JAEPXKABHA CJIIYIKBA 3 MIKAPCHBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMA y M. KHEBI
mpos. Hagii Ceitauunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHCHOBOK
Opo AKiCTHL BBe3eHOro B Ykpainy aikapcskoro 3acoly

09.05.2024 Nk 24270/24726

TPHILIIKCAM® § MI'/1,25 MI'/10 MI'

(HafiMeHyBaHHA Nikapceskoro aacoGy ariano 3 peecTpartiftume mocsiageHHaM)
TabNeTKH, BKPHTI 0/1iBKOBOI0 060/100K01H0, Ho § Mr/1,25 Mr/10 Mr; mo 30 Tabaerox y
xoETelHepi A8 TadaeTor; 1o 1 xouTeliHepy A48 TAbMETOK Y KOpobi 3 KapTOHY

{hopma BHIYCKY, ROSYBRHHA, B NAKYBAHHA Nixapcsxoro 3acoby)
Howmep peecrpauitinoro nocsiguesns UA/13931/01/02 crpox aii peectpaniiisoro nocaiguenta HeoOMexeHHH

Cepis nixapcbkoro 3acoby Ne 737614 Kinexicts Beesenoro sixapcskoro sacoby 32560
BupoGHuk Cepe'e (Ipnanais) Inmacrpic Jitx, Ipmasnis
(pafiMenynania BUPOOHAKA NiKAPCRECTO 3aC00Y, KPATHE OXOMKEHHA)
BuescHo B Vkpainy TopapucTBO 3 06Mexenoo BianosizansmicTio "CEPB'E€ VKPAIHA",

inenT. konx: 33643340

(uattmenynaHua Ta ko 3a CAPIIOY wopranTuol ocobh abo npispmae, iM's, no Garsxosi piswimol
ocofin - nianpuemua, §f micue npoxusanys Ta peeerpantiinit Homep ofinivoaol kapTir naTHIKA
nozaTxis 260 cepid Ta HOMEP NACNAPTA)

Iperokon Bisyanenoro kouTpome six 09.05.2024 X 1615/2.

32 pe3yJbTATAMH JEPXKABHOTG KOHTPOMIO HCTRHOBAEHO, IO -: ACi

Muxona XOJIOAEHKO

(iniuiann Ta npiapAme)




DocuSign Envelope [D: FBBE9ADS-7A56-4761-A00D-F8956550DF1F

TR BERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hazpa

Ta ajpeca BUpOOHHKA

Name of Importer and Address/

Hasea Ta agpeca imnaoptepa

Which Consignment of product is

delivered/Bua npopyxuii, o nocravaeTses

Pharmaceutical form/Jlikapceka gopma

Name of the Product/Hassa nikapcbkoro

3aco0y
Dosage/Cuna mii

Type and size of packaging/Bun ta poamip

VIIAKOBKH

Finished Product batch number/Cepis roToBoro

TIKapCBKOFO 3ac00y
Manufacturing date//lara supoGuuirrea
Expiry date/Tepmin npugarsocti

Batch size/KinapkicTs y cepif

Servier (Ireland) Industries Ltd/Cepz'e (Ipaanuis)
Ianacrpic Jdrn

Moneylands, Gorey Road/Mawninenas, 'opett
Poyax,

Arklow/Apxnoy,

Co. Wicklow/Ko. Bixiroy,

Ireland/Ipaanmis

Servier Ukraine LL.C/TOB "Cepr'e Yxkpaina"

41, Naberezhno-Khreshchatytska St./syir.
Habepexmo-Xpemaruiiska, 41

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

Pharmaceutical Product/Jlikapceknti 3acid

Film-coated tablets/TabneTku, BKpUTI T1iBKOBOIO
000IOHKO0

TRIPLIXAM® 5 mg/1,25 mg/10 mg/
TPHUITIIKCAM® 5 mr/1,25 Mr/10 My

S5mg/1,25 mg/10 mg / 5 mr/1,25 mr/10 mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 tabnerok y
KOHTeHHepl Juts Tabnerok; o 1 xoHTeiHepy ais
TabyeToK y KopoOili 3 KapToHy

737614

02 2024
02 2027
32,560 Boxes/ymaxoBox

Manufacturing Licence number/Homep ninensii M00068/00001

Ha BHpO@HMH’FBO

Registration Number/Peectpariiiine
MOCBIAUEHAS

UA/13931/01/02

Freach), John Bedumond.

No. 117246

Page 1 of 6



DocuSign Envelope [D: FBBE9ADS-7A56-4761-A00D-F8956550DF 1F

DocuSign Envelope 1D: B3084368-F210-4310-BDD8-24F535E98C5B4

SERVIER (IRELAND) INDUSTRIES LTD.

= BERIEE

Method ref/liocuanna na memoo: DTC S$G06593 PF T CTR 25543 EN 5.0
Specification ref/liocunanna na cneyudirauin: DTC 5006593 _PF N _SPE 25606 EN 3.0

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

Formulation/®@opMyiiosanns:

Film-coated tablets containing 5 mg of perindopril arginine, 1,25 mg of indapamide and 10 mg of amlodipine /
Ta0aeTKH, BKPUTI IUTIBKOBO 000IOHKOI0, IO MICTATE 5 MI MEPUHIONPHIY apridiny, iHgamaMiny 1,25 mr 14

amtonuminy 10 mr

Packaging Lot MNo./Cepin Ne:

737614

728131

Manufacturing Batch No./Bupofunua naprin Ne:

TESTS/MOKAZHUKH

STANDARDS/CTAHIAPTH

RESULTS/
PESYJIALTATH

Appearance/Josaiuniii Brrsng

Average mass {mg/anit) /Cepennn saca
{(Mr/oAUENEIO)

Microbiological quality (skip
festing)/Mixpobionoriuna AncToTa (crin-Teet)
Bur, Ph. (5.14Y €D (5.1.4)

Identification of drug substances/
Fewrndixanin xiounx pedosun

S 9490-6,5 1520 and A 1095 by LT/
flepusponpuny apriuis { S 9490-6), inganamin
(5 1520) 1a amsiopumin (A 1095) meroxom PX

S 9490-6,8 1520 and A 1095 by TLC/
{lepunaonpuny apriuim { § 9490-6), inganamin
(5 1520} Ta amaogmnia (A 1095) meroaom THIX

Drug substances content (LC) {mg/unity/
Buict gitounx peucsnn (PX) (vr/ounmnio)

g

White, oblong, film-coated tablet engraved with on one
i

- f— = 2
face and == 8 on the other face /Tafnerxa 6inoro xonbopy,
nomrractol dopMu, Bkputa IBKOBGIO 060:108K0I0, 3

|- T o

. o e @ H

TUCHEHHSM 3 opuore Goky Ta =P - 3 HHIOro
196,610 217.2 (95 to 105 % of the theoretical mass of 206,93/
BiZ 196,60 3o 217,2 (813 95 % zo 105 % Big TeopeTuvuHol MacH
206.9)

Total aerobic microbial count/3araneHe uucno aepobrux
Mikpoopranizmin (TAMC) < 10° CFU// - < 100 KYO/r
Total combined yeasts/moulds count/3aranmsse yncno
AREKIKOBRWX Ta Anicenerux tpubis (TYMC) £ 107 CFU/g/ -
<P KYOr

Escherichia coli: absence/l g/ - sincymmiy I r

The ratio of the retentton times of cach drug substance peak

(5 9490, 5 1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,05/ Bignowenus
Yacts YIpUMyBars nika xomeol xriovol pevosuin (S 9490-6,

S 1520 and A 1095) HocHiDKYBIHOTO POZYMHY T& DO3YHHY
AOPIBHARES Ma€ cTaHoprTy 814 0,95 10 1,05

Main spots (5 9490-6, S 1520 and A 1095} identical in
position, colour and size for test and reference/OcnoBnt naaMu
(8 9490-6, 5 1520 and A 1095) incHTHYHT 38 HORMKSHHAM,
KOABOPOM T8 PO3MIPOM /U1 ZOCTIIHYBAHOFD DO3HHHY Ta
PO3UMHY TOPIBHAHAN

{95 to 105 % of the theoretical content of each drug substance/
Bl 95 710 105 % BLT TEOPLTHUHOTO BMICTY KOWHOT Ji10ug)
PEYCBHHN}

S 9490-6 / Hepunaonpuny aprinin {5 9490-6}):
Bia 4,75 o 5,25

S 1526 / Tananamin (5 1520): 1,19 t0 1,31/ s}
A 1095 / Ammonumrda (A 1695): 9,50 t0 10,5 ) G
10,50 & "

Complies/Binnosinae

206 Img/mr

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

Complies/Binnosiaae

Complies/Binnosinae

*Skip test/Cxin recryanus, Passes/Binnosinae, not applicable/ne niposojus

Servier (ireland} Industries LTD,, Monevlands Gorey Road, Arklow, Co Wicklows

dipa m

Tel +353 (1) 402 20800 Fax: +353 {0} 402 20888
Directors: Christian Bazantay (French), Christian Sagveur (French), Jobn Redmond.

80040 UKRZ V1

Company registered in Ireland No. 117246
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e
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DocuSign Envelope [D: FBBE9ADS-7A56-4761-A00D-F8956550DF 1F

DocuSign Envelope 1D: B3084368-F210-4310-BDD8-24F535E98C5B4

SERVIER (IRELAND) INDUSTRIES LTD.

= BERIEE

Method ref/liocuanna na memoo: DTC S$G06593 PF T CTR 25543 EN 5.0
Specification ref/liocunanna na cneyudirauin: DTC 5006593 _PF N _SPE 25606 EN 3.0

Packaging Lot No./Cepin Ne:

Manufacturing Batch N

o./Bupobnma naptin Ne:

KOHTpons) {ppm}

Uniformity of dosage units for $ 9490-6,

5 1520 and A 1095 (LC)Y Oanopianicrs
AOIOBARKY OXMIHIL 10 TePHHAOTIPHAY aprininy
(S 9490-6}, innanamizy (S 1520} ta amnoguniny
(A 1095) Meronom PX

Bur. Ph.( 2.9.40) € (2.9.40)

Content uniformity (LC): %/abel claim /
Oanopianicrs sMicty MeTogom PX: % 8ia
3AABACHOT KINLKOCTI

Amlodipine/ amnonsis

81

52

Perindopril arginine salt/ nepusaoOpUAyY apridid
51
82

indapamide/liaananiz
51
52

AV <150 %AV <150%

AV <150 %AV <I50%

0.75 M < ecachunit < 1.25 M/

0,75 M < xomna opuaps < 1,25 M

AV <50 %AV <15,0%

AV <150 %AV <I50%

0.75 M < cach unit < 1.25 M/

4,75 M < goxua opunnng < 1,25 M

AV <150 %AV <150%

AV < IS0 WAV < 150%

(1.75 M < each unit < 1.25 M/

(0,75 M < xoxua oguanng < 1,25 M

737614 728131
TESTS/TIOKASHUKA STANDARDS/CTAHJIAPTH RESULTS/
PE3SVYJIBTATH
Degradation products content (LC) (% m/m)/
Buict npoayrris perpanauii (PX} (Y m/m)
Y 1473 =03 <010 %
S 978G <0,5 0.15%
Y 1474 <63 <0.10%
Y 32 <02 <0.10 %
Y 33 <02 <0.10 %
Y 3t =05 0.14 %
Y 38 <05 <0.10 %
Y 1745 <04 <0.10 %
Any other degradation products/ byas-axi st <02 <010 %
APOAYKTH gerpagaui’i
Total content of degradation products/ 3aransuut <20 0.29 %
BMICT NPOAYKTIB AcIpasay
Y 36 (LC limit test) Y 36 (PX, rpayyusuit <1200 Complies/Binosiac

58

0.9

6.9

TP

Servier (ireland) Industries LTD, Moneviands Gorey Road, Arkio

Tel: 353 (0) 402 20800 Fax: 4353 {0) 402 2082

Directors: Christisn Bazantay (French), Christian Sagveur (French) N
Company registered in Ireland No. 117246

80040 UKRZ V1
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DocuSign Envelope [D: FBBE9ADS-7A56-4761-A00D-F8956550DF 1F

DocuSign Envelope 1D: B3084368-F210-4310-BDD8-24F535E98C5B4

SERVIER (IRELAND) INDUSTRIES LTD.

= BERIEE

Method ref/liocuanna na memoo: DTC S$G06593 PF T CTR 25543 EN 5.0
Specification ref/liocunanna na cneyudirauin: DTC 5006593 _PF N _SPE 25606 EN 3.0

Packaging Lot No./Cepia Ne: Manufacturing Batch No./Bupofumaa naprin Ne:
737614 728131
TESTSTIOKATHUKHU STANDARDS/CTAHJIAPTHU RESULTS/
PEIVJIIBTATH
Dissalution LC (% )YPosumuenns (PX) (%): Indapamide/Inanamin

Buropean Pharmacopoeia (2.9.3.)/€d (2.9.3.)
Q =75% at 45 min / Ingananmiz (8 1520): Q = 75% 3a 45 xB.

Number tested/
Stage/ | Hoenimxysaua Acceptance Criteria/Kpuyepii Yalues for each Tablet/ 3navenns pin wommol 1abierkn

Cryapln | winsricrs npuitEaTHocH 1 2 3 4 5 ] Mean
Cepengne

St 6 Each unit is not less than 80 %/ Koxna 99 O) 99 98 97 94 98
opuunug ne Meswe 80 %

S2 +6 (12) Average of 12 units (S1+52) is equal to
or greater than 75% and no unit is less
than 6G%/ Cepeane 3uasenns i3 12
opunuue (S1+82) nopisuioe abo Ginklie
75% 1 nemac wonnol oMU MeHTIe
60%

53 +12 (24) Average of 24 units (S1+52+53} is cqual
to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepeade snauenssn iz 24
onumuus (S1+82+83) nopisuoe abo
Binmize 75%, e Sumbic 2 OAMHELE
mennie 60% 1 nemae oIHOT OAHHHIT
sente 50%

Disselution LC (%)Y Posuunenns (PX) (%) Perindoprit arginine/Hepunnonpuay aprisis
European Pharmacopoeia (2.9.3 /€@ (2.9.3.)

Q =75% at 15 min / Uepunsonpuiy aprisin (S 9490-6): Q =75% 3a 15 ¥8.

Number tested/
Stage | Hocaimxysana Acceptance Criterfa/Kpuarepii Values for each Tablet /3uavenus pan xoxnol Tabierku
Cragin | winsricrs Hpuiissrmaocri i 2 3 4 5 6 Wean
Cepenne
S 6 Each unit is not less than 80 %/ Kowna 101 101 98 101 89 104 101
ofHHnuA He Merue 80%.
52 +6 (12} Average of 12 units {$1+52) 1s equal to or

greater than 75% and no unit is less than
60%/ Cepenne suasenns i3 12 oauunin
(81482} nopirmoe abo Sinsme 75% i
HEMae KOAHOT oauuni Menme 60%

3 +12 (24) Average of 24 units (51+52+453) is equal to
or greafer than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepenne 3nauenna i3 24 oxuduis
(S1+52+53) nopisuioe abo Oubixe 75%, ve
Glmeare 2 oamrenik Meaore 60% 1 nemac
WOHOT opuEwIl Menuie 50%

LIS 4

(S)
U

b
g
L

yVMHEHTIB
Lk

" \\'??\
aM" £
Servier (ireland) Industries LTD, Moneviands Gorey Road, Arklow, Co Wickiow W - b “ = /
Tel: 353 (1) 402 20800 Fax: +353 {0) 402 20888 & /%Y
Directors: Christian Bazantay (French), Christian Sagveur (French), John Redmo Y /

80040 UKR2Z V1 Company registered in Ireland No, 117246
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DocuSign Envelope 1D: B3084368-F210-4310-BDD8-24F535E98C5B4

SERVIER (IRELAND) INDUSTRIES LTD.

= BERIEE

Method ref/liocuanna na memoo: DTC S$G06593 PF T CTR 25543 EN 5.0
Specification ref/liocunanna na cneyudirauin: DTC 5006593 _PF N _SPE 25606 EN 3.0

Packaging Lot No./Cepin Ne:
737614

Manufacturing Batch No./Bupobuuya naprin Ne:

728131

Disselution LC (% )Y/ Posumuennsn (PX) (% ):

European Pharmacopoeia (2.9.3.)/€@ (2.9.3 )

Awmlodipine/ Amronunin

Q =78% at 15 min / Amnosunin (A 1095): Q = 758% 3a 15 xB.

Number tested/
Stage | Hocuimxysana Acceptance Criteria/Kpurepit Values for each Tablet Suagvennn s koswol rabaericn
Cragia | winsricTs npuHHATHOCTI 1 z 3 4 5 6 Mean
Cepenre
St 6 Each unit is not less than §0 %/ Kowxua 99 101 101 160 101 161 101
oJuHKLA He Mere R0%.
52 +6 (12) Average of 12 units (S1+52) is equal to or
greater than 75% and no unit is less than
60%/ Cepenne suavenns 3 12 onuHnus
(31-+82) nopisvioe ado Ginsiie 75% 1
wemae ool ol Mere 60%
83 +12 (24) Average of 24 units (S1+852+583) is equal to
aor greater than 75%, no more than 2 uniis
are less than 60% and no unit is less than
50%/ Cepesiue suavens 3 24 ouumi
(S51+82+83) sopinmoe abo Sinsiie 75%, e
Ginpure 2 OAUHKHID MeHie 60% 1 HeMae
HKOEHOT QMHEILIE MeHe 50%
ANALYSIS / AHATIIZ - 10/04/2024
Batch accepted/Tlaptia npuiingra
DocuSigned by:
Analytical Services Manager: Mickas bfm
o ° . . -44E57869BFCA43C.. Femmmamensy
Menepmep 1o KOHTPOIO Ta 2aHAKIBY AKOCTI Michael Byrne/Mixaeas bipue
i 9
L()}\\ MEHTIB é
" \E‘
@ oM™ s
Servier (reland) Industries LTD,, Monevlands Gorey Road, Arklog 3 i ow, rdland. L,: :'
Tel: +353 {{é} 402 20800 Fax: +353 {0y 402 20 ] *‘//
Directors: Christian Bazantay (French), Christian Sauveur (Frong /
80040 UKR2Z V1 Company registered in Ireland No, 117246 Page 50f 6




DocuSign Envelope [D: FBBE9ADS-7A56-4761-A00D-F8956550DF1F

TR BERVIER

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/

Lzm g 3acBiuyio, 10 HaBe/leHa BHILE iHpopMaIlis € JOCTOBIpHOIO Ta TouHOoIo. Llfo cepito
npoaykuii Oyno BUpoGIeHo (BKIIOYAIOUH MAaKyBAHHA/MAPKYBAHHSA) Ta NPOBEJACHO KOHTPOTD
i1 AKOCTI Ha BHIIE3a3HAYCHIH JUTBHULI Y MOBHIM BiAnOBiAHOCTI 3 BUMoraMu GMP,
BCTAHOBIICHUMH MICIIEBHM PCTYITOPHHM OPFaHOM, 8 TAKOXK BIANOBIHO JI0 CICHH(pIKaIlii,
HI0 MICTATRECA ¥ peectpaiiitHomy Aocke. [TpoTokonu BHpoOHHITRA, DAKYBAHHS T4 aHATI3IB
OYII0 IEPErIHYTO T4 BCTAROBICHO BLANOBiAHICTE GMP.

Date of batch release//lata Bunycky cepii 12/04/24

Name and Position/Title of person authorising the Batch Release/ Hpizsume ta nocaxa/
3BAHHA 0c00H, KA BHAAIA Z03BiJ HA BHNYCK cepii

1 Dr Blanaid Bowes, Qualified Person/ Binnosinansaa ocoda
[1 Ms Ailbhe Wade, Qualified Person/ Binnoginanssa ocoda

b Ms Carmel Kinsella, Qualified Person/ Bignosizansraa ocoba
[l Ms Jenny Quinn, Qualified Person/ Binnosinansna ocoba

[1 Ms Niamh Ryan, Qualified Person/ Bianosizansua ocoda

DocuSigned by:

Signature/ITizmuc | Carmel KINSELLA Date/Jlata: 12 April 2024

BACO4C34801448BD..

Finished product batch number/ Homep cepii roToBoro fikapckkoro sacody: 737614

Servier {reland) Industies 1Y
Tel: : J HIEBRE
Prrectors: Chestian Bazantay (Fr , o (Freachy. ol Bedmend.
Company repstered i Ireland Mo 117248

lonw, CoWicklow, beland.

Page 6 of 6



{(+38044)207-73-04 ¥noBHoBaeHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoshoBaeHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n P H u un (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprudikar ananisy Ne 170000004410

1. HaiimeHyBaHHA npogyxuyii: APOTABEPHUH-OAPHWUA

(HazBa, cuna fii/akTMBHICTL, Nikapceka ¢opma Ta 1 TabrneTka MicTUTL ApoTaeepuHy rigpoxnopuay 40 mr;

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha Tabnetkn 40 mr; no 10 TabneTok ¥ KOHTYPHIA YapyHKOBI ynakosLi; no 2
YNaKoBLi roToBol NPoAYKLUIi)) KOHTYPHi YapyHKOBi YNaKOBKMW B Naylli 3 MApKyBaHHAM YKPaIHCbKOW MOBOIO
2. Homep cepii: EL10424

3. Poamip cepii: 153,786 TYI

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/7468/01/01

7. Bata supoGHulyTBa: 04.2024

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 04.2027

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW NiLeH3iA BCiX BUpoBNeHo, BKAICYAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTpONb AKocTi Ha lMpAT
AinbHMLL BUPOoGHULTEA | KOHTPONIO AKOCTI; «(QapmauesTiuHa ¢ipma  «flapHuua» 33 agpecowo: M KuiB, Byn.
Cepmudixatu BignoeigHocti GMP Bcix Bopucninbceka, 13; niuensia AB N°S98086; ceigouTeo npo atectauilo
BinbHALL: naBopartopiin BKA N2 128; ceptndikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA J13 po peectpauiitHoro nocsigueHHA NCUA/7468/01/01 eig 13.10.2017

N21256, 3i amiHamMm

PeaynbTaTh aHanisy:

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay

1 Onuc TabneTkn cBiTNO-X0OBTOTO afio TeMHO-KOBTOro KONbopy 3 Bignosipgae
BKpanAeHHAMY, MIOCKOLMNIHAPWYHOT $opmu, 3 $HaCKoIo Ta PUCKOIC

2 laeHTUDiKaLin A Y{-cneKkTp NOrAMHAHHA BUNPOBOBYBAaHOTO PO3YUHY, Bignosipgae

NPAroToBaHoOrD, AK 3a3Had4eHo B

NOFNMHaHHA 32 AOBMUA:

+2) Hm / » L N
) qtibhb@aﬁoi'd bb‘z.l?unyﬁ(

pazaini "KinckicHe BU3HauyeHHA", B
3 laeHTUDiKaLis B Ha xpomaTorpamif
pozaini "Cynposif) oMLk :

ApOoTaBepUHy no i
APOTaBEPUHY Ha PSMATOTPaMI PO3UMHY negl_L HHA

, OTPUMaHIRA B Bianoeigae
OCHOBHOro Nika

4 CgHopiaHIcTb o30BaHMX oAMHULL  Bignosigae BUMoras:d A * Bianoeigae
Ny
-~ ',.\\q/ 7
5 PoznapaHHa He Ginowe 15 xB ‘\‘/ 7 xB.
6 CynposigHi gomiwkn Byab-AKoi gOMIlLKK - He Ginbwe 0,2 % Bignoeipae
7 CynposigHi gomiwkn Cyma AoMiWOoK - He Ginbwe 2,0 % 0,3%
po HHM o
8 Posun&geoﬁn {?,}6 Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeipae
L4
9 leoﬁlmm'rmera % B 1 r npenapaty aonyckaeTbcs He Ginble 1000 KYO aepofHux Bianosigae
OkcaHa = MiKpoOpraHiamie i He Ginbwe 100 KYQ opbkauoBuX i naiceHeBux
.'_ leopriieHa o rpubis. He ponyckaetbcs HamBHicTb B 1 r Escherichia coli
10 KinbricHeSpidipE@¥AHIH = He meHwe 38,0 mr i He 6inbwe 42,0 mr apoTagepuHy rigpoxnopuay 38,2 mrftab
- 00481212 - B OfHil TabneTyi

1 Ynam?ﬂ;g dg‘-’ BignoeigHo go MKA N3 Bignoeigae
“QHQ y B“a
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12 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomenTapi: Bbes koMeHTapiB

12. YmoBn 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegocTynHOMY AnA
piten micyi.

13. 3anBa npo ceprndikanio: Llum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi Npopaykuii 6ynu npoeefeHi
B NOBHiil BigNOBIAHOCTI 3 BUMOraMK, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTEepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0EB'A YKpaiHu, | 3 BUMoramu peectpauiiHoro
AOCLE KpaiHW NPU3HAYeHHA

Cepin po3BoneHa go peanizauii / BigBanTaxeHHn 3 23.04.2024

3aTBepaKyio

MNib: Kopotkosa O.I.

Mocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 23.04.2024  08:21

F3 oHHMG
0‘5‘- Q{%@o
<~  KopoTkoBa
5 OxcaHa
= lNeopriiBHa
~  €4PNCY/INH

00481212 . ici B
>, 5 JoxymeHT nignucaHo y cepeici BuacHo (novarok)

o AN 00481212_20240423_Certificate_170000004410.pdf

‘f‘»ano ¥ B“'a

-
-
-
-
-
-
-
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEeHHR)
00481212_20240423_Certificate_170000004410.pdf

HoxkymeHT BignpaeneHo: 08:24 23.04.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

08:24 23.04.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
cTapluMid iHcneKTop-yNnoBHOBaXkeHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesipku KEMN/ELN: 08:24 23.04.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF4504000000571 5000005010100

Tun nignucy: kBanigikosaHwin

A0S I
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NEPKABHA CJYKEA 3 JIKAPCHLKHIX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KUEBI

npos. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
npo siKieTh BBe3eHoro B Ykpainy JiKapcbKoro 3acoly

14.01.2025 Ne 908/25/26

TPUIUIIKCAM® 5 MTI'/1,25 MI'/10 MTI"
(MARMCHY BRI JHKAPCHEOIO 3aC00y 3rio 3 pecerpaniiinin noCRACHHIM)
TabaeTky, BKPUTI IAiBKOBOIO 0501011010, 10 5 mr/1,25 mr/10 mr; no 30 Tabsnerox y
wonreiinepi aast Tabaerox; 1o 1 konreiinepy s TabJerok y xopoOui 3 xaprony
(thopma BrIyCKy, O3y BaHILL, BUL NAKYBaKHs JiKapeLKoro 3aco0y)

Howmep pecctpauitinoro nocsiauenns UA/13931/01/02 crpok aii peecTpalifinoro nocsinients HEOOMEKEHHH
Cepis nikapcskoro 3aco6y Ne 744441 Kinbkicts BRE3CHORO Nikapeskoro sacody 11000

BupoGinic Cepn'c (Ipaanais) Inpacrpic Jita, Ipnannis
(HaitMeHy BaHHA BHPOOHHMKA NKAPCLKOro 3acoBy. kpaiHa NOXOKEH )

BreaeHo B Ykpainy Toapuerso 3 06MEsKCHOIO sinnosinansuictio "CEPB'C YKPATHA",
inenT. wom: 33643340

(nafinenysanus va ko sa CUPTIOY opHAHtIoT 0coli ado npissHuLe. iM'st, no Sarsiosi dizuinoi

0coBu - AiANprUeMR, T MICUC TPORUBAHNS Ta peceTpalifinuii HoMep 06aIKOBOT KAPTKH TAATHHKA
nogarkis abo cepis Ta HOMEP MUCropTa)

TIPOTOKON Bi3yanbHOrO KONTPOMIO Bilt 14.01.2025 »x 37/01.10-25/1.

3a  pesyibTaTamu ACPIKABHOTO  KOHTPOMO  BCTAHOBNIEHO, U0 nikapebkuit  3aciG  sBeselo B Vkpainy 3

JOTPHMAHHAM BUMOT 3aKOHOABCTBA WOLO 3aBesneuents skocTi NikgpchKux 3aco6is.

Muxona XOJIOJEHKO

(niznue) (infuiasm Ta ApisBHILe)

A

VA, 08, A %




Docusign Envelope ID: 382312B7-794B-4C9B-8A88-E1A9DD5SDEC33

T sgavien

SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOTIO 3ACOBY

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

Moneylands, Gorey Road/Maninenns, I'opei
Poyn,

Arklow/Apxkioy,
Co. Wicklow/Ko. Bikioy,
Ireland/Tprianmis
Name of ITmporter and Address/ Servier Ukraine LLC/TOB "Cepg'e Ykpaina"

Hassa Ta agpeca imropTepa 41, Naberezhno-Khreshchatytska St./Byi.
Ha6epexHo-XpemaTuipka, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapcexui 3acibd
MPOIYKLIT, 0 OCTATAETHCH

Pharmaceutical form/Jlikapceka popma Film-coated tablets/TabneTkHn, BKPUTi NI1iBKOBOXO
06O0T0HKO0

Name of the Product/Hassa nikapcpkoro TRIPLIXAM® 5 mg/1,25 mg/10 mg/

3acoly TPUTIJITIKCAM® 5 mr/1,25 mr/10 Mr

Dosage/Cuia gii 5 mg/1,25 mg/10 mg/ 5 mr/1,25 mr/10 mr

Type and size of packaging/Bun ta posmip 30 tablets in the container for tablets; 1 container

YITaKOBKH for tablets in the carton box/ o 30 TabneTox y

KOHTeHHepi 171 TabNeTOoK; 110 | KOHTeHHepy Ad
TabueToK y KopoOlli 3 KapTOHY

Finished Product batch number/Cepist rorooro 744441
NiKapcrKoro 3acoby

Manufacturing date/[{ata BupobHuLTEa 03 2024
Expiry date/Tepmin npugatHocTi 03 2027
Batch size/Kinskicts y cepii 14,747 Boxes/ynakoBok

Manufacturing Licence number/Homep ninensii M00068/00001
Ha BUpOOHHLTBO

Registration Number/Peectpauiiine UA/13931/01/02
TTOCBiIYECHHS

Page 1 of 6



Docusign Envelope ID: 382312B7-794B-4C9B-8A88-E1A9DD5DEC33

Docusign Envelope 1D: FBY9A2DC-6E00-44B0-A132-79F00913CET8

ERVIER

e
"

(IRELAND) INDUSTRIES LTD.

Method vef/Tlocunania na memoo: DTC_
Specification ref/Ilocunanns na cneyudhixaio: DTC _S006593_PF_N_SPE_25606_EN_3. 0

S006593_PF_T CTR_25543_EN_5.0

TRIPLIXAM® 5 mg/1,25 mg/10 mg / TPATLTIIKCAM® 5 mr/1,25 mr/10 mr

Formulation/MopMyaoBanus:

amiozuminy 10 mr

Film-coated tablets containing 5 mg of perind
TaBIerKy, BKPUTI IWBKOBOIO 0B0JIOHKO0I0, 1O MicTsTh 5 MU

opril arginine, 1,25 mg of indapamide and 10 mg of amlodipine /
ITEPUHAOTIPIITY apridily, ippamamipy 1,25 Mr ta

744441

Packaging Lot No./Cepis Ne:

728134

Manufacturing Batch No./BupoGuuua napTist Ne:

TESTS/TIOKA3ZHUKU

STANDARDS/CTAHIAPTU

RESULTS/
PE3YJBTATHU

Appearance/3oBuituii BrISL

Average mass (mg/unit) /Cepejas maca
(vr/omumnn)

Microbiological quality (skip
testing)/Mixpobiogoriuga uncrora (cxin-Tect)
Eur. Ph. (5.1.4)/ €D (5.1.4)

Identification of drug substances/
Inenrudixanis girouux peuosun

$ 9490-6, S 1520 and A 1095 by LC/
Ilepunponpuiy apriuin (S 9490-6), irnanamil
(S 1520) 1a amnogumin (A 1095) MeTonoM PX

$ 0490-6, S 1520 and A 1095 by TLC/
TTepuronpuny apriniu (8 9490-6), THAIaMiz
(S 1520) ta amuoaniin (A 1095) MeToom TINX

Drug substances content (LC) (ing/unit)/
Bwmicr gironux pevosun (PX) (vr/opununie)

[ T

White, oblong, film-coated tablet engraved with " on one
R

face and = < on the other face /TaGseTKa 6iIOT0 KOILOPY,
NoBracTol GOPMHM, BKPHTA INIBKOBOIO OGOJIOHKOIO, 3

- e’y o]

e [ @ _

TUCHEHHSM 3 oanoro foxy Ta =— < - 3 iHMoro
196.6 to 217,2 (95 to 105 % of the theoretical mass of 206,9) /
Bin 196,6 o 217,2 (8in 95 % 1o 105 % Bij reoperiuiol Mack
206,9)

Total acrobic microbial count/3aranbiie HREI0 ACpOBHIIX
wikpoopraniamis (TAMC) < 10° CFU/g/ - < 10*KYO/r
Total combined yeasts/moulds count/3arajbre YHeIo
APITROBMR T4 TUHCEHERIX TpubiB (TYMC) < 102 CFU/g/ -
< 102 KYOir

Lischerichia coli: absence/l g/ - Bincytniy I r

"T'he ratio of the retention times of each drug substance peak

(S 9490, S 1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,05/ Bignouess
yacis yIPIMYBAHHN iKa KOAKHOT AIHO4OT PCIOBHIHI (S 9490-6,

S 1520 and A 1095) gocHipKyBanoro pO3HIHY Ta POSHHITY
[OPIBIHANHS MAEC CTRHOBATY Big 0,95 go 1,05

Main spots (S 9490-6, S 1520 and A 1095) identical in
position, colour and size for test and reference/OCHOBHI TIIMA
(S 9490-6, S 1520 and A 1 095) inenTuaHi 38 TONOMEHHAM,
KOALOPOM T3 POIMIPOM JUIS AOCHIDKYBAHORO POBUUIY T2
pozYMEY NOPIBHARNIS

(95 to 105 % of the theoretical content of cach drug substance/
Biz 95 5o 105 % Bixt TeOPETHUHOTO BMICTY KOXKHOT Ji10901
PeHOBIII)

$ 9490-6 / Tlepumponpuity aprivin (3 9490-6): 4,75 10 5,25/
sin 4,75 10 5,25

S 1520 / Tupananiz (S 1520): 1,19 to 1,31 /8in 1,19 0 1,31

A 1095 / Amnonin (A 1095): 9.50 to 10,50/ Bix 9,50 1o
10,50

Complics/Bianosinac

206.3mg/mr

*Skip Test - Not
Applicable
*Skip Test - Not
Applicable
*Skip Test - Not
Applicable

Complies/Biarosizae

Complies/Binnoniae

5.00mg/wvr
| 2dmg/mr
9.91mg/mMr

*Skip test/CKin TecTyBaHHA, Passes/Binnosinae, not applicable/ue 1poBoBest

Servier (Ircland) Industrics

Tel:

133 (0) <02 20888

Directors: Christian Bazantay (French), Christian Sauvenr (Fronch), John Redmond.

80040 UKR2 Vi

Company registered in Ireland No. 117246

Gorey Road, Arklow. Co W icklow, freland.
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Docusign Envelope ID: 382312B7-794B-4C9B-8A88-E1ASDD5DEC33
Docusign Envelope 1D: FRY9A2DC-6E00-44B0-A132-79F00913CET78
SERVIER (IRELAND) INDUSTRIES LTD.

HYIER

Method ref/Hocunanus na memod: DTC_SO06593_ PF_T CTR_25543_EN_5.0
Specification ref/locunannsi na cnenudixaniro: DTC_S0065 93 PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Na: Manufacturing Batch No./Bupofmuaa wapris No:
744441 728134
TESTS/TIOKA3ZHUKU STANDARDS/CTAHIAPTU RESULTS/
PE3YJILTATH

Degradation products content (1.C) (% m/m)/
Buict nipoykris aerpaganii (PX) (Yo m/n)
Y 1473 <0.10 %
S 9780 <0.10 %
Y 1474 <0.10 %
Y32 <0.10 %
Y 33 <0.10 %
Y 31 0.13%
Y 38 <0.10 %
Y 1745 <0,10 %
Any other degradation products/ Byte-sxi i <0.10 %
PORYKTH Aerpananil
Total content of degradation products/ 3aranuuuit < 2,0 0.13 %
BMICT HPOAYKTIB Jerpajaiil
Y 36 (LC fimit test)y Y 36 (PX, rpanugsif <1200 Complies/Binnonixae
KOHTPONIE) (ppMm)
Unitormity of desage units for § 9490-6,
S 1520 and A 1095 (LC) Onnopimnicrs
AOZOBANMX OARIULEL JUIS CPHHAONPIITY aprininy
(S 9490-6). inanaminy (S 1520) 'ra amMAoHTIIHY
(A 1095) meToom PX
Eur. Ph.( 2.9.40) € (2.9.40)
Content uniformity (LC): %/label claim /
Oauopimicts BMicTy Metozom PX: % sin
sapiienol KisbroeTi
Amlodipine/ amnouriin
Sl AV < 15.0 %/AV < 15,0 % 4.4
.52 AV < 15.0 %/AV <150 %

0.75 M < cach unit < 1.25 M/

0,75 M < xona opamet < 1,23 M
Perindopril arginine salt/ reprmaonpyny apriin
81 AV < 15.0 %/AV < 15,0 % 6.9
S2 AV <150 %/AV <15,0%

0.75 M < each unit £ 1.25 M/

0,75 M < kowua oauanus < 1.25 M
Indapamide/Trjtariamin
S1 AV < 15.0 %/AV £15,0% 3.7
S2 AV < 15.0 %/AV <150 %

0.75 M < each unit < 1.25 M/

0,75 M < koxua opnauus < 1,25 M

Servier (Irefand) Industries LTDL M oncylands Gorey Road, Arklow. Co Wicklow, Ircland.
Tel: +333 (0) 402 20800 Fax: +333 (0) 402 2088
Dircctors: Christian Bazantay (French), Christian Sauveur (Frenehy, Tohn Redmeond.
80040 UKR2 V1 Company registered in Ireland No. 117246 Page 3 of 6




Docusign Envelope ID: 382312B7-794B-4C9B-8A88-E1ASDDSDEC33

Docusign Envelope 1D: FBO9A2DC-BE00-44B0-A132-79F00913CET8

Method ref/Tlocunania na memoo: DT 'C_S006593_PF_T_CTR_255 43_EN 5.0
Specification vef/Ilocunanus na cnenudpixayiro: DTC_S0065 93 PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepist Ne: Manufacturing Batch No./BupoGumaa maprist No:

744441 728134

TESTS/MOKAZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJILTATH

Dissolution LC (Y% )/Posuunenus (PX) (Vo): Indapamide/hinanamii
European Pharmacopoeia (2.9.3)/€® (2. 9.3)
Q =75% at 45 min / Inpanamin (S 1520): Q = 75% 3a 45 X8,

Number tested/

Stage/ | Hocmiamyraua Acceptance Criteria/ICpurepil Values for cach Tablet/ 3nanenitst Jurst KoxA0T Ta0ICTKH
Cragist | KianKicTh npuinsTHOCTI 1 2 3 4 5 6 Mean
) Cepemue
S1 6 Each unit is not less than 80 %/ Koxna 97 101 96 102 99 94 98
oy we Menie 80 %
S2 +6 (12 Average of 12 units (S1+82) is equal to

or greater than 75% and no unit is less
than 60%/ Cepeane 3naucuns i3 12
oniHHI (S1482) gopismioe abo Slpie
75% i HeMae KOLHOT ORUHHIL MEHILE
60%

S3 +12 (24) Avcrage of 24 units (S1+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%/ Cepemie snavenns iz 24
ot (S1+82-+383) nopismoe abo
Binbire 75%. e Binbie 2 ONUHKIL
Menmte 60% i HeMae KORHOT 0Ll
meuine 50%

Dissolution LC (%)/Pozuimenns (PX) (%): Perindopril arginine/ITepunaonpuay aprivin
European Pharmacopoeia (2.9.3)/C® (2.9.3. )

Q =75% at 15 min / Mepumronpuiy aprimin (S 9490-6): Q = 75% 3a 158,

Number tested/

Stage | Jocriunyrana Acceptance Criteria/Kpueepil Values for each Tablet /3navenns juist kool rafaersn
Coragist | REFLKICTD Hpnitasraocti 1 2 3 4 5 6 Mean
Cepeaue
S1 6 Each unit is not Jess than 80 %/ Koxua 99 102 99 102 101 101 101
omna e meve 80%.
S2 +6 (12) Average of 12 units (S1+52) is equal to or

greater than 75% and no unit is less than
60%/ Cepenne 3naucni i3 12 oanauis
(S1+82) aopisuioe abo Ginbme 75% i
HeMae skoaHoi ojumm Meruie 60%

S3 +12 (24) Average of 24 units (S1-+82:+53) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepennie 3uaueuns i3 24 i,
($1+82+83) nopisuioc abo Oispe 75%, ne
Ginpie 2 oL, Mehme 60% i nemac
sxosnol ojaauni meame 50%

Servier (Ieelandy Industrics LTI, Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: #3483 (0) 402 20800 S 333 (0) 407 2088
Directors: Christian Bazantay (French). Ch istian Sauvewr (French), John Redmond.
80040 UKR2 V1 Company registered in Ireland No. 117246 Puge 4 of 6




Docusign Envelope ID: 38231287-7948-4098-8A88-E1A9DD5DE033

Docusign Envelope ID: FBO9A2DC-6EQ0-44B0-A132-79F00913CET8

Method vef/TTocunanis ua Memoo: DTC _S006

593 _PF_T_CTR_25543_EN_5.0

Specification vef/Ilocunanus na cnenudixayino: DTC__S()(}6593_.PF_N_S.PE_25 606_EN_3.0

Packaging Lot No./Cepist Ne:

744441

Manufacturing Batch No./Bupobnuya napTis Ne:

728134

Dissolution LC (%)/Pozumnenns (PX) (Yeo):
European Pharmacopocia (2. 9.3 )/€D (2.9.3.)

Amlodipine/Asaonnnin

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

Number tested/

Stage | Jocaimkysana Acceptance Criteria/Kpurepit Values tor each Tablet /3navenua jist cosKiof Tabaerk
Crais | ®UTBLRICTH npuiinsrnocti 1 2 3 4 5 6 Mean
Cepeanc
Sl 6 Each unit is not less than 80 %/ Koina 100 104 99 103 102 98 101
onmis ue Merine 80%.
S2 +6 (12) Average of 12 units (§1+82) is equal to or
greater than 75% and no unit is less than
0%/ Cepeuc 3HaseHs i3 12 oMAHHILb
(S1+82) nopisuoe abo Gissue 75% i
HeMae XKOXHOT OJMAULI Meume 60%
S3 +12 (24) Average of 24 units (S1+82+53) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepe/ic SHAUCHAA i3 24 OANMHALL
(S1+82+83) jopirutoe a6o Binnuie 75%, He
Ginbuic 2 OAMHMUL Mente 60% i emae
sxosof omuuti Menwe 50%
ANALYSIS / AHAJII3 © 29/04/2024
Batch accepted/Ilapris nipuifusra
DocuSigned by:
Analytical Services Manager: Midearl. Byt
nakytica ervices vianager: ) ' .MEETSGQBFCMB - I -
MemeuKep o KOHTPOJIIO Ta AHANIZY SIKOCTL Michael Byrne/Mixaens bipue
Servies (Jreland) Industrics 1 TD.., Moneylands Gorey Road, Arklow. Co Wickiow, freland.
Tel (0) 402 20800 Fax: 333 (0) 402 2088R
Directors: Christian Bazantay (French). Chyristian Sauveur (French), John Redmond.
80040 UKR2 V1 Company registered in frefand No. 117246 Page 5 of 6



Docusign Envelope

ID: 38231 2B7-794B-4C9B-8A88-E1A9DDSDEC33

P g—

TR senvieR

SERVIER (IR

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/

1M 4 3aCBiUYyIO, IO HABEACHA BUIIC iHpopMaLis € JOCTOBIPHOIO Ta TOUHOI0. Lo cepiro
npoxykuii 6yso BUpPOGIIEHO (BKITIOUAIOYH TIaKyBaHHs/MapKyBaHHs) Ta [IPOBEACHO KOHTPOJIb
1i 9KOCTI Ha BHILC3a3HAUCHIH JANBHMI Y TOBHIH BiAMOBIHOCT] 3 BUMOTAMHU GMP,
BCTAHOBICHUMY MiCIIEBUM PErYIATOPHHM OPTAHOM,  TaKOX BiMOBIAHO 10 CrIeUwiKaLil,
1110 MiCTATBCA Y PEECTPALIHHOMY JOCBE. T[IpoTOKOIH BUPOOHNITBA, MTAKYBAHHA Ta aHasnisiB
6y10 neperaaHyTO Ta BCTAHOBICHO pinnosianicts GMP.

Date of batch release//laTa BUITYcKy cepil 07/10/24

Name and Position/Title of person authorising the Batch Release/ IlpizBuuie Ta nocana/
3BaHHs 0co0u, TKa BUAAIA T03B1J Ha BUNYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bianosigansua ocoba
[1 Ms Ailbhe Wade, Qualified Person/ BixrosinansHa ocoba

£ Ms Carmel Kinsella, Qualified Person/ BianosinansHa ocoda
[] Ms Jenny Quinn, Qualified Person/ BiamopigansHa ocoda

[l Ms Niamh Ryan, Qualified Person/ BinnosinansHa ocoba

, . N 07 october 2024
Signature/Ilianuc Cas ’ ,b,{mcg, L4 Date/Jlara:

BAC4C34801448D.

Finished product batch number/ Homep cepii roToBoro nikapcekoro 3acoby: 744441

soteidow, Treld

Daeohors Lonnst & 441 2 u "k Josi Bietis sttty

SLAND) INDUSTRIES LTD.

Page 6 of 6
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HEPKABHA CHYXBA 3 JHKAPCHOKUX 3ACOBIB
TA KOHTPOJIK) 3A HAPKOTUKAMM y m. KHEBI

npos. Haait Ceitiuunol. 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Koa €IIPITOY 37079055

BUCHOBOK

Mpo AKICTH BBE3EHOr0 B YKpaiuy Jikapehkoro 3acody

25.07.2024 Ne 38162/24/26

TPUIIJIHKCAM® 5 MI'/1,25 MI/10 MI”

(nalIMCHY B HKIPCLROIO 300y $IANO 3 PPN HOCBI eI
TabaeTkH, BRPUTI IAIBKOBOI0 060J101KO010, 10 5 Mi/1,25 s/ 10 sy o 30 tabaceror y
KourTelnepi Ans Tabdnerox; 1o 1 koureiinepy juia TaderoK y Kopobui 3 Kaprony

(POPMA BHIVCKY. AOBYBANIS. BT FAKY BRI ATKAPCHKOIO Facody)

Homep peecrpaitiiinoro nocsisuents UA/13931/01/02 erpok ail pecerpatiifinoro nocRiLens HEOOMCIKC N

Cepin aikapchkoro 3acoby Ne 745985 Kiztkicts Bicsctioro aikapeskoro sacody 26240
Bupotuuk Ceps'e (Ipnanpist) Inpacrpic Jin, Ipianiis

(naiMCIy BAHHS BHPOOIBIKA ATKAPCHKOIO SUCO0Y. KPATHA NOXOKCHIH)
Bueseno s Yipaiiy TorapHeTRO 3 0OMCIKCHOK BUOBIAAILIICTIO "CEPRB'C

CYKPATHA"Y, inenr. kon: 33643340

(maitstenvranisg 1 Ko sa CAPHOY opiagnol ocodi Ad0 Npie. i 1o GarLRoai
Pisinol 0coGH - HANPHENTEL T AHCIE NPOWIBATING Ta peeet pandfinndi nosep odaikosor
RAPTRN AT H0Sarkin 6o cepis 1a nosep nacuopra)

MpoTokon Bisyaanuoro koutpoaioe sin 25.07.2024 Ne 2499/7.

3a  pesyaLTaTamMu  JACPIKABHONO  KOHTPOMO  BCTAHOBACHO. 1O aigapenguii sacid  wueseno s Ywepaioy s
JoTrpaMaHiaM BHMOT 3aKOHOJABCTRA ULOAO 3aBC3NCHCHNS AKOCTI ;lih‘ix aco0in,

g -""CoB'IB TA > /
JaRE 2 Ty
ov‘f"tfo“\““"" 'i'

N

S

Mukosa XOJIOAEHKO

(nocaug (uismme) Cininiaans ra upissnme)

35 o o sy af/f frintig S







DocuSign Envelope ID: 81A3E50C-4BBD-4386-0A07-A285A7044753

SERVIER (IRELAND) INDUSTRIES LTD.

T seRviER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
- CEPTURIKAT AKOCTI NKAPCbKOTO 3ACOBY

Name of the Manufacturer & Addrass /EHazsa ra Servier (Ireland) Indusn ies L. td/(“epa € (Ipnamm)
agpeca BpoOHHUKa Iupacrtpic Jitd :

Moneylands, Gorey Road/Marinew;s, Iopeit
Poya,

Arklow/Apknoy,

Co. Wicklow/Ko. Bixoy.

Ireland/lpnasxnis

Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Vkpaina"

Haasa Ta anpeca iMnoprepa 41, Naberezhno-Khreshchatytska St./sya.
' : HaBepesxno-Xpemarmipra, 41

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

Which Consignment of product is delivered/Buaa Pharmaceutical Product/Jlikapeskuii 3acit
APOSYKILT, IO MTOCTAYACTECH

Pharmaceutical form/Jlikapcexa dopya Film-coated tablets/TaGneriu, m\pnrl TTBROBOK)
OBONOHKOK)

Name of the Product/Hazga nixapeskoro TRIPLIXAM® 5 mg/1,25 mg/10 mg/

3acoly TPATUUKCAM® 5 mr/1,25 mr/10 mr

Dosage/Cuna niv 5 mg/1,25 mg/10mg /S me/1,25 mr/10 My

Type and size of packaging/Bua ta posmip 30 tablets in the container for tablets; | container

YTIAKOBKH for tablets in the carton box/ no 30 talnetox v

Komreitnepi aus tadnerox; no 1 kowrediuepy ans
TabneTok y kopobui 2 kaprony

Finished Product batch number/Cepis rotosoro 745985
SIKAPCHROIO 3ac0dy

Manufactoring date//lara supobuuirrsa 04 2624
Expiry date/Tepmin npuparnocti 04 2027
Batch size/Kinwxicth y copil 26,240 Boxes/ynaxosok

Manufacturing Licence number/Homep niuensii M00068/00001
HA BUPOOHUIITBO

Registration Num‘)u/PcmTpaumm UA/13931/01/02
NOCHIAUCHHA

Servier fireland) Todustries LT, Moneylands Gorey Road. Arklow, CoWicklow, Ireland
Tel; +353 (DY 402 20800 Fax: +353 (0) 402 20888
Du‘,\mrs Christian Bazantay (French). Christian Sawveur (French), John Redmond.
" Company segistered m Ireland No. 117246
Page Lof6



SERVIER A Tl‘%}{'ﬁ

Docudien Envelope ID; 81AZES0G-1BBD4385-0A07-A285ATD44753

oeulign Envelope 10 906/\(5819~A862-;}F94-8588~1 1F72A1BE34F -

AND) N\J DU ‘“'! RH,J‘ LTD.

Method ref/lTocunaium Ha stemod:

DTC_SH06593_PE_ ‘T_C TR_25543_EN 5.0
Specification ref/lTocusannz na cneynspicanio: DTC SN06593_PF_N_SPE_25606_EN 3.0

- TRIPLIXAM® 5 mg/1,25 mg,/]() mg / TPHINIIKCAM® 5

Smr/1,25 mr/10 mr

Fer muht:on/d)opm MOBANKSE

Film-coated tablets containing 3 mg of penndom il arginine, 1,25 mg of mdapﬂmtdu and 10 mg of amlodipine /
TabIeTKH, BEPHTI MUHEKOBOIO oooumu«na e MiCTATH 5 st nepungonpuay apriniuy, iHaanaMigy 1,25 ur ra

asmnomininy [0 Mr

Packaging Lot No/Cepist No:

745985

728146

Manufacturing Batch No. /Bupoumvu aaprin Me:

I ESTSMTOKASHUKHN

- STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJIbLTATH

Appenrance/Jonpiniii purana

Aversge mass (mg/unit) /Cepenns aaca
{(Mrionmmnuo)

Microbiological quality (skip
testing)/ MixpoGionorinma wnerora {exin-recr)
Lur. Ph (5.1.4) CO(5.1.4)

Tdentification of drug substances/
Lacwrmdixanin aognx pevonun

S 9490-6, 5 1520 and A 1093 by LLY
eparyionpisy aprinin ¢ § 9490-6), inadnanis
(S 1520) ra asnommmin (A 1095) merozost PX

S 9490-6. 5 1520 agd A 1095 by TLCY
Hepungonpuay aprinin { § 9490-6), injanasia
(8 15203 ta ancoaanin (A 1093) meroaon THIX

Drug substunces content (LC) (mg/unity/
Batier stimonx peaosi (PX) (sr/ozunnuio)

o T
p—p ‘ o
White, oblong, film-coated tablet engraved with on one
face and === 3 on the other face /Tadaetka 61010 Koavopy,
AOBracTol POPALL, BRIWITR IHIRKOBO 0G0A0RKAO, 3
R

THCHEHIAM 3 QUHOTO BOKY T4 <= & g immoro

196.6 to 217.2 (95 10 103 % of the theoretical mass of 206,9) /
REAC196,6 40 217.2 (8ia 95 % a0 103 % g2 1e0peTiHE0l Macn
206.9)

Total acrobic microbial count/3araanme Hueng aeposuix

sixpooprariduis (TAMCY 5 10° CRFU - 5 [P KY O

Total combined yeasts/moulds count/3arasmmie e

Ipnl\mwrm\ T naicenemiy rpudis (TYMC) < 107 CFUY -
< HF KYO/r

/-w/wuc/ua coff: absence/t ¢/ - nizieyimiy 1 r

The ratio of the retention times ol each drug substance peak
(59490, 5 1520 and A 1095) front the test solution and from the
reference solution must be between (1,95 and 1.05/ Bigmowens
qacis YIpsMyRaHuw sika koxcHol ionol pevorimn (S 9490-6,

5 1520 and A 1095) fmcmﬂ\)mnm 0 POTUHHY T4 PORHY
nopinHAHEE Mae cranorit 5ia 0,95 1o 1,05

Main spots (5 9490-6, § 1520 and A 1093) identical in
position, colour and size for test and reference/Ocionni misnn
{S9490-6, § 1520 and A 1095) iaeHTHYHI 38 HOJOKCHNAM,
KOAROPOM T4 POIMIPOM S JOCAITKYBAHOIO POITHIY TA
POSUIITY TIOP B HA IS

(95 to 103 % of the theoretical content of each drug substance!
81 95 no 103 % iz reopernvnoro H\Il(.l) KOKHOT ALOMOT
PEYOBIIIH)

8 9490-6 / [epunzonpiay aprinin (S 9490-6): 4,75 to 5§25/
Bia 4,75 20 525

S 1520/ Inzanasiz (S 15200 19w 1,31 /8in 1,19 a0 1.31

A 1095 7 Avmoguais (A 1093): 9,50 10 10,50 / 8iyg 9.50 20
10.50

Complies/Bianosimme

203 3mg/mr

*Skip Test - Not
Applicable
*SKip Test - No
Applicable
#Skigr Test - Not
Applicable

Compiies/Bianoairae

Complies/Bianonisae

5.08mglar
L22m@hr
9.9 mg/Mmr

*Skip test/Cin Tectysanns, Passes/Bianosinae, not applicable’te npososuses

Servier threland) Industries LTD . Monevlands Ge

3300 402 20800 Iy (03 402 20888

IMirectors. Chestian Bazantay (Frenchy, Cheistian Sawveur (Freneli). Johin Bedmond

80040 UKR2 V1

Compary registered o breland Mo 117246

Road, Arklow, Co Wicklesw, Trelond

Puge 2 of 6




DocusSign Envelope ID: 81A3E50C-4BBD-4386-9A07-A285A7D44753

10cu8ign Envelope 1D: 9DBAGR19-AB62-4F94-8688-11FT2A1BE54F

ST‘RV 2{ i/\NDHNDU‘%’I ‘{i S'l TD.

P

= SERVIER

Method reffTlocunamna na memod: DTC - SO06593_PF T _CTR_2554: 3EN: 5.0
.Speumcmmn ref/ﬂoca AAHHA 1O ('neuudm«uwon Dre. .9’()()639? PF N SPE_ 756()6 EN 3.0

3

Packaging Lot No./Cepin Nu: Manufacturing Batch No. /Bupobunua napria Ne: |
745985 728146
TESTSATOKAZHUKY STANDARDS/CTAHJAPTH RESULTS/
‘ PE3YJILTATH
Degradation products content (1.C) (%% w/m)/
BAHCT upoxyRTiB aerpazauiy (PX) (Yo a0
Y 1473 <03 <Q.10 %
59780 <05 011 %
Y 1474 <03 <010 %
Y 32 <02 <0, 10 %
33 50,2 <0.10 %
Y 31 <05 3.k %
Y 3% <05 <00 % -
Y 1745 ; 204 <M} %
Any other degradation products/ By te-ki il «0,2 <010 %
NPOSIVK M A€IPajauiy
Toral content of degradation pr oducts? Jaramuig €20 o ) 0.22%
BMICT IPOAYK LD 1(,11)de“,|| )
Y 36 (1.C limit test/ Y 36 (PX, rpatra <1200 ’ ) Complies/Binnosize
KOHTPOAK) (ppin) '
Uniformity of dosage units for § 9490-6.
S 1520 and A 1095 (LCY Quuopianiérs
AOINTIN OAMHNIS A LEPHHAOLPUNY apriLliny
A8 9490-6). inzamastiny (S 1520) ra am: ADITIHY
(A 1095) mieronon PX
| Bur. Plug 2.9.401 C¥ (2.9.40) - .
Content nniformity (1.CY: %/abel claim /
Casropianicry ssicry meroiom PX: % pia
sanBieHol Kiankoeti
Amlodipine/ axioanmin
S AY < [5.0 %AV < 150 % 3.3
52 AV SIS0 %AV <13,0%
' “0.75 M < cach unit < 1.25 M/
0.75 M < roxna ogsmmus < 1,25 M
Pf‘rmdopn] drﬂlmm Sl nepuaaonpINY apriniy : .
S1 AV = IS0 Y%AV < 15,0 % 4.1
82 AV < 15.0 %AV < lﬁ()'
0.75 M < each mmg, 1.25 M/
0,75 M < woweun opuumsm < 1,25 M
Indapamide/fizanania _
.S1 AV 150 %AV < [50% KR
$2 , . AV £ 150 %AV < 150 %
t ' : 0.75 M =< cach unit = 1.25 M/
(1,75 M < xoxna 0111:1}11»1 125 M

Servier (relansdy Industeies LT \f(nm,\l,nuls(mre,\ Road. Arklow. Co Wicklow, reland. -
Tel: 3 (m 102 20800 Fax; +353 (0y 402 20888
U*ru,lnl\ ( hostian 13 acantay (Frencly), O hmimn Sawveur {French), John l\cdnmnd
80040 UKR2 Vi _ Company registered-n Ireland Wo 117246 . ‘ . Page 3 of 6




DocuSign Env,élope D: 81A3E500-4BBD-43_BG-9A07-A285A7D44753

loctiign Envatons ID: 906A6B19-AB62.4F04-8688-11F72A1RE34F

T SERVIER

Method ref/Iocuamnn na semod:

D[’(’ S006593_PF T_CTR 25543 EN 5.0
Specification ref/Tlocuzanis ria cnewstdizaio: DTC 5()06793‘ PF N SPE_ 756(}6 EN 3.0

Packaging Lot No/Cepist No:

745985

Manufacturing Batch No./Bupotunua napris Ne;

728146

TESTS/TIOKAZHHUKH

STANDARDS/CTAHAAPTH |

RESULTS/
PE3YJIbLTATH

Dissolution LC (%4)/Poswsuenn (PX) (%)
l,umpmn Pharmacupocia (2.9.3 )40 (2.9.3)

[ndapamide/Tnaanamia

Q= 75% at 45 min / lu.uum\ul (8 18210 Q = 73% 12 45

Number tested/

Stage/ | Jocaiumysana Acceptance Criterin/Kpurepiy Values for ¢uch Tablet Suavenns xas xomaoi mbnersn
Crazin | wigpxiers upitsTRocti 1 2 3 4 5 & [ AMean
. : ' ' Cepeanc
St [ Each unit is not less than 80 %/ Kok 103 101 a3 102 104 10k) 101
QL 1e Mentre 80 %
§2 +6 (12} Average ol 12 units ($1+52) is equad to
or greater than 75% and no unit is less
| than 60%/ Cepeane suaucutist is 12
o:autn (S1+32) aopinmoe abo Giane
75% 1 Hemac ,:\o,lum QIIRMULT MOHILE
60%
$3 +12 (24) Average of 24 units ($1+52+83) is cqual

W or greater than 75%, no mare than 2
units are less than 60% and no nnit is less
than 50%/ Cepeane snavenin iz 24
oanunub (S1+S2-+53) gopirmne alo
Guntie 75%, we Obinire 2 oz
ateumie 60% i nesac oAROT omtHNL
Mewe 0%

Dissolution LC {%%)/Pozusuenus (PX) (Yo):
Furopean Pharmacopoeia (2.9.3.6¢ (2.9.3.)

Q = 75% at 15 min / Hepimaonpnay aprinin

Pevindopril arginine/Ulepumyon puay aprinin

(5 9490-6): Q =75% 1a 15 xn.

Stage
Cragin

Number tested/
Jocaiamysaua
wiALKicry,

Aceeptance Criteria/Kpurepil
Upuiinsinocri

Values for each Tablet f3uatenns 11st woumsof t46:0 115

i

2 3 4 5 6 [ Mean

Cepeanc

&

Each unit is not less than 80 %/ Komia
OAHHHUA HE MeHule 80%,

106

99 99 102 108 102 102

+0 (12)

Average of 12 upits (S1+52) is equal to or
greater than 75% aud no unit is less than
60%/ Cepesme suanenns is 12 omtn
(51+82) nopisinoc-ado Giavme 73% |
HEMAE JK0AHOT 0 MHML MeHIle 60%

53

+12 (24)

Average of 24 units (S1-+$2+83) is equal to
or greater than 75%, no more than 2 units
are less than 60% md no unit is less than
30%7 Cepeane snaveuns i3 24 oamisn
(SES2+53) nopisnioe abo Giusue 75%, e
Oisbiie 2 0AuHMIb atertie 60% i mesac
AOAHOT 0THEI Mette 30%

Scr\"mz.(lrcl‘md Industries L.TD.. \rlolm\ tands Gorey Road Arklow. Co Wicklow fredand

{rectors: Chnstian Hu/ wtay (Freneh

80040 UKRZ VY

333 (1) 402 J0R0D Fax

3

Tel: -

. Company registered in freland No. 117244

33402
hristian Sauveur {French). Joln Redmond

ORES

Page d of 6




DocusSign Envelope ID: 81A3E50C-4BBD-4386-9A07-A285A7D44753

locuSign Envelope ID: 9D6AGB19-ABE2-4F94-0688-11F72A1B634F v J: ¢

.,
o,
s

r——
 SERVIER

SERVIER (’fRELAND) INDUSTRIES LTD.

Method ref/llocunannn na stemod: D TC_S006593_PF_T_CTR_25543_ EN 5.0
Specification ref/IlTocunanna na cneugiragiio: D TC_S006593_PF_N_SPE_25606_EN 3.0

Packaging Lot No./Cepisi No:

745985

Manufacturing Batch No./BupoGuuusa napris Ne:

728146

Dissolution LC (%)/Posunuenns {PX) (%)
Lurepenn Pharmacopocia (2.9.3.)€0 (2.9.3, )

Amlodipine/Avaoaniin

Q = T5% at 15 min / Axwomin (A 1093): QO ="73% 3a 15 x&.

Number fested/
Avcaivkynana
RuLkicrs

Stage
Cragia

Aceeptance Criteria/Kprnrepit
ApHBHATIOCTS

Values for each Tablet Suavenns mm womnol Tadaeren

2

3 4 5 6

Mean
Cepeane

Si &

Lach unit is not less than 80 %/ Koskna 107
OIHALY He MeHte 80%.

107

102 8 109 106 106

S2 +6 {12)

Average of 12 units (S1+52) 15 equal to or
greater thai 75% and no unit is less than
60%/ Cepenne staucaua is 12 ogunimn
(81+82) gopisinoc abo Gianme 75% i
HOMAEC KOANCT v unLl Meoure 60%

S3 12 24)

Average of 24 units (S1+82+83) is equal 1o
or greater than 75%, no more than 2 unity
are fess than 60% and no unit is less than
50%/ Cepenne suaucHus i3 24 o,
(S1+82+$3) aopismroe abo Gimsie 75%. ne
Glupie 2 oannms Merue 60% i nevae
KOIHOT ONHILT Mestine 50%

ANALYSIS 7 AHAJIZ : 30/05/2024
Batch accepted/TTaprin npuiirsara

Analytical Services Manager:
MeHe/Rep 0 KOHTPOSTIO Ta AHANIZY SIROCTI

DocuSigned by:

Michael Byrne/Mixaci, Bipue

Servier (reland) Industries LI, Moneviands Gorey Road, Arklow, Co Wicklow, refand
Teb #3353 (0) 402 20800 Fax: 4335 (03 402 20888

Directors: Chinstion Bazamay (Frenceln, Clristian Souveur (Frenchy, John Redmond
: Company registered in Ireland No 117246

80040 UKR2 V1

Pige 5 of' 6




Dasgn Envelya I: B1AGE 5OC;4BBD-4386-9AO?7A285/\ZD“44_753' :

bbR‘VI R (‘EMW LAND) INDUSTRI E LID

[ hereby declare that the abovementioned information is réliable and accurate. This baich of
products was manufactured (including packaging/labeling) and its quaiity 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 manuf%luw packaging and analyses were reviewed and
GMP wmphdnce was established/ . ;
Liu 5 saceizuyio, wo HaseseHa BHIE indopmaltis € rlouompuom T TOYHOH. Lijo cephio
rpoAyKIil Syao Bupobnero (BKmouaeus maxy nmum/mp«» BAHHI) Ta UPOBEACHO KOHTPOSIL
i skocTi . suesasHaverilt alnerptnd y nosniil BiAncsistocti 3 sumorasm GMP,
BOTHHOBICHHMH SHCUCBHM PEry/IATOPHIM OPratos, 4 TAXOK RIANOBIAHO 10 \.“”‘”_”(ledlUH
HIO MICTATBCA Y peecTpanifinomy nocwe. [porokoan sy POGHEINTBA, NAKYBAHHS T8 AHAIISE
Oyno nepu*nmr\, TO T4 BLTAMOBAEHO BignoRigHicrs GMP.

Date of batch release/Jlara sunvery cepii 26/06/24

Name and Position/Title of person authorising the Batch Rc;c ase/ Hpizerine ra nocasa/
3sanus ocolbu, KA BRIANA m)mm HA BHITYCK copil

[]. Dr Blanaid Bowes, Qualified Person/ Bianosinassua ocoba
[1 Ms Ailbhe Wade, Qualified Person/ Bianosinanssa ocoba

[1 Ms Carmel Kinsella, Qualified Person/ 'Big:umei;wmsr-ia acoda
[] M5 Jenny Quinn, Qudhfled Persot/ Bianoeiganuna oe 06(1

K Ms Niamh Ryan, Qualﬁmd Pers son/ Bl ATOBLIANbHE ocoda
DocuSigred by:

Signature/Ilianne | Niamh Ryan Date/llara: 26 June 2024

018FC6B610E3401.

Finished product batch number/ Homep cepii rotosoro nikapcwioro 3acoby: 745985

Servier (Ireland) Induatrzes LYD., Mogeylands Gorey Road. Arklow, CoWicklow, Ireland
Teb #2353 (0) 102 20800 Fax: "’*33 () 402 20888
Drrectors: Choistinn Bazantay (French), Chostian Smuveur (French), John Redoiond.
Company registerad o Treland Mo, 117246
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JAEPYKABHA CHIYKBA 3 JTIIKAPCLKUX 3ACORBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hanii Coitnuunod, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JPIIOY 37079055

BUCHOBOK
PO HKICTHL BBE3EHOro B YKpainy JlikapcLKkoro 3acoby

16.10.2024 Ne 54117/24/26

TPUTIIIKCAM® 5 MI'/1,25 MI'/10 M

(nafiMenypauns nikapeskoro sucoby 3rigno 3 peecrpauifinuM nocsinuenmnm)
TalJaeTKH, BRPUTI IUIBKOBOIO 060I0HK0I0, 110 5 Mr/ 1,25 Mr/10 mr; no 30 rabuerox y
Kourelinepi st Tabaerox; o 1 koureitnepy auist Tabieror y xopobui 3 xkaprouy

(popsa BiyCKY, HO3YBAHHS, BUA NaKyBalHs HKAPCLKOTO 3aC0DY)
Howmep peecrpauiiinoro nocsinuenna UA/13931/01/02 crpok aif peectpauiiinoro nocsimienns HeoGMexKeH i
Cepis nikapebkoro 3acoby Ne 749061 KinbkieTs aesenoro nikapeskoro sacoy 18236

BrpoGhic Cepn'e (Ipmannis) Innacrpic Jitn, Ipinaanis

(nalimenynanis BUPOGHHKA AIKAPCHKOrO 3ac00y, Kpailia NOXOuKeHIA)

Baeseno s Yipainy Topapuerso 3 obmeixenoio signosinansuicrio "CEPB'€ YKPATHA",
incur, kox: 33643340

(nainenynanna Ta xon 3a CUAPTIOY wpuior ocobu ado npisnuIne, iv's, 1o Garpkosi (isnutol
0cou - nianpuenis, if Micue npoxusanug 1a pecerpaniiitnli HOMEp 00AIKOBOT KAPTKH NHATHIKA
nofarkis ado cepis Ta Homep nacnopra)

Hpororon sisyansuoroe konrpostio sig 16.10.2024 Ne 3510/5.

33 pesyiLTAaTAMH  JEPKABHOLO  KONTPONIO  BCTAHORNENO, 10 nikapebknit  3aci6  smeseno B - Vipaiwy 3

AOTPHMAHHAM BUMOT 3aKOHOJABCTBA LOAO 36E3NeUCHHS TROCT] RiKapeLj

Mukona XOJIOJIEHKO

COHTPOAIO) (rianue) (iniuiam Ta npisnuue)

% e Al / oA
/ . s 2 g, /

Havansunk

(nocanona o






Docusign Envelope ID: C08D1629-5D12-4240-A676-AED9A7A237CD

b FRV’

ER (IRLLAND) TNDUSIR IES LTD

T SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbLKOIO 3ACOBY

Name of the Manufacturer & Address /Ha3sa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzis)

ajipeca BUpoOHHKaA

Name of Importer and Address/
Haaga Ta agpeca imnopTepa

Which Consignment of product is delivered/Bua
NPOAYKLIT, 110 MocTayaeThes

Pharmaceutical form/Jlikapceka dopma

Name of the Product/Hassa nikapcekoro
3acoly

Dosage/Cuna ait

Type and size of packaging/Bua ta posmip
YTIaKOBKH

Finished Product batch number/Cepis rotosoro
JiKapcLKOro 3acoby

Manufacturing date//lata Bupo6GuuLTBa
Expiry date/Tepmin npunarHocri
Batch size/Kinskicts y cepil

Manufacturing Licence number/Homep niueHsii
Ha BUPOOHHULTBO

Registration Number/Peectpauiiine
NOCBiJUEHHS

Servier (Treland) Industrie
Tel
Drrectors: Clistian

Inpacrpic JItn

Moneylands, Gorey Road/Mauinenas, I' opeu
Poyn,

Arklow/Apxnoy,

Co. Wicklow/Ko. Bikoy,

Ireland/Ipnaunis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./yn.
HabepexHo-Xpemarnupka, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/Yxpaina
Pharmaceutical Product/Jlikapcekuit 3aci6

Film-coated tablets/Ta6neTku, BKpUTI MTiBKOBOIO
060JIOHKOIO

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

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

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ no 30 Ta6nerok y
KOHTeHepi 1 TabneTok; 1o 1 koHTeitHepy mis
TabneTok y kopo6ii 3 KapToHy

749061

04 2024

04 2027

18,236 Boxes/ynakosok
M00068/00001

UA/13931/01/02

Page 1 of 6



Docusign Envelope 1D: G08D1629-5D1 2-4240-A676-AEDIATA237CD

Docusign Envelope 10: 704386E8-7087-4A8C-A412-CA1FBB27B896

BERVIER

SERVIE

R (IRELAND) INDUSTRIES

Method ref/Ilocunanns na menmood: DTC_S 006593 PF_T_CTR_25543 EN_5.0

Specification ref/Ilocwnanna na cnewugirayio:

DTC_S006593_PF_N_SPE_25606_EN_3.0

TRIPLIXAM® 5 mg/1,25 mg/10 mg / TPHIIJITKCAM® 5 mr/1,25 mr/10 mr

Formulation/®opMy/iioBansi:

amnoaurniay 10 Mr

Film-coated tablets containing 5§ mg of perindopril
TaBNeTKL, BKPUTI [UTIBKOBOJO 000JONKOIO, IO MICTSATD 5 MI IIEPUHIONPHIY aprl

arginine, 1,25 mg of indapamide and 10 mg of amlodipine /
winy, inpanaminy 1,25 Mrra

749061

Packaging Lot No./Cepist No:

728152

Manufacturing Batch No./Bupotnuua napris No:

TESTS/IMMOKA3SHUKU

STANDARDS/CTAHIAPTU

RESULTS/
PE3YJIBTATH

Appearance/3osminmii BUTISIL

Average mass (mg/unif) /Cepejuis Maca
(Mr/oguuKIn)

Microbiological quality (skip
testing)/Mikpodiosoriuna wHcTOTA {CKir-TecT)
Eur. Ph. (5.1.4) €D (5.1.4)

Identification of drug substances/
Tnewrdikanist MOUAX pedoniny

$ 9490-6. S 1520 and A 1095 by LC/
Tlepungonpry apriunin (S 9490-6), fgaITaMin
(S 1520) 1a amnopnnin (A 1095) Meromom PX

$ 9490-6. S 1520 and A 1095 by TLC/
Tlepuugonpuny aprinii (S 9490-0), raaMin
(S 1520) ra amnoxnitin (A 1095) meTonom TIUX

Drug substances content (LC) (mg/unit)/
Buicr pitornx perosus (PX) (Mr/oingo)

e

White, oblong,. film-coated tablet engraved with “ onone
Sa?

- ) . e o e

face and == S on the other face /Tadnerka HIIOre KOALOPY,
AORrACTOi (hOPMIL BKPUTA FUIIRKOBOIO 0BONOHKOI0. 3
THCHEHHIM 5 OIHOTO BOKy Ta S=? & - 3 inworo

196,6 to 217.2 (95 10 105 % of the theoretical mass of 206,9) /
gin 196.6 a0 217,2 (rin 95 % no 105 % Bijt TeOpeTIUHOT MACT
206.9)

Total acrobic microbial count/3arabie 1Acno acpodHIX
Mixpooprartizmis (TAMC) < 107 CFU/Y - < 1P KYO/r
Total combined yeasts/moulds count/3aranbHe qHCAO
APDKIKOBHAX 'Fa TUHiCCREBIIX rpubis (TYMO) < 102 CFU/g/ -
< 102KYO/r

Lscherichia coli: absence/] ¢f - incyrriy 1 e

“The ratio of the retention times of each drug substance peak

(S 9490, S 1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,05/ BipHoureHs
YACIB YTPTMYBAMHS THKA KOKHOT nitouol pedoeitin (S 9490-6,

S 1520 and A 1095) JOCIKYBAIONO POSHILHY T4 POSHHHY
ITOPIBHAHIN MAC CTAHOBATIH 8in 0.95 no 1,03

Main spots (S 9490-0. S 1520 and A 1093) identical in
position. colour and size for test and reference/Qenosi MIsSMU
(5 9490-0, S 1520 and A 1095) {ICHTUYHI 38 TTONOIKCHUSM.
KONBOPOM T2 POIMIPOM JUTA JOCTUDKYBAHOIO PO3HUHY T2
POITHAY TIOPTBHSNHS

(95 to 103 % of the theoretical content of each drug substance/
Bi 95 10 105 % Bijt TCOPETHUHOTO BMICTY KOKHOT JiH0%0T
PCHOBUAN)

$ 9490-6 / Tepungonpimy aprinin (S 9490-6): 4,75 to 525/
Bix 4,75 o 3,25

$ 1520 / lyganamia (S 1520): 1,19 to 1,31 /7 8in 119 20 1.31
A 1095 7 Amnoguitis (A 1095): 9,50 to 10,50 7 i 9.50 no
10.50

Complies/Binrosizac

207.2mg/Mr

*Skip Test - Not
Applicable
#Skip Test - Not
Applicable
*Skip Test - Not
Applicable

Complies/Bignosinac

Complies/Bixnosizac

5.02mg/mr
1.23mg/vr
9.90mg/mr

*Skip test/Cxin rectTyBams, Passes/Bixnosinae, not applicable/ue nposoguses

Servier (freland) Industries 17D, Moneylands Gorey Road. Arklow. Co Wicklow, freland.
Tel: 353 (01402 20800 Fax: 4333 (0) 402 20888
Directors: Christian Bazantay (French). Christian Sauveuy ( French). John Redimond.
Company registered in Treland No. 117246

80040 UKR2 V1
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IS

FERVIER

Docusign Envelope ID: C08D1629-5D12-4240-A676-AEDIA7A237CD

Docusign Envelope ID: 704386E8-7087-4A8C-A412-CA1FBB27B896

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunanna na memod: DTC _S006593 PF_ T _CTR 25543 EN 5.0
Specification ref/Ilocunanis na cneyudicayio: DTC_S006593_PF_N_SPE_25606_EN 3.0

Packaging Lot No./Cepist Ne:

749061

728152

Manufacturing Batch No./BupoGuuaa napris Ne:

TESTS/IIOKA3ZHUKH STANDARDS/CTAHIIAPTH RESULTS/
PE3YJIbTATHU
Degradation products content (LC) (% m/m)/
Buicr npoxywrin gerpapanii (PX) (% m/n)
Y 1473 <03 <0.10 %
S 9780 <05 <0.10 %
Y 1474 <0.3 <0.10 %
Y 32 <02 <0.10 %
Y 33 <0.2 <0.10 %
Y 31 <05 0.13%
Y 38 <0,5 <0.10 %
Y 1745 <04 <0.10 %
Any other degradation products/ Byas-s«i it <0.2 <0.10 %
APOAYRTIT erpaia i
Total content of degradation products/ 3araisimii %20 0.13%
BMICT NPOAYKTIR Aerpajatii
Y 36 (LC imit sty Y 36 (PX, rpansusuii <1200 Complics/Bixnogijac

KOHTPONS) (ppn)

Uniformity of dosage units for S 9490-6.

S 1520 and A 1095 (L.C) Onnopianicts
JOOBANAX OANHUIL JUIS ICPHHAOTPHITY aprininy
(S 9490-6). inpanaminy (S 1520) ta AMIOJUHTTTIY
(A 1095) metojiom PX

Bur. Ph(2.9.40V € (2.9.40)

Content uniformity (L.C): %/label claim /
Ouuopinnicrs Bmicry Meronom PX: % gin
SATBHEHOT KUTHKOCTH

Amlodipine/ amnomuniu

St AV <150 %/AV < 150 % 4.4
S2 AV <150 %AV < 150 %

0.75 M < cach unit < 1.25 M/

0,75 M < xowna oaminsg < 1,25 M
Perindopril arginine salt/ nepungonpiuty aAprinin
S1 AV < 15.0 %/AV < 15,0 % 53
.52 AV <150 %/AV < 15,0 %

0.75 M < cach unit < 1.25 M/

0,75 M < koxna ounmug < 1,25 M
Indapamide/Tananamin
Sl AV < I15.0 %/AV <150 % 3.2
82 AV <150 %/AV < 15,0 %

0.75 M < cach unit < 1.25 M/

0.75 M < xomna o < 1,25 M

Servier (Irelandy Industries |11, Moneviands Gaorey Road. Arklow, Co Wicklow, [reland.
el 4333 ¢0) 402 20800 Fax: 353 (0) 402 20888
Directors: Christian Bazantay (French). Christian Sauveur (French). John Redmand.
80040 UKR2 VI Company registered in Ireland No. 117246 Page 3 of 6




Docusign Envelope ID: €08D1629-5D12-4240-A676-AEDIATA237CD

Docusign Envelope 1D: 704386E8-7087-4A8C-A412-CA1FBB27B896

et

TR SERVIER

SERVIER (IRELA

Method ref/Ilocunanitn Ha
Specification ref/Ilocunaniis id cneyugixay

memod: DTC_S006593_PF_T_CTR_25543_EN_5.0
iro: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepist Ne:
749061

Manufacturing Batch No./Bupofmua napris Ne:

728152

TESTS/MTOKA3HUKN

STANDARDS/CTAHIAPTH

RESULTS/
PE3VJILTATH

Dissolution LC (% )/Pozuunenust (PX) (%):
European Pharmacopoeia (2.9.3 )€ (2.9.3.)

Indapamide/luanamii

Q = 75% at 45 min / Iupananin (S 1520): Q =75% 32 45 xB.

Number tested/
Stage/ | Jocnimxysana
Cragist | KibKicTb

Acceptance Criteria/Kpurepi
npuitasraocTi

Values for each Tablet/ 3iaucuns Ang Roxuol TAGIETRI

1

2

3

4

K 6 Mean
Cepeanc

St 6

Each unit is not less than 80 %/ Kowna
onmums re menwe 80 %

96

95

95

97

96 93 96

S2 +6 (12)

Average of 12 units (S1+82) is equal Lo
or greater than 75% and no unit is less
than 60%/ Cepejne sHaMeHN 7312
onvHui (S1+S2) nopisioc afo Ginbuie
75% 1 wemae KOAHOT OMHHI MeRTIe
60%

3 T2 (2%)

Avcrage of 24 units (S1+S82:+83) is cqual
to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepeje snauenns i3 24
oppmup (S1+82+83) Aopisuioe a6o
Ginbue 75%, ne Obibiue 2 onunib
aenme 60% 1 neMac KoLH0T QI
wmenuie 0%

Dissolution LC (Yo)/Pozuunernst (PX) (Yo):
European Pharmacopoeia (2.9.3. WCd (2.9.3.)

Perindopril arginine/Iepungonpniy apriuiu

Q =75% at 15 min / Hepungaoupury apriniu

(S 9490-6): Q =75% 3a 1S xB.

Number tested/
Stage | Jlocaigxysana
Cragis | kinbKicrs

Aceeptance Criteria/Kpurepii
Hpnitusrrnocti

Values for each Tablet /3uauennst s KoAn0 Tabaericn

i

2

3

4

] 6 Mean
Cepeane

S1 6

Each unit is not less than 80 %/ Kowwa
omstus e merne 80%.

97

96

101

98

98 103 99

S2 +6 (12)

Average of 12 units (S1+52) is equal to or
greater than 75% and no unit is less than
60%/ Cepese 3Haveunst is 12 0,
($1+82) nopintuoc aGo 6iapuwe 75% i
Hemae kool oxaun menue 60%

$3 +12 24

Average of 24 units (S1+S2453) is equal 10
or greater than 75%. no more than 2 units
are less than 60% and no unit is less than
50%/ Cepeane snadenns i3 24 oaniuu,
(§1+82+83) nopintoe afo Sinvwe 75%. e
Ginbme 2 oarnuns Meuwe 60% i nemae
wojroi ouam mexire 50%

Servier (

80040 UKR2 V1

freland) Industries 17D, Moneylands Gorey Road. Arklow. Co Wicklow, {reland.

Tel: #3353 (07402 20800 Fax: #3353 (0) 402 20888
Directors: Christian Bazantay (French). Christian Sagveur (Frenehy. John Redmond.

Company registered in freland No. | 17246
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Docusign Envelope |D: C08D1629-5D12-4240-A676-AEDYA7A237CD

Docusign Envelope 1D: 704386E8-7087-4A8C-A412-CA1FBB27B896

i

S ernvien

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannn na memoo: DTC S006593_PF_T _CTR_25543 EN 5.0
Specification ref/Ilocunanna na cnegupicayiro: DTC_S006593_PF_N_SPE 25606_EN 3.0

749061

728152

Packaging Lot No./Cepin No: Manufacturing Batch No./Bupo6nuua napris Ne:

European Pharmacopocia (2.9.3.)/Cd (2.9.3.)

Dissolution LC (% )/Pozaunenus (PX) (%): Anmlodipine/ Amuopnnin

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

Number tested/

oanng He Merue 80%.

Stage | Jocnimxysana Acceptance Criteria/Kpurepii Values for cach Tablet /3nasienns Aas kool TabaeTkn
Crajist | kiibkiers HPHIHATHOCTT 1 2 3 4 5 6 Mean

Cepenre
St 6 Zach unit is not less than 80 %/ Koxna 97 97 97 96 97 96 97

$2 +6 (12) Average of 12 units (S1-+S2) is equal 10 or
greater than 75% and no unit is less than
60%/ Cepennc 3navenns i3 12 ogunnigy,
(S1+S2) nopinnroe abo Ginwiue 75% i
Hemae ool opni meutre 60%

S3 +12 (24 Average of 24 units (S1+52+S3) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepeane snaucuust is 24 oguHnils
(S1+S2+S53) nopirutoc ao Ginnure 75%, ne
Binsuic 2 oKL McHe 60% i HeMae
MOAHOT OAMHNI MeHIIE 50%

ANALYSIS / AHAJII3 : 30/05/2024
Batch accepted/ITaptis npuitusita

Analytical Services Manager:

DocuSigned by:

Micacl By

44E578698FC443C .

Menemkep M0 KOHTPOJIIO TA AHAJNI3Y AKOCTI Michael Byrne/Mixaean Bipue

Servier (Ireland) Industries LT, Moneylands Gorey Road.

Tel: 2333 (01402 20800 [Fan: +353 (0) ¢

Arklow, Co Wicklow, [reland.
102 20888

Dircetors: Christian Bazantay (French), Christian Sauveur (French). John Redmond.
117246 Page 5 of 6

80040 UKR2 V1 Company registered in lreland No.




Docusign Envelope 1D: C08D1629-5D12-4240-A676-AEDSATAZI7CD

e SERVIER (IRELAND) INDUSTRIES LTD.

T SERVIER

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/

LM 5 3aCBiUYI0, IO HABEAEHa BHLLE iHhOPMALLs € AOCTOBIPHOIO T TOUHOI. Llto cepiro
npoAyKuii 6y/10 BUpoGIeHO (BKIIKOUAIOUH MaKyBaHHs/MapKyBaHHs) T2 POBEAECHO KOHTPOIb
ii IKOCTI Ha BHILe3a3HAueHiH ALTbHULI Y NOBHIH BignosiaHocTi 3 Bumoramu GMP,
BCTAHOBJIEHHMHU MiCLIEBHM DPErySTOPHUM OPraHOM, a TAKOX BiAMOBIAHO 10 crnieurdikauii,
10 MIiCTATBCS ¥ peecTpalliiHoMy focke. [IpoTokoIN BUPOOHHLITBA, NaKyBaHHs Ta aHanizis
6yJ10 MepersisHyTO Ta BCTaHOBINEHO Binnosiaxicts GMP.

Date of batch release/[lata sunycky cepii 05/09/24

Name and Position/Title of person authorising the Batch Release/ IIpissuiue Ta nocaaa/
3BaHHA 0cOGH, IKA BMAAJA 103BiJl HA BUNYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Binnosinansta ocoba
[] Ms Ailbhe Wade, Qualified Person/ BinnosinaibHa ocoba

[1 Ms Carmel Kinsella, Qualified Person/ BinnosigansHa ocoba
[1 Ms Jenny Quinn, Qualified Person/ Binnosinansha ocoba

%] Ms Niamh Ryan, Qualified Person/ Binnosinansha ocoba

DocuSigned by:

Signature/ITignuc Niamh Rvan
rd
018FCEB610E3401...

Date//ara: 05 September 2024

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby. 749061

Servier (freland) Tndusty #b ks € A CCeWicklow, ]
Tel: Gy An2
Directors: Christian Bazantay (Fee Chisst aveur (Frencky John Redmond.
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