnnacrpic Jita, Ipaanais
(hadiMery paina BrpobHEKA TIKAPCEKOTO 78000y, Kpaita ROXOAAEHHS)

Beeaero B Vipainy Torapucrso 3 o6Mexenow simnosizansuicrio "'CEPB'E

VKPATHA", izenr. xon: 33643340
(natiMenypanns 12 kog 3a €APTIOY opumrnol ocobiu afo npizgume, iM'a, 1o SarbxoEi
diswanol ocobu - mianpHenus, it MicIe MPoXUBANNA T PeECTPALIAHKA HOMED obnikosoi
KepTKH tnaTHRKa noZatkia abo cepis Ta nomep nacropra)

TIpoToKon Bi3yALHOTO KONTPOIO BiX 19.03.2024 M 866/3.

3a pesynbTaTAMIl ACPABHOTO KOHTPOMIO ECTAHOBNEHO, TIO nikapopkuil 3aci6 sBeseno 8 Ykpaiay 3




JULUDIYIHE LHIVGIVUNT L. STOOR 1 (] “OUTT T TOULT MUV R UV & tOw T

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIo 3ACObY

Name of the Manufacturer & Address /Ha3sa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnannis)
agpeca BUpoOHUKA Inpactpic JIth

Moneylands, Gorey Road/Maninenas, ['opeit
Poyn,
Arklow/Apkioy,
Co. Wicklow/Ko. Biknoy,
[reland/lpnanmis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepg'e YkpaiHa"

Hassa Ta agpeca imnopTtepa 41, Naberezhno-Khreshchatytska St./Byan.
Habepexno-Xpematuueka, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapcekwuii 3aci6
IPOAYKLIi, IO MOCTAYAEThCH

Pharmaceutical form/Jlikapceka dopma Film-coated tablets/Ta6neTku, BKpUTI MTiBKOBOIO
060JIOHKOIO

Name of the Product/Ha3ea nikapcbkoro PRESTILOL® Smg/5mg

3aco0y I[MPECTHUJIOJI® 5 mr/5 mr

Dosage/Cuna ait 5 mg/Smg /5 mr/5 mr

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

YMaKOBKH carton box/ no 30 Tabnerok y koHreitHepi; no 1

KOHTeHHepy B KOpoOLli 3 KapTOHY

Finished Product batch number/Cepis rorosoro 737985
JHKapcLKOro 3acoby

Manufacturing date//{ata BupoGHuuTBa 102023
Expiry date/TepmiH npuaaTHocTi 04 2026
Batch size/Kinbkicts y cepii 17,016 Boxes/ynakoBok

Manufacturing Licence number/Homep niuensii M00068/00001
Ha BUPOOHHULTBO

Registration Number/Peectpaiiiiite UA/15827/01/01
NOCBIAYEHHS

51t Sanveur (Freach), Jo
erad m Ireland No. 117248
Page 1 of 7
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Method ref/Ilocunanns na memoo: DTC_S005150 PF T CTR_36650_EN_7.0

Specification ref/Ilocunanna na cneyugicayiro: DTC_S005150_ PF N_SPE_ 43230 EN_2.0

PRESTILOL® 5 mg/5 mg/ IPECTUJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / TabeTku, BKPHUTI TTIBKOBOKO 0GOIOHKOFO, IO MICTATE 5 MT Giconporiony ¢gymapary ta
NEepUHAONPHIY apriHiHy 5 Mr

Packaging Lot No./Cepin Ne: 737985 Manufacturing Batch No./Bupo6au4a napris Ne:
2060162
TESTS/ITOKA3ZHUKHU STANDARDS/CTAHIAPTH RESULTS/
PE3YJIbTATH
Appearance / 3oBHilIRIi BUTIA Pink beige, oblong, film-coated tablet, scored, Passes/ Bignosiznae
engraved with “5/5”on one face, and “ %5 on the

other face, breakable into two parts / PoxxeBo-
GexeBoro KonLopy, MpoAaoBryBaTol popmu Tabnerka,

BKPUTa MUTIBKOBOIO 060JIOHKOIO, 3 HACiUKOIO Ta 3
[P

. <7
THCHEHHAM «5/5» 3 ogHOro GOKY i « »=3
iHIIOTO, TiANATaE MOMINY Ha Bi YaCTHHH

118.0to 130.4/118,0 - 130,4 (95 to 105 % of the

Average mass (mg/unit) / Cepennst Maca | theoretical mass of 124.2 / 95-105 % sin 124. 1mg/mr
(mr/omnHnio) TeopeTHuHOT Macu y 124,2)
Microbiological quality (skip testing) / Total aerobic microbial count (TAMC) / 3aransHa

Mikpo6ioioriuna wucrora (ckin-TecT) * Skip Test - Passe

KUTbKiCTh aepo6HIX MikpoopraHizmis (TAMC):<
10° CFU/g - < 10 KYO/r

Total combined yeasts/ moulds count (TYMC)/ *Skip Test - Passes
3araiibHa KiJIbKiCTh JpiXkIDKOBUX Ta MTiICEHEBUX
rpu6is (TYMC): <102 CFU/g—-< 102 KYO/r

* i -
Escherichia coli: absence/l g — BiacyTHIicTB/1 T Skip Test « Passes

* Skip test/Cxkin TectyBanHs, Passes/Binnosinae, not applicable/He npoBoauscs

Servier (freland) Industries LTD.. Monevlands 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 Treland No. 117246
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IRELAND) INDUSTRIES LTD.

BEHVIER

Method ref/Ilocunanns na memoo : DTC_S005150 PF_T CTR 36650 _EN_7.0

Specification ref/Ilocunanus na cneyudirayiro: DTC_S005150 PF N _SPE 43230 _EN_2.0

PRESTILOL® 5 mg/5 mg/ IPECTHJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/IIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
5 mg of perindopril arginine / TabneTkH, BKPUTI MTiBKOBOIO 000JIOHKOF0, 1110 MICTATE 5 MT Giconposiony gymapary Ta

MEePUHAOTIPUITY apriHiHy 5 MT

Packaging Lot No./Cepis Ne: 737985

Manufacturing Batch No./Bupo6un4a napris Ne:

2060162
TESTS/HOKA3HUKU STANDARDS/CTAHIAAPTH RESULTS/
PE3YJIBTATE
Identification of drug substances / The ratio of the retention times of each drug substance peak Positive /
IﬂeHT“(biKauiﬂ Hi}oq“x PEYOBHH: Bisoprolol/ (Bisoprolol/ Perindopril) from the test solution and from the ITo3utuBHO
Perindopril by LC / Biconponon/nepuHaonpii reference solution must be between 0.95 and 1.05 /
METOZI0M piIHHOT XpoMaTopradil (PX) BIZIHOIHCHHSI.‘{aClB YTPHMYBaHHS ITika KOXHOI AiF0YO] ‘ Positive /
peuoBHHH (6icoNpoIoNy/IEpUHAOTPUITY) HAa XpOMaTorpami HosuTusHo
JOCTIKYBAHOTO PO3YMHY Ta pO3YHMHY NOPIBHIHHA Ma€
cra”HoBuTH Bix 0,95 no 1,05
Bisoprolol/ Perindopril by LC-DAD / EV Spectrum of ef'ich drug substance (Bisoprolol/ .Permdoprll) Positive /
Bi / rom the test solution and from the reference solution must be To3UTHRHO
icomposon/nepuHAONPHIT METOIOM o o=
PX-JIMJL snmllar / Y®-CrieKTpy KOXHOT iFo4oi pedoBuHU
(6iconponony/MmepHHAONPHITY) JUTS OCHIIKYBAHOTO PO3UHHY Positive /
Ta pO34YMHY MMOPIBHAHHSA MOBHHHI 6yTH NOXIGHAMMU Hosmemsio
o .
Drug substances content (LC) (mg/unit) / (()955 ltgsl 35 A) of the theoretical Cf)ntent of eaich. dmg‘ substance /
e - - 0 BiJl TCOPETUMHOTO BMICTY KOXKHOT HiFOYOI pe40BHHM)
Bisoprolol fumarate: 4.75 to 5.25 / Biconponoiny ¢ymapar: +23mg
4,75-5,25
Perindopril arginine: 4.75 to 5.25 / Ilepusnonpuiny aprixi: 5.01mg
4,75-5,25 '
Subdivision of tablets / IToxin TabaeTok Not more than 1 unit is outside 85 % to 115 % of the average
mass / He Ginble Hixk 0XHA OJMHHIA 3HAXOTUThCS 38 MEXaMU Passes /
85 %-~115 % Bix cepeaHbO1 MacH Binnoginae

No unit is outside 75 % to 125 % of the average mass / XXoana
OJVHULII HE 3HAXOJAUTRCA 3a MexaMu 75 %-~125 % Big
CEPEAHBOI MacH

Servier (Ireland) Industries LTD., Monevlands 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 Ireland No. 117246
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T R T SIORGTOORUR ELAND) INDUSTRIEES LD

BERVHES

Method ref/Tlocunannsa na memoo : DTC _S005150 PF T CTR 36650 _EN_7.0

Specification ref/ITocunanus na cneyudicauiro: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ IPECTHJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / TabneTkH, BKPUTI TUTIBKOBOIO 0O0JIOHKOIO, IO MICTATE 5 Mr Gicomnponony ¢ymapary
Ta MePUHACTIPHITY apTiHiHy 5 MT

Packaging Lot No./Cepis Ne: 737985 Manufacturing Batch No./Bupo6nnua napria Ne:
2060162
TESTS/TTOKA3ZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIbTATH

Degradation products content (LC) (%
m/m) / BmicT npoaykTis gerpagauii (PX)

(Yo m/n1)

S 9780 <05 <0.20%
Y 31 <04 <0.12%
Any other identified degradation product { <0,2 <0.12%
/ By Ab-aKni iHWWH ineHTUhiKOBaHWI

NpOAyKT Aerpajauii

Any other degradation product / Byab- <0,2 <0.12%

KW iHIIAH NPOAYKT Aerpanaiii

Total content of degradation products / <20 <0.10%
3aranbHUI BMICT MPOLYKTIB Jerpanaii

Uniformity of dosage units for Stage / | Number tested/ Acceptance criteria /
Bisoprolol fumarate / Perindopril Cragis Kinbkicts Kpurtepiii npuitHaTHOCTI
. .. JOCITiIKYBaHHX
arginine (LC) / Onnopianictn OJ.IPIHiI.Ib
A030BaHUX oAuHUIL Bicorponony
¢dymapar/nepunnonpuny aprinin (PX) L1 10 AV <150
5 20 G0) V=150 Passes/ Bignosigae
0,75 M < each unit/koxHa
omunanIy < 1,25 M

Servier (Ireland) Industries LTD., Monevlands Gorey Road, Arklow, Co Wicklght,Trel: Gt
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Chiristian Bazantay (French), Christian Sauveur (French), John |
Company registered in Treland No. 117246
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Method ref/Ilocunannus na memoo ) T C _S005150_PF T _CTR 36650 EN_7.0

Specification ref/Ilocunanna na cneuudgbicayiro: DTC S005150 PF N SPE 43230 EN 2.0
PRESTILOL® 5 mg/5 mg/ IPECTUJIOJ® 5 mr/5 mr

PHARMACEUTICAL FORM/JIIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
mg of perindopril arginine / TaGiieTKH, BKPUTI MTIBKOBOIO 00OJIOHKOFO, 110 MICTATE 5 Mr Giconponony dgymapary Ta
NEPUHAONPUITY apriHiHy 5 Mr

Packaging Lot No./Cepia Ne: 737985 Manufacturing Batch No./Bupo6unua napris Ne: 2060162
TESTS/ TOKA3ZHUKHNA STANDARDS/CTAHIAPTH RESULTS/

PE3YJIBTATU
Dissolution (LC) (%) / Bisoprolol fumarate Q = 80 % at 15 min

Pozunnenus (PX) (%)
Biconponony ¢pymapat Q = 80 % 3a 15 xBunmH

Stage / | Number tested/ Acceptance criteria / Kpurepiit
Cragis KinpxicTs NpUHHATHOCTI
JOCTiKYBaHUX
OJNHNLb
0
S1 6 Each unit is not less than 85 % / KoxHa 102%

oauHuLA He MeHme 85 %

S2 +6  (12) Average of 12 units (S1+S2) is equal to or
greater than 80 % and no unit is less than
65 %/ Cepenue 3HaueHH i3 12 oquHULD
(S1+82) nopisHroe a6o Ginnme 80 % i
HeMae XOAHOT OOMHHLI MeHIe 65 %

S3 +12  (24) Average of 24 units (S1+S2+8S3) is equal
to or greater than 80 %, no more than 2
units are less than 65 % and no unit is less
than 55 %/ CepeaHe 3Ha4eHHA i3 24
omnHnUb (S1+S2+S3) nopiHioe abo
oinbire 80 %, He Oinbiue 2 OAMHULL
MeHIe 65 % i HeMae KOHOT OIMHMIIL
meHte 55 %

Tel: 333 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French). John Redmong
Company registered in Ireland No. 117246
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> A
dipa MR




TmsmmmmmEpEm mmem A TIOVOVVIR ELAND) INDUS TRIES LT
= o

Method ref/Ilocunannsa na memoo : DTC_S005150 PF T _CTR 36650 EN_7.0

Specification ref/ITocunanns na cneyudpicauio: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ IPECTHJIOJ® 5 mr/5 mr
PHARMACEUTICAL FORM/JIIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate ar
5 mg of perindopril arginine / TabneTky, BKpUTI TITiIBKOBOIO 00OJTOHKOIO, IO MICTATH 5 Mr Giconposony gymapary Ta
NEepUHIONPUITY apTiHiHy 5 Mr
Packaging Lot No./Cepin Ne: 737985 Manufacturing Batch No./Baupo6unua naptis Ne: 2060162
TESTS/ STANDARDS/CTAHJIAPTH RESULTS/
ITOKA3HUKHU PE3YJIbTA1
Dissolution (LC) (%) / Perindopril arginine Q = 80 % at 15 min
Po3zuunenns (PX) (%)
nepuHgonpuiy apridin Q = 80 % 3a 15 xBuiIHH
Stage / | Number tested/ | Acceptance criteria / Kpurepiit mpuitHATHOCTI
Cranis KinbkicTb
JIOCHIIKYBaHUX
OJMHULb
S1 6 Each unit is not less than 85 % / Koxna oxuHuIs
He MeHe 85 % 103%
S2 +6 (12) Average of 12 units (S1+S2) is equal to or greater
than 80 % and no unit is less than 65 %/ Cepente
3HaueHHs i3 12 oguHub (S1+S2) gopisHioe a6o
Ginemre 80 % i HeMae XOIHOI OMHHHLI MeHIIE 65
%
S3 +12 (24) Average of 24 units (S1+S2+S3) is equal to or
greater than 80 %, no more than 2 units are less
than 65 % and no unit is less than 55 %/ Cepenne
3Ha4YeHHA i3 24 oquHuLb (S1+S2+S3) popisHioe
a6o Ginmbure 80 %, He 6inbiie 2 OAUHULL MEHIIE 65
% 1 HeMae )XOJHO1 OIMHMLI MeHIIE 55 %
ANALYSIS / AHAJII3 : 23/01/2024
Batch accepted/TTapris npuitHsTa
(—Docussgn.dby:
Analytical Services Manager / | l\ﬁguu Byrwa
MeHekep O KOHTPONIO Ta aHalizy AKOCT e Michael Byrne/ Mixaem Bipne

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French). John R
Company registered in Treland No. 117246
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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/

[lum 1 3acBiguyto, IO HaBe/IeHa BHLIE iHpopMaLis € JOCTOBIpHOKO Ta TouHOK. Llfo cepiro
npoaykuii 6yno BupobieHo (BKITIOYAOYH ITaKyBaHHA/MapKyBaHHS) Ta MPOBEICHO KOHTPOIb
il sKOCTi Ha BUIE3a3HaYeH il NIJIbHNLI y OBHIH BiAMmoBiAHOCTI 3 BUMoramu GMP,
BCTAHOBJICHHMH MICIIEBHM PETYIISTOPHHUM OpraHoM, a TaKOX BIZTOBIIHO JI0 crienugikarii,
IO MIiCTATECH y peecTpauiiiHoMy nocke. [IpoToko M BUpOOHMLTBA, TAKyBaHHS Ta aHAJTI3IB
OyJ10 MepernsaHyTO Ta BCTAaHOBIEHO BiamoBigHicTe GMP.

Date of batch release/[fata Bumycky cepii 09/02/24

Name and Position/Title of person authorising the Batch Release/ IIpizaBume Ta nocaga/
3BaHHS 0c00H, AKa BH/IAJIa J03BiJT HA BHNIYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ BinmosigansHa oco6a
[1 Ms Ailbhe Wade, Qualified Person/ BiarnosizansHa ocoba

N Ms Carmel Kinsella, Qualified Person/ Bianosinaneha ocoba
[1 Ms Jenny Quinn, Qualified Person/ BixmoigansHa ocoGa

[] Ms Niamh Ryan, Qualified Person/ Bignosigansha oco6a
DocuSigned by:

Signature/[Tinnuc| Carmel KINSELLA Date/Jlata: 09 February 2024

BAC04C348D144BD...

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby: 737985

\ i :
o/ BQKEMENTIB N

spchy, Cheistian Sanv

Page 7 of 7



AEPHKABHA CIIY)KBA 3 JIKAPCBKHX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
npoB. Haaii Ceitnnunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis kyivi@dls.gov.ua, Koa €PIIOY 37079055

BHCHOBOK
upo SKIiCTHL BBE3EHOro B YKpainy aikapcbkoro sacofy

09.05.2024 Ne 24269/24/26

NPECTHJOJ® S MI'/ SMI'

{HaHMecHY BaHRA Nikapcbkoro 3acofy JrigHo 3 peecTpaLiBHEM MOCBLATCHHAM)
TabneTkH, BKPHTI ILIiBKOBOIO 000/0HK0I0, O 5 MI/S Mr; mo 30 TaGaerox y konTelHepi A
Tabaerox; mo 1 xorTelinepy s Tabaerok y xopobmi 3 KAPTOHY HAKYBAILHOIO

((hopMa BNYCKY, AOSYBRHHA, BHA AKYBAHHA NikapcLxore 3acoby)

Homep peecrpattitinoro noceimuenns UA/15827/01/01 crpox aif peectpaniftuoro noceintenua reobMerxeHud
Cepis nixapeskoro sacoby Ne 741779 Kinpxicts BBe3enoro nixapesxoro sacofy 31340

BupoGunk Cepn'e (Ipnanzis) Ianacrpic Jita, Ipnanais

(uafivenysannd supoBurka nikapcskore aacoby, KpaiHa NOXOIKCHHA)

Beeseno & Y kpaly TonapBcTBO 3 06Mexenoio BiznosizansuicTio "CEPB'E€ YKPATHA",
inen. xon: 33643340

(aliMenypaina 14 xoa 3a EJIPTIOY sopuanuznol ocoGn aGo npisenuse, im's, no Sarskoni disusol
ocoBu - mianpuesnix, T micte npoxweania Ta peecTpauiiingit Homep abnikorol KAPTRH MABTHRKA
noaaTkin afo cepis Ta HoMEp NACNOPTA)

TNipoToxkaa Bisyansuoro xorvpomo sin 09.05.2024 e 1615/1.

3a pesyrsTaTaMH  JEPHEBHOIO KOHTPOMO BCTAHOBRICKO, 100 Jikapcoekwit 23aciG  sBeseno B Vipaimy 3
AOTPHMAHHAM BHMOT 3aKOROAABCTEA IMOAO 3aGE3neeHHA AKOCT] nikapcssyR 3ac06is.

Muxona XOJIOJJEHKO

(winianu Ta npissume)

v ¥ 3 & /\
- nad \@/
TOKYMEHTIB N
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DocuSign Envelope ID: A27D3F4D-762C-49B5-AA54-EA7438942B6E

.o SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI JIIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Ha3sa  Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzis)
Ta ajpeca BUPOOHUKA Innacrpic JItn

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

Arklow/Apxioy,
Co. Wicklow/Ko. Bixnoy,
Ireland/Ipnannis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepg'e Ykpaiua"

Hasea Ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./Byr.
Habepexno-Xpemaruipka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaina
Which Consignment of product is Pharmaceutical Product/Jlikapcekuii 3aci6d
delivered/Bun mpoaykuii, 1o mocradaeTbes
Pharmaceutical form/Jlikapcrka gopma Film-coated tablets/TabneTkun, BKpUTI IUTiBKOBOO
000JIOHKOIO
Name of the Product/Ha3pa mikapcbkoro PRESTILOL® 5mg/5mg
3aco0y MMPECTUJIOJI® 5 mr/5 mr
Dosage/Cuna mii 5 mg/5 mg /5 mr/5 mr
Type and size of packaging/Bu Ta po3mip 30 tablets in the container; 1 container in the
YIIaKOBKU carton box/ o 30 TabneTok y KoHTelHepi; no 1

KOHTeHepy B KOpoOmi 3 KapTOHY

Finished Product batch number/Cepist roroBoro 741779
JKapCBKOTO 3ac00y

Manufacturing date//{ata BupoOHHIITBA 012024
Expiry date/Tepmin npugaTHOCTI 07 2026
Batch size/Kinbkicts y cepii 31,410 Boxes/ymakoBok

Manufacturing Licence number/Homep ninensii M00068/00001
Ha BUPOOHHIITBO

Registration Number/Peecrpariiiine UA/15827/01/01
HOCBIIUEHHS

JOKY MEHTIB

’

Servier (Ireland) Industnies LTD , Moneviands Gorey Boad, Adklow, CoWickdaRg '
Tel 44 0 Fax: +353 (0} 402 20838
Dhrectors: Chrstian Bazania ench), Christian Savveur (French), John Redmoa?s
Company remstered n Ireland No. 117246
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Docusign Envelope b BBSHE TR STRVEEICNIRELAND) INDUSTRIES LTD.

Method ref/Ilocunanns na memoo : DTC_S005150 PF T CTR 36650 EN 7.0

Specification ref/Ilocunannn na cneyugpivauire: DTC S005150 PF N _SPE 43230 EN 2.0

PRESTILOL®S mg/5 mg/ IPECTUJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIIKAPCBKA ®OPMA.: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / TabneTku, BKPUTI IUTIBKOBOIO 000JIOHKO0, LI0 MICTATH 5 Mr Gicornposnony gymapary Ta
OEPUHIOIIPUIY apriHiHy 5 Mr

Packaging Lot No./Cepis Ne: 741779 Manufacturing Batch No./Bupo6uuua napris Ne:
2060929
TESTS/MOKASHUKHT STANDARDS/CTAHIAPTH RESULTS/
PE3VIIBTATHU
Appearance / 3oBHimuiii Burisa Pink beige, oblong, film-coated tablet, scored, Passes/ Bigmosizae

engraved with “5/5”on one face, and 5" on the
other face, breakable into two parts / Poskero-
6exeBOro Kouibopy, npoosryearoi gpopmu rabnerka,

BKpHUTa [UHBKOBOI 00ONOHKO, 3 HACIYKOIO T4 3
TS

- . <z
TACHEHHAM «5/5» 3 ogHOTO GOKY 1 « »-3
IHIOTO, MiAISrae MOy Ha JIBI YaCTHHH

) 118.0to 130.4/ 118,0 — 130,4 (95 to 105 % of the
Average mass (mg/unit) / Cepeanst maca theoretical mass of 124.2 / 95-105 % six 123.7mg/mr

(mr/opnmuILo) reopetuytol Macu y 124,2)

Microbiolegical quality (skip testing) /

i Total aerobic microbial count (TAMC) / 3aranena
Mikpobiosoriuna 4yueToTa (CKIN-TeCT)

* Skip Test - Pass
KimBpKicTh aepobunx mikpoopraizmis (TAMC):< P 2es asses

10° CFU/g — < 10° KYO/r

Total combined yeasts/ moulds count (TYMC)/ *Skip Test - Passes
3aranbHa KiTBKICTh APDKIDKOBUX Ta TIICEHEBUX
rpu6is (TYMC): <102 CFU/g—-<10°KYO/r

. . *Skip Test - Passes
Escherichia coli: absence/1 g — incyrnicTs/1 T p )

* Skip test/Ckinm TectyBannd, Passes/Binnorinae, not applicable/se nposonuscs

-u)h\ \\1 HTIB

’

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
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DocuSign Envelope ID: A27D3F4D-762C-49B5-AA54-EA7438942B6E
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IRELLAND) INDUSTRIES LTD.

Method ref/llocunannsa na memoo : DTC S005150 PF T CTR 36650 EN 7.0

Specification ref/Hocunanna na cneyugpicauiro: DTC _S005150 PF N _SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ MIPECTHUJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIIKAPCbKA ®@OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
5 mg of perindopril arginine / TabieTKkH, BKPUTI TUIBKOBOX OGOJIOHKOFO, HIO MICTsITh 5 Mr Gicorponony gymapary Ta

HEPHHAOIPUILY apriHiHy 5 mMr

Packaging Lot No./Cepia Ne: 741779

Manufacturing Batch No./Bupo6uuya napria No:

2060929
TESTS/MMOKAZHUKH STANDARDS/CTAHJIAPTHA RESULTS/
PE3VJLTATU
Identification of drug substances / The ratio of the retention times of each drug substance peak Positive /
InenTudikanis xirounx peuosun: Bisoprolol/ | (Bisoprolol/ Perindopril) from the test solution and from the TTO3HTHRBHO
Perindopril by LC / Biconposton/mepusonpust reference solution must be between 0.95 and 1.05/
MTOTION: PUIHHEOT xpoMeTopraibil (BX) B],ZIHOIHEHHH. YaciB YTPUMYBAHHA MiKa KOXKHOI Hil0H0] ‘ Positive /
pedoBHHH (6icOnpONONy/IepUHAONPUITY) Ha XpoMaTorpami TlosyiRREG
JOCA{DKYBAHOTO PO3UHHY Ta POIUHHY TMOPIBHIHHI Mae
cranosuru Big 0,95 no 1,05
Bisoprolol/ Perindopril by LC-DAD / UV Spectrum of E’fich drug substance (Bisoprolol/ .Perlndoprll) Positive /
. from the test solution and from the reference solution must be m
Bicorpoon/nepuHAOIPII METOIOM o L O3UTHBHO
PX-JIM]] similar / Y®-criextpu KOKHOT 1i¥0401 peYOBHHH
(Gicomponony/mepuHAOTPHILY ) A/ JOCTIDKYBAHOTO PO3UNHY Pusitive /
Ta PO3UMHY NOPIBHAHHS NOBHHHI OyTH NOAIOHUMU HosTmio
0 1Oe 3}
Dyt substances sament (L) (mafkis / ‘(;955 1’[(())51 ((;5 A> of the theoretical c'ontent of ezich drugi substance /
o o— - o BiJl TEOPETHIHOTO BMICTY KOXKHOI /{10901 peIOBHHH)
Bisoprolol fumarate: 4.75 to 5.25 / biconponony dymapar: 4.90mg
4,75-5,25
Perindopril arginine: 4.75 to 5.25 / Tlepurnonpuay apriin: 4.94mg
4,75-5,25 '
Subdivision of tablets / Ilogix Tabaerox Not more than 1 unit is outside 85 % to 115 % of the average
mass / He 0ipie HiZK 0JJHa OMHUIL 3HAXOJUTLCS 33 MEXKaMU Passes /
85 %-115 % Bix cepeiHpoi Macu Binmopinae

No unit is outside 75 % to 125 % of the average mass / XKoana

80532 UKR2 EX V1

OJIMHHMII He 3HAXONUTHCH 3a Mexamu 75 %-125 % sin ety
cepenHpboi Mack M‘
- v

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 Redm
Company registered in Ireland No. 117246




Docusign Envelope b BBSHE TR STRVEEICNIRELAND) INDUSTRIES LTD.

Method ref/Ilocunanna na memoo : DTC _S005150 PF T CTR 36650 EN 7.0

Specification ref/llocunanns na cneyudpivauirvo: DTC S005156 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ MPECTHUJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / TabneTku, BKPUTI IUTIBKOBOIO 000I0HKOI0, 110 MICTATH 5 MI* Oiconponoiy gymapary
Ta MEePUHIONPIITY apriHiHy 5 Mr

Packaging Lot No./Cepis Ne: 741779 Manufacturing Batch No./Bupotrmaa mapria Ne:
2060929
TESTS/MMOKAZHUKHA STANDARDS/CTAHIAPTH RESULTS/
PE3YJBTATH

Degradation products content (LC) (%
m/m) | Bmict npoaykTiB gerpagauii (PX)
(% m/m)

S 9780 <05 <0.20%
Y 31 <0,4 0.12%
Any other identified degradation product | <0,2 <0.12%

/ Bynp-sxuit inmui ineaTudikoBanmit
TIPOAYKT Herpamanii
Any other degradation product / byas- <02 <0.12%

SIKUH THIIAH TIPOAYKT Aerpananii

Total content of degradation products / <20 0.12%
SarajyeHUH BMICT OPOAYKTIB Jerpaiantii

Uniformity of dosage units for itagé / Nugber fested/ KAcceptvance Srltena/ .
Bisoprolol fumarate / Perindopril st ety DHTEPIH HPAITHOCH
arcinine (LC) /O . . JIOCTIPKYBAHUX
arginine (LC) uﬂepigmﬂb i,
JO30BAHUX OXUHHUL biconponony
dbymapar/miepurnonpuiy aprigia (PX) Lt 10 AV <150
T 20 30) AV<15.0 Passes/ Binnosinae
0,75 M < each unit/koxHa
onnHung < 1,25 M

=
ﬁ“o”’ B;
N &
00 OO
2 g R

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

80532 UKR2 EX V1 Page 4 of 7



Do el I Ay T R IRELAND) INDUSTRIES LTD.

&‘EHVMN

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

Specification ref/llocunannus na cneyugpicayiro: DTC S005156 PF N SPE 43230 EN 2.0

PRESTILOL®5 mg/5 mg/ TPECTUJIOJI® 5 mMr/5 mr

PHARMACEUTICAL FORM/JIIKAPCBHBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and 5
mg of perindopril arginine / TabseTky, BKPUTI IUIIBKOBOIO O0ONIOHKO0, LIO MICTATH 5 Mr Giconposnony ¢ymapary Ta
MePUHJIOTIPUITY apTiHIHY 5 MI

Packaging Lot No./Cepis Ne: 741779 Manufacturing Batch No./Bupo6unua napris Ne: 2060929
TESTS/ TIOKASHUKHN STANDARDS/CTAHJIAPTH RESULTS/

PE3SVJIBTATH
Dissolution (LC) (%) / Bisoprolol fumarate Q = 80 % at 15 min

Po3uunenns (PX) (%)
biconposnony ¢pymapar Q = 80 % 3a 15 xpunun

Stage / | Number tested/ Acceptance criteria / Kpurepiit
Cranis Kinbxicts TNPUHHATHOCTI
JTOCITKYBaHUX
OJIAHUIIb
0
St 6 Each unit is not less than 85 % / Koxna 101%

oJuHHMLs He MeHue 85 %

S2 +6  (12) Average of 12 units (S1+52) is equal to or
greater than 80 % and no unit is less than
65 %/ Cepenne 3Ha4deHHd 13 12 oauHMID
(S1+S2) nopisHioe abo Ginmpme 80 % i
HEMAE SKOJHOT 0auHuLI MeHuIe 65 %

S3 +12 (24) Average of 24 units (S1+52+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 3HaueHns i3 24
ommuuik (S1+52+S3) nopisuioe ao
6inbuie 80 %, e Giibiue 2 ONUHULD
MeHue 65 % 1 HeMae HOIHOT OUHUL
Menie 55 %

/ 1OKY MEHTIB

’

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Irelan
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
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Do el I Ay T R IRELAND) INDUSTRIES LTD.

QEHVMN

Method ref/llocunannn na memoo : DTC S005150 PF T CTR 36650 EN 7.0

Specification ref/llocunanun na cneyudpivauito: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ IPECTUJIOJ® 5 mr/5 mr

MePUHIIONPUITY apTiHIHY 5 MI

PHARMACEUTICAL FORM/JIIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
5 mg of perindopril arginine / TabneTku, BKPUTI IUIIBKOBOIO 00OJIOHKOI0, 10 MICTATE 5 Mr Giconpornony Gymapary Ta

Packaging Lot No./Cepis Ne: 741779

Manufacturing Batch No./Bupo6unya napris Ne: 2060929

TESTS/ STANDARDS/CTAHJAPTHA RESULTS/
MNOKAZHUKHU PE3VIILTATHU
Dissolution (LC) (%) / Perindopril arginine Q = 80 % at 15 min
Pozuunenns (PX) (%)
nepusgonpury aprigin Q = 80 % 3a 15 xBuiuH
Stage/ | Number tested/ | Acceptance criteria / Kpurepiii npuituarHocTi
Cranis KinskicTs
JIOCTIKYBaHUX
OJTUHUILD
S1 6 Each unit is not less than 85 % / Koxua onununisg
; o
se mesue 85 % 101%
S2 +6  (12) Average of 12 units (S1+S2) is equal to or greater
than 80 % and no unit is less than 65 %/ Cepenne
3HayeHHs i3 12 opuuuns (S1+S2) nopisxioe abo
6inpmie 80 % 1 Hemae KOIHOT OMUHUTII MeHIIE 65
%
S3 +12 (24) Average of 24 units (S1+S2+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 13 24 opuauuk (S1+S2+S3) nopisuioe
abo Ginbiue 80 %, He Ginbie 2 OAMHULL MeHile 65
% 1 memae >xoHOI onMHMII MeHe 55 %

Batch accepted/Ilapria npuiiaarta

DocuSigned by:

ANALYSIS / AHAJII3 : 25/03/2024

Analytical Services Manager /

__Lﬂ/udm,( Byrwe

44E57869BFC443C

MeHemxkep M0 KOHTPONIO Ta aHajizy fSKOCTi

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 Red
Company registered in Ireland No. 117246
80532 UKR2 EX V1




DocuSign Envelope ID: A27D3F4D-762C-49B5-AA54-EA7438942B6E

.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, 10 HaBeAECHa BUIIE iH(OPMAIlis € TOCTOBIPHOIO Ta TouHOM. 1{fo cepiio
IPoAYKIil 0yJ0 BUpOOICHO (BKIIOYAOUH [TaKyBaHHA/MapKyBaHHs) Ta IPOBEACHO KOHTPOIb
ii sKOCTI Ha BUIIC3a3HAYCHIN AUILHUIN Y OBHiH BiAMOBigHOCTI 3 BUMoramu GMP,
BCTAHOBJIEHUMH MICIIEBUM PETYIATOPHUM OPTaHOM, a TAKOXK BITOBIIHO 70 crenudikaiiii,
IO MICTSTBCS Y peecTpainiiiHomMy aocke. [IpoToxonu BUpOOHUIITRA, TAKYBAaHHS Ta aHAII3IB
OyJ10 TIeperJIsIHYTO Ta BCTAHOBIICHO BinmnoBiHicTs GMP,

Date of batch release//lata Bumycky cepii 16/04/24

Name and Position/Title of person authorising the Batch Release/ IlpizBuine Ta nocaga/
3BaHH#A 0co0H, KA BHaJa I03BLJI Ha BHITYCK cepil

1 Dr Blanaid Bowes, Qualified Person/ Bianoginansna ocoba

—

1 Ms Ailbhe Wade, Qualified Person/ Binnosinansua ocoba
|4 Ms Carmel Kinsella, Qualified Person/ Binnosizansha ocoba

1 Ms Jenny Quinn, Qualified Person/ BixmosigansHa ocoda

p— p—

1 Ms Niamh Ryan, Qualified Person/ BinnosigansHa ocoba

DocuSigned by:

Signature/ITimmuc| Carmel KINSELLA Date/[lata: 16 April 2024

BAC04C348D144BD...

Finished product batch number/ Homep cepii rotoBoro nikapcekoro 3acoby: 741779

Servier (Treland) Industnies LTD . Mon
Tel: =

Page 7 of 7



JTEPXKABHA CJIYXKBA 3 JHKAPCbHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Ceitanunoi. 3, 02099, Tea. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Kon €JIPTIOY 37079055

BUCHOBOK
Npo sIKicTb BBE3eHOro B YKpaiHy Jlikapcbkoro 3aco0y

25.07.2024 Ne 38108/24/26

NPECTUJIOJI® S MI'/ 5 MI'

(HaMMcHyBalHlﬂ JllepLhKOFO 3<!L06)’ 3ULHO 3 p(,((.lpdlllVIHl’l‘\«l NIOCBIJIYCHHAM)
Ta6JieTKH, BKPUTi IIIBKOBOIO 060JI0HKO10, 110 S Mr /S mT, Mo 30 Tabaerox y KoHTelinepi uis
rabaeTok; no 1 KoHTeiiHepy Aa Tab1eTOK y KOpoOili 3 KAPTOHY NAKYBA/JILHOI'0

(hopMa BAIYCKY. JI03YBAHHs, BA;L TAKYBAtHsL 1TKAPCHKOTO 3ac00y)
Howmep peecrpauiiitoro nocsinuents UA/15827/01/01 crpox nii peecpauifinoro nocsinuenHs HEOOMEXKEHUH
Cepis nikapchkoro 3acoby Ne 745977 KinbkicTh BRe3elioro aikapeskoro sacody 42187

BupoGHuk Cepn'c (Ipnannis) Iupacrpic Jita IpraHiis
(raiiMeny Baitiis BApOOHUKA HiKapCLKOIo 3acody. kpaiiia TOXQDKCTEHS)

BaeseHo B Ykpainy ToBAPHCTBO 3 06MEKEHOIO Bi/INOBIIATBHICTIO "CEPB'€
YKPAIHA", ineut. kon: 33643340

(HadiMenyBanig Ta koL 3a CJIPTIOY 1oprinaiot OCOOH 400 1PISBHLLC. IN'S. 10 DATHLRORI
(iMEIOT 0COBM - HPHCMIE. T MICILE PORUBANIS Ta peectpantifinmii nomep 0daikoBoT
KapTKHM IIaTHHKQ HOIATKIB af0 Cepis Ta HOMCP 1IICHOpTR)

TpoToKO. Bi3yaALHOTO KOHTPOJIO Bl 23.07.2024 N 2499/1.

3a pesynbTataMu JIEPKABHOTO  KOHTPOKO  BCTAHOBACIHO. 11O aikapchkuil  3acib  BBeicHo B YKpaiHy 3

IlOTpPlMaHHﬂM BUMOT 3aKOHONABCTRA W00 3abe3netictHs AKOCTI Jlika HX 3aco0in.

3ACOBIB 14
3 oiRHuG 4
a L

Mm«md XOHO}IFHKO

TPONIO) (nizinme) uuuua T upunmuc)
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SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Ha3Ba Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipmanzis)

azpeca BUpOOHUKa

Name of Importer and Address/

Hasga Ta agpeca imnopTtepa

Which Consignment of product is delivered/Bun
HPOAYKIIii, {0 MOCTaYa€EThCS

Pharmaceutical form/Jlikapceka popma

Name of the Product/Ha3Ba nixapcbkoro
3aco0y

Dosage/Cuna nii

Type and size of packaging/Bux Ta po3mip
YIIaKOBKH

Finished Product batch number/Cepis roToBOTO
JKapchKOTO 3ac00y

Manufacturing date//[ata BUpoOHHIITBa
Expiry date/Tepmin npumaTHOCTI
Batch size/KinmbkicTs y cepii

Manufacturing Licence number/Homep minensii
Ha BUPOOHHIITBO

Registration Number/PeecTpartiitne
IMOCBITYEeHHS

Servier (Ireland) Industnes LTD ., Moneylands Gorey Road, Arklow, CoWic
Tel: +353 (0) 402 20800 Fax: +353 (D) 402 20888

Iamactpic JItg

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

Arklow/Apxkioy,

Co. Wicklow/Ko. Bikmnoy,

Ireland/Ipnanpis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./Byun.
Ha6epexno-Xpemaruipka, 41

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

Pharmaceutical Product/Jlikapcbkuii 3aci®

Film-coated tablets/TaGneTku, BKpUTI IUTiBKOBOKO
000JIOHKOIO

PRESTILOL® 5mg/5mg
[TPECTUJIOJI® 5 mr/5 mr

5 mg/5 mg /5 mr/5 mr

30 tablets in the container; 1 container in the
carton box/ mo 30 TabneTok y KoHTelHepi; mo 1
KOHTEHHEPY B KOpOOIIi 3 KAPTOHY

745977

012024
07 2026

42,187 Boxes/ymakoBoK
M00068/00001

UA/15827/01/01

Darectors: Chnstan Bazantay (French), Chnstian Sauveur {(French), John Redmon —
Company registered in Ireland No. 117246
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DocuSign Envelop:D: ZA42281-50A4-32513;8i7\8-154fﬂ13389\ IREL AND) INDU STRIE S LTD_

‘—= SERVIER

Method ref/Ilocunannsn na memoo : DTC S005150 PF T CTR 36650 EN 7.0

Specification ref/lIlocunannsa na cneyugixayiro: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL®5 mg/5 mg/ IPECTUJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIIKAPCBKA ®@OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / TabeTKH, BKPUTI MIIBKOBOIO 00OJIOHKOIO, IO MICTATh 5 Mr Gicomporony ¢pymapaTy Ta
MEPUHIOTIPUITY apTiHiHy 5 MT

Packaging Lot No./Cepisi No: 745977 Manufacturing Batch No./Bupo6nu4a mapris Ne:
2061345
TESTS/NTOKA3ZHUKHA STANDARDS/CTAHJIAPTH RESULTS/
PE3VYJbTATH
Appearance / 3oBHimuHill BT Pink beige, oblong, film-coated tablet, scored, Passes/ Bignosizae

engraved with “5/5”on one face, and 5" ” on the
other face, breakable into two parts / PoxxeBo-
6exxeBOro KoJbopy, IPOAOBryBaToi popMH TabIeTKa,

BKPHTA [UTiIBKOBOIO 000JIOHKOKO, 3 HACIYKOKO Ta 3
w oS

S92
THCHEHHAM «5/5» 3 oIHOTO GOKY 1 « »-3
IHIIOTO, MIISTae MOALTY Ha J1Bi YaCTHHH

_ 118.0 to 130.4/ 118,0 — 130,4 (95 to 105 % of the
Average mass (mg/unit) / Cepenns maca theoretical mass of 124.2 / 95-105 % Bin 124.4mg/mr

(Mr/oauRUIIO) TeopeTHYHOi MacH y 124,2)

Microbiological quality (skip testing) / Total aerobic microbial count (TAMC) / 3araisHa

* Skip Test - Passes

MikpooioJsioriuna yncToTa (CKIM-TECT o . ..
P ( ) KUTBKICTh aepoOHUX MikpoopraHizmiB (TAMC):<

10 CFU/g - < 10° KYO/r

Total combined yeasts/ moulds count (TYMC)/ *Skip Test - Passes
3araipHa KUTBKICTh JPIKIMKOBHX Ta TUTICEHEBHX
rpu6is (TYMC): < 10?2 CFU/g-<102KYO/r

*Skip Test - Passes

Escherichia coli: absence/l g — BigcyTHicTB/1 T

* Skip test/Ckin rectyBanns, Passes/BigmoBigae, not applicable/ne npoBoauBscst

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
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DocuSign Envelope |ID: 021078A5-69B6-4DFC-9A35-7B64CA3DC36B

DocuSign Envelop:D: ZA42281-50A4-32513;8i7\8-154ﬁ\ﬂ13389\ IREL AND) INDU STRIE S LTD.

‘—= SERVIER

Method ref/Ilocunanns na memoo : DTC S005150 PF T CTR 36650 EN 7.0

Specification ref/Ilocunanns na cneyugirayiro: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ IPECTUJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
5 mg of perindopril arginine / TabIeTKH, BKPUTI MIiBKOBOIO 00OJIOHKOIO, IO MICTATH 5 MT Gicomponony ¢pyMmapaTy Ta
MIEPUHIOTIPUITY apTiHiHy 5 MT

Packaging Lot No./Cepis Ne: 745977 Manufacturing Batch No./Bupoonu4a napris Ne:
2061345
TESTS/IIOKA3ZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJIbTATH
Identification of drug substances / The ratio of the retention times of each drug substance peak Positive /
Inenrudikanis gitounx pevoun: Bisoprolol/ | (Bisoprolol/ Perindopril) from the test solution and from the Tlo3uTHBHO
Perindopril by LC / Biconpoos/nepruionpui reference solution must be between 0.95 and 1.05 /
MeTOZIOM PiTHEHOT XpoMaTopradil (PX) Bl)IHOIlIeHH}'{"IaCIB YTPUMYBaHHS IiKa KOXKHOI JIIF0401 ' Positive /
pe4yoBUHH (6icONpOIIoy/IEPHH/IONPIITY) Ha XpOMaTOrpaMmi Tosirasis
JIOCIIJIKYBAHOTO PO3UHHY Ta PO3YUHY IOPIBHIHHS Ma€
cranoButH Bijg 0,95 no 1,05
Bisoprolol/ Perindopril by LC-DAD / UV Spectrum of e:ach drug substance (Blsoprolol/.Perlndoprll) Positive /
. from the test solution and from the reference solution must be nt
Biconposiosn/nepruHI0 NPT METOI0M .. . " O3UTHBHO
PX-JIMJI similar / Y®-criekTpu KOXHOT JiF0Y0i peYOBHHH
(6iconponoy/IepUHIOTIPIITY ) JJIS JOCTKYBAHOT'O PO3YHHY Positive I
Ta PO3YHHY IIOPIBHSIHHS MOBHHHI OYTH HOAIGHUMHE osHTHEO
o .
Drug substances content (LC) (mg/unit) / g955 1’[851 35 A) of the theoretical c.ontent of eall.ch. drug‘ substance /
Buicr gitounx pesosun (PX) (Mr/ommmIo) - % BiJl TECOPETHYHOTO BMICTY KOKHOI JIIF0401 PEYOBHHH)
Bisoprolol fumarate: 4.75 to 5.25 / Biconponony ¢dymapar: 4.96mg
4,75-5,25
Perindopril arginine: 4.75 to 5.25 / lepuronpuity apridif: 5.11mg
4,75-5,25 '
Subdivision of tablets / Ilogix Tabrerok Not more than 1 unit is outside 85 % to 115 % of the average
mass / He Ginblre HiXK 0JIHa OAMHHI 3HAXOAUTHCS 32 MEKaAMH Passes /
85 %-115 % Big cepeHBOI MacH Bignosigae
No unit is outside 75 % to 125 % of the average mass / XKoana
OJIMHHLIS HE 3HAXOAUTHCS 3a MexaMu 75 %-125 % Bix
CEpeaHbOi Macu

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Irela
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 - J 8152 S )

Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmo OKYME! ITIB \
Company registered in Ireland No. 117246
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DocuSign Envelope |ID: 021078A5-69B6-4DFC-9A35-7B64CA3DC36B

DocuSign Envelop:D: 2A42281-50A4-3351I?:—-18i7\8-154fipj13389\ IREL AND) INDU S TRIE S LTD'

‘—= SERVIER

Method ref/Ilocunannsn na memoo : DTC S005150 PF T CTR 36650 EN 7.0

Specification ref/lIlocunannsa na cneyudghicayiro: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ IPECTUJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIKAPCBKA ®@OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / TabeTKH, BKPUTI IITIBKOBOIO OOOJIOHKOIO, IO MICTATH 5 MT Gicompomnony ¢pymapary
Ta HePUHAOTIPHITY apTiHiHy 5 MT

Packaging Lot No./Cepis Ne: 745977 Manufacturing Batch No./Bapo6anua napris Ne:
2061345
TESTS/TIOKA3HUKH STANDARDS/CTAHJAPTH RESULTS/
PE3YJIbTATH

Degradation products content (LC) (%
m/m) / BmicT mpoaykTiB gerpaxanii (PX)

(% m/m)

S 9780 < 0,5 <0.20%
Y 31 <04 0.12%
Any other identified degradation product | <0,2 <0.12%
/ By ib-gKuil iHIUH ineHTHdIKOBaHUIA

OPOAYKT Jerpajganii

Any other degradation product / Byzs- <0,2 <0.12%

AKAH HIIKE TPOIYyKT Aerpajanii

Total content of degradation products / <20 0.12%
3arajpHUI BMICT NIPOAYKTIB Jerpaaarii

. . . Stage / | Number tested/ Acceptance criteria /
Uniformity of dosage units for i —— I » - )
Bisoprolol fumarate / Perindopril A JIbideTh PITCpIH HparmTHOCT!

L. LC) / O . . AOCIIPKYBAHUX
arginine ( zmopu‘lmcn, —
A030BaHMX OAHHHLB biconponomy
dbymapat/mepunanonpuny aprifid (PX) L1 10 AV <150

P / Bi i
B 20 30) AV <15.0 asses/ BigmoBinae
0,75 M < each unit/koxxHa
omuaung < 1,25 M

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

Directors: Christian Bazantay (French), Christian Sauveur (French), John Rfd
Company registered in Ireland No. 117246
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DocuSign Envelope |ID: 021078A5-69B6-4DFC-9A35-7B64CA3DC36B

DocuSign Envelop:D: 2A42281-50A4-3351I?:—-18i7\8-154fipj13389\ IREL AND) INDU STRIE S LTD'

‘—= SERVIER

Method ref/Ilocunanns na memoo : DTC S005150 PF T CTR 36650 EN 7.0

Specification ref/lIlocunannsn na cneyudgicayiro: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL®5 mg/5 mg/ IPECTUJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIKAPCBKA ®@OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and 5
mg of perindopril arginine / TabneTKH, BKPHUTI IUTIBKOBOIO 00OIIOHKOI0, IO MICTATH 5 MT Oicomponony pymapaTy Ta
MIEPUHIOTIPHITY apTiHiHy 5 MT

Packaging Lot No./Cepis Ne: 745977 Manufacturing Batch No./Bupoouuua napria Ne: 2061345
TESTS/ HIOKA3HUKHA STANDARDS/CTAHJIAPTH RESULTS/
PE3YJBbBTATH
Dissolution (LC) (%) / Bisoprolol fumarate Q = 80 % at 15 min
Poszunnenns (PX) (%)
Biconponony ¢pymapart Q = 80 % 3a 15 xBunuH
Stage / | Number tested/ Acceptance criteria / Kpurepiit
Cranis KinekicTh NpUAHATHOCTI
JOCIKYBaHHX
OJMHHIIb
S1 6 Each unit is not less than 85 % / Koxna 95%

OoJIMHHLA He MeHIIe 85 %

S2 +6  (12) Average of 12 units (S1+S2) is equal to or
greater than 80 % and no unit is less than
65 %/ Cepenne 3HaYeHHs i3 12 oguHULB
(S1+S2) nopieHroe a6o Ginbre 80 % i
HEMa€ KOIHOI OAUHULI MeHIe 65 %

S3 +12  (24) Average of 24 units (S1+S2+S3) 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
oauHUNb (S1+S2+S3) nopiBHIOE 260
6urbpme 80 %, He Ginbiie 2 ONUHULD
MeHmre 65 % i HeMae )XOIHOI OOUHUIIL
MerMIe 55 %

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ir: / TI“ TIB z
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 JOKYMEHT
Directors: Christian Bazantay (French), Christian Sauveur (French), John Red
Company registered in Ireland No. 117246
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DocuSign Envelope |ID: 021078A5-69B6-4DFC-9A35-7B64CA3DC36B

DocuSign Envelop:D: ZA42281-50A4-33513;8i7\8-154fﬂ13389\ IREL AND) INDU STRIE S LTD .

‘—= SERVIER

Method ref/Ilocunannsn na memoo : DTC S005150 PF T CTR 36650 EN 7.0

Specification ref/lIlocunannsn na cneyugicayiro: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL®5 mg/5 mg/ MIPECTUJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
5 mg of perindopril arginine / TableTKH, BKPUTI MITIBKOBOIO 00OJIOHKOO, IO MICTATH 5 MT Gicomponony ¢pyMmapaTy Ta
MIEPUHIOTIPUITY apTiHiHy 5 MT

Packaging Lot No./Cepis Ne: 745977 Manufacturing Batch No./Bupo6uuua napria Ne: 2061345
TESTS/ STANDARDS/CTAHJAPTH RESULTS/
IMOKA3HUMKH PE3YJIbTATH
Dissolution (LC) (%) / Perindopril arginine Q = 80 % at 15 min

Posunnenns (PX) (%)

nepuponpmry apriid Q = 80 % 3a 15 xBuwinH

Stage / | Number tested/ | Acceptance criteria / Kpurepiil mpuiHATHOCTI
Cranis KinekicTh
JIOCIIIPKYBaHHX
OIMHHIIb
S1 6 Each unit is not less than 85 % / Koxxna oauHuLs
0,
He MeHIIe 85 % 102%

S2 +6  (12) Average of 12 units (S1+S2) is equal to or greater
than 80 % and no unit is less than 65 %/ Cepenne
3Ha4yeHHs i3 12 opununb (S1+S2) nopisHIOE 260
ouenre 80 % i HeMae KOQHOI OJHHULI MeHIIe 65
%

S3 +12  (24) Average of 24 units (S1+S2+8S3) is equal to or
greater than 80 %, no more than 2 units are less
than 65 % and no unit is less than 55 %/ Cepenne
3Ha4YeHHA i3 24 onuHUNb (S1+S2+S3) nopiBHIOE
a6o 6urpmie 80 %, He OLIbIIE 2 OOUHULEL MEHIIE 65
% 1 HeMa€ OIHOI OUHUII MeHmIe 55 %

ANALYSIS / AHAJII3 : 14/05/2024
Batch accepted/IlapTis npuitasTa

Analytical Services Manager / ooty

Menemxep MO KOHTPONIO Ta aHANI3Y SIKOCTI MM L Michael Byrne/ Mixaenp Bipre

44E57869BFC443C...

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Red
Company registered in Ireland No. 117246
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DocuSign Envelope ID: 021078A5-69B6-4DFC-9A35-7B64CA3DC36B

SERVIER (IRELAND) INDUSTRIES LTD.

-

L —u
SENVER

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/

I{um s 3acBigdyto, O HaBeAeHa BUIIe iH(dopMaIlis € JOCTOBipHOIO Ta TouHO. L{fo cepito
MpoAyKIii 6yso BUpoOiieHo (BKIIFOYAI0YH MTaKyBaHH/MapKyBaHHs ) Ta MPOBEAEHO KOHTPOJIb
ii sikOCTi Ha BUINe3a3HAYEHIN AINBHUII Y TIOBHIM BiqNoBigHOCTI 3 BuMoraMu GMP,
BCTAHOBIIEHUMH MiCLIEBUM PETYISTOPHUM OPTaHOM, a TAKOXK BIAIOBITHO A0 crienuikarrii,
IO MICTAThCS Y peecTpaiiiiHoMy focke. [IpoTokonu BUpoOHUIITBA, TaKyBaHHS Ta aHAJi3iB
OyJ0 meperyisiHyTo Ta BCTaHOBJIEHO BiAnoBiaHicTh GMP.

Date of batch release//lara Bumycky cepii 27/06/24

Name and Position/Title of person authorising the Batch Release/ IIpizsume Ta mocaxa/
3BAHHSA 0CO0OH, AKa BHAAJIA J03BLI HA BHIYCK cepil

[1 Dr Blanaid Bowes, Qualified Person/ BianoBiganbHa ocoba
[] Ms Ailbhe Wade, Qualified Person/ BiamoBigaisHa ocoba

[] Ms Carmel Kinsella, Qualified Person/ Bignoimansaa ocoba
[1 Ms Jenny Quinn, Qualified Person/ Bigmosinansaa ocoba

LJ Ms Niamh Ryan, Qualified Person/ BignoBiganpaa ocoda

DocuSigned by:

Signature/ITiamuc | Niamh Ryan Date/Jlata: 27 June 2024

018FC6B610E3401...

Finished product batch number/ Homep cepii rotoBoro nikapcbkoro 3acoby: 745977

» d

&/ OKY MEHTIB
Servier (Ireland) Industnes LTD., Moneylands Gerey Road, Arklow, CoWicklow, ]5 lzﬂ M "
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 al aﬂ\
Darectors: Christian Bazantay (French), Chnstian Sauveur (French), John R ad - P
? .

Company registered in Ireland No. 117246 A o iy
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JNEPYKABHA CJOYKBA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haait Coitmmunor. 3. 02099, tesn. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Ko €JIPI1OY 37079055

BUCHOBOK
Mpo SIKiCTH BBE3€HOro B YKpalily jlikapcbKroro 3aco0y

09.01.2025 Ne 450/25/26

NPECTWJIOJI® 5 MI'/5 MI”

(nalidcHyBamns AixapcLKoro 3acoby 3riH0 3 peecTpaniiiiim HOCBIAYCHHSIM)
TaBAETKH, BKPHTI MIIBKOBO10 000JI0HKO010, 10 S MI' /S Mr; N0 30 rabaeror y KoHTCHICPI Ans
radaeroi; 1o 1 xoureiinepy aist TabjaeTok y Kopodui 3 KapTolly NarkyBsaIbLioro

o

(POpMA BRITYCKY. 103YBAIIIA. RILLAKYBAIIL JIKAPCLKONO 3¢00Y)
Homep peccrpauiiinoro nocsinuenis UA/15827/01/01 crpox nii peectpauifiioro noceintents HeoOMeKeHHH
Cepin stikapcbkoro 3acofy Ne 752826 ‘ KinskicTi spesenoro sikapewioro sacoby 15040

BupoGHuik Ceps'e (Ipyanain) Iwacrpic Jiva, Tpyanais

(naiiMeHy Baia sHpodimKa Aikapehkoro 3acody. kpaina [HOXODKEIHA)

Baesero B Y ipaiity ToBapueTBO 3 06MEKEI010 BIANOBIAAILHICTIO "CEPB'€ YKPATHA",
inewr. won: 33643340

(naiistenysanis ta ko 32 CAPIOY oputninol ocobu ado upisnuuLe, is'a, no Garsroni Giznanol
0COBH - TATIPAEM IS, TT Micile NpowBAIIIL Ta peccTpadiftni oMep 0BAIKOBOT KAPTKIE [LIATHHER
poAarkin aGo cepist Ta HOMEP NACTOpTa)

FIpoTOKOJI Bi3yanLiloro KoHTPOI0 Bil 09.01.2025 N 17/01.10-25/6.

3a  peaynbTaTami  ICPIKABHONO  KOHTPOAID  BCTAHORACHO. MO nikapebkuil - 3aci6  sseseno B Yipality 3

NOTPHUMAHHAM B bKuX 3aco0is.

COHOMABCTRA OO 3abeseucis skocTi nika

Hauanpmu

J10) (niAnte) (initdanu ra npizsrine)

(nocanos:

/;’5,4: Coe T 0] 7o

éj e{« ({f_,zu




Docusign Envelope |D: 035AFB48-9709-4395-B61D-F3A6F766299F

SERVIER (IRELAND) INDUSTRIES LTD.

w GERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOTO 3ACOBY

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

azpeca BUPOOHHKa

Name of Importer and Address/

Hassa Ta agpeca iMnoprepa

Which Consignment of product is delivered/Bun
NPOAYKIIT, U0 MOCTAYAETECS

Pharmaceutical form/Jlikapceka popma

Name of the Product/Hassa nixapchkoro
3acoby

Dosage/Cuna nii

Type and size of packaging/Bun ta posmip
YIAKOBKH

Finished Product batch number/Cepis rotosoro
TIKapchKOTo 3acoby

Manufacturing date/[Jara Bupo6uunraa
Expiry date/Tepmin npupatHocri
Batch size/Kinbkicts y cepii

Manufacturing Licence number/Homep miuensii
Ha BUPOGHUUTBO

Registration Number/Peectpauiiite
MOCBITUCHHS

Inpactpic JItn

Moneylands, Gorey Road/Maninenns, lopei
Poyn,

Arklow/Apxioy,

Co. Wicklow/Ko. Bixnoy,

Treland/Ipsanis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./sys.
Habepexuo-Xpewarnupka, 41

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

Pharmaceutical Product/Jlikapchkuii 3aci6

Film-coated tablets/Ta6nerku, BkpuTi M1iBKOBOIO
00OJIOHKOO

PRESTILOL® 5mg/5mg
HMPECTHUJION® 5 mr/5 mr

5 mg/Smg /5 mMr/5 mr

30 tablets in the container; | container in the
carton box/ o 30 Tabnerok y konTeitHepi; o |
KOHTENHEPY B KOPOOLli 3 KapToHy

752826

06 2024

12 2026

33,120 Boxes/ynakoBok
M00068/00001

UA/15827/01/01

Page 1 of 7



Docusign Envelope ID: 035AFB48-8709-4385-B61D-F3A6F766299F

Docusign Envelope 1D: 92E42DB4-E320-44AE-BF9B-5269E1F28783
Lu}’ £ % £ 3

B B % K L, B% 4 8B

Method ref/llocunanua na smemod : DTC_S005150 PF T CTR 36650 EN 7.0

Specification ref/Iocunanns na cnequdhivagiio: DTC _S005150_PF_N_SPE_43230 _EN_2.0

PRESTILOL®5 mg/5 mg/ HPECTHJIOJI® § Mr/5 mr

PHARMACEUTICAL FORM/ITKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / TabneTiy, BRKpUTI IIIBKOBOIO 060JOHKOTO, WO MICTATS 5 MT Gicomporony dymMapary Ta
TICPUHAOTIPIITY apriHivy S5 Mr

Packaging Lot No./Cepis Ne: 752826 Manufacturing Batch No./Bupodunaa naprist Ne:
2062635
TESTSTTOKASHMKH STANDARDS/CTAHJIAPTH RESULTS/
PEZVILTATH
Appearance / 3opuinnrii Burisyy Pink beige, oblong, film-coated tablet, scored, Passes/ Bignosinac

e

engraved with “5/5”on one face, and “ <= ” on the
other face, breakable into two parts / Poxero-
BEKEBOTO KOJBOPY, TIPOAOBIYBATOT hopMH TablieTka,
BKPHTA ANIBKOROIO 0OONONKOI0, 3 HACIMKOIO Ta 3

¥
. - LR
THCHCHHAM «3/5» 3 01HOTO BOKY 1 « » -3
THUIOTO, THISTae MOy Ha JBI 4aCTHHU

) . 118.0t0 130.4/118,0~130,4 (95 to 105 % of the
Average mass (mg/unit) / Cepetnst maca theoretical mass of 124.2 7 95-105 % sin 124 2mgivr

- ” .
(Mr/ouuLIO) TeopeTHaRol Macu y 124,2)

Microbiological quality (skip testing) / Total acrobic microbial count (TAMC) / 3aransna

Mikpo6ioaoriuna uncrora (ckin-rect . . . . * Skip Test - Passes
p o ) KIMBKICTE acpobrux Mikpoopramizmis (TAMC):< P

10 CFU/g - < LOP KYO/r

Total combined yeasts/ moulds count (TYMC)/ *Skip Test - Passes
3aranbHa KibKieTs APIKIKOBIX Ta TITICEHERUX
rprbis (TYMC): < 10° CFU/g —~ < 102 KYO/r

. ; : *Skip Test - Passes
Escherichia coli: absence/1 g — Bigcyrricts/| ¢ P

* Skip test/Crin rectysanus, Passes/Bianosinae, not applicable/se nposomusces

T Moneylands Garey Road, Arklow, Co Wicklow, freland.
Tel: (0) 402 20800 Fax: =353 (0 402 20388
Divectors: Christian Bazantay (French), Chirdstian Sauveur (French), John Redmond,
Company registered in Ireland No. 117246

80532 UKR2_EX V1 Page 2 of 7
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Docusign Envelope ID: 035AFB48-9709-4395-B61D-F3A6F766299F

Docusign Envelope ID: 92E42DB4-E320-44 AE-BFIB-5269E1F28783

[N S A S T S N

Method ref/lTocunanus na memoo : DTC_S005150_PF_T_CTR 36650 _EN_7.0

Specification ref/lTocunanns na cneyudpivauito: DTC_S005150_PF _N_SPE_43230 EN_2.0

PRESTILOL®5 mg/5 mg/ TPECTAJIOJI® 5 Mr/5 mr

PHARMACEUTICAL FORM//ITKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
5 mg of perindopril arginine / rabnerky, BKpHTi MIIBKOBOIO 0DOIOHKOO, 1O MICTATH 5 Mr Giconponony gymapary Ta
ITCPURIONIPUITY APTiHIHY S M

Packaging Lot No./Cepist Ne: 752826 Manufacturing Batch No./BupoGuuta maprist Ne:
2062635

SNTSTTOKAZHHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJIBTATH

Identification of drug substances / The ratio of the retention times of each drug substance peak Positive /
Taewrudiranis xirounx pewoswn: Bisoprolol/ | (Bisoprolol/ Perindopril) from the test solution and from the TMozutnrno
reference solution must be between 0.95 and 1.05 /

Perindopril by LC / Biconponon/mepnagonpui e . . Y B
BiHomeHus qacls yIpuMyBAHHS [HKa KOXKHOL J1i1040] Positive /

peuosuEM (Giconponoay/IepHHAOUPHIY) HA XpOMATOrpaMi
JOCIIZPKYBAHOTO POZUMHY Ta POIUMHY TIOPIBISHIL Mac
cranosnTy 8ix 0,95 no 1,05

METOI0M PiaHHOT XpoMaTopradii (PX)
TTosurrno

UV Spectrum of each drug substance (Bisoprolol/ Perindopril) Positive /
from the test solution and from the reference solution must be
similar / YO-crexTpy koknol 10101 peyoRHHU
(SicConpPOROTY/NEPUHIONPUIY) UL JOCTLIKYBAHOIO DOZUHHY
Ta POUIHY HOPIBHANHES MTOBIHII OyTH 10IOHIIMK

Bisoprolol/ Perindopril by LC-DAD /
Biconposon/nepuuonpui MeToA0M
PX- ML

TTosurisro

Positive /
TToswrisio

. - (95 10 105 % of the theoretical content of each drug substance /
Drug substances content (LC) (mg/unit) / e 0 o N )
s ST 95-105 % Bix TCOPLTUUHOIO BMICTY KOXIMOT AHTOHMOT peyoRHIT)
Baticr gitounx pesorun (PX) (Mr/ommimimo)

. . A 4.93mg
Bisoprolol fumarate: 4.75 to 5.25 / Biconponony dymapar: -

4,75-5,25
Perindopril arginine: 4.75 to 5.25 / Tlepusponpuiry aprinin: 5.02mg
4,75-5,25 '
Subdivision of tablets / Ilogix rabsuerox Not more than [ unit is outside 85 % to 115 % of the average
mass / He 6insuue v oJ1Ha OJUTHALS 3HAXOIUTLES 32 MCKAMH Passes /
85 %-115 % Bix cepeauboi Macu Binmosiae

No unit is outside 75 % to 125 % of the average mass / XKojna
OMMHHLA HE 3HAX0AMTHCA 3a Meskamu 75 %-125 Y% Bix
CEPENHROT MacH

Servier (heeland) Industries LT, Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
(0Y 402 20800 Fax -+ 353 (0) 4072 20883

wtay {French), Christian Sauveur (French), John Redmond.
Company registered in freland No. 117246

80532 UKR2 EX V1 Page 3 of 7
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Docusign Envelope 1D: 035AFB48-9709-4395-B61D-F3A6F766299F

Docusign Envelope ID: 82E42DB4-E320-44AE-BFYB-5269E1F28783

SRS W E e R4 B R

3
¥

Method ref/ITocunanns na memod : DTC S005150 PF T CTR 36650 EN 7.0

Specification ref/Iocuaanns na cuenngpixauiro: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ IPECTUJIOJ® 5 mr/5 mr

PHARMACEUTICAL FORM/JITKAPCHKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / TabneTiy, BKPUTI MTTBKOBOIO 0O0JONKOI0, IO MICTATL 5 MT Siconponony Gymaparty
Ta NEPHHIAOIPUAY apriHiny 5 Mr

Packaging Lot No./Cepin No: 752826 Manufacturing Batch No./BupoGiua naprist Ne:
2062635
TESTSMTOKA3ZHUKH STANDARDS/CTAHIAPTH RESULTS/
PEIVIBLTATH

Degradation products content (L.C) (%
m/n) / Baier nponykris gerpanauii (PX)
(Yo mirn) '

S 9780 ' <0,5 <0.20%
Y 31 <04 0.12%
Any other identified degradation product | < 0,2 <(0.12%
! Byi-sicil i ienTigiosanni
IPOJYKT Aerpasaii
Any other degradation product / byt~ 0.2 <0.12%
SIKMIT THIUWH TPOMYKT Jerpagatti
Total content of degradation products / =20 0.12%
BaraneHii BMICT IPOAYKTIB Acrpaiaitil
e A . . Stace / ] scoptance criteria /
Uniformity of dosage units for S‘[dt"f I\mz\'bu Futbd/ Aoc up't:mcu L.”lmd/ .
Bisoprolo] fumarate / Perindopti] Cratis Kinpkicts Kprrephit npuiinsraocti
< A At Al / » .
o . L. JOCIIJUKYBAHNX
arginine (LC) / Onnopinnicrs -
] [t
AO30BAHUX OJJHHHIL }.;.ICOI'IPOHOJ'I}/
dymapar/nepuugonpuiy aprinin (PX) LI 10 AV <150
v Passes/ Bizrorizae
L2 +20 (30) AV £150
0,75 M £ each unit/xoxwa
oamnuist £ 1,25 M

Servier (reland) Industries LTD.. Mopeylands Gorey Road, Arklow, Co Wicklow, freland.
Tel: #3335 () 402 20800 Fax: +353 (0) 402 20888
Divectors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Treland No. 117246

80532 UKR2_EX V1 Page 4 of 7




Docusign Envelope 1D; 035AFB48-9709-4395-B61D-F3A6F766299F

Docusign Envelope ID: 92E42DB4-E320- 44/\E BFOB- 0269E1F2878’3
v
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Method ref/iTocunanns na memoo : DTC S005150 PF T CTR_36650 EN 7.0

Specification ref/INocunanns na cnequdpivauivo: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ TIPECTHJIOJ® § mr/5 mr

PHARMACEUTICAL FORM/ITKAPCHLKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and 5
mg of perindopril arginine / tabierkn, BKpHTI IIBKOBOIO 00NIOHKOIO, IO MICTATE 5 MT Giconponony GymapaTy Ta
NePHBIOTIPUITY apTiniuy S mMr

Packaging Lot No./Cepia Ne: 752826 Manufacturing Batch No./Bupo6uuua napris Ne: 2062635
TESTS/ TOKAZHUKH STANDARDS/CTAHJIAPTH RESULTS/

PE3VIILTATH

_Dissolution (LC) (%) /| Bisoprolol fumarate Q = 80 % at 15 min
Pozumuenust (PX) (%)
Biconponony hymapar Q = 80 % 3a |5 xsuimu

Stage/ | Number tested/ Acceptance criteria / Kpurepiit
Craais KinbkicTs NPUAHATHOCTL

v,?l()C.'li)l')l\‘yBZ] HEUX
OMMHITIIEL

97%

S1 6 Fach unit 1s not legs than 85 % / Kowna
QAMHIILS e Mertre 85 %

S2 +6 (12) Average of 12 units (S1482) is equal to or
greater than 80 % and no unit is less than
65 %/ Cepese sHavernst i3 12 0MBHIG
(S1+82) nopiskroe abo Ginpbie 80 % i
HEMAE XKOJMHOT ouuHii Merme 65 %

S3 +12 (24) Average of 24 units (S1+S2+83) is equal
to or greater than 80 %, no more than 2
units are Iess than 65 % and no unit is less
than 535 %/ Cepenue 3navcus i3 24
oxuunis (S1-+82-+83) gopiBuroc ado
Ginwire 80 Y, He GUILINE 2 ONUHUL
MeHue 65 % | HeMAC KOIHOT OJINEMLI
menule 55 %

v Road, Arklow, Co Wicklow, freland.
53 (0) 4072 20888

Servier (reland) Industries LTD.. \iunx\idml (mxo

3{0y402°

Drivectors: Chyistian Bazaotay (Frene stian Sauveur (French)., John Redmond.
Company vegistered in Treland No. 117246
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Docusign Envelope ID; 035AFB48-9709-4395-B61D-F3A6F766299F

Docusign Envelope 1D: 92E42DB4-E320-44 AE-BFOB-5269E1F28783

wed R RS YR R BN R R

Method ref/lTocunannn na memod : DIC S005150 PF T CTR 36650 _EN 7.0

Specification ref/Hocunauns na caequepicanio: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL" 5 mg/S mg/ IPECTUJIOJI® 5 Mr/5 mr

PHARMACEUTICAL FORM/IIKAPCHKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
5 mg of perindopril arginine / TabieTky, BKPUTI IUHBKOBOIO 000I0HKOI0, 1O MiCTATE 5 MI' §iCONPONONy (hyMapaTy Ta
MEPHHAOTIPUITY aprinidy 5 mr

Packaging Lot No./Cepis Ne: 752826 Manufacturing Batch No./BupoGuuna napris Ne: 2062635
TESTS/ STANDARDS/CTAHIAPTH RESULTS/
IMOKA3HUKH : PE3YJIBTATH
Dissolution (LC) (%) / Perindopril arginine Q = 80 % at 15 min

Poszaunennst (PX) (%
nepuuonpuny apriviy Q = 80 % 3a 15 xpamun

Stage /| Number tested/ | Acceptance criteria / Kpurtepiit npuitusriocti

Cranis Kinbkicts
AOCHIIDKY BAHMX
OMUHHUD
St 6 Each unit is not less than 85 % / Koskua oumms
re menre 85 % 102%
S2 +6 (12 Average of 12 units (S1+S82) is equal to or greater
than 80 % and no unit is less than 65 %/ Cepennc
spavens i3 12 omunnne (S1+82) gopisaioc ado
Oureire 80 % 1 remMae KoQUOT oJnn Menme 65
Y%
53 +12 (24) Average of 24 units (S1+52+83) is equal to or

greater than 80 %, no more than 2 units are [ess
than 65 % and no unit is less than 55 %/ Cepenne
3HaverHs i3 24 oxumuis (S1T+82+53) jopisrioe
a6o Sinmbiue 80 %, we Hinpie 2 oL MeHe 65
% 1 Wemac JKoJIHOT oaMAlI Mertie 55 %

ANALYSIS / AHAJII3 : 17/09/2024
Batch accepted/Tlapria npuiinsrta

(- ocuigned b:

Analytical Services Manager / “_L Karen Hughes
- G TITFIA242E46GD

MeneoKep o KOHTPOIO Ta anaiizy AakocTi Michael Byrne/ Mixaens Bipne

PP'd on behalf of
Michael Byrne Servier (reland) Industries LTD.. Moneylands Garey Road. Arklow, Co Wicklow, breland.
Tel: 333 (0Y 402 20800 Fax: #3353 (0) 402 20888
Divectors: Chyistinn Bazantay (French), Chiristian Saaveur (Frenchy, John Redmond.
Company registered in refand No, 117246

80532 UKR2_EX V1 Page 6 of 7




Docusign Envelope 1D; 035AFB48-9709-4395-B61D-F3A6F766299F

TER (IRELAND) INDUSTRIES LTD,

S SERIER

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/

{uM st 3acBifuyro, WO HaBeAeHa BULIe iHpopMalis € JOCTOBIPHO Ta ToHHO0. Llio cepito
NpoayKuil 6yno BUpobieHo (BKNIOYAIOUH TaKyBaHHA/MAaPKYBAHHS) Ta IPOBEAEHO KOHTPOIb
1T 4KOCTI Ha BWIIIC3a3HAMCHIN JIJILHUI Y TTOBHIH BiAnmoBigHocTi 3 BuMoramu GMP,
BCTAHOBIICHWME MICUEBHM PETyJIATOPHHM OPraroM, a TAKOX BiITOBIIHO 10 crietudikaniii,
IO MICTATLCS Y peecTpauiitnomy nocke. TTpoTokon BUPOGHHLTBA, TAKyBAHHS Ta aHai3iB
OyJ10 NeperyIHyTO Ta BCTAHOBJIERO BiAnoBiaHicTs GMP.

Date of batch release/[Jara sunycky cepii 05/11/24

Name and Position/Title of person authorising the Batch Release/ IIpizsuuie Ta mocana/
3BaHHA oco0n, fAKa BUAAJIA J03BIJT HA BUNIYCK cepii

[1 Dr Blanaid Bowes, Qualified Person/ Bixnosinamsna ocoba
[] Ms Ailbhe Wade, Qualified Person/ Bignosinansia ocoba

[1 Ms Carmel Kinsella, Qualified Person/ Bianosinansna ocoba
[T Ms Jenny Quinn, Qualified Person/ BignosinansHa ocoba

¥ Ms Niamh Ryan, Qualified Person/ BinnosinansHa ocoba

——DocuSigned by:

05 November 2024

Signature/ITinnne | Niamh Ryan Date/[lata:

018FC6B610E3401..

Finished product batch number/ Homep cepii rotoBoro nikapcekoro 3acoby: 752826

Page 7 of 7
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JEPKABHA CJIYXKBA 3 JJIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Caitanunoi, 3, 02099, Ten. (044) 2905-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHUCHOBOK
npo sKicTh BBe3eHOro B YKpainy Jikapebroro 3acoly

25.09.2024 No 49348/24/26

[IPECTUJIOJI® 5 MI'/ S MI'

(HaliMenysanis aikapcbioro 3acoby 3riano 3 PECCTPALLIAHHN HIOCBLAYCHISM)
Ta6IeTKA, BKPHTI MIiBKOBOI0 0601011010, Ti0 5 mT /5 ar 30 TaGyeroK y KouTeiiHepi ans
tabaeroi; mo 1 Konreiinepy Ais Tad/eToK y kopobui 3 KapTony naKyBaiLHoro

(popma sunycky, JI03YBaHHS, BUA TaKYBAHHI HKAPCLKOPO 3aco0y)
Homep peectpauifinoro nocainueuns UA/15827/01/01 crpok aif peectpauitinoro nocsinuenns HeoOMexeHHH
Cepis nikapebkoro 3acofy Ne 747852 KinbKicTh BBE3EHOTO Hikapcbkoro 3acoby 36640

BupoGHux Ceps'e (Ipnanais) lnnactpic Jlta, Ipnanais
(naliMeny Baists BUPOTHIKA AiKapCLKOro 3ac08y, Kpailia FMOXOIKCHNA)

ToBapHCTBO 3 0GMENKEHOI0 BIANOBIAAILHICTIO "CEPB'€ YKPATHA",
inenr. won: 33643340

(HalimelnyBanns Ta koA 3a CJIPTIOY iopuimnunol ocolu abo npissie, iM'a, no Gatskoni cpiznunol
0co6H - NiAnpreMUt, i MiCLIEC NPOXUBAHNS TA peecrpauiitnuii nomep 060iKOBOT KQPTKH MIATHUKA
nonarkin aGo cepis Ta HOMEP nacnopTa)

BeeseHo B Ykpainy

MpoToxon Bizyanshoro kontpomo sia 25.09.2024 Ne 3276/5.

3a pesyNbTaTaMy  ICPKABHOTO KOHTPOJIO  BCTAHOBAEHO, IO nikapchkuil#3aci6  sseseno B Ykpalwy 3

JOTPHMAHHAM BUMOTr 3aKOHOAABCTEA LUOAO 3a6eaneuenns aKocTi nikap,

Miixona XOJIOJIEHKO

poio) (nianwuc) (initianu Ta npizsHine)

}4 v €l v

/€ . g
SR S &
: (// -

HauaneHu

(nocano
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Docusign Envelope |D: 7B52280F-D73B-4FC8-85E3-BC476729BC39

SERVIER (IRELAND) INDUSTRIES LTD. "~

- CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIIKAPCbKOTO 3ACOBY

" Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Cepr'e (Ipnaris)
afpeca BEPOOHHKA Tamacrpic JItn
~ Moneylands, Gorey Road/Manisnerins, T"opeit
Poyn,
Arklow/Apxioy,
Co. Wicklow/Ko. Bixnoy,

{reland/Ipaanais

Name of Tmporter and Address/ _ Servier Ukraine LLC/TOB "Cepy'e Vipaina"
Hasea Ta agpeca iMnoprepa T4, Ni—aberézlmo-Khreshchatytska St./eya.

Habepexno-Xpemaruisia, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaina

Which Consignment of product is delivered/Buy Pharmaceutical Product/flikapesiuit sacio
NPOAYKUIT, 1O NOCTANEETLCS :

Pharmaceutical form/Jlikapenka Gopaa Film-coated tablets/TadreTin, pRPUIT NATBROBOK
obononkoro

Name of the Product/Hazsa aixkapenkoro PRESTILOL® Smg/Smg

3000y [IPECTHIIONE 5 me/5 mr

Dosage/Cuaa ail 5mg/Smg /5 Mr/5mr

Type and size of packaging/Biut ta poamip 30 tablets in the container; | container in the

YAAKOBKHM carton box/ no 30 ralierox y kouteiivepi; no |

gorrrefinepy B kopobui 3 KapTouy

Finished Product batch number/Cepis rorosoro 747832
sikaperkoro 3acoby

Manufacturing date/lara supeSumirraa 04 2024
Expiry date/Tepmin npyuaataocTi 102026
Batch size/Kinnkicrs y cepii 36,640 Boxes/vnakopox

Manufacturing Licence number/Homep nivewsit. M00068/00001
Ha BHPODHHILTBO

Registration Number/Peecrpaniiine - - UA/15827/01/01
noesiavetiH .

Servier (Irelmd) Wdustries LTD., Mopevtands Gorev Road. Arklow, CoWicklow, Treland.
Teb: #3453 (0 402 20600 Fax: 353 () 402 20888
Directors: Cheistian Bazantay (French). Chrstian Soovenr (French). Jobn Redmond,
Company regutered w breland No. {17248

Page lory



Docusicn Eryelone D 78_52280?5-0738-4FCS-85E3~BC4767298.C39 .

Znveloae !D:-ES 40828 CZoB-ASrD 8497-01)800 EDS47F 4
. IR J TS S WL 3 0% A xznxi

Y e
nctFigt

/\i‘* } RNEM.., S i RIS LTI .

- Method reffTlocuranng na semoo : DIC_SOO5156_FPF_ 7:,'(77'18_“3 6650_EN 7.0

Specification :reﬂlloczmamm mz"cne‘lmthmuim: DIC 500 91 50_PF_N_SPE_43230_Fi N 20

PRESTILOL®5 mg/s uw/ [MPECTHIION® § mr/5 mr

PHARMACEUTICAL FORM/JAIKAPCHKA OPMA.: Film-coated table contaumnﬂ 5 myg of bisoprolol fumarate
and 3 mg of perindopril arginine / rabnetiy, srpuri 1AIBKOBOIO COQIONKGIQ, WO ersirh 3 wmr Sicorponaay dyMapary 1a
AepHHgonpuay api‘unm' 5 Mr

e kaging Lot No/Cepin Ne: 747852 Magufacturing Batch No/BupoGmnaa napris Ne:
. e, : 20062267 ’
TESTSTTOKAIHHIK "0 STANDARDS/CTAHIAPTH RESULTS/

PE3VIILTATH

Appearance / Josnimniit sarisi Pink beige, oblong, film-coated tublet, scored, Passes/ Bianosijae
‘ engraved with ¥5/57on one (auc. ang © *on the
other face, breakable into two pam ' Pomeso-
BEACBOO KOMBOPY, NPOACBIYBATO! (OPMIL TABALTE,
BKPITA NATBROBOIO OODOHKOD, 3 HACIUKOIO T8 3

2

e, NI
THEHEHHSN «3/5% 3 04uor0 Boky. i « » -3
THIOTO, MAAArae MOALNY na ABl HacTHHY

ncf‘_*:»

*

. . 118.0 ta 1304/ 18,0~ 130.4 (93 ta 105 %% of the N
Averuge mass (mgfunit) / Cepegnst paca theoretical mass of 124.2 / 95-105 % nia [ 24 dmgiaer

i) 3 ae
(MrfoAuHHLLO) , reopeTHUHOT Mac y [24,2)

™ icrobiological quality (skip testing) /

Total aerobic microbial count (TAMC) / arasnsya
MixpoSiosoriana ynerora (Ckin-recr)

o . ; e . * Skip Test - Passes
KiTbKiCTE acpodnmx Mikpoopranissis (TAMC):< P ‘

10 CFU/g - £ 10" KYO/r

Total combined veasts/ moulds count (TYMC)/ #Skip Test - Passes
BarafibH. KifbKICTs APTAUUKOBHY TA MIICEHERIIX
rprdis (TYMC): < < 102 CF Ulg -« 10?2 KYQfr

. . - #Skip Test - Passes
Eschevichia coli: absence/| ¢ — BiaCyTHICTB/ L 1 [ ’

Skip test/Ckin rectysanns, Passes/Bianosizae, not applicable/ue nposoguscs

Hu\ls.r (Tretand) Industiies L0 MonerJands Gorey Road, Arklow, Co Wicklow, Ireland

fob #3533 () H)’ 20800 fax: #3533 (03402

Divecters: Chirisdan Razantay (Frenchy, Cliistion Sauvear {(French). John Redmond.
Company regisrered in Trefand No, 117246

80532 UKR2_EX VI ‘ Page 2 of 7




T e

Docusign Enve‘lope ID: 7552280F-D738'~4ch-35f53:i3c:476729Bcsg

-)oru?ign En\lelope 15 25220828 C’?GR-43FD B497-0DEGOSENE4TF
S RI A ANV RS BN R
1@5 Presls

e ﬁm vzm ;

/

I)TC S005150_ PF T CTR 3665’0 EN 70

Method refTlocurans na memoo :

P ‘Specrf‘ ication reﬁﬂf)cmmm/ﬂ Ha Cm't(mﬁmma.'o. DI C S()()U 50 PF N _SPE_ 4323(] EN 20

PRESTILOL* 5 mg/% mg/ IIPFCTI/IJTOJI'& Mf/:) MY

PHARMACEUTICAL FORM/JIIKAPCBKA POPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
5 g of perindopril arginine / vabnerky, BRpUT IIBKOBCIO 0BONOHKOK, WO MicTiTL 5 Mr Biconporony dgymapary 1a
NEPHHIONPHILY aprininy 5 mr

Manufacturing Batch No/Bupobuinua (mmm Me:

747852
2062267 - .o . s

Packaging Lot No/Cepin Ne:

TESTSMOKAZHHKE

STANDARDS/CTAHIAPTH

RESULTS/

PEIYNLTATH

Identification of drug substances/ .

Lrenrudivanis airoanx pegonm: Bisoprolol/

Perindopril by LC / Biconponon/nepudaonpst

The ratio of the retention times of each drug substance peak
{(Bisoprolol Perindopril) from the test solution and from the
reference solution must be between 0.95 and 1.05/

Positive s -
Mosurusuo

Bizpomenns wacis yopumyBauig mika koxuol xiioqoi Positive /
petoBiit (GiconponomTy/MEepRiIonpPIUTY) 11 XpoMaTorpasi
AOCHTKYBAHOTO POIUMHY Ta POIHITHY FIOPIBHAIHA Mae

“cranosiri gia 0,95 10 1.05

MeTOAOM platnol xpomaropradii (P¥)
' fMostturgo |

Positive + -
Hossremnno

UV Spectrum of each drug substance (Bisoprolol/ Perindopril)
from the test solution and from the reference solution must be
similar / V-coexrpu koanol iiouol perosim
(Giconporony/nepuHAOUPIY) ANA AOCHUKYRAHOIO POIUHHY
A po3uHKY gopisismun nosunui Oyt noaiGuumu

Bisoprolol/ Perindopril by LC-DAD /
BiCOmpoaoinepriHonpm seTo oM
PX-IIMI

Posizive /

Jlosuimio

(L)w to 10*\ Yo of tlu. lhcnruxtal content of each drug subswhce/

My (imgfunit) /
95-105 %% Bl TeOPETHUHOrO BMICTY KOMKIOT #irotol pC‘{OBHHH)

Drug substances content (L.C
Byder aiwuux pevosnn (PX) (Mr/oannmuwo)

5 .O?‘.‘i'ﬂ e

5/ Bic nupo,lom (])yM’lpdl

Peluuiouul arginine: 4.75 to 5.25 / [epuuaonpuuty aprisin:
4754525 ' ‘

Subdivision of fablets / Noxia radaceror Not mofe than | unit is outside 85 % to 115 % of the average
mass / He Gifpiie HiK 0HA OUHHMLEY BHAXOMLMTLCH 34 MEKAMH

85 %-113 % Bin cepeansol MacH

Passes /

Bisnosigae

No.unit is outside 73 % to 125 % of the average mass / oaua,
ONMHMIA HE 3HAXOAHTBCA 33 Meskamu. 75 %6-125 % six
CEPEIHBLOT MATH L

Servier (reland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklove, freland.
STely #3853 (thA02 20800 Fax: 1353 (0) 40220888 )
Dirsctors: Christion Barantay (Freuch), Ulristian Sawveur {French) John Redmond
Company registered in [r'ci_:\ra{l N 72446
‘ I‘ age 3 ol 7
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orign Enveiope ID: TBE7280F-DT3B4FC8-65E3-8C4

Jocusign Envelope 1D E5220826-C263-

SRVIER

‘

43ED-B487-008005E0Q64TF
NEX U DA S SRR I RN

767298C39 - . o

STRIES LTD.

Method reffilocuranna ne semod : DIC_SHSIS0 PF_T_CTR_ 36650 EN_7.0

Specification ref/llocuaanna na epequdicanin: DTC SO05150 PF N SPE 43230 EN 2.1

S

P PRESTILOL® % mg/3 mg/ IPECTUJION" 5 mx/3 mr

TA [ePHIAONPHEY apritiny 5 Mr

PHARMACEUTICAL FORM/UIKAPCLKA ®OPMA: Film-coated tablets containing 3 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / Tabnetku, BKPUTI I BROBOI OBOMOHKOK, IO MICTATL 5 Mr Bicorposoiy gymapary

Packaging Lot No/Cepist Ne: 747852

Manunfactiring Batch No./Bupobunua papris Ne:

2062267

TESTS/ATOKAZHITKY

STANDARDS/CTAHAAPTH

RESULTS/
PEIYJIRTATH

Degradation preducts eontent (LC) (%
m/m) / Batiet nponykTis aerpaganii (PX)
N

S 9780

Y 31

Apy other identified degradation product
/ Byap-axnst it ienrndicosanui
UPOAYKT Aerpanaiui

Any other degradation product / byaws-
ST LR IPOAYKT Aerpaganiy

Total content of degradation products /
JaransHudl sMicT npoayktie Aerpananuii

Uniformity of dosage units for
Bisoprolol fumarate / Perindopril
arginine (LC) / OnnopinnicTs
An3eBanux oaunnus biconponony
Qymapat/nepunaonpuay aprinix (PX)

< 0,5
<04
< {),2

Stage /

Number tested/

Acceptance criteria /

Crais Kinegicts Kparepiil npuiinarroct
AQCRIKYBAHHX
OAHHNUB
L1 10 AV £ 15,0
L2 +20 (30) AV £ 15,0

0.73 M < each unit’koxua
oauung < 1,23 M

- <0.20%
<0.12%
<0.12%

<0.12%

<0.10%

Passes/ Binnoriiae

Servier (Ireland) dusteics LTD.. Moneylands Gorey Road. Arklow. Co Wicklow. freland,

el

353.(0) 402 20800 Fax: ~333 (1)) 402 20888

Directors: Christian Bazantay (French), Christian Sauvear (Frenchy. Tobn Redmond.
Company registered in Treland No, 7246

80532 UKR2._EX V1
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Docusign Envelope ID: 7B52280F-D73B-4FC8-85E3-BC476729BC39

Yocusign Envelope 1D: £5220826-C268-43ED BT S0 LE L AND) INDUSTRIES LTD.

o

Method ref/flocuransn g semoo : DTC_SO05150 PF T _CTR 36650 EN 7.0 °

A (- :i tew

"‘:;Sgec:"icarian ref/llocunanua na cneyudinaui: DTC SO05150 PF N SPE 43230 EN 2.0
PRESTILOL® S mg/5 mg/ MPECTHIIOJY 5 mr/3 mr

PHARMACEUTICAL FORM/IIKAPCBKA M OPMA: Film-coated tablets containing 5 mg of bisoprolol furrarate and 3
mg of perindopril arginine / taGnerkn, BRpUTI MNIBKOBOIO 0DONOHKOI, WO MICTATE 5 Mr Siconponosy Gysapaty T4

NEPUHAOTPHIY apriHiHy 5 Mr b
Packaging Lot No./Cepist Ne: 747852 Manufacturing Batch No/BupoSunua napris Ne: 2062267
TESTS/ TTOKAZHHKH g ‘ STANDARDS/CTAHIAPTH ' RESTILTS/

PE3YILTATH

Dissolution (LC) (%) / ~ .. Bisoprolol fumarate Q3 == 80 % at {5 min
Poyanennsg (PX) (%) ' o ' ‘ .
B biconpostony gymapar Q = 80 % 3a 15 xsunuu

Stage/ | Number tested/ . Acceptance eriteria / Kpurrepit
Creis Kinskicts HpHIHATHOCT
T ROCHINY BAHKX ' ‘ . .
ONITHIE
5 5 : o TR 999
St 6 Each unit is not less than 85 % / Kowxa 99%
ofuHuLG ne Mentue 83 % '
§2 +6 (12) Average of 12 units (S1+82) is equal to or
greates than §0 % and no unit is less than
63 Y%/ Cepesie 3uaverns i3 12-040Hu11n
($1:+82) sopisioe abo Binnie 80 %0 1
SHEMAE ROTHOT 0LHHULW Menie 635 %
83 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 %6 and no unit is less
than 35 %/ Cepeaue 3naienns i3 24

" ' Ginpie 80 %, He Giftbiue 2 QAUHMIL
serng 63 % 1 HeMae JKOMINT oquHuui
Merue 55 %

Servier (heland) ndustries LD Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
‘ Tel +353 (1) 402 20800 Fax: 333 (01 402 20888
Drivectors: Cheistian Bazantay (Frencli, Ch auveur (French). Jubn Redmond.
Campany vegistered in Iicland No. HT72HG
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Docusiah Enope ID: TBG22807 DT3B4FCHISELBOATETLOECH

secusign

e FJ?JUE”/ES C26B-43L1- 21497‘098(}0"&}6 A7F.
’ A R Y

FLAND) INDUSTRIES LTD.

PR
SERVIER

gty

Methad ref/Hociasion 1ia mmm, 1) e ,S‘f")n 54 .fh [ C R 36650 EN 7.0

r

Specification reffllocuacins na crenugineuio: DIC SHO5150 PE N SPE 43230 EN 2
PRESTILOLYS mg/s mg/ U..Pl‘ CTHJION" 5 Mr/a Y M

TPHARMACEUTICAL FORM/IIKAPCHKA MOPMA: Filxn--ﬁoz}_tecli'tab!_@ts containing 3 mg of bisoprolof fumarate and
T

S rag of perindopril arginine / TabneTki, BRPUTI IWIBKOBOIO OGOAONKOK, L0 MICTATE 5 MI Giconponcry QyMapars

PEPHIA0NPUAY apru{lm 5 \lf

. s : - vy
Vackagiug L(,ljk() {Cepin No: 74 ‘/852 B'ianuiactmnm I ateh No. /Bupomuma mapyis N 20622 (7/
TESVS/ ' STAMDARDS/C I AFJTAPTH - : RESULTS
FORAGHERI I“'%f*'ﬂlv AT
Prissolution (LC) (%) ¢ Perindopril arginine 0 = ‘&() 9% al 15 min
Posuraenns (PX) (%) - :
MePUHIONPHI peaprindn G = 80 % sa 13 xpuann
e/ | Number tested/ Acccl:ﬂarwe criteria / Kparepift npuibisrrnoct
Crazia KinbgicTts
AOCHIIKYBAMTLX
OJIHILL |
S1 6 ach unit is not less than 85 % / Kowna e
30 CHIe l’S P ,
se seue 85 % 1 00%
Sz +6 (12) © Average of 12 units (81+52) is equal 1o or greater
than §0 % andro unit s less than 63 %/ Cepenue
Anadetudt 13 12 omariu (§1+52) nopiswoe abo
Giasure 80 % i HeMac JROAHOT CAHEMIL Memue 63
), ’ -
53 120 (24) Average of 24 units (S1+82-+83) is equal to or
greater than 80 %, no more than 2 units are less
than 63 % and no unit is 1éss than 35 %/ Cepeauc
sravetg i3 24 onuntub (S1+82+83) aopisHioe .
ab0 Sibuie 80 %, me Oinpiue 2 OXUIMIL MeHule 63
Yo i wemae woarel oauuud Merme 55 %
ANALYSIS /F AHAJIZ ¢ 08/08/2024
Batch accepted/Tlapria npuiissira
e Becudiget by:
Analytical Services Manager / l Midadd, Purue
Menecaxep Mo KOUTPOMO 18 anaiizy AKOCT BTG, Michael Byrne/ Mixaens, Bipue

Servier (Ireland) Tndustrics DTD.. Monévlands Gorey Ruad, Adklow. Co Wicklow, reland.
Tel +333 10) 402 20806 { S3 (0402 20888
Directors: Christian Bazaatay (French), Chistion Sanveur (Freneh), fohn Redmond,
Company registered in treland No, [H7240
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Docusign Envelope ID: 7B52280F-D73B-4FC8-85E3-BC476729BC39

L¥

SERVIER (YRELANIS) INDUSTRIES LTD.

[ hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manutactured (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/ :

Lim g sacsigayo, wo Hasegena suite tHdopMaLii € JocTOBIpHOW Ta Touroe. Lo cepio
upoaykuil 5yio sHpobneno (BKIMOUAIUi AKYBAHHA/MAPKY BAHHS) T4 APOBEALHO KOWTPOITL
1 AKOCT HA BHILE3AZHAUCH M alibHHUI Y NORHIH BiAnoBiaHoCT 3 suMoraMi GMP,
BCTAHOBICHHMY MICUEBHM PEryISTOPHIM OPraHoM, a Takosxk silnosinto 4o creundicauii,
1O MiCTsThesl ¥ peectpattiiiomy socke. TpoTokony srpobruiTesa, NaKyBauHs Ta aHamis
OyA0 NeperisiHy T Ta BCTAaHORIEHO BUINOBLIHICT: GMP,

Date of batch release//[Jara nunyery cepti 28/08/24

Name and Position/Title of person authorising the Batch Release/ Tlpiznmme Ta nocaga/
3BAMHA 0CODH, KA BHAANA A03BLI HA BUNYCK cepil

Dr Blanaid Bowes, Qualified Person/ BignosizansHa ocoba

oo

L
[1 Ms Ailbhe Wade, Qualified Person/ Bingnogsizansia ocoba

K Ms Carmel Kinsella, Qualified Person/ BixnosigansHa ocoda

F—

[1 Ms Jenny Quinn, Qualified Person/ Bianorizaasna ocoda

]

] Ms Niamh Ryan, Qualified Person/ Bianoninansua ocoda
DocuSigned by:

Signature/TTimne Carmel KINSELLA Date/lara;

BAC04C34801448D...

28 August 2024

Finished product batch number/ Homep cepii rotosoro nikapebkore sacoty: 747852

Servier (Trefand) Indusmes LTD. . Moneviands Gorey Road. Arklow. CoWicklow, Ireland.
Tel: #5355 (03 402 20800 Fax: 3{0) 407 20888
Directors: Clhristian Bazantay French), Clistan Savwvenr (French), John Redmond,
Company registered i Ireland No, 117248
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II,EP'}KABHA CJIYKBA3 JIKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y M. KNeEBI

rpos. Hanii CpiTanuHol, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ud, Kon €APTOY 37079055

BUCHOBOK
npo SIKiCTh BBE3CHOTO B Ykpaiay JiKapebKroro 3aco0y

31.01.2025 Ne 4514/25/26

MPECTUWION® 5 MI/5 MIC
(narmenypaia JHKAPCLKOTO sacofy Sriano 3 peccrpunii’un
TalJeTKH, BKpHTI iBKOBOIO 00 0N0HKO10, 10 § My /S mr; 00 30 TalJeTOR Y conTeiepi s
TabneroK; 1o 1 wonTeinepy A rabneroK y Ko yo6uLi 3 KApPTOHy AKyBabLIIoro

((opma BUNYCKY, no3yRanis, BHA Ky Banis JHKAPCHKOIO 3ac00y)

N HOCREAMCHTISM)

Homep peecTpauifinoro nocaiauentn UA/] 5827/01/01 crpox Aif peecTpatitHoro nocainueHHs HeoBbMeKeHHH

Cepis niKapebKoro sacoBy Ne 755080 KinbKiCTh BBE3CHOTO nixapebkoro 3acody 6640

Bupobuuik 1psan nist
(HaimeHyBans BUPOTILHKL JKAPELKOTO 4acoBy, Kpaita THOXOJDKCHIE)
Breseno B Y kpainy Topapuctno 3 ofneIKENON RIAMOBIAAILUICTIO "CEPB'C YKPATHA",

e, KO 33643340

(naiiacny paig Ta KOA 34 CAPTIQY mpn;.uunm‘f Deo0H a0 PIsBHILS. ' o Garuconi hi

Qeobn - HIANPHCMILA. T aictie npokHBaiis Ta pc(’c:‘rpzmi‘v’mmfv HoMep LORiKOBOT KAPTKH (ARTHHKD
HoAaTKiES a00 cepis ra HOMED practopTa)

Aol

TIpoToko Bisyansioro JCOLTPOJIO Bilt 31.01.2025 N 219/01 ,10-25/16.

33 pelynpTaTamy ACPACABHOTO KOHTPONO peraHoRNeno, o nikape bRt qaci6  mmezeno B ypainy 3

AOTPH MAaHHAM sumor 3AKOHOAABCTRA WOAO sabesneuciinii axocTi IKapCHRUX 3ac00i8.

Bikrop MAX HOBELD

B.o. HAUANBLHUKA -

(nianwe) (iriniaan 18 npi'&munc)







Docusign Envelope 1D: DEDQFAZF-359E-4651-BQF1-DB4687BZOFD4

TURE GERVIER

SERVIER (IRELAND) IN

%Igf i“‘wHi

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUGIKAT AKOCTI JIKAPCbKOrO 3ACOBY

Name of the Manufacturer & Address /Hassa
ajpeca BUPOOHHKA

Name of Importer and Address/

Haapa Ta agpeca imnopTepa

Which Consignment of product is delivered/Buz

NpOAYKL, 0 NOCTAaYaETHCs

Pharmaceutical form/Jlikapcbka {opma

Name of the Product/Hazpa TKapChKOro
3aco0y

Dosage/Cuna i

Type and size of packaging/Bun Ta po3Mip
yHaKOBKH

Finished Product batch number/Cepis roTOBOTO
nikapceKoro 3acoby

Manufacturing date/[laTa BUPOOHHULITBA
Expiry date/Tepmin TIPUAATHOCTI
Batch size/Kinpkicts y cepii

Manufacturing Licence number/Homep niteHsii
Ha BUPOOHWIITBO

Registration Number/PeecTpanifine
nocBiIUEeHHs

ta Servier (Ireland) Industries Ltd/Ceps'e (Tpanuis)

InnacTpic JIta

Moneylands, Gorey Road/Maninerns, Iope#t
Poya,

Arklow/Apkrioy,

Co. Wicklow/Ko. Bixioy,

Ireland/Ipnanpis

Servier Ukraine LLC/TOB "Cepg'e Ykpaina"

41, Naberezhno- Khreshchatytska St./ByI.
Hab6epesxHo-XpelaTHibKa, 41

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

Pharmaceutical Product/Jlikapcpkui 3acid

Film-coated tablets/TabneTkH, BKPHUTI TIIIBKOBOIO
06ONOHKOI0

PRESTILOL® 5mg/5mg
TIPECTWIOJN® 5 mr/5 Mr

5mg/5 mg /5 mr/5Mr

30 tablets in the container; | container in the
carton box/ o 30 TabneTox y xorrreitnepi; mo 1
KOHTEHHEPY B KkopoOLi 3 KapTOHY

755080

07 2024
012027

6,640 Boxes/ynaxkOBOK
M00068/00001

UA/15827/01/01




Docusign Envelope ID: DED9FA2F-359E-4651-BQF1-DB4687820FD4

Method ref/Tlocunanns na

Memod : DTC_S005150_PF_T_CTR_36650 EN 7.0

Specification ref/Ilocunanns na crenuicayio: DTC_S00515 0_PF_N_SPE 4323 0_EN 2.0

PRESTILOL®5 mg/5 mg/ IPECTUJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIIKAPCHKA DOPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate

and 5 mg of perindopril arginine / TabneTKu, BKPUTI MTiBKoRokO 000OHKOI0, 1110 MicTsITE § M Giconponony dbymapary Ta
MEPUHAOTIPUITY aprininy 5 mr

Packaging Lot No./Cepis Ne: 755080 Manufacturing Batch No./Bu

2062948

pobuuua napris No:

TESTSNMTOKA3ZHUKH STANDARDS/CTAHI[APTI/I RESULTS/
PE3VIBTATH
Appearance / 3oBHiuniii BHIISIL Pink beige, oblong, film-coated tablet, scored, Passes/ Binnonigac

engraved with “5/5”on one face, and * 35 » o1 the
other face, breakable into two parts / Poxego-
GexeBoro KOJIbOPY, MPoAoBryBaTof hopmu TabneTka,

BKpuTa ﬂﬂiBKOBOPO O60J]0HKO!O, 3 HaCillKOK) Ta 3
LTS

THCHEHHSM «5/5» 3 opHoro 6oxy i €T fe 3
inuroro, mignsrac TIOHiNY Ma ABi YacTHHU

118.0t0 130.4/ | 18,0~ 130,4 (95 to 105 % of the
theoretical mass of 124.2/95-105 o, Bill 124 Img/ur
TEOpeTHYHOT Mack y 124,2)

Average mass (mg/unit) / Cepeans maca
(Mr/owmunimo)

Microbiological quality (skip testing) /

. . ; ; Total aerobic microbial count (TAMC) / 3aranbna
MikpoGionoriuna HHCTOTa (cKin-rect)

KITLKicTs aepoGix MiKpooprauisMis (TAMC):<
10° CFU/g - < 10° KYO/r

* Skip Test - Passes

Total combined yeasts/ moulds count (TYMC)/ *Skip Test - Passes
3aransua Kinbkicts APDKIKOBIX Ta MiTiceHenux
rpubis (TYMC): < 102 CFU/g — < 102 KYO/r

*Skip Test - Passes

Escherichia coli: absence/] g —BigcyrnicTs/l r

* Skip test/Cxkin TECTYBaHHS, Passes/Bi,anoaiﬂae, not applicable/ne nporoauscs

Servier (Ireland) Indusieies 110 Monevlands Gorey Road, Arklow, Co Wicklow, freland.
Tel: 353 (0) 402 20800 Fax: +353 (05 4072 208488

Divectors: Cheistian Bazantay (Freaehy, Christan Nauveur (French), Joha Redmond.
Company registered in Ireland No. 117246

80532 UKR2_EX V1 Page 2 of 7




Docusign Envelope 1D: DED9FA2F-359E~4652 -B§9F1-DB46{87BZ‘(N)FD;, ,

Memoo : DTC__S0()5150__PF_T_CTR_3665()_EN_ 7.0

Method ref/Ilocunania ua

Specification ref/Ilocunanii Ha cneyudixauiro: DTC_S00515 ()__PF_N_SPE_4323 0_EN_2.0

PRESTILOL®5 mg/S mg/ HPECTI/IJIOJI® 5 mr/S Mr

PHARMACEUTICAL FORM/JIIKAPCLKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
5 mgof perindopril arginine / TaGNeTKH, BKPUTI THTIBKOBOKO oGONOHKOI0, IO MICTATE 5 wr Giconponony (hymapaty Ta

TIepUHIOTIPUITY apriHiHy 5 MT

Manufacturing Batch No./Bupobuuua mapris Ne:
2062948
STANDARDS/ CTAHJIAPTH

Packaging Lot No./Cepin Ne: 755080

RESULTS/
PE3YJILTATH

TESTSMOKA3HUAKHA

Positive /
TTo3UTUBHO

The ratio of the retention times of each drug substance peak
(Bisoprolol/ Perindopril) from the test solution and from the
reference solution must be between 0.95 and 1.05/
BigHoweHHA yacis yTpUMYBaHHA frika KOWHOT Jirouol
peuoBHHH (6ic0nponony/nepunnonpuny} Ha xpOMaTorpaMi
JOCTIKYBAHOTO PO3IHHY Ta pO3UVHY TTOpiBHAHHSA Mag
CTaHOBMTH Bill 0,95 mo 1,05

Tdentification of drug substances /
Tnenndikaiis Lir0UMx pevoBHH: Bisoprolol/
Perindopril by LC / Biconponon/nepmmonpnn
METOZIOM PigUHHOT xpomaTopra(bi’l' PX)

Positive /

Tlo3UTHBHO

UV Spectrum of each drug substance (Bisoprolol/ Perindopril)
from the test solution and from the reference solution must be
similar / Y ®-crexTpH KOKHROT Hitou0T petoBUHH
(6iconponony/nepnnnonpuny) Ui HOCTLDKYBAHOTO PO3UWHY
Ta poO3UUHY NOpPiBHSIHHA nosuHHI 0yTH nioxiGrIMu

Positive /

Bisoprolol/ Perindopril by LC-DAD/
Bicompornon/nepuHaoTIpHi METOJIOM
PX-IMA

TTO3UTHRHO

Positive /

TTo3uTUBHO

(95 10 105 % of the theoretical content of each drug substance /

Drug substances content (1.C) (mg/unit) / . ) e
95-105 % Bix TEOPETHIHOTO BMicTy KOOI 110101 PEvOBUIH)

Bwmict nilounx peqoBHi (PX) (Mr/onmmulo)

5.0Img

Bisoprolol fumarate: 4.75 to 5.25 / Bicomponoy pymapart:
4,75-5,25

Perindopril arginine: 4.75 to 5.25 / TlepuAROTNPWILY aprinit:

498
4,75-5,25 me

Subdivision of tablets / Tlopin TabeToK

Not more than 1 unit is outside 85 % to 115 % of the average

mass / He 6inpie HiX oHa OJWHNIA 3HAXOIWTHCS 38 MEKaMu
85 %-115 % BiL cepefHbOT MacH

Passes /

Bignosinac

No unit is outside 75 % to 125 % of the average mass / Konna
ONMHNIIA HE 3HAXOANTLCA a mexamn 75 %o-125 % Bin
cepeHbOl Mach

Servier (reland) {ndustries LTD. Monevtands Gorey Road, Arklow. Co Wickiow, Ireland.
Teb #3583 (03402 50800 Fax: #3583 (0 4072 20888
Directors: Chyistian Bazantay (Frey 13, Chrisan dauveny (Freneh, foln Redmomd.

Company vegistered in treland No. 117246

80532 UKR2_EX V1 Page 3 of 7




Docusign Envelope ID: DEDQFA2F-359E~4651-BQF1-DB4687820FD4

52

;

Method ref/Iocunanny namemoo : DTC S00515 0_PF_T CTR 3665 0_EN 7.0

Specification ref/lllocunannn ya cnenudbikayin: DTC 8005150 PF N spg 43230 EN 2.0

PRESTILOL®5 mg/5 mg/ MIPECTHJIOJI® 5 mr/5 mr

PHARMACEUTICAL FORM/JIIKAPCBKA DOPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / TabeTkH, BKpHT MiBKOBOIO obouorkoro, 1o MICTATE 5 mr 6iconp0nony dymapary
Ta nepuHgoNpUTy apriginy 5 mr

Manufacturing Batch No./Bupoéunua naprig Ne:

2062948

Packaging Lot No./Cepis No: 755080

TESTS/HOK‘A3HMKI/I

STANDARDS/CTAHZ[APTI/I RESULTS/

PE3VJILTATH
Degradation products content LC) (%

m/nt) / Bmier npoaykrie gerpagauii (PX)

(% m/umr)

S 9780 <0,5 <0.20%
Y 3i <04 <0.12%
Any other identified degradation product <02 <0.12%
/ By Rb-sxuit inunii iReRTHDIKOBAKMH

MPORYKT Aerpanauii

Any other degradation product / Byy,- <0,2 <0.12%
KW {0t NPOAYKT nerpanaujy

Total content of degradation products / <2,0 <0.10%

3aranbhuii Bmict NPORYKTIB nerpapanui

Number tested/
Kimbkicrs
AOCHiKYBaHMX
OIMHMIIL

Acceptance criteria /

Uniformity of dosage units for i y .
Kpurepiit npuitnarrocri

Bisoprolol fumarate / Perindopril
arginine (LC)/ Ommpizmicn,
AO30BAHUX OTHHMIK Biconponony
(bymapaT/neanﬂonpnny aprinin (PX)

Passes/ Bimnosinae

+20 (30) AV <150

0,75 M < each unit/koxua
OIVMHWUA < 1,25 M

Servier (hretand) Indusiries LTD. Monevlands Gorey Road, Arklow. (o Wickiow, Trelund.
Tel: #353 (0) 4072 20800 Fax: 4383 (03 402 20888
Divectors: Cheistian Bazantay (Frenchy, Christion Sauveur (Fres o, Joho Redmaond.
Company registered in reland No. 117246

80532 UKR2_EX V1 Page 4 of 7



Docusign Envelope D: DEDQFAZF—359E—4(_551-
Ladt B

e

Method ref/Tlocunanua na Memo

Specification ref/Ilocunanna na cnequikauino: DTC S005150 PF N SPE 43230 EN 2.0

0: DTC__S()()515()_PF__T_CTR_36650_EN_7.0

PRESTILOL®S mg/5 mg/ HPECTI/IJIOJI® 5 Mr/5 mMr

TIepUHAOTIPUITY apritiny 5 Mr

Packaging Lot No./Cepis Ne:

PHARMACEUTICAL FORM/JIIKAPCLKA HOPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and 5
mg of perindopril arginine / TaBeTKy, BRPUTI [U1iBKOBOIO OGOIOHKOIO, THO MicTsTh 5 Mr Gicornponoiy dymapaty Ta

755080

Manufacturing Batch No./BupoGuuta napTis Ne: 2062948

TESTS/ TTOKA3HUKA

Dissolution (LC) (%) /
Pozunnenns (PX) (%)

Servier (reland) Industries L1D.. Monevlands Gorey Road, Arh

Pirectors: Christian Bazantay (French), Christian Sauves

80532 UKR2_EX V1

Stage /
Cragis

STANDARDS/ CTAHJIAPTU RESULTS/
PE3YJIBTATH

Bisoprolo! fumarate Q=80%at 15 min

Bicorposnony pymapat Q=80 %3a 15 XBWIHH

Number tested/ Acceptance criteria | Kpwurepih
Kinbkictb

HOCTiHKYBaHUX

npnvx}mmocﬁ

OJIMHULIb

100%

Each unit is not less than 85 % / Koxwa

OAMHULS HE MEHILE 85 %

Average of 12 units (S1+82) is equal to or
greater than 80 % and no unit is less than
65 %/ CepeaHe 3HAUCHHA i3 12 opuHNUUb
(S1+S2) nopisHioe 6o Ginbie 80 % i
HeMac KOAHOT omuHHLi MeHle 65 %

s2 16 (12)

S3 +12 (24 Average of 24 units (S1+S2+83) is equal
to or greater than 80 %, no more than 2
units are less than 65 o, and no unit is less
than 55 %/ CepenHe 3HaUCHHA i3 24
OMVHULD (S1+S82+83) nopisrioe abo
Ginbiue 80 Y, He OinbLIe 2 OIUHULb
Mere 65 % i HeMae JKOAHOT OAMHILL

wmenuie 55 %

ow. Co Wicklow. frefand.
888

enchy, Joho Redmond.
Company registered in treland No. 117246

Tel: +353 (01 402 20800 Fax: 383 ((

Page Sof 7




Docusign Envelope ID: DED9FA2F-359E-4651-89F1-DB4687820FD4 :

t

Method ref/IMocunanin ng Memod : DTC _S00515 0_PF T CT. R 3665 0_EN 7.0

Specification ref/ocunanna na cneyudpikayivo: DTC $005150 PF N SPE 43230 EN 2.0
PRESTILOL®5 mg/5 mg/ MPECTUIOI® 5 mp/5 mr

PHARMACEUTICAL FORM/JIIKAPCBKA D®OPMA: Film-coated tablets containing S mg of bisoprolol fumarate and

5 mgof perindopril arginine / TabJeTky, BRpUT TTBKOBOIO 060moHKo10, 110 MICTATE 5 mr 6iconpon0ny dymapary Ta
NEPURIONPUIY aprininy 5 mr

Packaging Lot No./Cepia Ne: 755080 M

TESTS/ STANDARDS/CTAHI[APTI/I
ITOKA3HUKH

anufacturing Batch No./BupoSumua napris No: 2062948

RESULTS/
PE3YJIBLTATH

Dissolution (LO) (%) / Perindopril arginine Q=280% at I5 min
Posunnenng (PX) (%)
TIepUHIONPUNY aprinin Q=280 %3a I5 xBuun

Stage/ | Number tested/ | Acceptance criteria / Kpurepiii TPHHHATHOCT]
Cranis KinbkicTs
HOCHI UKy BaHuX
OIMHHUL

SI Each unit is not less than 85 % / Koxna OTUHHUS
He MeHue §5 %

S2 6 (12) Average of 12 units (S1+82) is equal to or greater
than 80 % and no unit is less than 65 %/ Cepenne
3HAYeHHS i3 12 oguHm (S1+82) NOPIBHIOE a0
Bimvure 80 % i wemac KOIHOT OAMHHILI Metre 65
%

S3 +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 s less than 55 %/ Cepenne
3HAYCHHA i3 24 opuHup (S1+82+83) nopigrtoe
a0o Ginbure 80 %, He Ginbire 2 OAWHHLL MeHLIe 65
% i HeMmac xomof OAWHHUI MeHme 55 %

ANALYSIS / AHAJII3 - 16/10/2024
Batch accepted/Tapris npuiinsra

[ Sianed by:
Mickael Byine

TTELTELTE

Analytical Services Manager /
Menemkep no KOHTPOMO Ta awHanisy sxocri

Michael Byrne/ Mixaenms Gipue

Servier (reland) Industries LTD.. Moneviands Gorey Road, Arklow, Co Wicklow, Ireland,
. Te 53.(0) 402 20800 Fax: +353 {01402 20888
Directors: Churistian B'(l"/,{ll'\l(]y\" (Freneh), Christian Nauvenr { Freneh), John Redmond.
Cormpany registered in Iretand No. 117246

80532 UKR2_EX V1 Page 6 of 7
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¥

SERVIER (IRELANL

SERVIER

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/

Llim s 3aCBiNUYI0, 1O HaRejieHa BUIIC iH(popmaris € JIOCTOBIPHOIO Td TOYHOIO. Tro cepiro
nponykuii Oyno BHpOOJICHO (BKIOUAIOHH HaKyBaHHﬂ/MapKyBaHHﬂ) Ta TIPOBEIEHO KOHTPOIL

1] IKOCTI Ha BHILE3a3HAYCHIH DiTBHULI Y TOBHIN BiZMOBIAHOCTI 3 BUMOTaMH GMP,

BCTAHOBJICHUMH MiCIICBAM peryysTOPHIM OpraHoM, a TaKOXK BiTIOBIAHO 10 criewdikanii,
1110 MIiCTATBCA Y peecTpaliHOMy AOChE. TTpoToKoiH BUpOGHHUIITBA, NTaKyBaHH Ta aHal

6yno TepernanyTo Ta BCTAHOBIEHO BiATMOBIAHICTE GMP.

Date of batch release/IlaTa BUILycKy cepii 29/11/24

Name and Position/Title of person authorising the Batch Release/ TIpizBuuie Ta nocana/

spaNHs 0cO0M, sKa BUIAJA (03BLT HA BuUIycK cepil

[} DrBlanaid Bowes, Qualified Person/ BinnosinansHa 0coda
[] Ms Ailbhe Wade, Qualified Person/ BigosiganpHa ocoba

¥ Ms Carmel Kinsella, Qualified Person/ BijmosifajbHa ocoba

(] Ms Niamh Ryan, Qualified Person/ BiamosifarsHa ocoba

DocuSigned by:
Signature/Hizmnc‘ Carmel KINSELLA Datfe,/ZLaTa:29 November 2024
BAC04C3480144BD...

Finished product batch number/ Homep cepil roToBoro nikapceKoro sacoby: 755080

Page 7 of 7
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JEPKABHA CJIVKBA 3 JIKAPCHKHX 3ACObBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI
099, Ten. (044) 295-26-85

nipos. Hanil CeitnwuuaHoi, 3, 02
Kon EIPTIOY 37079055

E-mail: dls.kyiv@dls.gov.ua,

BUCHOBOK
npo sAKicTh BBE3CHOro B Vipainy JiKapcbKoro 3aco0y
Ne 4515/25/26

31.01.2028
Ne30

NPECTUJIOJ® Smr/Smr 146, BKp.1171.00

(nafMeryBanus ikapckkoro 3acoby IO 3 peecTpaulifnm OCBLIHEHHSM)
JTOIKO0I0, [10 S MTI /5 mry 30 TadjeToR Y wonTeiinepi i

TaGneToK y kopoOui 3 KapTOoILy NaKyBajbHoOro
B TAKYBAK1S JIIKAPCHKOTO 3ac00Y)

rabiIeTKH, BKPUTI IJIIBKOBOIO 000

ra6nerow; no 1 kwonTednepy s
(opma BANYCKY, 03y BAHILL,

AYCHHS HeoBMeKeHHRA

Homep peecTpautiitHoro noceinieH i UA/15827/01/01 crpok it peccTpauiiinoro nocsi
Cepis nikapebkoro 3aco0y Ne 757541 KinbKicTh BBE3SHOrO 1iKapehkoro sacoby 240

crpic JITa, Ipsnanis
o61HKa NiKApCLKOFO 3acody, kpaitia NoXo

"CEPB'E€ YKPATHA",

Ceps'e (Ipnanais) Inna
(naliMeHyBatis BHD

JRKCHA)

Bupobuuk

TopapucTBO 3 0GMEKCHOIO BLLNOBIAANBHICTIO

inen. won: 33643340
1a CJIPIIOY JopuAMuoT Ooo0H a60 NpiaskiLL, iM'd, 1o Garveroui Gi3
ppalliiuni HOMED 0BAIKOROT KAPTKH [11aTHHKA

HOMCP nacnopTa)

Beeseno B Yipaiiy

waHoi

(nakmeiyBants Ta Kol
ocoGu - nianpremus. i Aicile IpoHBaLiHs Ta PeCtt
noaarkin abo cepis Ta

TIpoToKo Bi3yasLHOro KOHTPOSIO Bl 31.01.2025 Ne 219/01.10-25/17.
gpesciio B Ypaiwy 3

KOHTPOMO  BCTAHOBJIEHO. wo  hixapeekui sacib

3a  pesynbraTamu ACPKABHOTO
eueHHA FKOCT] iKapChKRHX 3acobis.

NOTpHMAaH HSIM BUMOT 3aKOHOLABCTBA LIOAO 3a0e3r

B

(riianme)







Docusign Envelope ID: FO3DA7C8-E950-4E1F-9904-51B1FEBC817E
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI JIIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hazsa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzis)
azipeca BUpOOHUKA Trpacrpic Jitx

Moneylands, Gorey Road/Maninenus, 'opeit
Poyax,
Arklow/Apknoy,
Co. Wicklow/Ko. Biknoy,
Treland/Ipnannis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

Hassa Ta agpeca iMnopTepa 41, Naberezhno-Khreshchatytska St./yi.
Ha6epexno-Xpewariupka, 41

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

Which Consignment of product is delivered/Bu Pharmaceutical Product/Jlixapcrkuit 3aci6
IPOAYKILT, IO TTOCTAYAETLCA

Pharmaceutical form/Jlikapcbka dpopma Film-coated tablets/TaGneTku, BKPUTI TIiBKOBOIO
0GOJIOHKOIO

Name of the Product/Hassa nixapcekoro PRESTILOL® 5mg/5mg

3acoly [MTPECTUJTOJI® 5 mr/5 mr

Dosage/Cuna aif 5 mg/5 mg /5 wmr/5mr

Type and size of packaging/Bun Ta po3mip 30 tablets in the container; | container in the

YITAKOBKH carton box/ o 30 Tabnerox y koHTEeHHEPI; 110 |

KOHTeHHepY B KOPOOI 3 KapTOHY

Finished Product batch number/Cepis roroBoro 757541
NiKapchKOro 3aco0y :

Manufacturing date/J{ata BUpoGHULTBa 07 2024
Expiry date/TepMiH NpHAaTHOCTI 012027
Batch size/Kinrkicts y cepii 32,548 Boxes/ynakoBox

Manufacturing Licence number/Homep mitensii M00068/00001
Ha BUPOOHULITBO

Registration Number/PeccTpauiiine UA/15827/01/01
MOCBITYCHHS

Page 1 of 7
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Docusign Envelope ID: FO3DA7C8-E950-4E1F-9904-51B1FESC817E

5FIAFODF66

Method ref/llocunanns na siemod : DTC_S005150 PF T CTR_36650 EN 7.0

Specification ref/Hocunanns na cnequdpivayin: DTC_S005150_PF N _SPE 43230 EN 2.0

PRESTILOL® S5 mg/5 mg/ HPECTHJIOJ® 5 mr/5 mr

PHARMACEUTICAL FORM/JITKAPCBKA ®OPMA: Film-coated tablets containing S mg of bisoprolol fumarate
and 5 mg of perindopril arginine / TabseTiu, BKPUTI MIHBKOBOIO 06OIOHKOTO, IO MICTATE S MT Gicomporony gyMapaty ta
TEPUHAONPIIY apriviny 5 Mr

Packaging Lot No./Cepis Ne: 757541 Manufacturing Batch No./BupoGnwaa napris Ne:
2062947
TESTS/TIOKA3ZHHUKH STANDARDS/CTAHIAPTH RESULTS/

PE3YJIBTATH

Appearance / 3opuinmnii Burasx Pink beige, oblong, film-coated tablet, scored, Passes/ Bianonigac
engraved with “5/57on one face, and © =5 > on the
other face, breakable into two parts / Poxeno-
OEARCBOTO KOABOPY, TIPOAOBIYRATOT (HOPMHU TadneTKa,
BKPHTA TRIBKOROIO 0DONONKOIO, 3 HACIIKOIO Ta 3

THCHEHHAM «3/5%» 3 oxnoro Boky i« »-3
THUIOTO, THAISArAE NOAUTY Ha 1BI YACTHHY

) _ [18.0to 130.4/118,0-130,4 (95 to 105 % of the
Average mass (mg/unit) / Cepenprst macs theoretical mass of 124.2 / 95-105 % sin 123 8mg/ur

(MT/0AMHIILIO) rteoperTnynol Macy y 124,2)

Microbiological quality (skip testing S :
pbioleg 1 ¥ (ship testing).J l'otal aerobic microbial count (TAMC) / 3aramsna & Skip Test - P
MikpoGioaoriana yucrora (cxin-rect) — : : , *okip Test - Passes
p (cx ) KiIbKiCThH aepobumnx Mikpoopranizmis (TAMC):< SIp

10° CFU/g < 10 KYO/r

Total combined yeasts/ moulds count (TYMC)/ #*Skip Test - Passes
3aramhua KUTLKICT, JAPDKAKOBIX Ta TUHCeHERUX
rpubis (TYMC): £ 102 CFU/g - < 102 KY O/

*Skip Test - Passes

Escherichia coli: absence/l g - sincyrnicrs/1 r

*

Skip test/Crin rectysamms, Passes/Binosizae, not applicable/ue mposonuses

Servier (Jreland) Industries LTD. Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Telr 353 (03 402 20800 Fax: 353 (0) 402 20888
Divectors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in freland No. 117246

80532 UKR2_EX V1 Page 2 of 7




Docusign Envelope 1D: 0E1E7882-2C0A-41

Docusign Envelope ID: FO3DA7C8-E950-4E1F-9904-51B1 FE8C817E

v s BNLW

85-8D09-355F9AFODFE6

S Sl SN

§ X Bk

Method ref/Hocunanns na memod : DTC_S005150_ PF_T_C TR 36650 _EN_7.0

Specification ref/Ilocunanns na cnegudicayiio: D TC S005150_PF_N_SPE 43230 EN_2.0

PRESTILOL®5 mg/5 mg/ TPECTUJION®

-~

5 Mmr/5 mr

PHARMACEUTICAL FORM/JIIKAPCBKA BGOPMA: Film-coated tablets containing 5mg of 1_)is<.>pr0i"ol fumuatumd

5 mg of perindopril arginine / rabieTku, BKPHTI IIBKOBOIO 0BONOHKOIO, 10 MiCTATEL 5 Mr Biconponony dymapary Ta

NCPHANONPIITY apriviny 5 mr

Packaging Lot No./Cepist Ne: 757541

2062947

Manufacturing Batch No./Bapofuuua maprist Ne:

TESTS/TIOKAZHUKHU

STANDARDS/CTAHIAPTH

RESULTS/

PE3YVIBTATH

Ydentification of drug substances /
Inenrudicanis givouns peuosnn: Bisoprolol/
Perindopril by LC / Biconponosi/nepanuonpu
Metojom piamnnol xpomaropradii (PX)

Bisoprolol/ Perindopril by LC-DAD /
Bicouponon/nepyHiuonpui MCTooM
PX-JIM

Drug substances content (LC) (ing/unit) /
Batict aironux pewosun (PX) (Mr/oaanino)

Subdivision of tablets / Floxix rabunerox

The ratio of the retention times of each drug substance peak
(Bisoprolol Perindopril) from the test solution and from the
reference solution must be between 0.95 and 1.05/
Bignouieria 4acis yIpUMyBanis [iKka KoxHol Jixouo]
peuonuim (GiconpooITy/TepHIIOTIPIILY) Ha XPOMUTOTPAMI
JOCHIPKYBAHOrO PO3UMHY Td PO3HUHY TOPIRISIHIL MAC
cragoHTH B 0,95 no 1,05

UV Spectrum of cach drug substance (Bisoprolol/ Perindopril)
from the test solution and from the reference solution must be
sitnilar / V-criekTpr KOKHOT AHOMOT pCTOBAHN
(GiconpPONOIY/ HEPURAOTPHIY) MIS JOCHIKYBIHOIO POTUHHY
Ta POIMUHY NMOPIBUSHHA NOBHHHI ByTI HOMGHUMH

(95 10 105 % of the theoretical content of each drug substance /
95-105 % BijL TCOPETUUHOTO BMICTY KOMIOT JUIOHOT pEUOBHHT)

Bisoprolol fumarate: 4.75 to 5.25 / Biconponony dymapar:
4,75-5,25

Perindopril arginine: 4.75 to 5.25 / Tlepuunponpuiy apriiz:
4,75-5,25

Not more than | unit is outside 85 % to 115 % of the average
mass / He Siabiie Hi o1a o/ RIS 3HAXOANTLCS 38 MCIWAMM
85 %-115 % Bijn cepeaubol Mach

No unit is outside 75 % to 125 % of the average mass / WKozma
OJUIHHLIA HC 3HAXOAMTRCS 3a Meskamu 75 %-125 % BilL

CePeInOT Macu

Positive /
{TosuTnirno

Positive /
Tosururno

Positive /

TTosurnsro

Positive /
TToswrnsHo

4.92wg

4.93mg

Passes /

Bimronijlae

Servier (freland) ndustries
Tel:
Divectors: Christian Bazantay (French), Chris

80532 UKR2_EX V1

1. Momeylands Gorey Road. Arklow, Co Wicklow, Treland.
3 (0) 402 20800 Fax: #3353 (01 402 208838
1 Sauveur (Frenchy, John Redmond.

Company vegistered in Treland No. V17246

LT
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Docusign Envelope ID: DE1E7B82-2C0A-4185-8D08-35

fr LN

Docusign Envelope ID: FO3DA7C8-E950-4E1F-9904-51B1FEBCB17E

5F¢

5

JAFODFG6

YEM% B

Method reffTlocunanns na memod : DTC_S005150 PF T CTR 36650 EN 7.0

Specification ref/Iocunannas na cnequdpicayio: DTC SO05150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/5 mg/ IPECTHUIOJI® 5 mMr/5 mr

PHARMACEUTICAL FORM/JHIKAPCBKA ®@OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate
and 5 mg of perindopril arginine / TabreTku, BRpUTI 1TiBKOBOIO OGOJIOHKOIO, IO MICTATE § MT Gicompornony (pymapaTy

Ta NEPUHAONPUIY aprininy 5 mr

Packaging Lot No./Cepin Ne: 757541

Manufacturing Batch No./Bupo6ruua naptis No:

2062947

TESTSATOKAZHUKH

STANDARDS/CTAHIAPTHU

RESULTS/
PE3YJIBTATH

Degradation products content (LC) (%
m/my [ Bmicr npogykris gerpaganii (PX)
(Vo M/

S 9780

Y 3

Any other identified degradation product
£ Byt i enTndgicopanmi
IPOJYKT Jerpagati

Any other degradation product / Hyin-
KU THULIH TIPOAYKT derpagallii

Total content of degradation products /
SaraspHuil BMICT IPOAYKTIB ACUPAMaLiT

Uniformity of dosage units for
Bisoprolol fumarate / Perindopril
arginine (LC) / Oanopinuicts
A030BAMKX OQMHHE Biconponony
bymapar/mepurgonpuny aprinin (PX)

<0,5
<04
<0.2

Stage /

Crajis

Number tested/
KinpgicTs
AOCTIDKYBANIX

Acceptance criteria /
Kprepiit npuitastaocri

OXNHHILL
L1 10 AV <150
L2 +20 (30) AV £ 15,0

o < 1,25 M

<0.20%
<0.12%
<0.12%

<O ] 2‘3’(‘)

<0.10%

Passes/ Bianonizae

Servier (Jreland) Industries LTD.. Monevlands Gorey
F353(0) 402 20800 Fax:
Divectors: Chyistion Bazantay (French), Ch

80532 UKR2_EX V1

Tel:

Road, Arklow, Co Wicklow, Ireland.
Y3 (03 402 20888
auveur (Frenel), Joho Redmond,

Company vegistered in Treland No. 117246
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Docusign Envelope 1D: FO3DA7C8-E950-4E1F-9904-51B1 FESC817E

Docusign Envelope 1D: OE1 E7882~2COA-4185-80()9-355F9AFODF66

o F N Y

ry R
£ LR ¥ ™ &! e 2 B S

w % R
3

o

Method ref/Iocusianns Ha Memoo :

Specification ref/Ilocunaniin nd cneyudpixaiino:

DTC S005150_PF_T_CTR_36650_EN_7.0

DTC SOU5150 PF N SPE 43230 EN 2.0

PRESTILOL®S mg/5 mg/ IPECTUIIOJI® § mr/5 Mr )

mg of perindopril arginine / TabneTKH, BK
HepHEONPHITY apriiny 5 Mr

PHARMACEUTICAL F ORM/JIITKAPCHKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and 5
T9TL § MT Gicorposony gymapary Ta

PHTI TIIBKOBOIO 0DOTOHKOIO, TIO Mic

Packaging Lot No./Cepin Ne: 757541

Manufacturing

Batch No./Bupouuua napris Ne: 2062947

TESTS/ MOKA3HHUKN

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YIBLTATH

Dissolution (LC) (%) /
Pozunuenus (PX) (%)

Biconposnony $pymapar Q = 80 % 3a 15 xpunu
_
Stage / | Number tested/ Acceptance criteria / Kpurepiil
Crazis Kinpkicthb npritBATHOCTL
JOCTUKYBAHHX
OJIMHHIIb
S1 6 Each unit is not less than 85 % / Kowwa
osmunst we meraue 85 %
S2 +6 (12) Average of 12 units (51 +82) 1 cquallml-g—or
greater than 80 % and no unit is less than
65 Yol Cepeae 3HAUCHH 13 12 oMuHHLb
(S1+82) nopisiioe abo Hinbie §0 % i
HEMAC KOJHOT oI Mernre 65 %
}" S3 +12 (24) Average of 24 units (S 1+82+83) is equal

to or greater than 80 %. no more than 2
units are less than 63 % and no unit is Iess
than 55 %/ Cepeane snaucuiis is 24
opuuus (S1H82+S83) aopisuroc abo
Gipine 80 %, ne Ginpiie 2 0ARHWLDL
MeHIIE 65 Yo 1 HEMAC KOAHOT OHNHKLI
mennie 55 %

99%

Gepvier (Jrekand) Tndustri
Tel:

DL Moneylands Gorey

353 (0) 402 20800 Fax: +353 (0402 20883

Directors: Christian Bazaotay (Freneh), Christian Sauveur (Frenchi. John Redmond.

80532 UKR2_EX V1

Company registered in Treland No. 117246

Road, Arklow, Co Wicklow, [reland.

Page 5 of 7



Docusign Envelope ID; FO3DA7C8-E950-4E1F-9904-5181FESC817E

Docusign Envelope ID: ()E1E7882--2COA-41_8" 8D09-355F9AFODF66

PRESTILOL® 5 mg/5 mg/ IPECTHJIOJI® 5 MI/5 Mr

PHA RMACEUTICAL FORM/IIKAPCHLKA ®OPMA : Film-coated tablets containing 5 mg of bisoprolol fumarate and
5 myg of perindopril arginine / Tabierxu, BKDUTI IJTIBKOROIO 0BOIOHKOI0, 10 MIiCTITE 5 M Giconpomony dpynmapaty ta

TEPUHAONIPUAY aprininy 5 mr
Packaging Lot No./Cepin No: 757541 Manufacturing Batch No./Bupotnuua napris Ne: 2062947
TESTS/ f STANDARDS/CTAHJIAPTH RESULTS/
NMOKAZHUKY PEIYIABLTATH
Dissolution (LC) (%) / Perindopril arginine Q = 80 % at 15 min |
Posunnenns (PX) (%) ‘I
nepurIonpuy aprivin Q= 80 % 3a 15 xpnamun |
|
Stage/ | Number tested/ | Acceptance criteria / Kpirrepiis npuitustiocri f
Craist Kintbkicts !
AOCHIIBKY BATIX
OUHMHMILL i
St 6 LZach unit is not less than 85 % / Kowia OJHIILY
He Meune 85 9
e menie 85 % 101%
S2 +6 (12) Average of 12 units (S1+82) is equal to or greater
than 80 % and no unit is less than 65 %/ Cepennc
3nauenns is 12 ogmunus ($1482) Jopisaioc ado
Binsire 80 % i nemae koot QU Mewte 65
% '
53 12 (24) Average of 24 units (S1+52+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
SHAUEHR i3 24 omimm, (S1 +52+83) nopisnioc
abo Histwure 80 %, we Ginpine 2 OAUMIILL MEHIIEC 65
Yo 1 wemac skoamoi ogmum Merte 55 %
L ]
ANALYSIS / AHAJII3 : 16/10/2024
Batch accepted/TTaprisn npuiinsra ‘_
(*—Msiqned by: J"

Mickael Bynne

Analytical Services Manager /
Metesokep o kowrposo Ta ananizy sKoceti

GBS RECRICAA 30

Michael Byrne/ Mixae, Bipre

servier (Treland) Industries LTD.. Moneylands Gorey
Tel: 3 {0402 20800 Fax: +333 (0) 4072 20883
Divectors: Christian Bazantay (French), Christian Sauveur (Freneh), John Redmond,
Company repistered in Treland No. 117246

80532 UKR2_EX V1 ) Page 6 of 7

Road, Arklow, Co Wicklow, freland.
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Docusign Envelope ID: FO3DA7C8-E950-4E1F-9904-51B1FE8C817E

SERVIER (H{E <L /‘% N F}} \ DE “TE IES LTD.

w SERVIER

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/

LM 51 3aCBiuyI0, IO HABEIEHA BULLE iH(OpMALis € TocTOBipHOO Ta TouHO10. 110 cepiio
npoaykKilii 6yno BupobieHo (BKIIOUaOUY NTaKyBaHHA/MapKyBaHHsA) Ta MPOBEAEHO KOHTPOIb
ii AKOCTI Ha BULIE3a3HAYEH N HiNHHULI Y TOBHIHN BijnosigHocti 3 Bumoramu GMP,
BCTAMOBJICHUMH MICUEBUM PErYJISTOPHHM OPraHoM, a TAKOXK BiTTOBIAHO A0 cricUM(iKalii,
10 MICTATBCS Y peecTpauiiinoMy nocwe. [TpoTokosn BUpOOHHITRA, IAKyBAHH Ta anaslisig
Oy10 MePErIHyTO Ta BCTAHOBNEHO BiAnoBiaHicT GMP.

Date of batch release/Jara Burycky cepii 27/11/24

Name and Position/Title of person authorising the Batch Release/ IlpizBuine ta nocaxa/
3BAHH oco0u, sika BMIana X03BiN Ha BUNYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Binnosigamsua ocoba
[] Ms Ailbhe Wade, Qualified Person/ Bignogizansta ocoba
[] Ms Carmel Kinsella, Qualified Person/ Binnosinansua ocoba

¥ Ms Niamh Ryan, Qualified Person/ BignosizansHa ocoba
DocuSigned by:

Signature/ITinmac | Niamh Ryan Date/JlaTa:

018FCGBG10E3401...

27 November 2024

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby: 757541
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2 docusign

Certificate Of Completion

Envelope Id: FO3DA7C8-E950-4E1F-9904-51B1FE8C817E Status: Completed

Subject: 757541.pdf

Template:

Source Envelope:

Document Pages: 7 Signatures: 1 Envelope Originator:

Certificate Pages: 1 Initials: 0 Charlie Monaghan

AutoNav: Enabled 50 RUE CARNOT

Envelopeld Stamping: Enabled SURESNES, Cedex 92284
Time Zone: (UTC+01:00) Brussels, Copenhagen, Madrid, Paris charlie.monaghan@servier.com

|{P Address: 136.226.191.103

Record Tracking

Status: Original Holder: Charlie Monaghan Location: DocuSign

11/27/2024 12:10:38 PM charlie.monaghan@servier.com
Signer Events Signature Timestamp
Niamh Ryan Docuslgned by: Sent: 11/27/2024 12:11:36 PM
niamh.ryan@servier.com FNiamh Ryan Viewed: 11/27/2024 4:13:36 PM
QA Operations Specialist T OIERCORDIGEAOL Signed: 11/27/2024 4:13:54 PM

Servier (Ireland) Industries Ltd. O ———— ———
Security Level: Email, Account Authentication CPEALITR.AGERNCRE FFE-58 BELSE Shiis
(Optional) Using IP Address: 195.75.221.113

Electronic Record and Signature Disclosure:
Not Offered via DocuSign

In Person Signer Events Signature Timestamp
Editor Delivery Events Status Timestamp
Agent Delivery Events Status Timestamp
Intermediary Delivery Events Status Timestamp
Certified Delivery Events Status Timestamp
Carbon Copy Events Status Timestamp
Witness Events Signature Timestamp
Notary Events Signature Timestamp
Envelope Summary Events Status Timestamps
Envelope Sent Hashed/Encrypted 11/27/2024 12:11:36 PM
Certified Delivered Security Checked 11/27/2024 4:13:36 PM
Signing Complete Security Checked 11/27/12024 4:13:54 PM
Completed Security Checked 11/27/2024 4:13:54 PM

Payment Events Status Timestamps
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