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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCLKOTO 3ACOBY

Name of the Manufacturer & Address /Hazsa Ta
azpeca BUpoOHHKa

Name of Importer and Address/

Hassa Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bug
OPORYKIT, IO HOCTAYaETHCS

Pharmaceutical form/Jlixapcrka dopma

Name of the Product/Hassa nixapcekoro
3acoby

Dosage/Cuna nif

Type and size of packaging/Bun ta posmip
YIIAKOBKH

Finished Product batch number/Cepis rotosoro
niKapchKoro 3acody

Manufacturing date/J{ata BupoOHuIITBA
Expiry date/Tepmin npumaraocti
Batch size/KinpkicTs y cepii

Manufacturing Licence number/Homep ninensii
Ha BUPOOHHUUTBO

Registration Number/Peectpauiiine
MOCBi{4EHHA

Zervier (Ireland) Industries LTD., Gorey Road, Arklow, Co Wicklow, Republic of Ireland, Y14 Ei&‘f‘ ageiofo

Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzis)
Inpacrpic JIta

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

Arklow/Apknoy,

Co. Wicklow/Ko, Biknoy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Cepg'e Vkpaina"

41, Naberezhno-Khreshchatytska St./Bys.
Ha6epexro-Xpewaruueka, 41

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

Pharmaceutical Product/JTikapcbkuit 3aci6

Film-coated tablets/Ta6neTiu, BKpUTi 1I1iBKOBOO
0B0IOHKOIO

TRIPLIXAM® 5 mg/1,25 mg/10 mg/
TPUITUIIKCAM® 5 Mr/1,25 mr/10 mr

5mg/1,25 mg/10 mg / 5 m1/1,25 mr/10 mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ no 30 TaGnerok y
KoHTeHHepi ang TabmeTok; o 1 KouTeHepy mIs
TabNEeTOK y KOpoO1li 3 KApTOHY

314262

112020

112022

32,595 Boxes/ymakosox
MO00068/00001

UA/13931/01/02

Tel: #3533 (03 402 20800 Fax: #3353 (0) 402 20888
Directors: Christian Bazentay {French), Plerre Venesque {French), John Redmond.
Company 5{3;;;&&2&:7(2 in freland WNo. 117246
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TR SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Tlocunanna na memod: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunarns na cneyudixauiro: DTC_S006593_PF _N_SPE 25606 _EN 3.0

TRIPLIXAM® S mg/1,25 mg/10 mg / TPUILJIIKCAM® 5 mr/1,25 mr/10 mr

Formulation/®opmyoBanns:

Film-coated tablets containing 5 mg of perindopril arginine, 1,25 mg of indapamide and 10 mg of amlodipine /
TabJIeTKH, BKPHUTI ITTiBKOBOO OGOIOHKOIO, L0 MICTATH 5 MI IEpHHAONPWIY apriHidy, iHganamigy 1,25 Mr ta

amnonuriny 10 mr

Packaging Lot No./Cepis Ne:

Manufacturing Batch No./BupoGunya napris Ne:

314262 287935
TESTS/IIOKA3ZHUKA STANDARDS/CTAHJAPTHU RESULTS/
PE3YJIBTATH
Appearance/3osHiluniii Burasn L
White, ob{g_fx__%, film-coated tablet engraved with =" on one
face and = 3 on the other face /Ta6uerka 6istoro koasopy, Complies/Bizmiosizac
JoBracroi GopMH, BKpHTa M1iBKOBOIO 0GONOHKOIO, 3
o =
Tuchemv Y 3 oxHoro GoKy Ta == 3. 3 irmoro
Average mass (mg/unit) /Cepeanst Maca 196,6 t0 217,2 (95 to 105 % of the theoretical mass of 206,9) / 205.3mg/mr
(Mr/opuHLIO) Bix 196,6 o 217,2 (Bix 95 % no 105 % Bin TeoperuyHoi Macu
206,9)
Microbiological quality (skip Total aerobic microbial count/3arasHe uncio aepoSHIX *Skip Test - Not
testing)/MirxpoBionoriuna uncrota (ckin-rect) mixpooprauizmin (TAMC) € 10° CFU/g/ - < 10° KYO/r Applicable
Eur. Ph. (5.1.4) €0 (5.1.4) Total combined yeasts/moulds count/3aransHe 4ncno *Skip Test - Not
ApiKOBUX T2 liceHeBMX rprbis (TYMC) < 10° CFU/y - Applicable
< 10°KYO/r el
Escherichia coli: absence/ g/ - Bincyrniy I v S}ngff;l;lym

Identification of drug substances/
InesTundikauin airounx pedosun

S5 9490-6, S 1520 and A 1095 by LC/
Hepuuponpuny apriuin ( S 9490-6), inpanamix
(S 1520) ta amnoguuin (A 1095) merogom PX

S 9450-6, S 1520 and A 1095 by TLC/
Mepurnonpwny apriuia ( S 9490-6), inpanamiy
(S 1520) ta amnopgumin (A 1095) merogom TIIX

Drug substances content (LC) (mg/unit)/
Bamicr gitounx peyosun (PX) (Mr/oamuuio)

The ratio of the retention times of each drug substance peak

(8 9490, S 1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,05/ Binnowerusa
yacie yrpUMyBaHHA [MiKa KOXKHOT irouol peyosrHH (S 9490-6,

S 1520 and A 1095) nocaiukyBaHOTO PO3YHHY Ta PO3UHHY
rOpiBHAHHS Mac craHoBuTH Bl 0,95 mo 1,05

Main spots (S 94906, S 1520 and A 1095) identical in
position, colour and size for test and reference/OcnoBHi musMu
(S 9490-6, S 1520 and A 1095) ineutuyni 32 M0JI0XEHHIM,
KOJILOPOM Ta PO3MIPOM JUI AOCIIIKYBAHOTO PO3YUHY Ta
PO3UHHY NOPIBHAHHS

(95 to 105 % of the theoretical content of each drug substance/
Big 95 10 105 % Bin Teoperuunoro BmicTy KoMHOT Ai0uol
PEYOBHHH)

S 9490-6 / [lepungonpuiy aprixis (S 9490-6): 4,75 to 5,25/
8ig 4,75 o0 5,25

S 1520 / Inpanamia (S 1520): 1,19 to 1,31/ 8ix 1,19 xo 1,31
A 1095 / Amnonnnia (A 1095): 9,50 to 10,50 / Biz 9,50 no
10.50

Complics/Binnosinae

Compliey/Bianosiyae

5.02mg/mr
1.24mg/mr
S 9.8Emgi

*Skip test/Ckin Tectysanus, Passes/Bignosinae, not applicable/ne nmpoBoauscs

Servier (freland) Industries LTD.. Moneylands Gorey Road, Arklow. Co Wicklow, ireland. -

Tel; +333 (0) 402 20800 Fax:

+333 (0) 402 20888

Direcrors: Christian Bazantay (Frenchj, Christian Sauveur {French, John Redmond.

80040 UKR2 V1

Company registered in Ireland Ne. 117248
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T SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocwrannn na memoo: DTC _S006593_ PF T CTR 25543 _EN 5.0
Specification ref/Ilocunanunn na cneyugixayio: DTC_S006593_PF N _SPE_ 25606 _EN 3.0

Packaging Lot No./Cepia No:

Manufacturing Batch No./Bupo6ruua napris Ne:

314262 287935
TESTSTIOKA3ZHUKH STANDARDS/CTAHIAPTHU RESULTS/
PE3YJbTATH

Degradation products content (LC) (% m/m)/
Bumict npoaykris aerpanauii (PX) (% m/m)
Y 1473 <03 <0.10%
S 9780 <05 0.17%
Y 1474 <03 <0.10%
Y 32 <02 <0.10 %
Y33 <02 <0.10 %
Y 31 <05 0.13%
Y 38 <05 <0.10 %
Y 1745 <04 <0.10%
Any other degradation products/ Byge-sxi imui <02 <0.10 %
NPOYKTY Kerpanattii
Total content of degradation products/ 3arasruit <20 0.30%
BMICT IPOAYKTIB Jerpanauil
Y 36 (LC limit test)/ Y 36 (PX, rparsuauii <1200 Complies/Binosinae
KOHTpOb) (ppm)
Uniformity of dosage units for S 9490-6,
S 1520 and A 1095 (LCY Oanopignicrs
A030BRHNX OAMHMIb UL NEPUURONPHILY apriHiny
(8 9490-6), inzanamiay (S 1520) ta amnoaumniny
(A 1095) metomom PX
Eur. Ph.{ 2.9.40)/ € (2.9.40)
Content uniformity (LC): %/label claim /
Onuopiaxicrs BMicty meTonom PX: % Bix
3aABACHOT KiNBKOCT]
Amlodipine/ amnoumin
81 AV < 15.0 %/AV <150% 6.1
S2 AV <15.0 %/AV < 15,0 %

0.75 M <ecach unit < 1.25 M/

0,75 M < koxua ogunnng < 1,25 M
Perindopril arginine salt/ nepusaonpury aprinin
81 AV <15.0%/AV <150% 6.8
.82 AV <15.0 %/AV < 15,0%

0.75 M <each unit < 1.25 M/

0,75 M < xoxua ogunuig < 1,25 M
Indapamide/Innanamin
Sl AV <15.0%/AV <150% 42
52 AV <150 WAV < 150%

0.75 M <each unit < 1.25 M/

0,75 M < xoxna oaunnng < 1,25 M

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 registored in Ireland No. 117246

§0040 UKR2 V1
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/ITocunanna na memod: DTC_S006593 PF T CTR_25543_EN_5.0
Specification ref/Ilocunanns na cneyudicavi: DIC_S006593_PF_N_SPE_25606_EN 3.0

314262

Packaging Lot No./Cepia Ne:

Manufacturing Batch No./BupoGunga napris Ne:

287935

TESTS/ITIOKA3ZHHUKHA

STANDARDS/CTAHJIAPTHA

RESULTS/
PE3YJIBTATH

Dissolution LC (%)/Po3uunenus (PX) (%):
European Pharmacopoeia (2.9.3)/€® (2.9.3)

Indapamide/Innanamin

Q =75% at 45 min / Inpanamin (S 1520): Q =75% 3a 45 xs.

to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepenne 2xavenns i3 24
onvuuue (S1+S2+83) nopisnioe abo
Oinbuie 75%, ue Ginsine 2 oquHKLL
merue 60% i Hemae sx0HOl OAHHULI
mere 50%

Number tested/
Stage/ | Hdocnigxkysana Acceptance Criteria/Kpurepii Values for each Tablet/ 3nauenns ans koxnof Tadnerku
Cragis | kiabkicrs npuiiuaTHocTi 1 2 3 4 5 6 Mean
Cepeane
S1 6 Each unit is not less than 80 %/ Koxna 91 97 92 94 93 92 93
onvHung He Menue 80 %
82 +6 (12) Average of 12 units (S1+82) is equal to
or greater than 75% and no unit is less
than 60%/ Cepenne 3Hauenns i3 12
onuuuue (S1+82) nopibHroe abo Ginpuie
75% i Hema€ OAHOT OAMHHKLI MeHLIIE
60%
S3 +12 (24) Average of 24 units (S1+82+83) is equal

Dissolution LC (%)/Posununenns (PX) (%):
European Pharmacopoeia (2.9.3)/€®P (2.9.3)

Perindopril arginine/Tlepunaonpuay apriuin

Q =75% at 15 min / Nepungonpuny aprinin

(S 9490-6): Q ="75% 3a 15 xB.

Stage
Cragia

Number tested/
JocainxyBana
KiJIbKiCTE

Acceptance Criteria/Kpurepil
Ipuitnsirrocti

Values for each Tablet /3uavenns ana KoxcHol rabaeTky

1

2

3

4

5

6

Mean
Cepenne

Each unit is not less than 80 %/ Koxua
onuMHUIN He Merme 80%.

99

101

100

97

102

98

100

6 12)

Average of 12 units (§1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepense 3uavuenns i3 12 oquanus
{S1+82) nopisuioe abo Ginsme 75% i
Hemae Kool ounui Menme 60%

53

+12 24)

Average of 24 units (S1+82+83) is equal to
or greater than 75%, no motre than 2 units
arc less than 60% and no unit is less than
50%/ Cepende sHavenus i3 24 oguHuIs
(S1+82+83) nopirmtoe abo Ginswe 75%, He
Ginpie 2 oxununs Menme 60% i nemae
sconHOT onuHuLi MeHine 50%

Servier (Treland) Industries LTD., Monevlands Gorey Road, Arkdow, Co Wicklow, Ireland,

80040 UKR2 V1

Tel: #3353 (0) 402 20800 Fax: +333 (0) 402 20888

Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocunanna na memoo: DTC S006593_PF_ T CTR 25543 EN 5.0
Specification ref/Tlocunanna na cneyugixayivo: DTC_S0065 93 PF_N _SPE 25606_EN 3.0

Packaging Lot No./Cepis No:
314262

Manufacturing Batch No./BupoGuuua naprist Ne:

287935

Dissolution LC (%)/Posusnenus (PX) (%): Amlodipine/Amaonanin

European Pharmacopoeia (2.9.3)/€® (2.9.3,)

Q =75% at 15 min / Amsoauniu (A 1095): Q = 75% 3a 15 xa.

Number tested/
Stage | Jocnigaypana Acceptance Criteria/Kpurepit
Cranist | KinekicTs NpHIHATHOCTI

Values for each Tablet /3uauenns wis kool TabaeTcn

1

2

3

4 5 6 Mean
Cepenne

S1 6 Each unit is not less than 80 %/ Koxua
onuauLs He Mexme 80%.

97

101

1

00 99 100 97 99

S2 +6 (12) Average of 12 units (S1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepenue 3navenss i3 12 oauums
(S1+82) nopismioe abo Ginvie 75% i
HEMa€ XKOUHOT OMBHLI MeHure 60%

S3 +12 (24) Average of 24 units (81+82+83) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepeane 3Hadenns i3 24 OQUHALE
(81+82+83) gopisrioe abo Ginsure 75%, ve
Ginbme 2 onuuKLE MeHme 60% i Hemae
KOnHOT onuHKni Menme 50%

ANALYSIS / AHAJII3 : 09/12/2020
Batch accepted/ITapris npuiinsra

Analytical Services Manager:
Menensxep mo KOHTPOJIO Ta aHANI3Y HKOCTI

F
2f) 1/ {1’ “EA \uf ’f

Michael Byrne/Mixaens Bipne

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

Drirectors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80040 UKR2 V1 Company registered in Ireland No. 117246
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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/

LlnM 5 3acBiauyro, o HaBeeHa BHIIE indopmania € JocToBIpHOIO Ta TouHOK, 10 cepito
TpoyKuii Gy0 BEpo6neHo (BKIIOYAI0UH 1aKyBaHHS/MAPKYBAHHS) Ta HPOBEACHO KOHTPO/b

Ti AKOCTI Ha BHINE3a3HAYEH N AUMBHUNI y MOBHIl BiATORIAHOCTI 3 BUMOTAME GMP,
BCTAHOBJICHHMH MICLIEBUM PETYIATOPHEM OPTaHOM, 8 TAKOX BIINOBIAHO A0 cremudikatii
IO MICTATBCA Y peecTpauiitaoMy nocke. TIpoToKoIM BUPOGHHUIITRA, NAKyBAHHS T4 aHATi3iB
Oyn10 neperIiHyTO Ta BCTAHORNIEHO BigmoBigHicTs GMP.

s

Date of batch release/[lata Bunycky cepii 10/12/20

Name and Position/Title of person authorising the Batch Release/ IIpiseuine T2 mocana/
3BaHHA 0co0u, AKa BU/IA/IA 103B1JI Ha BHIYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bixnosizaisna oco6a
[] Ms Christine Farrell, Qualified Person/ Bignosigansua oco6a
[] Ms Ailbhe Wade, Qualified Person/Binnosinanena ocoba

v "Ms Carmel Kinsella, Qualified Person/ Bignosigansua ocoba

[J Ms Jenny Quinn, Qualified Person/ Binnosizansua oco6a

Signature/TTigrmec ( Zﬁgi“v’i{,& & ﬁ{&\\: Date//TaTa: C@"}QHZLL

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 314262

P e e i
. e S5 S s s o FARTHOLE
Servier (reland) Industries DT, Gorey Road, Arklow, Co Wicklow, Republic of lrcland, Vi4d h/&? N

Tel +383 {0y 402 20800 Fax: +353 (0) 402 20888
Direotors: Chiristian Bazantay (French), Plerre Venesque {French), Jobn Redmond,
Company regisiered i freland No, 117246
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JEEPYKJIITKCITYKBA
AEPKABHA CHIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIKO 3A HAPKOTHKAMH y m. KHEBI

Bys. Bepesnaxisceka, 29, Kuie, 02098, ten./hake: (044) 550-23-55, ren, (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €APIIOY 37079055

BUCHOBOK
Npo SAKICTL BBE3eHOro B Y Kpainy Jikapcokoro 3acoly

25.01.2021 Ne 2316/21/26

TPUHITJIIKCAM® 5 MI'/1,25 MI'/10 MI'

(aliMenyBaHys NiKapeEKOTo 3aco0y 311140 3 PeecTpallifilinyg NOCBIAYCHHSM)
TalJEeTKH, BKPHTI IITIBKOBOI0 060J10HK010, 110 5 Mr/1,25 mr/10 mr; o 30 Tabnerok y
ronTeiinepi past rabaerow; no 1 konreiinepy aast Tabaerok y kopobui 3 Kaprony

(hopsa BUNYCKY, JO3VBUHHSL, BH)( TAKYBAHHS NikapeLKoro 3acofy)
Homep pecerpauitinoro noceinuessa UA/13931/01/02 crpox aii peecTpauiiinoro nocsinuenns HeoOMeKeHH
Cepis nikapcskoro sacoby Ne 314262 Kinekicts Bresesoro nikapenkero sacoGy 32395

BupoGvk Ceps'e (Ipnasuin) lupacrpic Jitn, Ipnaunis
{HaliMcHyBasns BHpOOIMKA JIKAPCLKOTO 3acoly, KpaiHa MOXoKeH )

Bpeseno B Ykpainy Tosapucreo 3 o6mexenon sianosinansnicrio "CEPB'€ YKPATHA",
ineur. xom: 33643340
{naitsenysanns ta koj 3a €JIPITIOY wopuusytol ocodu ado npizsnwe, iM's, 1o Garskosi dhisnunol
0co0H - NiAnpyeMuy, 17 Micle NPOXKBARNE Ta peceTpaniinmii Homep oGNiKOBOT KAPTKA IUIATIHKA
NIOAGTKIB 200 Cepis Ta HOMED nacropra)

MpoTokon gizyansuoro kourpomo vin 25.01.2021 X 237/1.

3a pesynprartamy  AepKasHOLO.
AOTPHMAHHAM su

KOWTPOMO BCTAHORNEHO, U0 Jlikapcekui 3acid BBE3cHO B YipalHy 3

it _é’%@iﬁa\k;uom safe3neverHs AKOCTI NikApcsKUX 3acolis.

TNy

HauanpHUK Meuxona XOJIOAEHKO

(nijnne) (iriniwms ta npissriue)

(nocanona ocoda |
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