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
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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
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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
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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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