CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCLKOFO 3ACOBY

Name of the Manufacturer & Address /Maspa Ta Servier (Ireland) Industries Ltd/Cepn'd

ajpeca BupobHmKa

Name of lmporter and Address/
Hasea Ta agpeca iMnoprepa

Which Consignment of product is delivered/Bug

NPORYKUIT, 10 TocTavaeTees

Pharmaceutical form/Jlixapenka dopma

Name of the Product/Hasra nikapebkoro
3aco6y

Dosage/Cuna nii

Type and size of packaging/Buy a posMip

YTaKOBKR

Finished Product batch number/Cepis rotoporo

JiKapesKoro aacofy

Manufacturing date/Ilara BupoBunurna
Expiry date/Tepmin npunarnocri

Batch size/Kinbkicts y cepii

Manufacturing Licence number/Homep ninewnsii

Ha BUPOOHHUTBO

Registration Number/Peecrpauiiine
NOCBIYEHH A
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Tumactpic JIty

BENS

(TIpranyin)

Moneylands, Gorey Road/Manineuns,|Iopeii

Poyn,
Arklow/Apxnoy,
Co. Wicklow/IKo. Biknoy,

Ireland/Iprangis

Servier Ukraine LLC/TOB "Cepn'e Vipaina"
41, Naberezhno-Khreshchatytska St./sya.

Habepexcro-Xpemaruupia, 41
Kyiv, 04070/m. Wuis, 04070
Ukraine/Yxpaina

Pharmaceutical Product/Jlikapesknit 3aci6

Film-coated tablets/TaGnetu, nipuri g
oSonouoro

TRIPLIXAM® 10 mg/2,5 mg/10 mg/
TPUTUTIKCAM® 10 mr/2,5 mr/10 ar

10 mg/2,5 mg/10 mg / 10 Mr/2,5 mi/10

30 tablets in the container for tablets; 1
for tablets in the carton box/ no 30 ra6.
KOoHTeltnepi Juis tabaerox; no 1 konrel
Tabrietox y kopobui 3 xaprony

703781

06 2022

06 2025

22,873 Boxes/ynakosok
MO00068/00001

UA/13929/01/01

/7
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LA NDY INDUSTRIES LV

Method vif/Hlocunanns na memad:  DTC_S006593_PF T CTR_25543_EN 5.0
Specification ref/Hocunanns ua cregudirayim: DTC S006593_PF_N_SPE_25606_EN._3|

S

RPN RISTTRE R TTAT T

. TRIPLIXAM® 10 mg/25 mp/10 mg / TPITUIKCAM® 10 wr/2,5 /10 fur

{ Hepsunonpuy apriviu ( § 9490-6), inganasin position, colour and size for test and reforence/Ocuonui rusmu Caomplief

Escherichia coli: absence/) gf - nipeytiiy | r

Ldentifleation of drug substunees/
Tnewrudivnanin g peronn "The ratio of the retention times of cach drug substance peak

Formaulation/®opmynosanii:
film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 10 mg of amlodip{ne /
Tabnetsn, prpuTi GRiBKOROIO HGOROHKOW, WO MicTETH 10 Mr HepHEONpUNY aprininy, THxanaMiny 2,5 Mr{ra
amiouainy 10 me -
Packaging Lot No./Cepin N Manufacturing Batch No./Bupobioraa njvprin N
703781 688425
TESTSMOKASHIKH STANDARDS/CTAHIAPTH RESULTS/
, o PE3YJILTATH
Appearaucefosmivuilt prrnsx ) X
White, oblong, film-¢oated tablet cngraved with on one
¥ oottt . o £
: face and < B on the other face /TaGuerka Ginora KOARGPY, Compliqs/Bincosine
KOBrAcTol JOpMH, BRI 11DKOL0I0 060N0HKOW, 3
L =P
THCHOIOM 3 ojuoro Goxy 1o =5 B . s tusoro
Average mass (mp/unif) /Cepesau maca 294,90 325,9 (95 t 105 % of the theorctical mass of 310,4) 309.6mg/r
(mriopurunig) 7 8in 294,9 1o 325,9 (nin 95 % 10 105 % iy Teopermimor
racH 320,4)
' Micrabiologicat quality (skip Total seroble microbinl count/3arance weno acpebix *Skip Test - Passes
 testingydfiwpoSionoriung muetora (sxin-reer) Mmirpoopraniwin (TAMC) 5 10* CFU/g/ - S 10V KYO/r
; Hur PO (5.1.4) €0 (5.1.4) Total combined yensts/moulds count/3arame amno *Skip Test - Passes
: ApiweRoRIX 12 Iicenensx rpudin (TYMC) < 102 CRU/p/ -
< 10%
S Kyt *8kip Test - Passes

$9490-6, § 1520 and A 1095 by LC/ (8 9490, S 1520 and A 1095) from the test, solution and from the Compligs/Bittuosinac

[epimponpnny apritiie (S 9490-6), inranantin veference solution must be between 0,95 and 1,05/ Binvomen
(% 1520) ra ansozmmnin (A 1095) meromom PX UG8 Y EpHMYBRHI ITika KoA1rOF Aitodof pesouwim (§ 9490-6,
8 1520 and A 1095) aecmimKynagora poauwny 1a possuy
nopistru i Mae craromr pin 0,95 aa 1,05

5 5490-6, 5 1520 and A 1095 by TLC/ Main spots (8 24906, S 1520 and A 1095) identical in

(8 1520) Ta amnommin (A 1095) metonos TIIX | (S 9490-6, S 1520 and A 1095) inenuirud 32 nonowennan,
KOIHOPOM Tt POIMIROM 411 HOCHIBRYBAROTG POsTMHY Ta
posuaity wopisnsisns

Drag snbstances content (LC) (myg/unit)/ (95 to 105 % of the theoretical content of each drug substunce/
Byster jbrasinx peconun (£X) {mrlopiae) Bia 95 o 105 % sin reopenpuroro nyicry KoK izo4o(
PCHORITHI)

8§ 94906 / eprayronpsiny apririn (S 9490-6): 9,50 10 10,50 /
sin 9,50 xo 10,50 9.9

A 1095 / Amnopwatin (A 1095): 9,50 10 10,50 / »in 9,50 o 2.7
{020

FBinmosinac

mg/Me

§ 1520 / Junanamin (8 1520): 2,38 to 2,62/ #in 2,38 1o 2,62 2 Mhng/mr

mg/r

“Bkip fest/Ckin recrynaims, Passes/Binnosinac, not applicable/we nposoauucs

Servien dnslead 3 lodugtoins L0 oy laads Gorey Road, Auidows, Co Wikklew, 1 tdas
‘faft4 (IR U JO R Faes 333 40y 400 S84

Phresior, 4 heistian Bagaaty (Feensh, Chvistian Sieveur (¥r
R0010 UKR2 V1 Cunspune reglste
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SERVIER (IRELAND) INDUSTRIES 171D

G811 U T

Method refTlocunanna na memod: DIC S006593_PF_ I CTR 25543 EN 5.0

Specification reflfecunania na cnexnhirain: DTC_ﬁSOOéJ?.S__PF__N__SPE__’ZSo' 06_EN 3.0

| Packaping Lot No/Cepin Ne: Manufacturing Batch No./Bapousaa magris Ne:
703781 688425
TESTSMOKAZHIKU STANDARDS/CTAHIAPTH RESULTS/
1 PE3YJILTATH
Degradation products content (L.C) (Yo w/im)/
1 Bwticr mpoyicri perpapanii PX) (% mim)
Y 1473 0,3 <0.10 %
89780 <0,5 0,10 %
Y 1474 0,3 i <0.10%
Y i 202 <0.10 %
Y33 %0,2 <0.10 %
Y3l %05 <0.10 %
Y 38 <0,5 <0.10 %
Y 1745 <04 <0.10 %
Aay other degradution products/ Byniessi e 502 <0.10 %
HpOAYIT ferpanani
Total content of degradation products/ Jararmmit £20 ] <0.10 %
| DMICT DPOTYK K Rerpaauil
Y 36 (LC limit testy Y 36 (PX, AP <600 Cumplies/Binngsime
KOHTPOME) (ppm)
Uniformity of dosage units for § 94906,
S 1520 and A 1095 (LCY Oumopiauicrs
AUZ0BANKX OAUNBLL [ CPRHAOTPHITY aprininy
(8 9490-6), inpanasizy (S 1520) 1a aMJomTiy
(A 1095) metonom PX
Bur, Phu( 2.9.40) € (2.5.40)
Conteut uniformity (LC): %/label claim /
Qmuopinaicrs Buiery motogos PX: % Bix
BARBACHOT KINLKOCT]
Amlodipine/ ansmoamnis
S1 AV < 150 %AV < 150% L9
82 AV 2150 WAV S150%
Q.75 M < each unit < 125 M/
0,75 M = konam ofusmim <1,25M
Perindopril arginine saly UePHHIONPWITY Aprilix
151 AV 2 IS0 %/AV <150 % 3.9
52 AV 2 150 %/AV < 15,0 %
0.75 M & each unit < 1.25 M/
0,75 M < koxata oneinti “1,25M
Indapamide/Tnarmuiy
S1 AV £ 15.0 %AV < 15,0 % 1.9
82 AV <150 WAV <150 %
0.75 M < each unil < 1.25 M/
0,75 M £ koasa opusss <[25M

Servies (Teskand) Industeies 1717, M
Tk 4338
Dircetess: Christan it

eyl Gurey Read, Adidon, Co Wigklew, Irigay
TONGU T 4343 (00 4152 20888 ;
iyt (French ), Christian Suuveur (Freoeb), Jadin Eudimong
i fegistesed in leetsad B0, ) 177246
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Method ref/Uocunauns na semod:  DIC S006593 PEF_ T CTR 25543 EN 5.0

Specification ref/fTocunanna na cnepdicagio: DTC_S006593_PF N _SPE_25606_EN_3.0

Packaging Lot No/Cepis Ne:
703781

reom g F

688425

P A By AP 1

Manufacturing Batch 'NQJK;;i;';‘ﬁ‘éli‘lé.;lszﬁﬁ Nus

TESTSMTTOKAZHAKIA

Dissoltion LC (% )Posunnenss (PX) (%):
Ewropean Plavmacopouia (2.9.3,)/60 2.9.3,)

Nuaber
Mocaipaysana
RinkieTe

Stage/
Cragia

by 6

“FEagh unil is not kess thin 80 %/ Koy

Aceeptance Criteria/Kpovepil
upaitagrnoet

_onnns g Mewne 80 Y

i

w5 e

- Tudapamide/panantin

STANDARDS/CTAHIAPTA

1

3 4

ool T30 BUAS i [ Wpatiamia (S 1520): 2= 78% an 45 Am,
¥

. PE3YILTATA

R T

{ Values for each Tablet/ 3nawemus AnR Komug] TRONeTRM

5

90

Average of 12 anits (S1+671 s 1?3111 to
or greater than 75% and no vnit is less
than 60%/ Cepenne smanetus i3 12
onwun (81-+82) nopismoe abo Gimswe
T3% i nemne XouHOT OJMHIL Nenttre
60%

§3 EEVRN )

Dissolution L.C (%) Pox

aenns (PX) (%h):

to or greatey than 75%, no more thon 2
units are less than 60% and no unit ig less
than 50%/ Cepepuc sianenns i 24
opwrsngh (S1+82-+83) sopinnioe atio
Ginsuie 75%, ve Ginying 2 oxmmng,
wene 60% i seMae xoauol oanmn g
menwe 50%

Average 0f 24 units (§1+82+$3) is cqual "

7R

¥

¢

$ Menn
Ceperpny

$3 89

European Plurmacopoeia (2.9.3)/6d (2.9.3,)

Perindopril m'gluiuc/ﬂcp“i;mwn pu}‘l‘);'aprmiﬁ T

.. M=% at 18 min [ Hepunaonpuny aprintn (5 9490-6): Q= 75% 32 15 8.

80010 LUKR2 Vi

PYirectcaa: 1 i siing 33

or greater than 73%, no more than 2 units
ar less than 60% and no unit is less than
50%/ Cepennie snaein 3 24 o
(S1-+82+83) nopissroc abo Ginswme 75%, ne
Girmane 2 oz Meruie 60% i nemag
#OUoF onHuul mere 50%

Number tested/ {
Stage | Nocabvkypana Acceptanee Criteria/fCpurepil L ¥idues for each Tablet/3) Ao st ot yadacnen
* Cranin | KBpKieTt Hpniinsrraeet “ 1 2 3 4 5 q Mean
Cepepne
Bach unit js not Tess than 80 %%/ Kowmma 30 102195 93 i 6
— aianun ne siae 80%. )
82 +6 (12) Average of 12 unils (S14+82) is equal toor | 94 95 96 24 96 i & L 94
greater then 75% and no unit is fess than i :
60%/ Cepese siascrma i3 12 o,
! (81482) nopinmoc aGo Ginsue 75% i
. SICARE RO ST W G NI ("I"E’,. e . -
s3 +12 (24) Average of 24 units (81+82483) is equal to

P4 (00 49D 20360
e (Froa

Gorrany pgistersd i feshd Bla, L7230




'k
L

N‘l}{i:n ’1 E

(fid* .J’% \113) lf‘ﬂ{)?}“”ﬁ:’{l!ﬂ,f@

,N"UHM

I ,.iv, :

Meilwod regf/llocunanns ua memod:  DIC_S006593_PF T _CTR 25543 EN 5.0
Specification ref/liocunainsa na cnenuthicawiro: DTC_ $006593 PF N_SPE_ ”5606 EN_3.0

Packaging Lot No./Cepin Ne:

Manufacturing Batch No./BupoGmurca na
703781

688425

byrise Ne:

Dissolution L.C (% )/Paanumenusn (PX) (%)

Anmlodipine/Amxogruin
European Pharmacopocia (2.9.3 /€@ (2.9.3)

Fo T

Stage
Cragis

b b M

Hocsigrynana
Kinswiern

\umhtrfu&tud:w e
Aceeptance Criteria/IKpsrepii

upuBnarocl

Values for each Tablet /3unsensn

Q= 75% at 15 min/ Avaoaumnin (A 1995): Q = 75% 3a 15 x3,

HAN el

b ]

afieriu

1 2 3 4 5 6

Mean
. Cepeane

51 Each unit is not Tess than 80 %/ Koxma

OAHHMUA 118 Mennse $0%.

7 103 95 98 98 83

+6 (12) Average of 12 units (S1+82) is equal to or
greatee than 75% and no wait is loss than
60%/ Cepenne mmacims is 12 oavenis
(81+82) nopissiac uGo Ginsure 75% i

HCMAE W00t OnuHWLY Mewue 60%

% P P e

2]

S3 +12 (24) Average of 24 units (1482483} is equal to
or greater than 75%, no more than 2 units
arg less than 60% and no unit is less thae
50%/ Cepeue 3smycHys {3 24 omanmns
(S1-+52+83) popinnioe abo Ginpue 75%, ne
Ginture 2 opm memne 60% i nemae

XOHOY ogHIME Merne SO%

ANALYSIS / AHATOS : 03/07/2022
Batch accepted/Tlapria npuitaara

Analytical Services Manager:
Meneokep N0 KOHTROJIKO TA ABAIIZY SKOCTI

Kty 0 gy

Michael Byrne/Mixacan Bipue

Survier {eclassdy Toduny

O Menuylsnde: Goeey Rod, Adduew, Co SWicklaw, leghund,
Pk ELY 0% F0HG0 e 4253 (0) 402 26384
Dhiectees: Corvistien Busoetay (Frenclo. Christian Sivveus (Frsach). Joelin Faodnwond,
Crangany epistered in Trelzod No, 117246

80010 UKR2 V1
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L 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/

s o saceinuyto, o waseena srille (QopMalis € JOCTOBIPHOIO Ta TOMHOW. Lo cepito
nposyKuii Oy BEpolineno (BIIIOUAIOYN NaKYBaHHA/MAPKYBaRHA) Ta IIPOBENEHO KOHTPOJIK|
i sxocTi Ha BUte3asHaveniil AinsHAW y noruil RiZNOBINHOCTI 3 BUMOraMn GMP,
BCTAHOBIEHUMH MICLICBHM PEryJisTOPHIM OPraloM, a TAKOXK BIAOBILHO 10 cneuudpiranii,
o MicTAThes Y peectpauifinomy socke. TlpoTokonu supofunmnrea, TIAKYBAHHS Ta AHANISIB
Oyno neperisiiyTo ra peTaHoBNCHO BijroBiRKICTE GMP,

Date of batch release/[ara suryciy cepii 04/07/22

Name and Position/Title of person authorising the Batch Release/ Hpianume ta nocana
IBAHHE 0COON, 1A BIKALA L0IBIX HA BRNYCK cepif
[] DrBlanaid Bowes, Qualified Person/ Bignosinansna ocoGa
[ Ms Ailbhe Wade, Qualificd Person/ Binnosinansua oco6a
B Ms Carmel Kinsella, Qualified Person/ Binrosinanbia oco6a
{] Ms Jenny Quinn, Qualified Person/ Bignorizansua ocoba

[l Ms Niamh Ryan, Qualified Person/ Bignosinanssa ocoba
[l

Mr Ivan Kelly, Qualified Person/ Binnosinansaa ocoGa

Signature/I inawc ( b/‘mO I fi@ Date/Jlara: (4| 0222

Finished product batch number/ Homep cepii rotosoro nikapcekoro sacoby: 703781
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