JEPKABHA CJIVKBA 3 JIIKAPCHKHUX 3ACObBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Caitanusoi, 3, 02099, Tea. (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Kox €PTIOY 37079055

BUCHOBOK
PO SKICTH BBE3EHOTo B YKpaiHy AiKapeLKOTo 3acoby

16.09.2024 Ne 47416/24/26

NPECTWJIOJI® § MI'/10 MIU
(HafiMeHypanns Aikapcbkoro 3acofy 3riako 3 peccTpauifiHHM MOCRIANEHHAM)
TabneTKN, BKPHTI ILIIBKOBOK0 000T0HKOI0, 110 5 mr/10 mr; mo 30 Tabiierox y KoHTEHNnepi pas

raéaerox; tio 1 KoHTeliHepy AAA Tal/1eTOK ¥ kopoOui 3 KAPTOHY NaKYBANLHOTO
{QopMa BUIMYCKY, O3y BAHNA, BHA 1aKY BAHHA JIKAPCLKOTD 3acoby)

Homep peectpattiiiroro nocsizaerns UA/] 5829/01/01 crpox nif peecTpallifiHOro NOCRIAMEH A neobMekeH Wi
Cepis sikapcbkoro sacoBy Ne 747574 Kinbkicth BBE3EHOTO Nikapeskoro zacoby 15680

BupoGHHK Cepe'e (Ipnannis) Inpacrpic JITA, Ipranais
(HaiiMeHyBaLit BUPOOHHKE nikapckkoro 3acoby, kpaiHa HOXOULKCHHR )

TopapHCTBO 3 OGMEKEHOIO pianosigaasnicTio "'CEPB'E YKPATHA",

BRessHoR L rRAY imenr. won: 33643340
{naiimeny paHHa Ta koa 3a CAPTIOY ropuarHHoT ocobu abo Npi3BHINE, 'K, 110 GaTBKOBI bisnstiol
ocobu - mAnpHEMLUS, IT MiCUe TPOMHBANHA T4 peecTpauifHHi HOMED 0bnikonoy KAPTKK NAATHHEKA
noaaekip 980 cepia TA HOMSP NacnopTa)

fIpoToKon Bi3yalbHOro KOHTPOL Bil 16.09.2024 »: 3094/10.

KCHTPOJIE  BCTAHOBMEHO, (1O nikapceknii  3acié  BBE3EHO B Yupaidy 3

Muxona XOJIOAEHKO

{nianuc} {ininjanu T2 ApizpuLLe)
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hazepa Ta Servier (Ireland) Industries Ltd/Cepr'e (Ipnannis)

azipeca RUPOOHHKA

Namc of Importer and Address/
Haszea Ta anpeca iMnopTtepa

Which Consignment of product is delivercd/Bun
OpoAyKil, Mo MOCTAYAETHCA

Pharmaceutical form/Jlikapcska dopma

Name of the Product/Hazea mikapchkoro
3aco0y

Dosage/Cwta aii
Type and size of packaging/Bun ta poamip

YIAKOBKH

Finished Product batch number/Cepia rotoeoro
TKApCHKOTO 3aC00y

Manufacturing date//Tata BupoOHHNTBA
Expiry date/Tepmin opugatHocTi
Batch size/KinbkicTs y cepil

Manufacturing Licence number/Homep ninen3ii
Ha BHPOOHHITBO

Registration Number/PeecTpaititine
NOCBIJUEHHSA

Inmactpic JItx

Moneylands, Gorey Road/Maninennz, I'opeit
Poyn,

Arklow/Apkioy,

Co. Wicklow/Ko. Bikioy,

Ireland/Ipnannia

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

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

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

Pharmaccutical Product/Jlixapcrxuii 3acid

Film-coated tablets/TabmeTkH, BKpUTI IUTIBKOBOIO
0G0I0HKOK0

PRESTILOL® 5mg/10mg
TIPECTIIOJ® 5 mr/10 mr

Smg/l0mg /5 mr/10 mr

30 tablcts in the containcr; 1 container in the
carton box/ no 30 tabnerok y koateinepi; no 1
KOHTEHHEpY B KOpoOill 3 KapToHy

747574

WCHOH :
eWt U0 poNN
N -1y
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Servier (Ireland) Industries LTD., Moneylands Gorey Road, Asklow, CoWiclkdow, Ireland.
Tel: +353 {0) 402 20800 Fax: +353 (0) 402 20888
Drirectors: Christian Bazantay {French), Chnstian Sauveur (French), John Redmond.
Company registered in Ireland Wo. 117246
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Docusign Envelope 1D: 261E615E-B044-4 E6E-8996-8AC530D977ED

Recslan E”"e""":& AR NSV G ELAND) INDUSTRIES LTD.

=~ SERVIER

Method ref/Ilocunanna na memoo : DTC S005150 PF T CTR 36650 _EN 7.0

Specification ref/llocunanns na cneyqudpicauivo: DTC S005150 PF N SPE 43230 EN 2.8

PRESTILOL® 5 mg/10 mg/ IPECTHJI0J1® 5 mr/10 mr

PHARMACEUTICAL FORM/TIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
10 mg of perindopril arginine / Tabnetku, BKPHUTI ILIIBKOBOK 060A0HKO0, O MICTATL 5 Mr Giconponony dymapary ta
nepuHIonpuny apridiny 10 Mr

Packaging Lot No./Cepia Ne: 747574 Manufacturing Batch No./Bupodauua naprin Ne;
2061185
TESTSTIOKAZHHKH STANDARDS/CTAHIAPTH RESULTS/
PE3VYIIBTATH
Appearance / 3opHilni# BHrAA Pink beige, obleng, film-coated tablet, scored, Passes/ Binnosigae

"

engraved with “*5/10”on one face, and ™ = on
the other face, breakable into two parts / Poxkero-
0eXEeBOTO KONBOPY, POAOBIyBaTei thopMu
TaflleTKka, BKPHUTA IUIIBKOBOIO 0BOONKOIO, 3

HACIYKOIO Ta 3 THCHeIHAM «5/10» 3 oxmoro Goky i
Tl

« »-3 iHnroro, mipnarae noainy Ha ABI

YJACTHHH
Average mass (mg/unit) / Cepeans maca 176.9 t0 195.5/176,9 — 195,5 (95 10 105 % of the 186.7 mg/mr
(Mr/onuHLIo) theoretical mass of 186.2 / 95-105 % six

TeopeTHaHol MacH y 186,2)

Microbiclogical quality (skip testing} /

; ; . ; Total aerobic microbial count (TAMC) / 3aransna
Mixpodionoriyaa uMcToTa (CKin-TecT)

KUTBKICTE aepoOHHX Mikpoopranizmis (TAMC):< *Skip Test - Passes
10° CFU/g — < 10° KYO/r

Total combined yeasts/ moulds count (TYMC)Y/
3araicia KiNbKicTE OPLKIKOBUX Ta TUTiCEIIEBHIX
rpuGie (TYMC): < 102 CFU/g—< 10 KYQ/r

*Skip Test - Passes

Escherichia coli: absence/l g — BincyrmicTs/1 r *Skip Test - Passes

7 W xff_-,\\\
L.\. —Z
g T

* Skip test/Cxin TectyBannd, Passes/Bian
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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 Ircland No. 117246

80542 UKR2 EX V1 Page 2 of 7
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Docusign Envelope ID: 2C15FC84-9898-481B-8298-2339ACEE8081
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Method ref/Ilocunanun na memod : DTC S005150 PF T CTR 36650 EN 7.0

Specification ref/Tlocunanua na cneyuhivauiro: DTC _S005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/10 mg/ IPECTHJIOJI® 5 mr/10 mr

nepuHaonpuy aprininy 10 mr

PHARMACEUTICAL FORM/JTKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
10 mg of perindopril arginine / TabneTkH, BKPUTI ITiBKOBOIO 000JIOHKOMY, TG MIiCTATH S Mr Dicomnpoinony gyMapaty Ta

Packaging Lot No./Cepia Ne: 747574

Manufacturing Batch No./Bupo6nuua napria Ne:

85 %-115 % Big cepeannoi MacH

No unit is eutside 75 % to 125 % of the average mass / 2Kogua
OIHHHLA HE 3HAXONUTBCA 33 Meskamu 75 %-125 % Big
cepeaIboi Mack

2061185
TESTS/IMMOKAZHHUKH STANDARDS/CTAHJAAPTH RESULTS/
PE3YJBTATH
Identification of drug substances / The ratio of the retention times of cach drug substance peak Positive /
l,:[eHTH(]JiKauiﬂ nimqnx PeYOBHH: Bisopro]ob" (Bisoprololf’ Perindopril) from the test solution and from the TlosuTHBHO
Perindopril by LC / Biconponon/nepuaonpun reference solution must be between 0.95 and 1.05 /
RO P EET S oA (P anomemm‘ YaciB YTPHMYBAHIIA MiKa KOXKIIOL Aii04o] ‘ Positive /
pedoBHIH (0icompoNony/ MePHIIONPHY) IIa XPOMATOTPaMi S —
JOCTIKYBAHOTO PO3UHITY T POIUHITY TIOPIBIATIIA Ma€E
C¢TaHOBHTH Big 0,95 10 1,05
UV Spectrum of each drug substance (Bisoprolol/ Perindopril Positive /
Bisoprolol/ Perindopril by LC-DAD / PECIUML QL SRCT TIVE SUDSINGe (Bisoprolo i ) TlosuTueRO
] from the test selution and from the reference solution must be
Biconponon/mepHiIaonIpHI METOXOM N v
similar / Yd-ceKTpH KOXKHOI IiF0901 peoBHHH -
PX-AMJ : ! Positive /
(Gicomponony/nepHHIONPUTY) ANK IOCTIAKYBAHOTO POIYHHY
T4 PO3UNHY IOPIBHARAA TIOBUHHI OyTH NOJIGHAMK [osutusno
D“_'g su.bstances content (LC) (mg/unit) / (95 to 105 % of the theoretical content of each drug substance /
Bumict aitounx pevosHH (PX} (mMr/oanumo) 95-105-2 COPETHUIIOTO BMICTY KOKIIOL MI0T0] pedoBHITH)
Af:iﬂio % 5.05mg
1solpr0]ol ﬁu@ te: 4.75 to 5.25 / biconmpoony gymapar:
. YMEHTIBN\ZY  475-5.25 10.17mg
’ibz:hndoprll a:rglm {e’& 50 to 10.50 / TIepHIOTIPUITY apTilLiIr:
" E aﬂiM || 9,50-10,50
N 3#
B r # . .\r */_;'
. L% N
Subdivision of tablets / ITonin Tadnerok ﬁ'\-tf‘fbg@-%}?ﬁ “Miyis outside 85 % to 115 % of the average Passes /
& “Ht ﬁ'l '{H:lﬂ'é HIK 0AH4a 0JHHHUNA 3HAXOJAWTHLCH 34 MCHAMU BiI[HOBi.I[aC

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Tel: +353 (0) 402 20804 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.

80542 UKR2 EX V1

Company registered in Ircland No. 117246
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Docusign Envelope I 261E615E-B044-4E6E-8996-8AC5300977E0

Rosuen E”"e"’p‘:& A VNI Wi ELAND) INDUSTRIES LTD.
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—— SERVIER

Method refITocunanun na memod : DTC _S005150 PF T CTR 36650 EN 7.0

Specification ref/locunannn na cnequicauivo: DTC S0051506 PF N SPE 43230 EN 2.0

PRESTILOL®5 mg/10 mg/ IIPECTHAJIOJ® 5 Mr/10 mr

PHARMACEUTICAL FORM/IIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
10 mg of perindopril arginine / TaGnetku, BKPUTI MNIBKOBOK 000A0HKO, LIO MICTATL 5 Mr Giconponony dymapary ta
NepHHACTIPIITY apridiny 10 Mr

Packaging Lot No./Cepia Ne: 747574 Manufacturing Batch No./Bupo6unua napria Ne: 2061185
TESTS/TOKA3ZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3VJIBTATH

Degradation products content (LC) (%
m/m) / BumicT mpoaykrie gerpagauii (PX)
(% M)

S 9780 <0,5 <0.20%
Y 31 <04 0.12%

Any other identified degradation product | <0,2 <0.12%
/ Byap-aknil iHmmi igenTH(piKOBaHNI

OpPOAYKT AcTpafaltii

Any other degradation product / Byas- =02

AKHH IHWHH NpoAYKT acrpanauii <0.12%
Total content of degradation products / <20

3aranenuii BMICT NPOAYKTIB Jerpanartii 0.12%

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

: ; : Cragis Kinskicts NPHHHATHOCTI
Bisoprolol fumaratc / Perindopril e . P
i .. JOCTIIKYBAHHUX
arginine (LC) / OaHopinHieTh OREITHIE

T030BAHHX OMHHHIE Bicomponony

¢pymapat/nepungonpuny aprivia (PX) Ll 10 <150
*\(‘Hﬂ o \

L2 +20 (30) _ .‘ Aviﬁls w\
OKYME HTIB
A

M < eachuny t“o}xgl

“eall

Passes / Bignogigae

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 Ircland No. 117246

80542 UKR2 EX V1 Page 4 of 7
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Docusign Envelope ID: 2C15FC84-9898-481B-8298-2339ACEE8081 ! EL AND) INDUS T RIE S LTD '
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Method ref/Tlocunannn na memod : DTC_S005156 PF T CTR 36650 EN 7.0

Specification ref/llocunanns na cneyugpivaniro: DTC S005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/10 mg/ IPECTHJIOJI® 5 mr/10 mr

IepHHACIPpIITY apridiny 10 Mr

PHARMACEUTICAL FORM/AIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
10 mg of perindopril arginine / TaGnetku, BKPUTI MNiBKOBOK 000A0HKOI, LG MICTATL 5 Mr Biconponony dymapary ta

Packaging Lot No./Cepia Ne: 747574

Manufacturing Batch No./Bupoe6nuua mapria Ne: 2061185

TESTS/ IOKAZHHKH

STANDARDS/CTAHIAPTH

RESULTS/
PE3VIIBTATH

Dissolution (LC) (%) /
Pozunneunsn (PX) (%)

Bisoprolol fumarate Q = 80 % at 15 min

Biconpomony dymapat Q = 80 %% 3a 15 XBIIHI

Stage /
Cramia

Number tested/

DOCTIIKYBAHHX

Acceptance criteria / Kpurepii

Kinpkicte MPHHIATIIOCTI

OJUHHILb

81

6 Each unit is not less than 85 % / Koxua
OAMHHLA HC McHLIC 85 %

82

+6 (12} Average of 12 units {§1+82) is equal to or
greater than 80 % and no unit is less than
65 %/ Cepenne 3navenns i3 12 oquHHIB
(S1+82) gopientoe abo Ginpmie 80 %5 i

HeMac KoIHol OJUHHIN MeHDIe 65 %

53

+12 (24) Average of 24 units {S1+82+83) is equal
to or greater than 80 %, no more than 2
units are less than 65 % and no unit is less
than §5 %/ Cepenne zravenns i3 24
oauuuub (S1+82+83) xopisure abo
Binsuie 80 %, He Ginplie 2 oAHHHLE
meHme &5 % 1 HeMae sxoaHol onuAMNd

s>

—

3 S

b
(2N

T

J 'LUH,{'\H'_H'HB\‘;
~ \r

101%

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

Tel: +353 (0) 402 20800 Fax: +353 (0} 402 208838

Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.

80542 UKR2 EX V1

Company registered in Ircland No. 117246
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Docusign Envelope I 261E615E-B044-4E6E-8996-8ACH300977E0

Raaelan E”"e"’p:'f:?15%3“'9898@5’5393233*1A5538381\1L\ELAND) INDUSTRIES LTD.
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—— SERVIER

Method ref/Tlocunannn ua memod : DTC_S005156 PF T CTR 36650 EN 7.0

Specification ref/Hocunanns na cneyugpivaniro: DTC S$005150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/10 mg/ IIPECTUAJIOJ® 5 Mr/10 mr

PHARMACEUTICAL FORM/JIKAPCBEKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and 10
mg of perindopril arginine / TabneTkn, BKPUTI MIIBKOBOK O0OIOHKOM, IO MICTATE 3 Mr Oiconponony dymapary ta
OepHEAOTIpUILY apriHiny 10 mr

Packaging Lot No./Cepia Ne: 747574 Manufacturing Batch No./Bupo6uuua napria Ne: 2061185
TESTS/ STANDARDS/CTAHAAPTH RESULTS/
IMOKA3ZHHUKH PE3YJILTATH
Dissolution (LC) (%) / Perindopril arginine Q¢ = 80 % at 15 min

Posunmennsn (PX) (%)
MEPHILICTIPIIY apritin Q = 80 % 3a 15 xpummII

Stage/ | Number tested/ | Acceptance criteria / Kprrepiii npuitrataocTi
Crazisa KinekicTh
AOCTIIFKYBAHHX
OIHHHUL
51 6 Each unit is not less than 85 % / Koxna oguuuusa
1)
He McaLe 85 % 103%
s2 +6  (12) Average of 12 units (81452) is equal to or greater
than 80 % and no unit is less than 65 %/ Cepemnire
anavenns 13 12 oguanus (S1+82) nopisnioe abo
Oineire 80 % i HeMae KOOV OUITHIT MeHIle 65
%
53 +12 (24 Average of 24 units (§1+82+83) is equal to or
greater than 80 %, no more than 2 units are less
than 65 % and no unit j 5 %/ Cepenire

Batch accepted/IlapTis npuitasaTa
J(—Docu3|gned bz

LMM,L Dyraa

. . 44ES7EEAZFCA43E - . .
MeHeakep MO KOHTpONK Ta aHAM3yY AKOCTI Michael Byrne/ Mixaens Bipae

Analytical Services Manager /

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 Ircland No. 117246
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Docusign Envelope ID: 261E615E-B044-4 E6E-8996-8ACS530D977ED

SERVIER (IRELAND) INDUSTRIES LTD.

1 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/

ITuMm 51 3acBigUyIo, [0 HABeAeHA BHIIe 1H(GOpPMALIA € MOCTORIPHOIO Ta ToOUHOK. [Ti0 cepiro
npoaykuii 6ymo pupodaeHO (BKIHYAKYH NAKYRAHHA/MAPKYBAHHA} TA IPOBSACHO KOHTPOIB
ii AKOCTI Ha BHILE3a3HAYECHIH AUTBHALI ¥ MOBHIH BiOmoBiAHOCTI 3 BuMoraMu GMP,
BCTAHOBNEHHMH MICIIEEHM PEryISTOPHHM OpraHOM, 3 TAKOXK BIMOBIAHO Jo crielppikariiid,
IO MICTATBCA ¥ peecTpauifinoMy mocee, IIpoToKomN BUPOOHHLTBA, IAKYBAHHA Ta AHAIISIB
Oyno NneperyMAHYTO Ta BCTAaHOBNEHO BiANOBIAHICTE GMP.

Date of batch release/JaTa Bunycky cepii 12/08/24

Name and Position/Title of person authorising the Batch Release/ Ilpizenine ta mocana/
3BaHHA 0CODH, AKA BHIATA J03BIJM HA BHIYCK cepii

[] Dr Blanaid Bowes, Qualified Person/ BinnosinaneHa ocoba
[1 Ms Ailbhe Wade, Qualified Person/ BignoeiganmsHa ocoba

M Ms Carmel Kinsella, Qualified Person/ Bianosiganssa ocoba
[] Ms Jenny Quinn, Qualified Person/ BiamosizanbpHa ocoba

[] Ms Niamh Ryan, Qualified Person/ Bignoriganssa ocoba

Docuglgred by
Signature/TTimmic Carmel KINSFLLA Date/Hara:

NACNACI48N 144750

12 August 2024

Finished product batch number/ Homep cepil rotToeoro nikapcekoro aacoby: 747574

- ‘H\“\-'-/?, N
e NN

.

JJOKYM EHTIB \?’\

&
iy
5, PR
N’
f_] H___‘.—’ \\\1/
A
JlRa Mot

Servier (Ireland} Tndusmies LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20885
Directors: Chrishian Bazantay (Freach), Chnstian Sauvenr (French), John Redmeond.
Company registered in Ireland No. 117246
Page 7 of 7



Docusign Envelape 1D: C94048C1-FCD6-4416-876F-318CBF4C9355

TS SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

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

Namc of the Manufacturer & Address /Hassa ta Servier (Treland) Industries Litd/Cepr'e (Ipmanuis)

ajgpeca BHpOOHHKA

Name of Importer and Address/

Hazea Ta agpeca imnoprepa

Which Consignment of product is delivered/Bux
NPOAYKLITL, 110 TOCTAYACTHCH

Pharmaceutical form/fTikapceka dopma

Name of the Product/Hazea mixapcskoro
3acofy

Dosage/Cuna il

Type and size of packaging/Buz ta posmip
VIIAKOBRKYU

Finished Product batch number/Cepis rotosoro
JIKapeLKoro 3acofy

Manufacturing date/Jlara BupoOuuirea
Expiry date/TepmMir npumaTHocTi
Batch size/KinekicTs v cepii

Mamufacturing Licence number/Homep ninernsii
Ha BUPOoOHHLTEO

Registration Number/PeecTpamiine
NOCBiueHHA

Temner (lrelandy Indusuies h
Telr =35%.0

Dhyectors Chpestan Bag

lamacrpic JIto

Moneylands, Gorey Road/Mautnenas, lopeit
Poya,

Arklow/Apxknoy,

Co. Wickiow/Ko, Biknoy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Ceps'e Ykpatia"

41, Naberezhno-Khreshchatytska St./Bym.
Habepexuo-Xpemarunnka, 41

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

Pharmaceutical Product/Jlixapcnkuii 3acié

Film-coated tablets/Ta6netu, BKpHTI IIIBKOBOIO
00ONOHKOK

PRESTILOL® 5mg/10mg
[NPECTUNON® 5 mr/10 mr

Smg/l0mg /5 Mr/10 Mr

30 tablets in the container: | container in the
carton box/ mo 30 rabnerox y xouTeiinepi; oo 1
KOHTEHHEDPY B KOpoOIli 3 KapTOHy

750072

04 2024

10 20206

35,040 Boxes/yakoBok
MO0068/00001

UA/15825/01/01

Page 1 of 7
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Docusign Envelope ID: C84048C1-FCD6-4416-876F-318CBF4C9355
EE AN XA

[0 N 2

FEAND)Y INIDDUSTRIES LY

i Method ref/llocuaanna na memod : DTC S005150 PF T CTR 366350 EN 7.0

l Specification reffTlocuranns na cnequpirauiro: DTC_S005150 PF_N_SPE 43230 EN 2.0

PRESTILOL®5 mg/10 mg/ IPECTHIIO® 5 mr/10 mr

NEePIHLONPUAY apridiny 10 mMr

PHARMACEUTICAL FORM/HIKAPCBKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
10 myg of perindoprit arginine / Tabnerki, sxpuri n1HiBKOBOIO 0BOIOHKOK, MO MICTATE 5 Mr Giconponolry dymapary Ta

Packaging Lot No./Cepin Ne: 750072

Manufacturing Batch No./BupoGuirua napris Ne:

2062263
TESTS/NOKAZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJABTATH

Appearance / 3oprininiii purang

Average muss (mg/unit) / Cepeaus maca
(Mrioannmngo)

Microbiological quality (skip testing) /
MixpoGiosiorivna uHeToTa (CKIN-TECT)

Pink beige, oblong, film-coated tablet, scored,
engraved with *5/10”on one face, and “ %5~ on
the other face, breakable into two parts 7 Poxeno-
BeKeRaro KOAROPY, MPOAoBryBatol Gopar
TadNeTKa, BKPHTA IIIBKOBOK 000I0HKOK), 3

HACIYKOY TA 3 THCHEHHM «5/10» 3 oguoro Goky |
| P

« » =3 WMore, TIATac NOALTY Ha JB1
HACTHHY

176.9 10 195.5/176,9 — 195,5 (95 to 105 % ol the
theoretical mass of 186.2 7/ 95-105 % Bix
TeOpPeTHYIHOT Macl ¥ 186.2}

Total actobic microbiak count (TAMC) / 3aransua
kifabKicTE acpobliux MikpoopranisMis (TAMC):<
10F CFU/g — < 10° KYO/r

Total combined yeasts/ moulds count (TYMCY
3arafibHa KiALKICTE JAPIACAKOBIIX Ta [UIICSHERHX

rpudis (TYMC): < 10° CFU/g — < 102 KYO/r

Escherichiu coli: absence/l g — slacytsicts/l T

Pasgscs/ Bianoriae

186.7 mg/mr

*Skip Test - Passes

*Skip Test - Passcs

#Skip Test - Passes

* Skip test/Crin Tectysannus, Passes/Bianorinae, not applicable/He npopoauecs

Servier {Ireland) tndustries LT Moneylunds Gorey Road, Arklow, Co Wicklow, Ireland.

Tel: =353 (01 402 20800 Fax. =333 (0) 402 20888

Divectors: Christian Bazantay (Frenchy, Chiistian Saavear (Frenchy, Join Redmond,
Company registered in Ireland No. 117246
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Method reffTocunanna na memod : DTC 5005150 PF T CTR 36650 EN 7.0

Specification reffHlocunanns ua cneqnghivauyito: DTC SO85150 PF N SPE 43230 EN 2.0

PRESTILOL® 5 mg/10 mg/ IPECTHJIOJI® 5 mr/10 mr

PHARMACEUTICAL FORM/IIKAPCBKA ®@OPMA: Film-coated tablets coniaining 5 myg of bisoprolol fumarate and
10 mg of perindopril arginine / tabnetk, BRpATI NNIBKOBOIO 0GOIIOHKOIO, 10 MICTATE 5 M Dicouponony (ymapaTy ta

HEPUHAONPURY aprininy 10 mr

Packaging Lot No./Cepis Ne: 750072

2062263

Manutacturing Batch No./BupoGuiva napriss Ne:

TESTS/IMOKAZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJIBTATH
Edentification of drug substances / The ratio of the retention times of ¢ach drug substance peak Positive /

Iacnrndiranin niwanx perosui: Bisoprolol/
Perindopril by LC/ biconpoaoa/mepunnonpun
METOUOM PILHHHOT Xpomaropradii (PX)

Bisoprolol/ Perindopril by LC-DAD /
BICOUPOIVINEPHITAONPHIE METOAGM

PXCAM L

Drug substances content (LC) {mg/unit) /
Baicr airouux penornn (PX) (Mr/oanauiro}

Subdivision of tablets / Honin raénerox

{Bisoprolol/ Perindoprit)} from the test solution and from the
reference selution nmuust be between 0.95 and 1.05 ¢/
Biinome s 9acis yTPHMYBAHES [1IKA KOKHOT JiT040]
petopuny (BlconporoRY/IIEPUHACIIPUIY) HA XPOMATOrpami
HOCHAANYBAHOUC POSHAHY T4 POIUIHY TIOPIBHAHHS MAC
crarosura Bia 0,95 zo 1,05

UV Spectrum of each drug substance (Bisoprolol/ Perindopril)
from the test selution and from the reference solution must be
similar / Y@-cnektpi KoxHOT TII0WoT PetoBHHH
{Giconpourony/IEPHEAOIPIIY) LT HOCHLIKYBAHOIO PO3UIHY
TA POTUHUHY TOPIRHANHA [IOBHHIL OYTH NoAIDHHMIL

(95 to 105 % of the theoretical content of each drug substance /
95-105 % BIA TCOPETUHHOTY BMICTY KOMKHOL 090l PCU0BHHE)

Bisoprolol tumarate: 4.75 to 5.25 / Biconposnomny dymapar:
4,75-5,25
Perindopril arginine: 9.50 to 10.50 / [lepnugenpdny aprimii:
9.50-10,50

Notmore than | unit is outside 85 % to 1135 % of the averuge
mass / He Blibie uisk 051 OHANLE 3HAXO AW THCA 38 MC/ERAMH
85 %%-115 % Bia cepelIHBOT MacH

No unit is outside 75 % to 125 % of the average mass / Wozua
OJUHHLL He 3HAX0NHTHCA 3a MexaMH 75 Y6-125 % Bin
CepCAHEOT MACH

fToRuTHREG

Positive /
{TosuTHBIO

Positive /
flosurieHo

Positive 7
Tosurupnuo

4.91mg

9.96mg

Passes /
Biartosi1ar

Servier {Iretand) Industries 1LTD., Moneviands Gorey Road, Arldow, Co Wicklow, Ireland.
Tel: +333 {01 402 20800 Fax: +353 {0) 402 20888
Directors: Christian Buazantay (French), Christian Sauveur {IFrench), John Redmond.
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GERVETTY

Method vef/TTocunannsn na memod : DTC S005150 PF T CTR 36650 EN 7.0

Specification reffHocunanns na cnewupicanio:. DTC 8005150 PF N SPE 43230 EN 2.0
PRESTILOL® S mg/10 mg/ HPECTHJIOJ® 5 Mr/10 mr

PHARMACEUTICAL FORM/JIKAPCHBKA ®OPMA: Film-coated tablets containing 5 myg of bisoprolol fumarate and
10 myg of perindopril arginine / raGuerkir, Brpu HHIBKOBOK 000IOHKOIO, 1130 MICTATE 5 s Giconpoxory {yMapary 1a
LCPHHAONPHIY apriiiny 10 mr

Packaging Lot No./Cepia Ne: 750072 Manufacturing Batch No./Bupodnnua napris Ne: 206062263
TESTS/TTOKAZHHKH STANDARDS/CTAHJAPTH RESULTS/
PE3VILTATH

Degradation products content (LC) (%
/) ! Baicy upojywris aevpaganii (PX)
(%6 awan)

S 9780 <0,5 <0.20%
Y 31 <04 0.12%
Any other identified degradation preduct | 0,2 <{(.12%,

/ Byas-suil i jnerTHikoBanuit
HPOJRYET ferpasanii

Any other degradation product / Byan- <02
s THOM UporyKr serpananil <0.12%
Total content of degradation products / =20
SarankHUi BMICT IDOIYKTIR Terpaganii 0.12%

. . 3 AU o tes A aneae eTiteris J‘J S
Uniformity of dosage units for Stage/ | Number tested/ ceeptance criteria / Kpurepiit

. . : . . Cranis Kinpxicts NpUHHsTHOCTI
Bisoprolol {umarate / Perindopril o P
- ].C)/O T - IOCHLIHCY BARMX
arginine (I ,-IHOp],.I icTh -
MO30RAHNX ounuuL biconponomy
dymapar/mepungonpuny aprinin (PX) L1 10 AV <150
L2 +20 (30) AV < 15.0 Passes / Bianosiae

0,75 M < euch unitVkoxua {

oaranua < 1.25 M t

Servier (Ireland) Tndustries 1T, Moneyvlands Gorey Road, Arklow, Co Wickiow. Treland.
Tel: #3533 (0) 402 20800 Tax: +353 (1) 402 20848
Dircetors: Christian Bazantay (French), Chirtstian Sauvewr (French), John Redmond,
Company registered in lreland No. 117246
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Method refillocunannn na memod : DTC S00515¢6 PF T CTR 36650 EN 7.0

Specification reffllocunanna na cneyupicanite:;. DTC 5005150 PF N SPE 43230 EN 2.0

PRESTILOL® S mg/10 mg/ TIPECTHJIOJI® § Mr/10 mMr

PHARMACEUTICAL FORM/IIKAPCEKA ®OPMA: Film-coated tablets containing 5 mg of bisoprolol fumarate and
1G mg of perindopril arginine / rabiierky, BRpUT 11 BKOBOW 060MOHKOIO, (10 MICTATEL 5 Mr Biconponoiy dysapary 1a
{UCPHUIONPHLY apridiny 10 mr

Packaging Lot No./Cepin Ne: 750072 Manufacturing Batch No./Bupotuuua napria Ne: 2062263
TESTS/ IIOKA3HHKH STANDARDS/CTAHJAPTH RESULTS/

PEIYIILTATH
Disselution (LC) (%) / Bisoprolol fumarate Q = 80 % at 15 min

Pozuannenns (PX) (%)
Biconpoziony (ysapar Q = 80 % 3a 15 xBrns

Stage/ | Number tested/ Acceptance criteria / Kpurepiii
Cranis Kinskicts NPHHALHTROCTL
NOCIIIKYBARKK
OQIHHHIIL
0/
S1 6 Each unit is not less than 85 % / Kowia 101%

OTMHULIA HC Merine 85 %

52 +6 (12) Average of 12 units (81+82) is equal to or
greater than 80 %% and no unit is less than
65 %/ Cepenne suadeHns i3 12 OAUHHID
(S1+52) nopisiee abe Ginnme 80 % i
HCMAE 2KOAROL 0auHKL Mennte 65 %

S3 +12 (24 Average of 24 units ($1+82+83) 15 equal
to or greater than 80 %, no more than 2
units are less than 63 % and no unit is less
than 53 %/ Cepenane swadenus 13 24
omuiue (S1+S$2+83) nopisHrse abo
Gineie 80 %, we SLibne 2 0ANAATE
Menue 65 % 1 Henmae KOUHOT CuMHEL]
Medue 35 %

Servier (Irefandy Industries LTI Moneylands Gorey Road. Arklow, Co Wicklow, Trekand.
Tel: 333 ¢0) 402 20800 Fax: =353 (07 402 20888
Directors: Christian Bazantay (Frenchy, Christian Sauveur (French), John Redmond.
Company registered in lreland No. 117246
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Method vef/llocuaariin na smenmod : DTC _S005156 PF T CTR 36650 £EN 7.0

Spectfication ref/Hocunaniin na cneyudicaiio: DTC S005150 PF N SPE 43230 EN 2.0
PRESTILOL®5 mg/10 mg/ HIPECTUJIOJ® 5 mr/10 mr

PHARMACEUTICAL FORM/TIKAPCBKA ®OPMA: Filni-coated tablets containing 5 mg of bisoprolel fumarate and 10
mg of perindopril arginine / raGnersy, BRPHTL IUIBKOBOIO 0O0IOHKOO, L0 MICT#TL 5 MT Giconpoony dyMapary 1a
NepHHIOOPIITY aprigipy 10 M1

. Packaging Lot No./Cepist Ne: 750072 Manufacturing Batch No./Bupo6uuua naprist Ne: 2062263
t
' TESTS/ STANDARDS/CTAHJIAPTH RESULTS/
[MMOKA3ZHHKH PE3VIBTATH
Dissolution {LCY (%) / Perindopril arginine Q = 80 % at 15 min
Poszmnesms (PX) (%)
nepuEAenpyry aprisig Q = 830 % 2a 15 xsmiuu
Stage/ | Number tested/ | Acceptance criteria / Kpwrepilt nipuiigstiocTi
Cranis Kinpricts
JOCHIIDKY BAHIX
OJIHHHLE
Sl 6 Each unit is not less than 85 % / Komxna oavani
3
E g 04 i
He mexHnie 85 % 102% |
| S2 +6 (12} Average of 12 units (81+32) is equal to or greater
‘ than 80 % and no unit is less than 65 %/ Cepee
3EagenHd 13 12 opnming (S14+82) nopisnioe abo
Binbme 80 % 1 remac sxoxuol oguadid Menwe 65
%o
S3 +12 {24) Average of 24 units (S1+82+83) is equal to or
greater than 8¢ %, no more than 2 units arc less
: than 65 % and no unit is less than 55 %/ Cepeyrue
siavenns i3 24 onunHus (S1-+S2+53) gopiedioe
abo Birpwe 80 %, ue Oinblue 2 0AMHHIL MoHIIE 65 !
i
% 1 HEMAC HKOAHOT OQNHNIT MeHLze 55 Y% :
ANALYSIS / AHAJIII3 : 08/08/2024
Batch accepted/[Tapris npuitusra |
DoctSigned by: i
Analytical Services Manager / Midkatl e
MeneBrep 110 KONTPONIO Ta AHAMIZY AKOCT sapsrasbroasc. | jchael Byme/ Mixaens Biphe

Servier (Irelandy Industrics LTDL Momeylands Gorey Road, Arklow, Co Wicklow., Ireland.
Tel #3533 (0) 402 20800 Fax: +333 (0) 402 20888
Directors: Christian Bazantay {Prench}, Christian Sauveur (French). John Redmond.
Clompany registered m lreland No. 117246
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Docusign Envelope ID: C34048C1-FCD6-4416-876F-318CBF4C9355

SERVIER (IRELAND) INDUSTRIES LTD.

TS SERVIER

T 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 requircments 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/

[s13 51 3acBiuyio, LIO HABEISHS BHINS iHOOPMALIL € ZOCTORIpIO Ta Tounoio. 1o ceplio
npoyxuli 6yi10 BupobieHo (BKINIOHAKYY TIAKYBAHHIL/MADKYBAHHS) Ta TIPOBEAEHO KOHTPONE
1T axocTl Ha BHINE3a3HaYeHIH AINLHUALI ¥ HToBHIH BIAIOBIAHOCTI 3 BuMoTaMu GMP,
BCTAI0B/SUNMH MICIIEBHM PETYIIATOPIIM OPraloM, 4 TAKOXK BLUIOBYIHO [0 cHeludikaniii,
110 MicTaTees Y peecTparlifinoMy focke. [[poTokons BUpOBHHIITER, NAKYBAHHA TA AHATIZIE
GyJio MeperndHyTo Ta BCTAHOBNEHO BiAnoBignicTs GMP.

Date of batch release//lata sunycky cepii 17/09/24

Name and Position/Title of person authorising the Batch Release/ Ipizpumie 1a nocana/
3panni ocoly, sika BUOARA J03BLY HA BHNyCK cepil

[1 DrBlanaid Bowes, Qualificd Person/ Biarosinanbsua ocoba
[1 Ms Ailbhe Wade, Qualified Person/ BignozinansHa ocofa

B Ms Carmel Kinsella, Qualified Person/ Binnosinansia ocoba
[1 Ms Jenny Quinn, Qualified Person/ Bignosinansna ocoba

(]

Ms Niamh Ryan, Qualified Person/ Binnogsigansna ocoda

DBocuSigned by:

. : ber 2
Signature/TTlianuc | carmsl KINSELLA Diafe/ffazpa; ¥ Septenher 2023

BACNACIIEDT 44H

Finished product batch number/ Homep cepii rotosoro nikapebkoro sacefy; 750072

serres - Delondr Tudusin: Cocidow, refand
Tel - z

ety Clusatan B i John Redmond,

Page 7of 7
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JEPHKABHA CHYXBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJI) 3A HAPKOTHKAMMW y m. KHEBI

npos. Haaii Ceitnuunof, 3, 02099, ten. (044) 295-26-85
E-mail; dis.kyiv@dls.gov.ua, Kop EAPIIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3eHoro B YKpainy Jikapebroro 3acody

16.10.2024 Ne 54119724726

OPECTHJIOJ® 5 MI'/10 MI

(nalistenyBaiing sicapeLkoro 3acody 3rinHo 3 peccTpauifinin nocaizseinis)
TaB/MeTKH, BKPUTI IiBK0BOI0 06osonkolo, mo 3 mr/10 yr; no 30 Tadaeror y kouveiiniepi s
Tadneror; mo 1 Konreiinepy s TaONCTOR Y KopofLi 3 KapToHy IHRYBMILHOIO

(thopma sriyCiy, BO3YBAIHA, BIA NAKY RIS RIKAPCsKLTo 3ac00y)
Hoxep pecerpauiiinoro mocsinuenns UA/15829/01/01 ctpox aii peccrpauiiinoro nocsiavesss [IC00MeNEHHA
Cepin nikapcnkore sacoly No 750072 KinbkicTh presesoro nikapeskoro sacody 35040

Bitpobux Cepr'e (Ipnanmia) lunactpic Jva, Ipsanis

(HafIMCHYBAHNS BHPOGHHKE HKAPCLKOIo 3ac00y. Kpailla NoXoLKRCHHE)

Boeseno s Yupaiuy Tosapuerso 3 odvekenow sinmosinannuicrio "CEPRB'C YKPATHA",
inenT. kox: 33643340

(naiaenysanns 1a koa 3a CAPTOY opuaninoil ocoly ado mpizsiune, '8, 1o datskoRi Pianunol
©COBI ~ NATIPHEMLS, TF AICUC TPOAHBANNR TR PLESTPANITIHE HoMep 00IK0BOT KAPTRI NIUTHIKR
noaaTkiy alo cepis T HONMES TACHOPTA )

Fipororos siyansuore xourpomoe sin 16.10.2024 x 3510/7.

34 peayneTaTaMp  GEPXKABHOrO  KOWTPOAI  BCTAHOBNEHO, o Jdikapceiittt  3acih  msesenc uwo Vepaluy o g

JOTPHMAHHSIM 5IMOT 39K0H0AARCTEA WIONO 3a0e3neue s SKOCT likapebKiggaacolis,

-

5 Muxona XONOJEHKO

(110CaL0RR 0coTa GPLaity JePRaB OO KOITPORI) (mianic) (Inininne ta npizianee)

Hauannipx

ML
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