HEPHKABHA CHAYIKBA 3 NIKAPCLKUX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHCBI
npog. Hanit Ceitnuunol, 3, 02099, rea. (044) 295-26-85
F-mail: dis.kyiv@dis.gov.ua, Ko CIPHOY 37079055

BUCHOBOK

PO SIKICTh BBE3CHOI0 B YKPaiHy JIKapChKOro 3acody

22.08.2024 ' N 42842/24/26

TPUTIIKCAM® 5 MI/1,25 MI/S MID

(HalMEHY BaIHA AIKAPCLROTO 3aC00Y IO 3 PECCTPaliiHMA NOCBLUEH M)
rabaeTku, BKPUT IiBKROBOI0 060a0HK010, 110 5 Mr/1,25 mr/3 mr, 1o 30 rabiuerox y
Koureinepi s radseror; no 1 korefnepy pist tabiuerok y Kopodbui 3 kaprony

(opama BHOYCKY, A03YBAIIS. BILT [TARYBALIS JHKAPCLEOro 3ac00y)

Homep peectpauisinioro nocsinuenus UA/13929/01/02 crpox nii peecrpauiitioro nocsinuenus HEOOMEmeHNH

Cepist nikapebkoro sacoy Ne 749184 KisbkicTh BResenoro nikapesxoro sacoty 6480
BupoGuux Ceps'c (Ipnanis) Innacrpic JIn, Ipiasus

(nafnerysaig BRPOCHIKE Jikapenkolo 3acody, Kpaina HOXOKEHHS)

Beesero B Vipainy Tosapuerso 3 06yexkenoio Binosiaabuictio "CEPB'E YKPATIA™,
inenr. wop: 33643340

(uaitnenysaiis a ko sa CAPTIOY wpiisrino? ocobi abo npisauie, is's. no darsroni dizung
OCOBH - FLANPUCMLS, T MICUE NPOKIBAHIS TA PECCTPAUIIIH HOMEP 062TROBOT KAPTER s i
nonarTkis 200 Cepis ra HOMCP 1ACNopTa)

fpoTokoa Bisyansioero xonrpomo sin 22.08.2024 M 2858/8.

3a  pesynnTaTaMM  ACPKABHONO  KOMTPOMIO  BCTAHOBNEHO, 110  Jikapcuruit  3acib  BseseHo 8 Yrpaiuy 3

ROTPHMAHHHAM sUMOr 3aK0H01RBCTSA LIOA0 3a6e301eHCHIS AKOCT] NIKAPCLKH g,:_zacoﬁin.

Havanbuuk

Mukona XOJOJ KO

(1OCAORE ARY OHTPOAIO) (nijmc) (inisdasy Ta apissiime)







Docusign Envelope 1D: 1C42857F-2944-4A74-93F3-6CD2B3CD6714

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIO 3ACObY

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

ajzpeca BUpoOHHKa

Name of Importer and Address/

Hasea Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bun
MPOLYKUiT, L0 NOCTA4AETLCS

Pharmaceutical form/Jlikapcbka ¢gopma

Name of the Product/Ha3ssa nikapcbkoro
3aco0y

Dosage/Cuna nii

Type and size of packaging/Bun Ta po3mip
yTIaKoBKH

Finished Product batch number/Cepis rorooro
JHiKapebkoro 3acody

Manufacturing date/[lata Bupo6uuuTea
Expiry date/Tepmin npugaTHocTi
Batch size/Kinbkicts y cepii

Manufacturing Licence number/Homep sniueHsii
Ha BUPOOHUUTBO

Registration Number/PeecrpauiiiHe
NOCBiAUEHHS

Inpacrpic Jltn

Moneylands, Gorey Road/Matinenns, [Nopeii
Poyan,

Arklow/Apknoy.

Co. Wicklow/Ko. Biknoy,

[reland/lpnanais

Servier Ukraine LL.C/TOB "Cepp'e Ykpaiua"
41, Naberezhno-Khreshchatytska St./syn.
HabepexHo-Xpelaruiibka, 41

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

Pharmaceutical Product/Jlikapebkuii 3aci

Film-coated tablets/Tabnerku, BKpUTI [J1iBKOBOIO
000J10HKOIO

TRIPLIXAM® 5 mg/1,25 mg/5 mg/
TPUTITHKCAM® 5 mr/1,25 mr/5 mr

5 mg/1.25 mg/5 mg/ 5 mr/1.25 Mr/S mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 Tabnerox y
KouTelHepi s Tabnerox; no | KoHTeitHepy ans
tabnerok y kopoObLi 3 KapToHy

749184

06 2024

06 2027

45,338 Boxes/ynakoBox
M00068/00001

UA/13929/01/02
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Docusign Envelope 1D: 1C42857F-2944-4A74-93F 3-6CD2B3CD6714

DocuSign Envelope 10: 5EB036EF-CIAS-4CCF-8FE0-B594051683DF

Method ref/TTocumasn na smeno):

DTC S006593 PF T CTR 25543 _EN_5.0

Formulation/®opmyinesanis:

Vitcated pahlot

AMIIO/UITHRY S MI

aninine S me of perindoprit areinine. 1.25 me of indapamide and 5 mg of amlodipine /
FROMCTRIL BRKPWTT LATBKOBOIO 0G0M0IKOL0, 1110 MICTTL 5 ME IICPHILACIPIULY apriniuy. inganamigy 1,25 mMrra

749184

Packaging Lot No/Cepin No:

7283006

Manufacturing Batch No./Bupobuuwa maprist Ne:

TESTS/MTOKAZHUKH

STANDARDS/CTAHAAPTH

RESULTS/
PEIVILTATH

S ppearanee Jomdnariii sy

Average mass (mgiunit) /Cepens staea
(M08 1IL0)

Microbiological quality (skip
testingyMikpodioaorivma riuerora (ekin-reer)
Fur Pho (S 14) €d (5.1.4)

tdeatification of drug substances/
Licwrudinanis dounx pegosin

S OAU0-608 ER20 and A TOUS Iy
Hepmglonpuay aprinie (S HH90-0) irganasti
S ER20 ra aaowocpiie O\ TOUS )y verosom PX

S Odu00 S A28 and A TOYS by T
Hepmigtonpuy apriniu £ S 9490-61 Twatasia
: veresosm TN

ER200 s st o N 1O

Drug substances content (1.C) (mg/unity/
Baicr irounx pestosun (PX) (mr/oannuuio)

White, oblo

Tee wnd
AQRIACTON (HOPMIL BEPIFTR IIHRKORVI 0BOAOHKOIO. 3

THEHEHIM
gl 7.5 00 1629 teizt V3 % s0 103 " plcreopernunol aacy
T ot awrobic pictobiad countaraisie GHCI0 acpotnnx

Mikpoopramiamin (FANMC)
Total combined yeasts/moulds count/Baranne umueno

_'(1“‘/(\',.'(’)]{(1!%“.\ (LS

Lxcherichic coli: absenee! e - saeyrniy | e

(S 390, S P20 qued A TOUS) from the test solution and from the

CS RO S ER20 and N TUUSY Somminol 30 GOS0 ST,

ONn one

UNZ

on the other fuce /Tatseria Gltoro koawopy.

3 OAHOPS GoKY Ta ° -3 THIOPO

7.5 10 1629095 10 103 "o of the theoretival mass ol 1352/

[35.2)

08 CHFUs - VRV Qe

ceterms rpiGin CUYMOY - 107 CF e -
o KY O

he cno of e retention tnmes ot each drug substanee peak

reference solution must be between 0,93 and 1OS Bianouwtenus
WACTR YIPINVEQUSE IHRQ KOWHOT ZH0OToT pevormin (S Y490-0.
SA20 and A O3 A0CA R YBALIOIO PO3HIIEY Ta POTiiny
HOPIBESHSE MAC CTRUoRHTH R 008 840 103

Main spots (8 949068 1320 and A 1093) identical in
position. colour and size Tor testand reference/Ocuosui nisyi
KOBBLOPOM Tl POISLIPOA JUI AOCHEARYBAHORO POy Ta
POBHHITY ORI

(93 10 103 % of the theoretical content ol cach drug substances
81 93 210 105 % BE TCOPETIMHOTO BMICTY KOKIOT AH010T
peyonIIN}

S 94906 7 Heprigaorpuny aprinin (S 9490-0): .73 10 3257
pin .75 1o 3,25

S R20 / Tupanamia (S 15200 119 10 130 /s 1Y 50 1.31
\CTOOS T ANsoain 08 109 LT3 j0 S5 i 75 a0 828

Complies/Bizosizace

33 2me/me

Fskip Fest - Not
Applicable
#Skip Test- Not
Applicable
E8kap Test- Not
Applicable

Complies/Bitnoniiae

Complies/Bianoriac

5.1
1.25me/mr
S.00meivr

#SKip test/Craare Teerypanst,

SOUS0 VIRV

Passes/Bravosijae, not applicable/ne tipoBojses

Floo Money Linds Corey Roads Avkdow . Co \Wehfow | frefnd
AR TR R RO

wchs dTohn Redimond

RS
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Docusign Envelope 1D: 1C42857F-2944-4A74-93F3-6CD2B3CD6714

DocuSign Envelope {D: SE6036EF-C9A8-4CCF-8FE0-B594051683DF

Method ref/TTocunmns na semoo:  DTC _SO06593_PI T CTR 25543 1N 5.0
Specification ref/TNocunanns na cnequdhicayiro: DTC _SO06593 PN SPE 25606 15N 3.0

Packaging Lot No./Cepist Ne: Manufacturing Batch No./Bupodnuaa naprist Ne:

749184 7283006

TESTS/MMOKAZHHUKH STANDARDS/CTAHJIAPTH RESULTS/
PESVILTATH

Degradation products content (1,.C) (Y% wm/m)/
Buicr wpoxywris gerpayandi (PX) (%o at/ar)

Y 1473 <03 SO0
S 0780 ()5 <0, 10 %
N 1474 (0.3 SO0 %
Y 12 <02 [RIRTEREY
Y 33 2 010
Y 3 3 RN
Y38 S <010 %o
NER E| SO0
Any other degradation products/ Byjn-sixi i 2 RO
IPOAYR I JLerpagandi

Total content of degradation products/ 3aviwninii %20 O] %

BMICT MPOAYRTIS srerpaaudl
Y 36 (LC limit festy Y 36 (PX. rpantainsii <{200 CompliedRianoninne
KOHUTPOAL) (ppim)

Uniformity of dosage units for S 9490-6,

S 1320 and A 1095 (1.C) Owopijsicrs
AOBOBAIIX QAMHIIL TS VICPIHAONRPILY aprininy
(S 9490-6). impauranizy (S 13200 va aMsogny
(A 1095) meroaom PX

ur, Pha 2.9.40) €D (2.9.40)

Content uniformity (1L.CY: %/label claim /
OunopimticTn syicty merogom PX: % sin
JAABICHOT KIIBKOCTI

Amlodipine/ amnouuia

Sl AV = IS0 %AV 2 130 % 43
82 AV = 150 %AV < 130,

cach onit 1,25 M

0.75 M = omcna om0 125 M

Perindopril arginine salt/ nepungonpuay aprivis
N AV < 150 %AV < 15.0% 0.0
52 AV = 150 9%/AN < 150 %,

(.75 M= cach unit = 125 MY

0.75 M < goskna oamingg < 125 M

Indapamide/Tnaatany
St AV 130 %/ ANV 2 15,0 % 4.2
S2 J 150 %/AV < 15.0%

0.75 M < cach unit = 1.25 M/

075 M - womena o o TS M

Servier tirolandy ndistrios Ty M

Folo nisimy qor 2

vt brenchi fobi

RIS Page 3 of 6
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Docusign Envelope ID: 1C42857F-2944-4A74-93F 3-6CD2B3CD6714

DocuSyn Envelope 1D 5EG036LEF-COAS-ACCH-8FEC-B59405 1G33DF

Method ref/Tlocaames na semod:  DTC_S006393_PE_T_CTR_25543_IEN 3.0
Specification ref/Hocunanns wa cnenudpicaniro: DTC_SO06593_PIN_SPE_256006 15N _3.0

Packaging Lot No./Cepis Ne: Manufacturing Batch No./Bupobimua mapris N

749184 728300

TESTSTTORASHUKHN STANDARDSY/CTAHIAPTH RESULTS/
PE3YJDLTATH

Dissolution 1.C (Yo)/Possmnenust (PX) (Yo): Endapamide/lnganamin
Puropean Pharmacopoci (293 0 O 293
() = 75% at 45 wmin / hyauasin (8 1520): Q) =75% 2a 45 xp.

Number tested/
Stage/ | Nocaiukysana Acceptance Criteria/Kpurepil Values for each Tablet/ 3uauenns s kool TadaeTRH

IESERUTI R N ETNNTREN tpnitnsrnocri 1 2 3 4 5 6 Mean
‘i . , Cepennie
sl i Fach unstis notJess than 80 70" Kowia 20 Y7 O 100 98 99 a7
s ne arente 80 %
52 0 (12) Average ol 12 units (S1+52) 15 cqual 1o

ar erealer than 73% and no unit is less
thin 00% Cepeare shadenns i3 12
AHEHit (S TS gopisimoc abo Sidbie
TEY% T HEMLC SKOANOT ORI Menue
60

(NS 12 (2h Average of 24 units (SEES2ES3) i equal
: to or graater than 73%. no more than 2
units are loss than 60% and no umt s foss
than 30%/ Cepejue snadesus iz 24
ot (S 145245 3) aopivoe abo
Giamne 73" we Sine 2 oxniun
MUTHHC OUY o 1 HCMAC WO 01 O/
aenpe 0%

Dissalution 1.0 (%) Posauncans (PX) (%) Pertndopril arvginine/Hepiiyonpuay aprinin
s uopean Plasmacopoci 29 3 Cdi 2930

Q= 753% at 15 min / Nepuugoupuay aprivin (S 9490-6): Q = 753% 3a 15 xn.
Number tested/
Stage | ocaioryBaia Acceptance Criteria/Kpurepii Values for cach Tablet /3naremn st KoRmol Tad et
Crnist | wiabRicts © Hpuitnsrrocsi ! 2 3 4 L3 O Mean
Cepegne
S 8 Fach unit is not less than 80 %6/ Ko a8 102 10 103 102 103 101
QT HC MOHHIS S0

N2 s (i Average of 12 units (STES2) s equal to o

ercater than 73% and noounit s less than
60% /7 Cepeane znavenns 13 1.2 o
(S1E82) nopisioc 4do Olablie 73% 1
HEMAC OKOMOT 0ABHMILL MerTLe 6%

53 ol (2 Average of 2 anils (STES2 e85 is equal 1o
or greater than 75%. no more than 2 units
are less than 00% and no unit is less than
3004/ Cepenne snaueis i3 24 oannann
S0 N gopsite aOn Gutnie N e
Diasnie 2 oanunil menie 0% 1 esae
SROHOT UL Metiie 30%

Seevier Chrelaody bidustoes 1 Oy Romd Arkdow, Co Wk bowdreland

R RITRTIRIN

et onvous Chrenchi Jehn Rodiond

SUNA U RR2 VY B deederon e ol B
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Docusign Envelope ID: 1C42857F-2944-4A74-93F3-6CD2B3CD6714

DocusSign Envelope 1D: 5E6036EF-C9A8-4CCF-8FE0-B594051683DF

Method ref/Iocunanns na vemoo:
Specification ref/Tlocunannsn na canequgisayiro: DTC _SO06593 PN SPE 25006 LN 5.0

DTC _S006593_PF T _CTR 25543 EN 5.0

Packaging Lot No./Cepin No:

7283006

Manufacturing Batch No./Bupobauwaa maptia No:

749184

Dissolution 1.C (%)/Pozamncuns (PX) (%)
Furopean Pharmacopocia (2,93 ¢ (2.9.3.)

Amlodipiae/ Asomnin

Stage
Cranis

Number tested/
JociiayBaia
[SEIANTEN

Aceeptance Critevia/Kpurepiy
npuitarioctt

Vitlues for each Tablet /3agcnnst jLrst Kown

o1 TabaerKn

1 2 3 4 N

0 Mean
Cepejure

St

Lach unit is not less than 80 %/ Komwna
QDN e MerIte 80%.,

£ (i

ercater than 75% and no anit is tess than
00%/ Cepeane sHaverst i3 12 o
(S14+82) xopinmroe abo Giswme 73% i
HCME AKOANOT ol menne 60%

93 96 98 98 96

90 07

Average ol 24 units (S1-+S2483) is cqual to
or greater than 75%, no mere than 2 onils
are fess than 60%a and ne ot s less than
50%/ Cepeane 3raucipis 13 24 o
(SHHS2+S3) aopisroe ado Sismime 75%. we
Bbtbuic 2 onHNIE MeHme 60% 1 Hemac
SROJHOT OUIHTNG Meine 0%

ANALYSIS "AHAIIE - 10072024
Batch accepted TTapris tpifisra

Analytical Services Manager:
Mene/kep 110 KOWTPOINO Ta AHAJNI3Y HKOCTI

servier Chreliady Indostres Vi

80050 UKR2 VI

Direcrars Chrishian

Mok
el AR 100

[EHPHTIHN

DocuSighed by:

Mickal Dyrns.

vw~‘~44EC-78698FC.4143C; T
Michael Byrne/Mixae.

Loavkion. C o ckion dreiand
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Docusign Envelope ID; 1C42857F-2944-4A74-93F3-6CD2B3CD6714

| 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 s 3acBifuyto, 10 HaBeAeHa BULIE iHOpMaLLis € JOCTOBIPHOI Ta TOHHOK. Lito cepito
npoaykuii 6ys0 BUpoOAeHO (BKJIIOUAIOUM NaKyBaHHs/MapKyBaHHs) Ta MPOBEAEHO KOHTPO/b
T KOCTI Ha BHILE3a3HaveHil ninbruii y noBHill BianosiasocTi 3 BumMoramu GMP,
BCTAHOBJEHUMM MICLEBUM PEryNsTOPHUM OPraHOM, & TAKOXK BIANOBIAHO 10 cnelMdikaliil,
IO MICTATLCH Y peecTpauiiiHoMy nocke, [TpoToKoTM BUPOOHHULTBA, NaKyBaHHS Ta aHaNli3iB
6VI0 neperasHyTo Ta BCTAHORICHO BijnosiaHicTs GMP.

Date of batch release//lara sunycky cepii 22/07/24

Name and Position/Title of person authorising the Batch Release/ [1pi3suuie Tta nocaga/
3BAHHS 0COOM, SIKA BUAAIA J03BIJI HA BHNYCK cepil

[
|

M Ms Carmel Kinsella, Qualified Person/ BianosinansHa ocoba

1 Dr Blanaid Bowes, Qualified Person/ Binnosiganena ocoba
] Ms Ailbhe Wade, Qualified Person/ Bianosinanbna ocoda

[1 Ms Jenny Quinn, Qualified Person/ BinnosinansHa ocoba
[

1 Ms Niamh Ryan, Qualified Person/ Binnosinansxa ocoba

DocuSigned by:

Signature/[Tianuc | Carmel KINSELLA Date/Jlara; 22 July 2024

v BACOAC B A4RD

Finished product batch number/ Homep cepii roToBoro nikapcbkoro 3acody: 749184
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