JAEPKABHA CJOVY/KBA 3 JIKAPCbBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI
npos. Hanii Ceitnuynot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €APTIOY 37079055

BIHCHOBOK

Nnpo AKIicTHL BBE3EHOr0 B Y Kpaidy JiKapcbKoro 3acody

05.06.2024 Ne 28894/24/26

TPUIIJIIKCAM® 10 MI'/2,5 MI'/10 MI

(naliMeHyBanus Jlilcapcmcm'd 3aco8y 3riano 3 peecrpaniiuum nocsiueinaMm)
Ta0eTKH, BKPUTI IiBKOBOIO 060n0HK010, 10 Mr/2,5 Mr/10 mr; no 30 Tabnerok y koHTeliHepi
JJEsk ’raﬁne’rox; 1o 1 Rmn‘eimepy NI TA0IETOR y Kopoﬁui 3 Kaprony

(Qopma sunycky, H03ysatusl, By NaKyBaHus jikapebkoro 3acoby)

Howmep peectpaitiitnoro nocsiguens UA/13929/01/01 crpok aii peecTpaiifHOro nocBiggeH s
neobmexennii

Cepisa nixapesroro 3acoby Ne 742981 KinskicTh BBE3SHOrO JIKApChKOro 3acoly 22560

Bupobunk Cepg'e (Ipnawtis) Inpactpic Jltn, Ipnanais

{naitvenysanns supoOumka JikapepKoro 3aco0y, kpalHa NOXOMMKEHHSs)

Tosapucrso 3 o6mekenor sianosizamsuicrio "CEPB'E VKPATHA",

BAe3EHG B KpAHY inent. kox: 33643340

(uaiiMenynanus a koa 3a CAPIIOY 1opuantnoi ocobu abo npisuuie, iM's, no Sarbkosi gisnurol
0coBu - nianpremiyt, il Micue npoxaBanis Ta peecrpaiiiinuii nomep 06aikoBOT KapTIH fNATHUKL
nogarkis abo cepis Ta HOMEP nachopra)

IpoTokoa Bizyansuoro konrpoio Big 05.06.2024 Ne 1951/10.

32 Pe3yIBTATAME JEPIKABHOTO KOHTPOIO BCTAHOBICHO, IO JIKAPCHKUM 3acil BBeseHo B Yipainy 3
1l nikapehKuXx 3ac00iB.

Mukona XOJIOOAEHKO

(ininiany ra npissuue)

(nianuc)

fon au W/ {(69Y @7@]0 L FOG /%






DocuSign Envelope ID: 6788D70C-EB59-4DF8-9451-AA710BF7DAT71

SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIKAPCbKOIO 3ACOBY

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

anpeca BUpoOHMKa

Name of Importer and Address/

Hasga Ta agpeca iMnoprepa

Which Consignment of product is delivered/Bux
MPOAYKLT, IO MOCTAYAETHCS

Pharmaceutical form/Jlikapceka popma

Name of the Product/Hassa. nixapcskoro
3acoby

Dosage/Cuna aii

Type and size of packaging/Bun Ta posmip
YIaKOBKH

Finished Product batch numbet/Cepist rorosoro
TiKapChKOTo 3aco0y

Manufacturing date/[lata BupoOuuirsa
Expiry date/Tepmin nipunatiocti
Batch size/Kinbkicts y cepii

Manufacturing Licence number/Homep niuensii
Ha BUPOOHMIITBO

Registration Number/Peccrpauiiine
MOCBITUEHHS

Teedady Ik

Desctors: Cliss

Inpactpic JItn

Moneylands, Gorey Road/Maninenns, Topeit
Poyan,

Arklow/Apkioy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnangis

Servier Ukraine LLC/TOB "Cepg'e Ykpaina"
41, Naberezhno-Khreshchatytska St./syun.
Ha6epexHo-Xpenatuuska, 41

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

Pharmaceutical Product/Jlikapcexiii 3aci6

Film-coated tablets/TabneTkn, BKPHTI MTIBKOBOIO
060I0HKO0TO

TRIPLIXAM® 10 mg/2,5 mg/10 mg/
TPUIDIIKCAM® 10 mr/2,5 mr/10 mMr

10 mg/2,5 mg/10. mg / 10 mr/2,5 mr/10 mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 ra6nerox y
KOHTEHepi ans Tabnetok; 1o [ xourelinepy ans
TabIeToK y KOpoOIli 3 KapToHy

742981

04 2024
042027
22,560 Boxes/ymnakoBok
M00068/00001

UA/13929/01/01

Page 1of6



DocuSign Envelope ID: 6788D70C-EB59-4DF8-9451-AA710BF7DA71 1

Method ref/ITocunanns na memod: D TC_S006593_PF_T_CTR_25543_EN_5. 0
Specification ref/Ilocunanns na cnevupixayiio: DTC _S006593_PF_N_SPE_25606_EN_3.0

TRIPLIXAM® 10 mg/2,5 mg/10 mg / TPUIVIIKCAM® 10 mx/2,5 mr/10 mr

Formulation/@opyynosanns:

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamid

e and 10-mg of amlodipine /

rabaerii, BXpUT IiBKOBOIO 000I0HKOI0, 110 MictsTs 10 M Iepumaonpuity aprininy, myanamiy 2,5 Mrra

anrogiminy 10 mr

Packaging Lot No./Cepist Ne:

742981

728848

Manufacturing Batch No./Bupotmmaa naprist Ne:

TESTS/TOKAZHUKHA STANDARDS/CTAHIAPTH RESULTS/
PESYIALTATH
Appuz\runcc/ﬁ%unuimuiii BUIIS [ Toitieay

Average mass (mg/unit) JCepenist Maca
(ME/OITHITEO)

Microbiological quality (skip
testing)/Mirpodionoritma nueroTa (CRin=TeeT)
Fur. Ph. (5.1.4) €D (5.1.4)

Tdentification of drug substanies/
Irerroudikanis gy pevosin

S 9490-6, $ 1520 and A 1095 by LC/
[epunaonpiuty aprinii ( 8949063, THHATIAMIL
(S 1520} 1a amatoimin (A 1095) meropom PX

S 9490:6.'S 1520 and A 1095 by TLC/
Mepmmonpury aprisin (S 9490-6), THAATEAMI
(S 1520) ta amnoinuin (A 1095) Merozom TIIX

Drug substances content (LCY (mg/unit)/
Baier aitounx pevonsan (PX) (Mr/oauiunio)

. - - o
White, ablong, film-coated tablet engraved with 7 ononc
s

3 e . — "
face and <=5 S on the other face /TabaeTka SLOTO KOALOPY,
AOBFACTOT (POPMIH, BKPHTA (UTRKOBOIO 0GOTOHKOW. 3

[ Jr—
THCHCHHSM 3 OUHOTO Boky Ta <=9 @ -3 IHIWOrO
204.9t0325,9 (95 to 105 % of the theoretical mass of' 310,4)
/ B 294,9 10 325.9 (1ixn 95 % o 105 % wig reopernunol
mact 320,4)

Total acrobic microbidl Couny3aruisne wicHo atpobix
Mixpooprasizvis (TAMC) £ 107 CFU/R/ - < 1P KYOir
Total combined yeasts/moulds count/3arasnne Mucio
ApiIpROBUX Ta TuceHeruy rpubin (TYMC) 10> CFU/g/ -
< 10 KYOir

Escherichia coli: absence/l g/ - vieyraiy tr

e tatio of the retention times of cach diug substaiice peak
(89490, § 1520 and A 1095) from the test solution and fron the
reference solution must be between 0,95 and 1,05/ Bianowiesns
YACE YTPHMYBAHILL KA KOKHOT ATIOUOT PCUOBHHE (S 9490-6,

S 1520 and A 1095) A0CHILKYBAHOIO POSYNHY TA POSHMITY
ylopinmsnnd Mae craHopiTy Bia 0.95 o 1,05

Main spots (8 9490-6, S 1520 and A 1095) identical in
position, colour and size for test and reference/Ocrori THIHMH
(S 9:490-6, S 1520-and A 1095) PACHTIYHE 32 TTOJIOKCHIUM,
KOSBOPOM T2 POIMIPOM 11 JOCALDIYBAHOIO PORHHY Ta
PO3UTY TOPIBHANF

(95 to 105 % of the theorctical content of each drug substance/
Bi 95 110 105 % BiX TCOPETHIHOTO BMICTY KOHKHOT ziouol
PCMOBUHH)

S 94906/ Tiepuronpuiy aprinin (S 9490-6): 9,50 to 10,507
pig 9.50 10 10,50

S 1520 7 tmanaia (S 1520): 2,38 102,62 7 Bin 2,38 102,62

A 1095 7 Amnognnin (A 1093): 9,50 to 10,50 / »in 9,50 110
10,50

Complics/Bimoninac

307.8mg/mr

#Skip Test= Not
Applicable
*Skip Test - Not
Applicable
#Skip. Test = Not
Applicable

Coriplies/Bixnoninae

Complies/Biosiiae

9.82mg/mr
24tmgivr
9.65mg/mr

*Skip test/Ckitl TecTyBaHHs, Passes/Bimosinac, not applicable/ne uposonKBCs

Servier {Irclind) Tndusteie
Tel: 353 (0402 20800 1
Directors: Clutstian Bazantay (French), €

80010 UKR2 V1

Company tegistered in frefand No, | 17246




DocuSign Envelope 1D: 6788D70C-EB59-4DF8-9451-AA710BF7DA71 }

SERVIER (IRELAND)

INDUSTRIES LTD,

Method ref/TTocunanis na memod: DTC_S006593_PF T _CTR_25543_EN_5.0
Specification ref/Tlocunanna na cneuudicayito: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupotrmraa mapris Ne:
742981 728848
TESTS/TTOKA3ZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YILTATHU

Degradation products content (L.C) (% m/m)/
Buicr npojyseris gerpaganii (PX) (% m/m)

Y 1473 <(.10"%
S 9780 0.14%
Y 1474 <010 %
Y 32 <010 %
Y 33 <0.10 %
Y 31 0.13%
Y 38 <0.10-%
Y 1745 <0.10 %

Any other degradation products/ Byib-siki nifin <0.10%

NPOYKTH ACTpajailii

Total content of degradation products/ 3araisiti <2,0 0.27 %
BMICT NIPONYKTIB Jerpajanii
Y 36 (LC limitest) Y 36 (PX, rpasmmnuit <600 Complies/Bimonizac

KOHTPONE) (ppm)

Uniformity of dosage units for § 9490-6,

S 1520 and A 1095 (L.CY Oanopianicts
JOIOBANNX OUHBNIL JUIS ICPHBIOTIPHAY APLiriIY
(S 9490-6), inaanamiay (S 1520) Ta amnoauriny
(A 1095) Merosom PX

Eur, Ph:(.2.9.40)/ €® (2.9.40)

Content uniformity (L.C): %Aabel claim/
OanopinmicTs BMicTY MeTogom PX: % ix
3AARICHOT KiTHKOCTI

Amlodipine/ anommiv

Sl AV 15.0%/AV<T50% 4.3
52 AV < 15.0 %/AV < 15,0 %

0.75 M < each unit < 1.25 M/
0,75 M < xoxna opumaig < 1,25 M

Perindopril arginine salt/ nepuizonpiry aprinis

Sl AV £ 150 %AV £150% 4.2
S2 AV 2 15.0 %/AV <150%

0.75 M < cach unit < 1.25 M/
0,75 M < xokma-oauanug < 1,25 M

Indapamide/Tigarnasiijg

S1 AV £ 15.0 %AV <150 %
S2 AV =150 %/AV < 15,0 %

0.75 M <¢ach unit < 1.25 M/
0,75 M < xokua o < 1,25 M

Servier (freland) Indusivies LD, Moncylands Gorey Road, Arklow, Co Wicklow, Tretand,
Tel -+353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Clristian Bazantay (French), Christian Saavenr (French), Jobn Redmand,
80010 UKR2 V1 Company registeved in freland No, 117246 Page 30f 6
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Method ref/ITocunanns na memoo:
Specification ref/Ilocunannan na creyugirauito:

DTC_S006593_PF_T_CTR_25543_EN_5.0
DTC S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne:

742981

728848

Manufacturing Batch No./BupoGuuya napris No:

TSATOKAZHUKHU

TES

STANDARDS/CTAHIAAPTH

RESULTS/
PE3VIBTATH

“Dissolution LC (%)/Posauneuns (PX) (%):
Furopean Pharmacopocia (2.9.3)/€'D (2.9.3)

I[ndapamide/Tapanamix

Q ="75% at 45 min / Inganamiy (S 1520): Q =T5% 32 45 xn.

Number tested/

Stage/ | Jdocaiurynana Acceptance Criteria/Kpurepil Values for each Tablet/ 3nauens jurs koxuoi TabaeTRY
Crajist | ®UKRicTS npuinsTHOCY H 2 3 4 5 6 Mean
Cepeanc
St 6 Each unit is not less than 80 %/ Koxna 97 99 98 98 100 97 98
onnnuis ne Mene 80-%
S2 +0 (12) Average of 12 units (S1+82) is equal to
ot greater than 75% and no unit is less
than 60%/ Cepene snadcting iz 12
o ($14+82) nopisntoe abo Gimsure
T5% 1 HeMaE FKOMHOT OJUIHHIL MCHILC
60%
53 12 24) Average of 24 units (S1+$2+83) is equal

to ot greater than 75%, no more than 2
uniits are less than 60%. and no unit is-less
than 50%/ Cepejtie sHatenns is 24
OB (S1+52+83) nopirnioe ado
Sinwime 75%, ne dlaple 2 OHIILb
e 60% i HeMae SKOAHOT OXUEHIL
menme S0%

Dissolution LC (Yo )Poznuenus (PX) (%):
European Pharmacopeeia (2.9.3.)/€D (2. 9.3.)

Perindopril arginine/ITepunonpuiry aprinin

Q = 75% at 15 min / Tepungonpuay aprinin

(8 9490-6): Q=75%3a 15 xB.

Number tested/

or greater than 75%, no more than 2 units
are less than 60%-and no unit is less than
50%/ Cepense sHaueHi i3 24 oAb

(S1+82+83) popisrroe abo Ginvwe 75%, He

Giniie 2 ogunms Memme 60% t nemac
FORHOT OFHANII Mertre 50%

80010 UKR2 VI

(800
rench), Ch

nevlands Gorey Road, Arklow, Co Wicklow, !

Company registered in Treland No, 117246

53(0) 402 20888

Stage | [ocaipkysaua Acceptance Criteria/Kpurepii Values for each Tablct /3naxenst st Kool Taduerky
Crapist | winnricrs Mpuiinsrocyi 1 2 3 4 5 6 Mean
Cepeane
S 6 Bach unit is not less than 80 %/ Koaaia 98 99 99 1M o1 99 99
oatmuwi ve Merme 80%.
S2 +6 (12) Average of 12 units (§1+82) is equal to or
greater than 75% and no unitis less than
60%;7 Cepenpe 3pateri i3 12 opuumim
(S1+S52) nopismoe aBo Giseine 75% i
Hemac skoanoT omunuui Meruie 60%
S3 +12 24 Average of 24 units (S1+52+83) is equal to




DocuSign Envelope ID: 6788D70C-EB59-4DF8-9451-AA710BF7DAT71 |

SERVIER

Method ref/ITocunanns via memoo:

DTC_S8006593 PF T CTR_ 25543 _EN 5.0
Specification ref/llocunanns na eneyngixayin: DTC_S006593_PF N _SPE 25606_EN _3.0

Packaging Lot No./Cepist No:
742981

Manufactaring Batch No./BupoOnuaa napris Ne:

728848

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

Amlodipine/ Amaomnmin

Q= "T75% at 15 min/ Avaojinia (A 1095): Q = 75% 32 15 %8,

Number tested/
Hocmiprysana
KEIBKICTH

Stage
Crapist

Aceeptance Criteria/Kpirrepit
npuinsrnocri 1 2

Values for cach Tablet /3uavienns juist ool Tadnercu

3 4 5 [ Mecan

Cepeite

St 6

Bach unit is not less than 80 %/ Koaxna 95 oF
oHauus He Mene 80%.

97 97 97 97 96

S2 +6 (12) Average of |
60%/ Cepe
(S1+82) nop

greater than 73% and no unit is less than

HEMAE KONHOT onuui Merme 60%

2 units (S1+82) is equal to.or

1€ 3HAYCHHS 13 12 0guHMIL
inmoe abo Gutsine 75% i

83 +12

(24

arc less than

Average of 24 units ($1+82+83) is equal to
or greater than 75%, no more than 2 units

50%/ Cepere suavelig 1324 opuunis

Olmblue 2 oxuriin Menne 60% i Hemae
HKOAHOT oxurl Menure 50%

60% and no-unit is less than

ANALYSIS / AHAJII3 : 07/03/2024
Batch accepted/Tlapris mpwitisita

Analytical Services Manager:
Meneaep 110 KOHTPONIO Ta aHalI3Y AKOCTI

Servier (Ircland) Tnduste

1

Divectors: Cheistian Bazantay (F

80010 UKR2 V1

DocuSigned by:

Karen Hughes

04757F56242E48D... S
Miechael Byrne/Mixaeas Bipue

PP'd on behalf of
Michael Byrne

35300402 2080

Company registeved tn Tveland No, 117246

D Moneylands Gorey Road. Arklow, Co Wicklow, relund.
X:353 (0) 402 20888
sneli), Christian Savvein {French). Joha Redmond.

Page 50f 6



DocuSign Envelope ID: 6788D70C-EB59-4DF8-9451-AAT10BF7DAT1

SERVIER (IRELAND) INDUSTRIES LTD.

SEBVIESR

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/

LIuM 5 3acBiguylo, IO HaBe/leHa BUILE {s(opMmartis € JOCTOBIPHOIO Ta TOYHO, ko cepiro
npoyKuii 6y10 BUPOOIIEHO (BKIFOYAIOUH [aKyBaHHs1/MapKyBaHHs) Ta IPOBEAEHO KOHTPOIb
i IKOCTI Ha BUILC3a3HAYEHIH JIGHMI Y TIOBHIH Bi/NOBIAHOCTI 3 BAMOTaMH GMP,
BCTAHOBJIEHUMH MiCLIEBUM PETYISATOPHHUM OPTaHOM, 8 TaKOX BiIMOBiHO 1O cietHdiKarlii,
10 MICTATBCS y peecTpauiitHomy aocke. [IpoTokosu BUpOOHHIITEA, TIaKyBaHHs Ta aHATI3IB
By710 TIepEerIaHyTO Ta BCTAHOBJIEHO BigmosiaHicte GMP.

Date of batch release/Jata Burtycky cepii 08/05/24

Name and Position/Title of person authorising the Batch Release/ Ipizpuuge Ta mocaaa/
3BAHHA 0cO6H, IKA BHAANA 03B HA BUMYCK cepii

Dr Blanaid Bowes, Qualified Person/ Binnosinansua ocoba

—

Ms Ailbhe Wade, Qualified Person/ Bignoiganeua ocoba
K Ms Carmel Kinsella, Qualified Person/ BigmosifansHa ocoba
[1 Ms Jenny Quinn, Qualified Person/ BinnosizansHa ocoba

[] Ms Niamh Ryan, Qualified Person/ Bignosinanssa ocoba

DocuSigned by:

Signature/Tliamac | Carmel KINSELLA Date/IlaTa: 08 May 2024

e BACQ4C348D144B8D...

Finished product batch number/ Homep cepil roTosoro nikapcokoro 3acoby: 742981

Page 6 0f6
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JTEPIKABHA CJIYXKBA 3 IKAPCBKHUX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA y m. KHECBI

npos. Hagii Ceitnuysoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BACHOBOK
npo AKicTH BBe3eHOro B YKpainy JikapchKoro 3acody

26.08.2024 Ne 43289/24/26

TPHILIIKCAM® 10 MI'/2,5 MI'/10 MT'

(HaHMCHYBAHHA IKAPCHKOTO 3000y STiRHO 3 peccTpauibinyum OCBiUEHEAM )
Ta6xeTiH, BKPHTI IIiBK0B0I0 0600HK0m0, H0 10 MI/2,5 Mr/10 mr, mo 30 TaGrerox y
xonTeiigepi A5 Tabaerox; no 1 KouTeiinepy A1s TAGNETOK Y Kopobui 3 KapToHy

((bopma BuTTYeKy, HO3YBAHMS, BHJI NAKYBAHHE NiKAPCEKOTO 3acoby)
Howmep peccrpanismoro nocsizsenns UA/13929/01/01 erpok nii peecrpauitinoro nocsiguenns HeoOMexxeHNH
Cepis nixapcskoro 3acofy Ne 749786 KimbkicTh BEe3€HOTO JiKapenkoro 3acoby 16240

BupobHEK Cepn'e (Ipnanzis) Inpactpic JIta, Ipnanmis

(alimenysanua BUPOGHHKA NKAPCEKOTO 38000y, KpalHa NOXOAKEHHA )

Beeseo B YKpaiHy TopapHCTBO 3 06MeNKeHOIO pignosigansnicTio "CEPB'C VKPATHA",
inenT. kox: 33643340

(HaliMerysanta T2 Kox 3a €PTIOY 1opapiHol oco6H alo npisprme, iM'3, no GaThroni disnuHol
oco6u - ianpHeMid, ii Micue NpoKHBaHHS T4 peecTpaliliHuii HoMep 06nikoROT KAPTKHN (IATHHEA
noparkie a6 cepis Ta HOMEp NACMIOPTA)

TIpoToKOM Bi3YATBHOI0 KOHTPOIO B 26.08.2024 N« 2878/7.

3a pesyJbTERTAMH JEPKABHOTC KOHTPONIO BCTAHOBJICHO, mo NiKapCekHii_ 3aci6 BBe3SHO B VYkpaivy 3

AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA IIOAO 3afesneueHHs AkocTi mixap aacobins.
/
Mukona XOJIOZEHKO
(nianuc) (iniuiany Ta opizpmne)

3 5N
- 1A Y"\'
TOKY VEHTIB ww
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SERVIER (IRELAND) INDUSTRIES LTD.

S seavien

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Ha3sa Tta
ajpeca BUpOOHUKA

Name of Importer and Address/
Hassa Ta agpeca imnopTtepa

Which Consignment of product is delivered/Bun
TPOIYKIIIT, IO MTOCTAYAETHCS

Pharmaceutical form/Jlikapceka gopma

Name of the Product/Ha3pa mixapcbkoro
3aco0y

Dosage/Cuna il

Type and size of packaging/Buax ta po3mip
YIIaKOBKH

Finished Product batch number/Cepist roToBoro
JKapCHKOTro 3aco0y

Manufacturing date//lata BupoOHUIITBA
Expiry date/Tepmin npugatHoCTI
Batch size/Kinpxicts y cepii

Manufacturing Licence number/Homep mitensii
Ha BUPOOHUIITBO

Registration Number/Peecrpauiiine
TIOCBiT4EHHS

Serveer (Ireland) Industres LTD
Tel:

40

Monevlands Gorey Koad, Asklow, CoWicklo

Servier (Ireland) Industries Ltd/Ceps'e (Ipnangis)
Innacrpic JItx

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

Arklow/Apxiioy,

Co. Wicklow/Ko. Bixnoy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./Byn.
HabepexHo-Xpemaruipka, 41

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

Pharmaceutical Product/Jlikapcbkuit 3aci6

Film-coated tablets/TabneTku, BKpUTI IUTIBKOBOKO
000JI0HKOI0

TRIPLIXAM® 10 mg/2,5 mg/10 mg/
TPUITIIIKCAM® 10 mr/2,5 mr/10 mr

10 mg/2,5 mg/10 mg / 10 mr/2,5 mr/10 mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 TabieTok y
KOHTEHHepi [uist TabIeToK; 1o | KOHTeHHepy s
TalbIeTOK Y KOpoOIl 3 KapTOHY

749786

072024

07 2027

16,240 Boxes/ynakoBoK
MO00068/00001

UA/13929/01/01

(0} 402 20888

Dhrectors: Christian Ba

3, Chstian |
Company remstered n Ireland No. 117246

sveur (French), John R




Docusign Envelope ID: 4EC84759-F8FF-4840-BFAD-F3B076BC304B

Docusign Envelope ID: 47BE02B4-8802-4E6F-9A9C-80A1FA947ESS

SERVIER (IRELAND) INDUSTRIE

S
S

e BERTER

Method ref/Ilocunanns na memood: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/llocunanna na cnewugixaniio: DTC_8§006593 PF N _SPE 25606 EN 3.0

TRIPLIXAM® 10 mg/2,5 mg/10 mg / TPUNJHKCAM® 10 mr/2,5 mr/10 mr

Formulation/®opMmyniopanns:

amnoguniny 10 mr

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 10 mg of amlodipine /
TabNeTKH, BKPHUTI IUTIBKOBOIO 000IOHKO0, 1HO MICTATE 10 MT NEpUHAONPIITY aprininy, infanaMiay 2,5 Mr ra

Packaging Lot No./Cepin Ne:

Manufacturing Batch No./BupoGuuia mapria Ne:

Average mass (mg/unit) /Cepenna maca
(Mr/oauAUI0)

Microbiological quality (skip
testing)/Mikpobionoriuna yucrora (cxin-tect)
Eur. Ph. (5.1.4)/ €D (5.1.4)

Identification of drug substances/
inenTndikania Kiovux peyoBUH

S 9490-6, S 1520 and A 1095 by LC/
Hepunnonpuny apriuin { S 9490-6), innanamiz
(S 1520) ta amnonunis (A 1095) metonom PX

5 9490-6, 5 1520 and A 1095 by TLC/
Hepuunonpuny aprisin ( S 9490-6), innanamin
(S 1520) ta amnoumia (A 1095) metonom THIX

Drug substances content (LC) (mg/unit)/
Buicr pirounx peusosun (PX) (Mr/oauHumio)

749786 728873
TESTS/TIOKAZHUKH STANDARDS/CTAHJIAPTHU RESULTS/
PE3VYJIBLTATH
Appearance/3oBniminii BHIIsAR T

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

e
L ey %
face and === & on the other face /Tabnetxa 6inoro xonsopy,
norracroi GopmMu, BKpHUTA HIIBKOBOIO 000JIOHKOIO, 3
ﬁ Forn,
TUCHEHHM

ey
=5 ..
3 OJHOrc GOKy Ta === - 3 IHIoroe

294,910 325,9 (95 to 105 % of the theoretical mass of 310,4)
/B 2949 no 3259 (8in 95 % no 105 % Bin Teoperunnoi
macu 320,4)

Total aerobic microbial count/3aranshe ancio aepobHuX
mixpoopranizmis (TAMC) < 10° CFU/g/ - < 10°KYO/ir
Total combined yeasts/moulds count/3aransHe uncno
Ipbrpkosux ta miicenesux rpubis (TYMC) < 102 CFU/g/ -
<10°KYO/r

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

The ratio of the retention times of each drug substance peak
(89490, S 1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,05/ Bingowenus
HACIB YTPUMYBAHHS TKA KOXKHOT Hirouol peuosunn {S 9490-6,

S 1520 and A 1095) nocnimKyBanoro po34nHy Ta Po3MuHy
ropisHsxna Mae crasosuty Bix 0,95 no 1,05

Main spots (S 9490-6, S 1520 and A 1095) identical in
position, colour and size for test and reference/Ocrosui rsmu
(S 9490-6, S 1520 and A 1095) izenTuyHi 332 TOJOKCHHIM,
KOJTBOPOM Ta POIMIPOM A JOCTIKYBAHOTO PO3HUHY Ta
PO3UAHY OPIBHABHA

(95 to 105 % of the theoretical content of each drug substance/
BiJ 95 1o 105 % Bin Teoperuysoro Bmicty Koxnol xixouof
PEUOCBUHM)

S 9490-6 / Iepunnonpuny apridis (S 9490-6): 9,50 to 10,50 /

Bix 9,50 no 10,50 10.01mg/mr
S 1520 / Inpanamin (8 1520): 2,38 10 2,62 / Big 2,38 o0 2,62 2 44mg/mr
A 1095 / Amnoaurin (A 1095): 9,50 to 10,50 / 8in 9,50 no 9.77me/mr
10,50 \‘-\(\H()}() R

Complies/Bianoijae

310.9mg/mr

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

Complies/Binnosijae

Complies/Binnosizae

*Skip test/Ckin recrypanus, Passes/Binnosinae, not applicable/ne nposonuscs

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.

80010 UKR2 V1

Company registered in Ireland No. 117246
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Docusign Envelope ID: 4EC84759-F8FF-4840-BFAD-F3B076BC304B

Docusign Envelope ID: 47BE02B4-8802-4E6F-9A9C-80A1FA947ESS

SERVIER (IRELAND) INDUSTRIES LTD.

S
S

e BERTER

Method ref/Ilocunanns na memood: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/llocunanna na cnewugixaniio: DTC_8§006593 PF N _SPE 25606 EN 3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupobunya napris Ne:
749786 728873
TESTS/TIOKASHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3VJIbTATH

Degradation products content (LC) (%% m/m)/
Bwmicr nponyxris gerpaganii (PX) (% m/m)

Y 1473 <03 <0.10 %
S 9780 <05 <0.10 %
Y 1474 <03 <0.10 %
Y 32 <02 <0.10 %
Y 33 <02 <0.10 %
Y 31 <05 0.13%
Y 38 <05 <0.10 %
Y 1745 <04 <0.10 %
Any other degradation products/ Byse-sxi inui <02 <0.10 %
TPOAYKTH Jerpafarii

Total content of degradation products/ 3aransHuii <20 0.13%
BMICT HPOXYKTIB Aerpaaari

Y 36 (LC limit test)y/ Y 36 (PX, rpasuaumit <600 Complies/Binnosigae

KOHTPOIB) (ppm)

Uniformity of dosage units for S 9490-6,

S 1520 and A 1095 (LC)/ Onnopinnicts
JAG30BAHUX OAUHMLEL [T NEPUHAONPHIY apriHiHy
(S 9490-6), innanaminy (S 1520) ra amoauniay
(A 1095) metonom PX

Eur. Ph.( 2.9.40)/ €& (2.9.40)

Content uniformity (LC): %/labe] claim /
Onnopianicts BMicTy meronoM PX: % sig
3asBICHOI KUIBKOCT1

Amlodipine/ ammoaunia

S AV <150 %/AV <150% 4.4
S2 AV <150 %/AV < 15,0 %

0.75 M <eachunit <125 M/

0,75 M < kosxuaa oguuuis < 1,25 M

Perindopril arginine salt/ nepusaonpny aprisin
S AV <150 %/AV <150 % 4.7
.82 AV <150 %/AV < 150%

0.75 M < each unit < 1.25 M/

0,75 M < xoxkna oqupnng < 1,25 M

Indapamide/Inganamin
S1 AV <15.0 %/AV <15,0%

82 AV <15.0 %/AV <150%

0.75 M < each unit < 1.25 M/

0,75 M < xoxua oquamng < 1,25 M

w
5%}

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Irela
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80010 UKR2 V1 Company registered in Treland No. 117246




Docusign Envelope ID: 4EC84759-F8FF-4840-BFAD-F3B076BC304B

Docusign Envelope ID: 47BE02B4-8802-4E6F-9A9C-80A1FA947ESS

SERVIER (IRELAND) INDUSTRIES LTD.

S
S

e BERTER

Method ref/Ilocunanns na memood: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/llocunanna na cnewugixaniio: DTC_8§006593 PF N _SPE 25606 EN 3.0

Packaging Lot No./Cepin Ne:
749786

Manufacturing Batch No./Bupobuuya napris Ne:

728873

TESTS/TIOKAZHUKH RESULTS/

PE3VJIBTATH

STANDARDS/CTAHIAPTH

Dissolution LC (% )/Pozuunennn (PX) (Yo ):
EBuropean Pharmacopoeia (2.9.3.)/€® (2.9.3.)

Indapamide/Innanamin

Q = 75% at 45 min / Inzanmamin (8 1520): Q = 75% 3a 45 xB.

Number tested/

Stage/ | Jocunimxysana Acceptance Criteria/Kpurepii Values for each Tablet/ 3nauenus uist kool Tab/ieTKH

Cragig | xLIBKicTs npuiiHATHOCTI 1 . 3 4 5 6 Mean

Cepene

S1 6 Each unit is not less than 80 %/ Koxxna 99 100 99 98 100 99 99

ofunns ne menie 80 %

) 6 (12)

Average of 12 units (S1+82) is equal to
or greater than 75% and no unit is less
than 60%/ Cepenne 3Hauenss i3 12
ounnne {S1452) nopisuroe abo Outsie
75% 1 Hemae woAHOT ONMHMII MEHLIS

60%

+12 (24) Average of 24 units (S1+52+83) is equal
to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepenne 3nauenns i3 24
oauanus {S1+52-+53) nopisaioe abo
Ginpine 75%, He Ginsine 2 OAUHNIE
menmre 60% 1 memae JKOIHOT O AUHUIL

menie 50%

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

Perindopril arginine/Ilepunnonpuay aprinin

Q =75% at 15 min / lepunnenpuny apridin (S 9490-6): Q=75% 3a 15 xm.

Number tested/
Values for each Tablet /3navenns nng wowuel Tabinerku

Stage
Cranin

Jocaimxkysana
KinbKicTh

Acceptance Criteria/Kpurepii
Hpniiaarroeti

1 2 3 4 5 6 Mean
Cepenne

Si

6

Each unit is not less than 80 %/ Koxna

100 102 100 101 102 103 101

onunuis He mexie 80%.

S2 +6 (12) Average of 12 units (S1+82) is equal to or
greater than 75% and no unit is less than
60%/ Cepenne 3nadenns i3 12 ousuNb
{81+82) nopistoe abo Ginsuie 75% 1

Hemae woauol oxuuul mexmne 60%

S3 +12 (24) Average of 24 units (S1+52+83) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepenne snauenus i3 24 onunuIb
(S1+82+83) nopisuioe abo Ginbue 75%, e
Ginemie 2 ogunnis Mere 60% i nemac

KoaHol opunui mennie 50%

0 5 >
Y
1§

N

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.

80010 UKR2 V1 Company registered in Treland No. 117246




Docusign Envelope ID: 4EC84759-F8FF-4840-BFAD-F3B076BC304B

Docusign Envelope ID: 47BE02B4-8802-4E6F-9A9C-80A1FA947ESS

SERVIER (IRELAND) INDUSTRIES LTD.

S
S

e BERTER

Method ref/Ilocunanns na memood: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/llocunanna na cnewugixaniio: DTC_8§006593 PF N _SPE 25606 EN 3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupobanaa napris Ne:
749786 728873
Dissolution LC (%)Y Pozuunenns (PX) (%): Amlodipine/ AMnognnin

European Pharmacopoeia (2.9.3)/€® (2.9.3.)
Q = 75% at 15 min / Amaoannia (A 1095): Q = 75% 3a 15 xB.

Number tested/
Stage | Jocaimxypana Acceptance Criteria/Kputepii Values for each Tablet /3uauenus aia koxuol TabneTku
Cragig | xiILKICTE HpHiiHATHOCTI 1 2 3 4 5 [ Mean
Cepenne

St 6 Each unit is not less than 80 %/ Koxna 102 105 103 103 104 103 104
oauuanld He Menine 80%.

S2 +6 (12) Average of 12 units (S1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepenue 3naueHns i3 12 oquunis
(81+82) nopisstoe abo Oinpire 75% 1
Hemae ool opuHunl Meurre 60%

S3 +12 (24) Average of 24 units (S1+S2+S3) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepenue 35a4uenHs 13 24 ounRULE
(S1+82+S3) mopisuioe abo Giabme 75%, He
Ginbnie 2 oxuuunb Menme 60% 1 Hemae
skouol opuuul Mexnie 50%

ANALYSIS / AHAJH3 1 24/07/2024
Batch accepted/Ilaprig npuilaara

DocuSigned by:
] ] Karen Hughes
Analytical Services Manager: B —
Meneskep N0 KOHTPOJIO TA AHANIZY AKOCTI Michael Byrne/Mixaenas bipne

PP'd on behalf of Michael
Byrne

[ sy WEHITIB
JTOKY MEH >

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Irelan
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80010 UKR2 V1 Company registered in Treland No. 117246




Docusign Envelope ID: 4EC64759-F8FF-4840-BFAD-F3B076BC304B

.o 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/

Inwm 5 3acBiguyro, o HaBeAEHa BUIIE IH(OPMaIlis € TOCTOBIPHOIO Ta TouHOM. 110 cepito
IpoAyKuiil 0ys10 BupoOIeHO (BKIIOYAIOUHN [TaKyBaHHA/MapKyBaHHsA) Ta IPOBEACHO KOHTPOJIb
ii sKOCTI Ha BUIC3a3HAYCHIN AUIBHUIN Y MOBHIN BiAMOBigHOCTI 3 BUMoramu GMP,
BCTAHOBJIEHUMH MICIIEBUM PETYISTOPHHM OPTaHOM, a TAKOXK BIMOBIIHO 10 crienudikaiiii,
0 MICTSATBCS Y peecTpallifinomy focke. [IpoTokonu BupoOHUIITRA, TaKyBaHHS Ta aHAII31B
OyJ10 TIEpErJIIHYTO Ta BCTAHOBJICHO BizmoBinHicts GMP.

Date of batch release/[lata Bumycky cepii 30/07/24

Name and Position/Title of person authorising the Batch Release/ IlpizBume Ta nocana/
3BaHHA 0co0H, AKa BHIaJa I03BLJI Ha BHITYCK cepil

1 Dr Blanaid Bowes, Qualified Person/ Bignosinaisaa ocoba

fr—

1 Ms Ailbhe Wade, Qualified Person/ Bignosinanssa ocoba
M Ms Carmel Kinsella, Qualified Person/ Bigmosizansaa ocoba

1 Ms Jenny Quinn, Qualified Person/ Binnosizansua ocoda

P ——

1 Ms Niamh Ryan, Qualified Person/ BinnosigansHa ocoba

DocuSigned by:

Signature/ITimmmc | Carmel KINSELLA Date/Jlata: 30 July 2024

BAC04C348D144BD...

Finished product batch number/ Homep cepii rotoBoro nikapcekoro 3acoby: 749786

nad \
MTOKYME} ITIB D

’

Servier (Treland) Industnies LTD . Mon
Tel: =

= A
dipa M0

Page 6 0of 6



NEPKABHA CIYKBA3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnuuol, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPIIOY 37079055

BHCHOBOK
Npo SIKICTH BBE3EHOr0 B Y Kpainy JiKapehRrROro 3a¢00y

16.10.2024 _ Ne 54115/24/26

TPAIJIKCAM® 10 MI'/2,5 MI'/10 MT'

(aiiMenysuins aicapehroro 3acady 3FLAHO 3 pecerpattifii nocsianetas)
TabJaeTkH, BRPUTI IIBROBOIO 06oxonKro010, 1o 10 mr/2,5 sr/10 mr no 30 rabaerork y
romreitnepi aia rabnerox; no 1 Korreiinepy st Ta0JETOK Y KopoOIIi 3 KApTOHy

(opma BRITYCKY, OIYBANHS, BHA TRKY B AikapehKoro 3acoly)

Homep peectpauiiinoro nocBigierns UA/13929/01/01 erpok nif peecTpauifinoro nocsinyenis HeoOMemerni

Cepis Aixapeskoro sacody Ne 752672 KinbkicTs Buesenoro nikapeskoro sacoby 14400
BupoGHiK Cepr'e (Ipnautis) Ingacrpic Jita, Ipsauiis

(nafisenyBants BHPObHIKA HIKapehEOro 3ac0BY, KpaTHA 1OXO/DKEHS)

Boeseno B Yipainy Tonapucrao 3 00MEREHOIO pianosigansuicrio "CEPB'E YKPAIHA",
inewrr. ko 33643340
(naityenypais a koa 3a CJIPTI0Y 10pH 0T 0co0u a0 HPIBIHLIC, iaf'st. 110 SaTLROBI (PIZHUHOT
0cO0Y - HANPHEMLE, T MICHE UPOKHBARNA TA peCCTPAiHHIA HOMEP 0GAIKOBOT KAPTKU TIATHHKA
poArrkis ab0 cepist T HOMEp RacnopTa)

FIpoTOKO Bi3ya RO KOHTPOJIO B 16.10.2024 » 3510/3,

32 pesybTatamMy  IPKABHOTO  KOWTPONO  BCTAHOBACHO, MO nikapeskndi  3acié seeseno B Yikpainy 3

JOTPUMAHHIAM BUMOT 3aKOBOAABCTEY HOAO 3afesnenctns sKocTi HKape

/ A

A1x 3ac00i8.
//;

HavansHuK Miuxosa XOJIOJIEHKO

(niic) (iiiadm ra npismane)

(nocanosa ocoda Opray

/éf Lo ~ LOC// 06;

/L. Of 20 Q)aé






Docusign Envelope |D: BDD6BF17-6EFE-4E80-8DFA-BC3C2800F187

SERVIER (IRE

o SERVIER

LAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIO 3ACOBY

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

agpeca BI/IpOGHMKa

Name of Importer and Address/
HasBa Ta agpeca imnoprtepa

Which Consignment of product is delivered/Bun
MPOLYKLIT, 1[0 OCTAYAETHCS

Pharmaceutical form/Jlikapcbka dpopma

Name of the Product/Hazsa nixapcbkoro
3acoby

Dosage/Cuna nit

Type and size of packaging/Buna ta po3mip
YNaKoBKH

Finished Product batch number/Cepist roroBoro
JixapcbKoro 3acoby

Manufacturing date//IaTa BupoOuuuTBa
Expiry date/Tepmin npuaatHocTi
Batch size/Kinpxicts y cepil

Manufacturing Licence number/Homep niuensii
Ha BUPOOHULTRO

Registration Number/Peectpauiitne
TIOCBiUEHHS

Inpacrpic JItn

Moneylands, Gorey Road/Maninenns, opeii
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./syu.
HaGepexHo-XpelaTubka, 41

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

Pharmaceutical Product/Jlikapcbkuii 3aci6

Film-coated tablets/Tabnerku, BKpHTI 11iBKOBOIO
060NOHKOI0

TRIPLIXAM® 10 mg/2,5 mg/10 mg/
TPUITTIIKCAM® 10 mr/2,5 mr/10 mMr

10 mg/2,5 mg/10 mg/ 10 mr/2,5 mr/10 mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ no 30 Tabnerok y
KOHTeliHepi ans Tabnerok; no 1 koHTeHHepy mns
TabneTok y KopoOui 3 KapTOHY

752672

08 2024

08 2027

14,400 Boxes/ynakoBok
M00068/00001

UA/13929/01/01

Page 1 0of 6



Docusign Envelope |D; BDD6BF17-6EFE-4E80-8DFA-BC3C2800F187

Docusign Envelope ID: FA7B2D57-6028-49A5-8F 1F-35FAD97BCB27

SERVIER (1

E

VR

Method ref/Ilocunannn na memod: DTC _S006593_PF T _CTR_25543_EN 5.0
Specification ref/ITocunanns na cneyudpivayiio: DTC_S006593_PF_N_SPE_25606_EN_3.0

TRIPLIXAM® 10 mg/2,5 mg/10 mg / TPHIINIIKCAM® 10 mr/2,5 mr/10 mr

Formulation/®opmyiiosanis:

Film-coated tablets containing [0 mg of perindopril arginine, 2,5 mg of indapamide and 10 mg of amlodipine /
TaBNeTIH, BKPUTI IMIBKOBOIO 0GOIOHKOIO, 110 MICTATH |0 M IIEpHHAOHPHITY apriniuy, injanamigy 2,5 Mr ta
amnouniny 10 mr

Packaging Lot No./Cepis Nu: Manufacturing Batch No./BupoGumya mapris Ne:
752672 748472

TESTS/TIOKA3HUKU STANDARDS/CTAHIAPTH RESULTS/
PE3VJIBTATH

Appearance/3osnimniil nurisi ?_{:;_x

White, oblong. film-coated tablet engraved with ™" on one
S 3 . s g

s o (S . . Complies/Biarosizac

face and <= g) on the other face /TaGacrtra inoro Koabopy. ! TIORIA

AOBacTol (HOPMI, BKPUTA IAIBKOROIO 00OIOHKOI0, 3

ﬁ& e J
Tcrenm 7 3 oAHOro foky ta = B. 3 THIOC0
Average mass (mg/unit) /Cepennst Mmaca 294,910 325,9 (93 1o 103 % of the theoretical mass of 310.4) 310.0me/mr
(mr/opanmuino) /Bin294.9 10 325.9 (8in 95 % no 105 % Rix reoperutnol

macu 320.4)

Microbiological quality (skip Total acrobic microbial count/3araneae urcno acpodHIX #Skip Test - Passes
testing)/Mixpobiosoriuna yneroTa (exin-Tecr) Mixpooprauismis (AMC) = 10° CFU/Y - < 10° KYO/r
Eur, Ph. (5.1.4) €D (5.1.4) Total combined yeasts/moulds count/3aransie wicio #Skip Test - Passes
Apbiakosry Ta tuticenesix rpudis (TYMC) < 102 CPU// -
< 102KYO/e T
Escherichia coli: absence/ ¢/ - rigeyrniy I r “asipriest - Rases
Identification of drug substances/
Inenmmdiranis giounx pevopun The ratio of the retention times of cach drug substance peak
S 9490-6. S 1320 and A 1095 by LC/ (S 9490, S 1520 and A 1095) from the test solution and from the Complics/Bigrnosigac
[lepuunonpuny aprinin ( S 9490-6), inganaMin reference solution must be between 0,95 and 1,05/ Biguowenis
(S 1520) ra anmogumin (A 1095) meromom PX waCis YRPHMYBAII TKa KOXKHOT jitouol pedonrmn (S 9490-6,
S 1520 and A 1095) jocHiKYBAHOTO PO3UHITY Ta POUHIY
nopisrsiisr Mac cravormr 82 0,95 no 1,03
S 9490-6, S 1520 and A 1095 by TLC/ Main spots (S 9490-6, S 1520 and A 1095) identical in
Tlepungonpury aprivin (S 9490-6), immamandin position. colour and size for (est and relerence/Qcnoui mstmu Complics/Bixnosizae
(S 1520) 1a amnoguria (A 1093) merogom TIIX | (S 9490-6, S 1520 and A 1093) inenruuni 34 NOJAGKCHHAM,
KOZILOPOM Ta PO3IMIPOM IS AOCHLDKYBAHOTO PO3RMIY Ta
POSYITY TIOPIBHSHAS
Drug substances content (LC) (mg/unit)y/ (95 10 105 % of the theoretical content of cach drug substance/
Baticer piroqns penosan (PX) (mr/ounmio) B 95 g0 105 % BI TCOPETHUHOTO BMICTY KOXKTOT M0N0
PCHOBKIN)
S 9490-6 / Hepuuonpuny apridiy (S 9490-0): 9.50 to 10.50 /
Bin 9.50 no 10.50 10.06mg/Mr
S 1320 / Twmamamia (S 1520): 2,38 10 2,62 / i 2,38 110 2,62 2. 44me/Mr
A 1095/ Amnoaris (A 1095): 9,50 10 10.50 / 8ix 9,50 jo 9.7Tme/mr
10,50

*Skip test/Ckin TecTysanus, Passes/Biamosinae, not applicable/we nposoauscs

Servier (Iretand) Industrics 1.TD.. Monevlands Gorey Road. Arklow, Co Wicklow, treland.
Tel: 333 (0) 402 20800 Fax: #3533 (0) 402 20388
Directors: Christian Bazantay (French). Christian Sauveur (French). John Redmond.

80010 UKR2 V1 Company registered in Treland No. 117246 Page 2 of 6
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Docusign Envelope ID: FA7B2D57-6D28-49A5-8F 1F-35FAD97BCB27

SRVIER

Method ref/ITocunannn na meniod: DTC_S006593_PF_T_CTR_25543_EN_5.0
Specification ref/Ilocunanusn na cneyudpivayiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

St
.52

Sl
52

Sl
S2

Any other degradation products/ Byb-siki tnnni
NPOAYRTI Jerpasaui

KOHTPOIE) (ppin)

Uniformity of dosage units for S 9490-6,

S 1520 and A 1095 (LCY Opopimiicrs
JO3OBANUX OMHINB JUTS ICPHBAOTPIITY aplininy
(S 9490-6), inpauraminy (S 1520) ra aMmrorriny
(A 1095) meronom X
Eur. Ph.( 2.9.40) €3 (2.9.40)

Content uniformity (LC): %/label claim /
Onnopiguicrs Byicry merogom PX: % nig
JASBREHOT KDILKOCT
Amlodipine/ amnopunin

Perindopril arginine salt/ nepusnonpuiy aprinin

Indapamide/Trzaandn

Packaging Lot No./Cepist Ni: Manufacturing Batch No./Bupobunaa napris Ne:
752672 748472
TESTS/IIOKA3HUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3VYJIBTATH

Degradation products content (L.C) (% m/m)/

Buier npogyrris gerpagandy (PX) (Y% m/m)

Y 1473 <0.10 %

S 9780 0.10%

Y 1474 <0.10 %

Y 32 <0.10 %

Y33 <0.10 %

Y 31 0.14 %

Y 38 <0.10 %

Y 1745 <0.10 %

<0.10 %

Total content of degradation products/ 3arwisimit <2.0 0.24 %
BMICT NPOAYKTIR Aerpajauii
Y 36 (L.C limit test) Y 36 (PX, rpawsannii <600 Complies/Binmonic

AV < 15.0 %/AV £ 15.0% 2.5
AV < 150 %/AV < 15,0 %

0.75 M < cach unit < 1,25 M/

0,75 M < goxna oaunnus < 1,25 M

AV < 15.0 %/IAV < 15.0% 32
AV < 15.0 %/AV < 15,0 %

0.75 M < each unit < 1.25 M/

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

AV < 15.0 %AV <150 % 2.6
AV < 15.0 %/AV <150 %

0.75 M < cach unit < 1.25 M/

(.75 M < koskHa ojrung < 1,25 M

80010 UKR2 VI

Servier (Ireland) Industries 1 TD., Moneviands Gorey Road. Arklow, Co Wicklow, [reland.
Tel; 4333 (03402 20800 Fax: 1333 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French). John Redmond.
Company registered in hreland No. 117246 Page 3 of 6




Docusign Envelope D: BDD6BF17-6EFE-4E80-8DFA-BC3C2800F 187

Docusign Envelope ID: FA7B2D57-6D28-49A5-8F1F-35FAD97BCB27

DUS

Method ref/ITocuna

HISL 1A MEH00:

DTC 8006593 PF T CTR 25543 EN 5.0

Specification ref/Tlocunanns na cnewugicayiro: DTC_S006593_PF N_SPE_25606_EN_3.0

ackaging Lot No./Cepin Ne:

752672

Manufacturing Batch No./Bupo6muua naprist No:

748472

TESTS/MMOKAZHHUKHU

STANDARDS/CTAHIAAPTH

RESULTS/
PE3YJIbTATH

Dissolution LC (Y% )/Pozuuncrus (PX) (%):

[zuropean Pharmacopocia (2.9.3.)7CM (2.9.3.)

Fndapamide/Inpanasia

Q =75% at 45 min / bagamwasmin (S 1520): Q = 75% 1a 45 xn,

Number tested/

to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepeame 3nauens i3 24
omHme (S1HS2+83) nopivuioe aGo
Ginnie 73%, ne Oinbie 2 QUuHIIL
meirme 60% § eMac oot oxug
wmemwe S0%

Stage/ | Hocaimxysana Acceeptance Criteria/Kpuwrepii Values for each Tablet/ 3xauenns jpas xomuol TabueTkn
Cragist | RiiLbKicTs npuitnsiraocti 1 2 3 4 5 6 Mean
Cepeane
Sl 6 Lach unit is not less than 80 %/ Kowwua 100 100 98 98 96 99 98
ouunus we menue 80 %
S2 +0 (12) Average of 12 units (S1+52) is equal to
or greater than 75% and no unit is less
than 60%/ Cepepre snadenns i3 12
onnHuILk (S1+52) sopismoc abo Oinbe
75% 1 seMac JKOMHOT O MEHITE
60%
S3 +12 (24) Average of 24 units (S1+S82-+S3) is cqual

Dissolution LC (%)/Pozuuncenus (PX) (%):
European Pharmacopoeia (2.9.3.)/C® (2.9.3.)

Q=75% atl

Perindopril ar,

S

min / Hepungonupuay aprinia

ginine/Tlepnugonpusry apriniv

(5 9490-6): Q="75% 3a 15 x=.

Number tested/

or greater than 75%., no more than 2 units
are less than 60% and no unit is less than
50%/ Cepeaye suadenns 3 24 oxumui,

(S1+82+S3) nopisioc abo Simwe 75%. e

Otnbie 2 opmrie Merise 60% i nemac
WOLHOT oy Mennre 50%

Stage | Hoecaipxysana Acceptance Criteria/Kpurepii Values for each Tablet 3naznenus pas wosxnol tabaerkn
Crapds | kinpkieTn Hpuitnstaocri I 2 3 4 5 6 Mean
Cepejtne
Sl 6 Each unit is not less than 80 %/ Kowna 101 103 101 99 99 100 101
o ne merwe 80%.
S2 +6 (12) Average of 12 units (S1+82) is equal to or
greater than 75% and no unit is less than
60%/ Cepenre anavenus i3 12 oquumi,
(S1+S82) nopivmoc abo 6insie 75% i
HeMace RoARol oarunnl Mentue 60%
S3 +12 (24 Average of 24 units (S1+82+S83) s equal to

Servier (Ircland) Industries 1. 7D, Moneylands Gorey Road. Arklow, Co Wicklow, lreland.,
Tet: #3583 (0) 402 20800 Fax: +353 (0) 402 20888

80010 UKR2 Vi

Company registered in freland No, 117246

Directors: Christian Bazantay (French). Christian Savveur (Freneh). John Redmond.

Page 4 of 6
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Method ref/Tlocunanns na memod:

DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Iocunannn na cnegudpivayio: DTC_S006593_PF_N_SPL_25606_EN_3.0

Packaging Lot No./Cepist No:
752672

Manufacturing Batch No./Bupodanua maptis No:

748472

Dissolution LC (%)/Pozuumenus (PX) (%):
Luropean Pharimacopocia (2.9.3.)/€ (2.9.3)

Antlodipine/Asurojunnisg

Q =75% at 15 min / Asuropnnin (A 1095): Q =75% 3a 15 x8.

Number tested/
Jocnipxysana
winekicrs

Stage

Crajis npuituseraocti

Acceptance Critevia/Kpurepil

Values for cach Tablet /3mavernus st koanol Tabierkin

1 2

Mean
Cepenne

3 4 N 6

St 6

Fach unit is not less than 80 %/ Koxna 100 102
oy we Mertue 80%.

98 97 97 98 99

(12)
grcater than 75

Average of 12 units (S1-+S2) is equal to or
% and no unit is less than
60%/ Cepeane 3nadeHus i3 12 ouumn,
(S14+82) nopinnroe abo Gimwie 75% i
HeMad JKOaHOT ogmnni Meuine 60%

Average of 24 units (S1482+53) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepease suavcHust i3 24 OxHBRHIILL

(S 1+S2+83) popisnioe abo Ginnme 75%. e
Oinbiie 2 oxmuuie MeHe 60% i Hemae
KOMMOT oguRHI Menie 50%

ANALYSIS / AHAJII3 : 28/08/2024
Batch accepted/Iapris npuitagra

Analytical Services Manager:
Menemkep 10 KOHTPOJIIO Ta aHaXi3y sIKoCTi

DocuSigned by:

Miclacl ﬁ%ﬂmb
~44E57889BFCA42C .. St
Michael Byrne/Mixaeun bipue

Servier (Ireland) Induostries 11D, Moneylands Gorey Road, Arklow, Co Wicklow, Treland.

Tel: 4353 (07402 20800 Fax: 4333 (0) 402 20888

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

80010 UKR2 V1

Company registered in breland No, 117246

Page 5 of 6




Docusign Envelope ID: BDD6BF17-6EFE-4E80-8DFA-BC3C2800F187

[ 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 51 3acBifuylo, 1O HaBeAeHa BuIle iHhOpMaLis € IOCTOBIpHOI Ta TouHO. L{fo cepito
NpoAYKLIT 0yJ10 BUpoG/ieHo (BKIHOUYAKOUY MaKyBaHHS/MapKyBaHHs) Ta TIPOBEIEHO KOHTPOIb
1T AKOCTI Ha BUILE3a3HAUeHIM AlBHULI y MOBHIN BignmoBigHoCTi 3 BUMoraMmu GMP,
BCTAHOBJIEHUMH MICLEBUM PETYJIATOPHUM OPraHoM, a TaKO BiAMOBIAHO K0 crieuudikaLii,
1O MICTATBCA Y peecTpauiiinomy Aocke. [TpoTOKOMM BUPOOHHMLITBA, MaKkyBaHHA Ta aHawi3iB
6yi10 neperisiHyTo Ta BCTaHOBMeHo BianosiaHicrs GMP.

Date of batch release/[lara sunycky cepii 06/09/24

Name and Position/Title of person authorising the Batch Release/ IpisBnie ta nocaaa/
3BaHHS ocobu, Ika BUJAAa A03BiJl HA BUNYCK cepil

[1 Dr Blanaid Bowes, Qualified Person/ Binrmoginansna ocoba
[1 Ms Ailbhe Wade, Qualified Person/ Binnosinanssa ocoba

K Ms Carmel Kinsella, Qualified Person/ Binnosinansna ocoba
[ Ms Jenny Quinn, Qualified Person/ BinnosinanbHa ocoba

[ Ms Niamh Ryan, Qualified Person/ BinnosinanbHa ocoba

DocuSigned by:

Signature/ITignuc | Carmel KINSELLA Date/Jlara:

BAC04C348D144B8D...

06 September 2024

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby. 752672

Page 6 of 6
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NIIEPKABHA CJIY)KBA 3 JIKAPCBKHX 3ACOFIB
TA KOHTPO.IIO 3A HAPKOTHKAMH y m. KHEBI

npos. Hazii Ceitmuaanoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.uva, Kog €IPTIOY 37079055

BHUCHOBOK
npo fKicThL BBe3enoro B YikpaiHy Jikapcnkoro 3acoGy

07.11.2024 Nt 59174/24/26

TPHILIIKCAM® 10 MI'/2,5 MI'/10 MI'

(HalMeHyBAHEA JIKAPCLKOT 3800y 3TiHO 3 peecTpalitrM NOCBLITCHENM)
TabaerkH, BKpHTi LIiBKoBOXO 06010HK010, 10 Mr/2,5 Mr/10 Mr; mo 30 TabiaeTok y xoRTelinepi
g Tabaerok; no 1 xoHTelREPY MM TalAeTOK ¥ KOopobili 3 KAPTOHY

(ibopma BMIyCKy, ZO3YBAHHS, BHA [IAKYRARHA JTiKapcrkoro 3ac06y)
Homep peecrpauiiuoro mocsimmerns UA/13929/01/01 ctpox ail peectpauiittore nocsizenss HeoOMeXeHuit

Cepin nikapchkoro 3acofy Ne 750753 KimbxicTs BBe3eHOTO Nikapcpkoro 3acoby 22880

Bupobunx Ceps'e (Ipmanzis) Inaactpic JITa, Ipnangis
(HatiMeHyPaHHA BHPOGHHKa NiXapchROTo 3ac00y, kpalHa NOXOMRCHHA)

ToBapucTBO 3 06Mexkenoio BiqmosinamsaicTio "CEPB'E VKPAIHA",

PRrsenORNERY izen, won: 33643340
(HaliMenysanns Ta xoR 3a EJIPTIOY opumrasol ocobu 260 npizsume, iM'g, no Garekosi dizmiHol
0co6H - miaMpreMLs, T Micle TPOXMBAHHS Ta peecTpanifitdt HoMep 00NiKOBOT KAPTKH TUATHHKA
NORATKIB 850 CEpid TA HOMEp NacnopTa) -

Tporokos BisyansHoro kontposo six 07.11.2024 Ne 3860/9.

3a pesyibTaTAMA JEPKABHOIO KOHTPOIO BCTAHOBNCHO, IO nikapcekuii 3aci6 BRejeHO B VKpaiHy 3
JOTPHMAHHAM BEMOT 3aKOHOZABCTRA MO0 safesnedeHHA AKOCTI Ji kX 3acobin,

Muxona XONOAEHKO

(ininiame Ta npisBHIIE)

i




Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

SERVIER (IRELAND) INDUSTRIES LTD.

L, —
T seaven

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI NIKAPCbKOIO 3ACObY

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

ajzpeca BUpOOHUKa

Name of Importer and Address/
Hasga Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bun
OPOAYKIIil, MI0 IOCTAYAETHCS

Pharmaceutical form/Jlikapceka popma

Name of the Product/HasBa nikapcskoro
3aco0y

Dosage/Cuna nii

Type and size of packaging/Bun ta po3mip
YIIAKOBKH

Finished Product batch number/Cepis rotoBoro
JKAPCHKOTO 3aC00y

Manufacturing date//{ata BupoOHHITBA
Expiry date/TepmiH npuaaTHOCTI
Batch size/Kinpkicts y cepii

Manufacturing Licence number/Homep ninensii
Ha BUPOOHHIITBO

Registration Number/Peectpartiiine
IIOCBIIYEHHS

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Chnishan Bazantay (French), Chnstian Sauveur (French), John
Company registered in Ireland No. 117246

Iapactpic Jtn

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

Arklow/Apxknoy,

Co. Wicklow/Ko. Bixnoy,

Ireland/Ipnanmis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./Byar.
Ha6epexHno-Xpemarunpka, 41

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

Pharmaceutical Product/Jlixapcekuii 3aci6

Film-coated tablets/TabneTku, BKpUTI IITiBKOBOIO
060II0HKOI0

TRIPLIXAM® 10 mg/2,5 mg/10 mg/
TPUIUTIKCAM® 10 mr/2,5 mMr/10 mr

10 mg/2,5 mg/10 mg / 10 mr/2,5 mr/10 mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 TabmeTox y
KOHTeWHepi 11 TabneTok; o 1 KoHTeiHepy ot
TabneToK y KopoO11i 3 KapToHy

750755

09 2024

09 2027

22,880 Boxes/ymakoBok
MO00068/00001

UA/13929/01/01




Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

Docusign Envelope ID: 85460E77-39FD-43FC-82F8-7DEBB19694B2

SERVIER (IRELAND) INDUSTRIES LTD.

=
* =
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el ——

—
—= SERVIER

Method ref/Ilocunannsa na memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannus na cneyugicauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

TRIPLIXAM® 10 mg/2,5 mg/10 mg / TPHIIJIIKCAM® 10 mr/2,5 mr/10 mr
Formulation/®opmy.nioBanns:
Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 10 mg of amlodipine /
TabJIeTKH, BKPUTI IUTIBKOBOIO 0O0JIOHKOIO, IO MicTATH 10 Mr MEpUHAONPHITY apriHiHy, iHAanaMiay 2,5 Mr Ta
amyioguniny 10 mr
Packaging Lot No./Cepia Ne: Manufacturing Batch No./Bupo6unya napris Ne:
750755 751975
TESTS/TTOKA3ZHHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIBTATH
Appearance/3oBHiliHiil BUrIsg e
White, oblong, film-coated tablet engraved with =’ on one
o . . .
face and = S on the other face /Tabnerka 6inoro komsopy, Complies/Bimmoninae
JIOBractoi (opMu, BKpHTA ITBKOBOI 0GOIOHKOIO, 3
Vo =
THCHeHEAM 3 OJHOTO GOKY T8 = ® . 5 ismoro
Average mass (mg/unit) /Cepenns Maca 2949 to 325,9 (95 to 105 % of the theoretical mass of 310,4) 308.2mg/mMr
(Mr/oquHAIEO) / Bix 294,9 no 325,9 (Bix 95 % mo 105 % Bin TeopetmuHoi
macu 320,4)
Microbiological quality (skip Total aerobic microbial count/3aramsne 4ucio aepoOHHX *Skip Test - Not
testing)/MixpoGionoriuna uncrora (cKin-recr) mikpoopranizmie (TAMC) < 10° CFU/g/ - < 10* KYO/r Applicable
Eur. Ph. (5.1.4)/ €® (5.1.4) Total combined yeasts/moulds count/3aransse ancio *#Skip Test - Not
ApDKIDKOBHX Ta Iwuticenesux rpu6is (TYMC) < 10* CFU/g/ - Applicable
<10 KYOIr Qe
P s . . Skip Test - Not
Escherichia coli: absence/1 g/ - BincyrHiy 1 T Applicable
Identification of drug substances/
Inermndixanis xirounx pevosnn The ratio of the retention times of each drug substance peak
S 9490-6, S 1520 and A 1095 by LC/ (S 9490, S 1520 and A 1095) from the test solution and from the Complies/Binnosigae
Ieprmaonpuny apriuin ( S 9490-6), innanamMix reference solution must be between 0,95 and 1,05/ BigHonreHHs
(S 1520) ta ammomumin (A 1095) metomom PX YaciB yTPIMYBaHHA ITiKa KOXXHOI Jir0uoi pedoBuHH (S 9490-6,
S 1520 and A 1095) mocnipkyBaHOTO PO3UHHY Ta POSIUHY
TOpIBHAHHA Mae cTanoBuTH Bix 0,95 1o 1,05
S 9490-6, S 1520 and A 1095 by TLC/ Main spots (S 9490-6, S 1520 and A 1095) identical in
Iepunmonpuny aprinid ( S 9490-6), immamamin position, colour and size for test and reference/OcHoBHI maMu Complies/BigmoBinae
(S 1520) ta ammomumin (A 1095) metomom TIIX | (S 9490-6, S 1520 and A 1095) ineHTH4HI 32 TOIOKEHHAM,
KOJBOPOM Ta PO3MIPOM IS JOCITIIKYBAaHOTO PO3THHY Ta
PO3UMHY HOPIBHAHHA
Drug substances content (LC) (mg/unit)/ (95 to 105 % of the theoretical content of each drug substance/
Bwict gitounx pegosun (PX) (Mr/ogmHunie) Big 95 10 105 % Bix TEOpPETHYHOTO BMICTY KOXKHOT AIIOUO1
PEUOBHHM)
S 9490-6 / Ilepunmonpny apriuin (S 9490-6): 9,50 to 10,50 /
Big 9,50 mo 10,50 9.93mg/mr
S 1520 / Inpamamiz (S 1520): 2,38 t0 2,62 / Bix 2,38 5o 2,62 2A4mg/mMr___ _
A 1095 / Amozumia (A 1095): 9,50 to 10,50 / Bix 9,50 g0 9.79paefi: cm\
10,50 o ~

- N .
‘ T %)
NTOKY VMEHTIB v’

*Skip test/Ckin TectyBanHs, Passes/Bianosinae, not applicable/ne npoBoauscs

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.
80010 UKR2 V1 Company registered in Ireland No. 117246



Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

Docusign Envelope ID: 85460E77-39FD-43FC-82F8-7DEBB19694B2

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannsa na memoo: DTC S$006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannus na cneyugpicauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepis Ne: Manufacturing Batch No./Bupoouuua mapris Ne:
750755 751975
TESTS/IIOKA3ZHUKHA STANDARDS/CTAHIAPTHU RESULTS/
PE3YJIBTATH

Degradation products content (LC) (% m/m)/
Bwmicr nponykriB gerpananii (PX) (% m/m)

Y 1473 <03 <0.10%
S 9780 <0,5 <0.10%
Y 1474 <03 <0.10%
Y32 <02 <0.10%
Y33 <02 <0.10%
Y 31 <05 0.12%
Y 38 <05 <0.10%
Y 1745 <04 <0.10%
Any other degradation products/ Byap-sid inmmi <02 <0.10 %
IIPOIYKTH JeTpaamii

Total content of degradation products/ 3aransHuii <20 0.12%
BMICT IPOIYKTIB Jierpajatii

Y 36 (LC limit test)/ Y 36 (PX, rpasmemii <600 Complies/BigmoBinae
KOHTpOJIB) (ppm)

Uniformity of dosage units for S 9490-6,

S 1520 and A 1095 (LC)/ Onnopianicts
J030BAHMX OAHHHIb I/ IEPUHIOMPIILY ApTiHIHY
(S 9490-6), inpanaminy (S 1520) Ta ammoguminy
(A 1095) metomom PX

Eur. Ph.( 2.9.40)/ € (2.9.40)

Content uniformity (LC): %/label claim /
Onmopinnicts BMicTy MeTonom PX: % Bin
3aABIIEHOT KiITBKOCTI

Amlodipine/ amnonumin

S1 AV <15.0%/AV<150% 32
.S2 AV <15.0 %/AV <15,0%

0.75 M < each unit < 1.25 M/

0,75 M < xoxHa oguHUIg < 1,25 M

Perindopril arginine salt/ mepusonprLy aprinia
.S1 AV <150 %/AV<150% 44
.S2 AV <15.0%/AV<150%

0.75 M < each unit < 1.25 M/

0,75 M < koxHa oauHuIg < 1,25 M

Indapamide/ITnpanamin
S1 AV <15.0 %/AV<150% 43
.S2 AV <15.0 %/AV<150%

0.75 M < each unit < 1.25 M/

0,75 M < xoxua oguauid < 1,25 M

g
JTOKY VMEHTIB
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Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ire
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmo:
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Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

Docusign Envelope ID: 85460E77-39FD-43FC-82F8-7DEBB19694B2

SERVIER (IRELAND) INDUSTRIES LTD.

E——

—
—= SERVIER

Method ref/Ilocunannsa na memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannus na cneyugixauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepia Ne:

750755

751975

Manufacturing Batch No./Bupo6anua naptin Ne:

TESTS/NMOKA3ZHHUKHA

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJIBTATH

Dissolution LC (%)/Po3unnennst (PX) (%):

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

Indapamide/Tnxanmamin

Q = 75% at 45 min / Inganawmix (S 1520): Q =

75% 3a 45 xB.

Number tested/

JocaimkyBana
KinbkicTh

Stage/
Cranist

Acceptance Criteria/Kpnarepii
NPUIHAHATHOCTI

Values for each Tablet/ 3HauenHs 119 K0OKHOI TA0METKH

1

2

3

4

5

6

Mean
Cepenne

S1 6

Each unit is not less than 80 %/ KoxHa
oguuug He Menine 80 %

99

98

99

99

99

98

99

2 +6 12)

Average of 12 units (S1+S2) is equal to
or greater than 75% and no unit is less
than 60%/ Cepense 3HauenHs i3 12
omuaMIb (S1+S2) nopierioe abo Ginbiue
75% i HeMae xKoHOI OAMHUII MEHIIIE
60%

S3 12 (29

Average of 24 units (S1+S2+83) is equal
to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepenne 3nauenHs i3 24
omuams (S1+S2+S3) nopiHioe abo
Ginmpine 75%, He OlnpnIe 2 OTUHAIE
MeHIe 60% i HeMae KOIHOI OJUHMITI
menmre 50%

Dissolution LC (% )/Po3unnenns (PX) (%):
European Pharmacopoeia (2.9.3.)/€® (2.9.3.)

Perindopril arginine/Tlepunnonpniay aprinin

Q =75% at 15 min / llepunaonpuny aprinin

(S 9490-6): Q =

75% 3a 15 xB.

Number tested/

JociaimkyBana
kijibkicTs

Stage
Cranist

Acceptance Criteria/Kpurepii
IIpuniinaraocri

Values for each Tablet /3nauenns A KoKHoI Tabj1eTKn

1

2

3

4

5

6

Mean
Cepenne

S1 6

Each unit is not less than 80 %/ Koxna
opunnng He Meame 80%.

101

100

99

100

101

98

100

s2 +6 12)

Average of 12 units (S1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepenne 3HaueHHs i3 12 oquHub
(S1+S2) nopismroe abo 6inbire 75% i
HEMAE XKOAHOI oguHuI Mernre 60%

S3 12 24)

Average of 24 units (S1+S82+83) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepenne 3HaueHns i3 24 oquHuIb
(S1+S2+S3) nopiBHioe abo Oinbire 75%, He
Ginpmie 2 oguaune Merme 60% i HeMae
KoaHOI oguuuIl Merire 50%

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

Tel +353 (0) 402 20800 Fax +353 (0) 402 20888

80010 UKR2 V1

Company reglstered in Ireland No. 117246




Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

Docusign Envelope ID: 85460E77-39FD-43FC-82F8-7DEBB19694B2

e SERVIER (IRELAND) INDUSTRIES LTD.

—_—
—=" SERVER

Method ref/Ilocunannsa na memoo: DTC S$006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannus na cneyugixauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupo6uuya naprig No:
750755 751975
Dissolution LC (% )/Pozunnenns (PX) (%): Amlodipine/Amuoaunin

European Pharmacopoeia (2.9.3 )/€® (2.9.3.)
Q = 75% at 15 min / Amuoauuin (A 1095): Q = 75% 3a 15 xs.

Number tested/
Stage | Mocaimxysana Acceptance Criteria/Kpurepii Values for each Tablet /3naguenns nist KOXKHOI TAGJIETKH

Crapist | kibkicTh nNpHAHATHOCTI 1 2 3 4 5 6 Mean
Cepegne

S1 6 Each unit is not less than 80 %/ Koxua 98 98 96 97 98 96 97
omMHHIE He MeHie 80%.

S2 +6 (12) Average of 12 units (S1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepenne 3HaueHH1 i3 12 oguHMIL
(S1+82) nopienroe abo Ginbmre 75% i
HEMAE KOAHOI oauHuI MeHmre 60%

S3 +12 24 Average 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%/ Cepenne 3naueHns i3 24 oquHub
(S1+S2+83) nopiBHioe abo Oinbie 75%, He
Ginpme 2 oquHus MeHnre 60% i Hemae
KOIHOI oguHMIl MeHme 50%

ANALYSIS / AHAJI3 : 01/10/2024
Batch accepted/Tlapria npuiinsTa

DocuSigned by:
Analytical Services Manager: ! ﬂﬁmmﬁm
MeHnen:kep 1o KOHTPOJIIO TA aHAJI3Y AKOCTI Michael Byrne/Mixaeus bipue

\ g %
JOKYMEHTIB X
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Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ire
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmot
80010 UKR2 V1 Company registered in Ireland No. 117246




Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

SERVIER (IRELAND) INDUSTRIES LTD.
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SERVER

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/

[um s 3acBimdy10, 0 HaBeAeHa BUIE iHGOPMAIIiA € JOCTOBIPHOIO Ta TOYHOIO. [110 cepiro
MPOIYKIIii 0ys0 BUPOOIEHO (BKITFOYAIOYH [TAKyBaHHI/MapKyBaHHS) Ta MPOBEICHO KOHTPOJIb
if gKOCTI Ha BHIIE3a3HAYCHIM JINBHULI y OBHIN BiAMOBiTHOCTI 3 BuMoramu GMP,
BCTAaHOBJICHUMH MiCIICBUM PETYIATOPHAM OPraHOM, a TAKOXK BIAMOBITHO 0 crenuiKairii,
IO MICTATECA ¥ peecTpatiiiHoMy focke. [IpoTokomu BUpOOHUIITRA, TAKYBAHHS T4 aHAJII3IB
OyJ10 eperyiaHyTO Ta BCTAHOBJICHO BignoBigHicTs GMP.

Date of batch release/Jlata Bunycky cepii 10/10/24

Name and Position/Title of person authorising the Batch Release/ IIpisBuime Ta mocaga/
3BAHHA 0¢00H, SIKA BHAAJIA 103BiJ1 HA BHILYCK cepii

[1 Dr Blanaid Bowes, Qualified Person/ Bignosinansna oco6a
[1 Ms Ailbhe Wade, Qualified Person/ Bianorinanssa ocoba

[1 Ms Carmel Kinsella, Qualified Person/ Bignosizansna ocoda
[1 Ms Jenny Quinn, Qualified Person/ BinmopinansHa oco6a

[} Ms Niamh Ryan, Qualified Person/ BignoBinansaa ocoba

DocuSigned by:

Signature/ITixmmc Niamh Rvan Date/Jlara: 10 october 2024

018FC6B610E3401...

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 750755

S
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Servier (Ireland) Industries LTD., Moneylands Gorey Road, Artklow, CoWicklow,
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Diarectors: Chnistian Bazantay (French), Chnstian Sauveur (French), John Redmond)
Company registered in Ireland No. 117246
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Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

SERVIER (IRELAND) INDUSTRIES LTD.

L, —
T seaven

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI NIKAPCbKOIO 3ACObY

Name of the Manufacturer & Address /Ha3sa ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnamumis)
azipeca BUpOOHUKA Iapactpic Jtn

Moneylands, Gorey Road/Maninenns, ['opei
Poyn,
Arklow/Apxknoy,

Co. Wicklow/Ko. Bixnoy,
Ireland/Ipnanmis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

HasBa Ta agpeca imnoptepa 41, Naberezhno-Khreshchatytska St./Bym.
Ha6epexHno-Xpemarunpka, 41

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

Which Consignment of product is delivered/Bux Pharmaceutical Product/Jlixapcekuii 3aci6
OPOAYKIIil, MI0 IOCTAYAETHCS

Pharmaceutical form/Jlikapceka popma Film-coated tablets/TabneTku, BKpUTI IITiBKOBOIO
060II0HKOI0

Name of the Product/HasBa nikapcskoro TRIPLIXAM® 10 mg/2,5 mg/10 mg/

3aco0y TPUITIIKCAM® 10 mr/2,5 mr/10 mr

Dosage/Cuna nii 10 mg/2,5 mg/10 mg / 10 mr/2,5 mr/10 mr

Type and size of packaging/Bun ta po3mip 30 tablets in the container for tablets; 1 container

YIIaKOBKH for tablets in the carton box/ mo 30 Tabnerok y

KOHTeHHepi 1711 TabeTok; mo 1 KoHTelHepy MLt
TabneToK y KopoO11i 3 KapToHy

Finished Product batch number/Cepis rotoBoro 750755
JKAPCHKOTO 3aC00y

Manufacturing date//lata BupoGHHIITBA 09 2024
Expiry date/TepmiH npuaaTHOCTI 09 2027
Batch size/Kinpkicts y cepii 22,880 Boxes/ymakoBok

Manufacturing Licence number/Homep minenzii  M00068/00001
Ha BUPOOHHIITBO

Registration Number/Peectpartiiine UA/13929/01/01
IIOCBIIYEHHS

/ NTOKY MEHTIB \

’

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, C
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Chnishan Bazantay (French), Chnstian Sauveur (French),
Company registered in Ireland No. 117246
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Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

Docusign Envelope ID: 85460E77-39FD-43FC-82F8-7DEBB19694B2

SERVIER (IRELAND) INDUSTRIES LTD.
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Method ref/Ilocunannsa na memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannus na cneyugicauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

TRIPLIXAM® 10 mg/2,5 mg/10 mg / TPUIIVIIKCAM® 10 mr/2,5 mr/10 mr

Formulation/®opmy.nioBanns:

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 10 mg of amlodipine /
TabJIeTKH, BKPUTI IUTIBKOBOIO 0O0JIOHKOIO, IO MicTATH 10 Mr MEpUHAONPHITY apriHiHy, iHAanaMiay 2,5 Mr Ta

amyioguniny 10 mr

Packaging Lot No./Cepia Ne:

Manufacturing Batch No./Bupo6unya napris Ne:

750755 751975
TESTS/TTOKA3ZHHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIBTATH

Appearance/3oBHiliHiil BUrIsg e

White, oblong, film-coated tablet engraved with =’ on one

o . . .
face and = S on the other face /Tabnerka 6inoro komsopy, Complies/Bixnosinae
JIOBractoi (opMu, BKpHTA ITBKOBOI 0GOIOHKOIO, 3
#& ==

TUCHEHHAM 3 OHOTO GOKY T = 5. 3 iHIIOTO

Average mass (mg/unit) /Cepenns Maca 2949 to 325,9 (95 to 105 % of the theoretical mass of 310,4) 308.2mg/mMr

(Mr/oquHAIEO)

Microbiological quality (skip
testing)/Mixpo6iosnoriuna uncrora (ckin-tecrt)
Eur. Ph. (5.1.4) €® (5.1.4)

Identification of drug substances/
Inermndixanis xirounx pevosnn

S 9490-6, S 1520 and A 1095 by LC/
Ieprmaonpuny apriuin ( S 9490-6), innanamMix
(S 1520) ta ammomumin (A 1095) metomom PX

S 9490-6, S 1520 and A 1095 by TLC/
Iepunmonpuny aprinid ( S 9490-6), immamamin
(S 1520) ta ammomumnin (A 1095) metomom TIIX

Drug substances content (LC) (mg/unit)/
Bwict gitounx pegosun (PX) (Mr/ogmHunie)

/ Bix 294,9 no 325,9 (Bix 95 % mo 105 % Bin TeopetmuHoi
macu 320,4)

Total aerobic microbial count/3aramsne 4ucio aepoOHHX
mikpoopranizmie (TAMC) < 10° CFU/g/ - < 10* KYO/r
Total combined yeasts/moulds count/3arambHe gucIo
ApbKKROBUX Ta mmicenesnx rpubis (TYMC) < 102 CFU/g/ -
<10 KYOIr

Escherichia coli: absence/1 g/ - Bincyrniy 1 v

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/ BigHonieHHs
YaciB yTPIMYBaHHA ITiKa KOXXHOI Jir0uoi pedoBuHH (S 9490-6,

S 1520 and A 1095) mocnipkyBaHOTO PO3UHHY Ta POSIUHY
TOpIBHAHHA Mae cTanoBuTH Bix 0,95 1o 1,05

Main spots (S 9490-6, S 1520 and A 1095) identical in
position, colour and size for test and reference/OcHoBHI nasMu
(S 9490-6, S 1520 and A 1095) ineHTHYHI 332 TOJOXKECHHAM,
KOJBOPOM Ta PO3MIPOM IS JOCITIIKYBAaHOTO PO3THHY Ta
PO3UMHY HOPIBHAHHA

(95 to 105 % of the theoretical content of each drug substance/
Big 95 10 105 % Bix TEOpPETHYHOTO BMICTY KOXKHOT AIIOUO1
PEUOBHHM)

S 9490-6 / Ilepunmonpny apriuin (S 9490-6): 9,50 to 10,50 /
Big 9,50 mo 10,50

S 1520 / Inpamamiz (S 1520): 2,38 t0 2,62 / Bix 2,38 5o 2,62
A 1095 / Ammomumin (A 1095): 9,50 to 10,50 / Bix 9,50 mo
10,50

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

Complies/Binnosigae

Complies/Binnosinae

*Skip test/Ckin TectyBanHs, Passes/Bianosinae, not applicable/ne npoBoauscs

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.

80010 UKR2 V1

Company registered in Ireland No. 117246




Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

Docusign Envelope ID: 85460E77-39FD-43FC-82F8-7DEBB19694B2

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannsa na memoo: DTC S$006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannus na cneyugpicauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepis Ne: Manufacturing Batch No./Bupoouuua mapris Ne:
750755 751975

TESTS/ITIOKA3ZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJIbTATH

Degradation products content (LC) (% m/m)/
Bwmicr nponykriB gerpananii (PX) (% m/m)

Y 1473 <03 <0.10%
S 9780 <0,5 <0.10%
Y 1474 <03 <0.10%
Y32 <02 <0.10%
Y33 <02 <0.10%
Y 31 <05 0.12%
Y 38 <05 <0.10%
Y 1745 <04 <0.10%
Any other degradation products/ Byap-sid inmmi <02 <0.10 %
IIPOIYKTH JeTpaamii

Total content of degradation products/ 3aransHuii <20 0.12%
BMICT IPOIYKTIB Jierpajatii

Y 36 (LC limit test)/ Y 36 (PX, rpasmemii <600 Complies/BigmoBinae
KOHTpOJIB) (ppm)

Uniformity of dosage units for S 9490-6,

S 1520 and A 1095 (LC)/ Onnopianicts
J030BAHMX OAHHHIb I/ IEPUHIOMPIILY ApTiHIHY
(S 9490-6), inpanaminy (S 1520) Ta ammoguminy
(A 1095) metomom PX

Eur. Ph.( 2.9.40)/ € (2.9.40)

Content uniformity (LC): %/label claim /
Onmopinnicts BMicTy MeTonom PX: % Bin
3aABIIEHOT KiITBKOCTI

Amlodipine/ amnonumin

S1 AV <15.0%/AV<150% 32
.S2 AV <15.0 %/AV <15,0%

0.75 M < each unit < 1.25 M/

0,75 M < xoxHa oguHUIg < 1,25 M

Perindopril arginine salt/ mepusonprLy aprinia
.S1 AV <150 %/AV<150% 44
.S2 AV <15.0%/AV<150%

0.75 M < each unit < 1.25 M/

0,75 M < koxHa oauHuIg < 1,25 M

Indapamide/ITnpanamin
.S1 AV <15.0%/AV<150% 43
.S2 AV <15.0 %/AV<150%
0.75 M < each unit < 1.25 M/
0,75 M < xoxua oguauid < 1,25 M
WCHOK0 5
, J 815 SEEANC)
TOKYME HTIB \%,
" \v
]
Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wickl, Irc!la& a‘[l M §
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 w/3
Directors: Christian Bazantay (French), Christian Sauveur (French), John Re : 3 LYY/
80010 UKR2 V1 Company registered in Ireland No. 117246 N1 RYY / of 6
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Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

Docusign Envelope ID: 85460E77-39FD-43FC-82F8-7DEBB19694B2

SERVIER (IRELAND) INDUSTRIES LTD.

E——

—
—= SERVIER

Method ref/Ilocunannsa na memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannus na cneyugixauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepia Ne:

Manufacturing Batch No./Bupo6anua naptin Ne:

750755 751975
TESTS/IIOKA3ZHUKHA STANDARDS/CTAHIAPTHU RESULTS/
PE3VIIbTATH
Dissolution LC (%)/Po3unnennst (PX) (%): Indapamide/Tnxanmamin

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

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

Stage/
Cranist

Number tested/

JocaimkyBana
KinbkicTh

Acceptance Criteria/Kpnarepii
NPUIHAHATHOCTI

Values for each Tablet/ 3HauenHs 119 K0OKHOI TA0METKH

1

2

3

4

5

6

Mean
Cepenne

S1

6

Each unit is not less than 80 %/ KoxHa
oguuug He Menine 80 %

99

98

99

99

99

98

99

S2

+6 12)

Average of 12 units (S1+S2) is equal to
or greater than 75% and no unit is less
than 60%/ Cepense 3HauenHs i3 12
omuaMIb (S1+S2) nopierioe abo Ginbiue
75% i HeMae xKoHOI OAMHUII MEHIIIE
60%

S3

12 (29

Average of 24 units (S1+S2+83) is equal
to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepenne 3nauenHs i3 24
omuams (S1+S2+S3) nopiHioe abo
Ginmpine 75%, He OlnpnIe 2 OTUHAIE
MeHIe 60% i HeMae KOIHOI OJUHMITI
menmre 50%

Dissolution LC (% )/Po3unnenns (PX) (%):
European Pharmacopoeia (2.9.3.)/€® (2.9.3.)

Perindopril arginine/Tlepunnonpniay aprinin

Q =75% at 15 min / llepunaonpuny aprinin

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

Stage
Cranist

Number tested/

JociaimkyBana
kijibkicTs

Acceptance Criteria/Kpurepii
IIpuniinaraocri

Values for each Tablet /3nauenns A KoKHoI Tabj1eTKn

1

2

3

4

5

6

Mean
Cepenne

S1

Each unit is not less than 80 %/ Koxna
opunnng He Meame 80%.

101

100

99

100

101

98

100

S2

+6 (12)

Average of 12 units (S1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepenne 3HaueHHs i3 12 oquHub
(S1+S2) nopismroe abo 6inbire 75% i
HEMAE XKOAHOI oguHuI Mernre 60%

S3

12 24)

Average of 24 units (S1+S82+83) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepenne 3HaueHns i3 24 oquHuIb
(S1+S2+S3) nopiBHioe abo Oinbire 75%, He
Ginpmie 2 oguaune Merme 60% i HeMae
KoaHOI oguuuIl Merire 50%

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.

80010 UKR2 V1

Company registered in Ireland No. 117246




Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

Docusign Envelope ID: 85460E77-39FD-43FC-82F8-7DEBB19694B2

e SERVIER (IRELAND) INDUSTRIES LTD.
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Method ref/Ilocunannsa na memoo: DTC S$006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannus na cneyugixauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupo6uuya naprig No:
750755 751975
Dissolution LC (% )/Pozunnenns (PX) (%): Amlodipine/Amuoaunin

European Pharmacopoeia (2.9.3 )/€® (2.9.3.)
Q = 75% at 15 min / Amuoauuin (A 1095): Q = 75% 3a 15 xs.

Number tested/
Stage | Mocaimxysana Acceptance Criteria/Kpurepii Values for each Tablet /3naguenns nist KOXKHOI TAGJIETKH
Crapis | kiabkicThb nNpHAHATHOCTI 1 2 3 4 5 6 Mean
Cepegne

S1 6 Each unit is not less than 80 %/ Koxua 98 98 96 97 98 96 97
omMHHIE He MeHie 80%.

S2 +6 (12) Average of 12 units (S1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepenne 3HaueHH1 i3 12 oguHMIL
(S1+82) nopienroe abo Ginbmre 75% i
HEMAE KOAHOI oauHuI MeHmre 60%

S3 +12 24 Average 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%/ Cepenne 3naueHns i3 24 oquHub
(S1+S2+83) nopiBHioe abo Oinbie 75%, He
Ginpme 2 oquHus MeHnre 60% i Hemae
KOIHOI oguHMIl MeHme 50%

ANALYSIS / AHAJI3 : 01/10/2024
Batch accepted/Tlapria npuiinsTa

DocuSigned by:
Analytical Services Manager: ﬂﬁmmﬁm
MeHnen:kep 1o KOHTPOJIIO TA aHAJI3Y AKOCTI Michael Byrne/Mixaeus bipue

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.
80010 UKR2 V1 Company registered in Ireland No. 117246



Docusign Envelope ID: A52148FA-E3E4-49AB-8B13-72FB0C232617

SERVIER (IRELAND) INDUSTRIES LTD.

-~

L
SERVER

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/

[um s 3acBimdy10, 0 HaBeAeHa BUIE iHGOPMAIIiA € JOCTOBIPHOIO Ta TOYHOIO. [110 cepiro
MPOIYKIIii 0ys0 BUPOOIEHO (BKITFOYAIOYH [TAKyBaHHI/MapKyBaHHS) Ta MPOBEICHO KOHTPOJIb
if gKOCTI Ha BHIIE3a3HAYCHIM JINBHULI y OBHIN BiAMOBiTHOCTI 3 BuMoramu GMP,
BCTAaHOBJICHUMH MiCIICBUM PETYIATOPHAM OPraHOM, a TAKOXK BIAMOBITHO 0 crenuiKairii,
IO MICTATECA ¥ peecTpatiiiHoMy focke. [IpoTokomu BUpOOHUIITRA, TAKYBAHHS T4 aHAJII3IB
OyJ10 eperyiaHyTO Ta BCTAHOBJICHO BignoBigHicTs GMP.

Date of batch release/Jlata Bunycky cepii 10/10/24

Name and Position/Title of person authorising the Batch Release/ IIpisBuime Ta mocaga/
3BAHHA 0¢00H, SIKA BHAAJIA 103BiJ1 HA BHILYCK cepii

[1 Dr Blanaid Bowes, Qualified Person/ Bignosinansna oco6a
[1 Ms Ailbhe Wade, Qualified Person/ Bianorinanssa ocoba

[1 Ms Carmel Kinsella, Qualified Person/ Bignosizansna ocoda
[1 Ms Jenny Quinn, Qualified Person/ BinmopinansHa oco6a

[} Ms Niamh Ryan, Qualified Person/ BignoBinansaa ocoba

DocuSigned by:

Signature/ITixmmc Niamh Rvan Date/Jlara: 10 october 2024

018FC6B610E3401...

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 750755

4 it .
oKy MEHTIB S
JIOKYMEHT

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, CoWickl
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Darectors: Chnstian Bazantay (French), Chnstian Sauvenr (French), John
Company registered in Ireland No. 117246
Page 6 0f 6



NEPKABHA CJIVIKBA 3 JIKAPChbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHCBI
npos. Hagii Ceitmaunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog EPIIOY 37079055

BHUCHOBOK
npo AKICTL BBE3€HOro B YKpaiHy JikapebKoro 3acody

07.11.2024 Ne 59175/24/26

TPHILIIKCAM® 10 MI'/2,5 MI'/10 MI'
{HatiMeHyBAHHA TikapchKoro 3acoGy rigHo 3 PeeCTPAINHIM NOCBIAMCHHAM)
TaGaeTKH, BKPHTI ITiBK0B010 000;10HK0%0, 10 Mr/2,5 Mr/10 mr; mo 30 Tabaerok y KonTeinep:
aas Tabaerox; mo 1 KoRTEHHEPY NIA TabNeTOXK Y Kopobui 3 KapToRy
(thopMa BHITYCKyY, J03YBAHHA, BHJ MAKyBAHHS JiKapCeekoro 3acoby)

Howmep peectpaniitnoro nocsimaenns UA/13929/01/01 crpok ail peectpaniiiroro nocsindenns HEOOMEKEHHH
Cepin nikapcskoro sacofy Ne 730756 Kinekicts pBe3eHOTO Tikapeskoro sacofy 22769

Bupo6HuK Cepr'e (Ipnannis) Tagactpic JITn, Ipnannia

(HaliMeHYBaHHSA BEPOGHKEA TIKAPCEKOTO 3ac00y, KPaiHa NOXOKEHHA)

ToBapHCTBO 3 0GMEXKEHOIO anonmanbmc'rm "CEPB'E€ YKPATHA",
imenT, xox: 33643340

Beezeno B VEpaiHy

(nadivenysanns Ta koA 3a EIPTIOY ropuamauol ocoln abo npissuie, iM'd, no 6GarpkoBi hizuandi
0co6u - minmpwemia, i Micue NpoxUBAHEA Ta peecTpallilinuli Homep o0aikoBOT KaPTKH IIIATHUKA
nofarkis aGe cepia T4 HOMEP MACIIOPTA) ”'”'

MpoToxen sisyamsnoro korTpoaw sin 07.11.2024 N 3860/10.

3a pesyABTATAMH JIEPKABHOTO KOHTPOIIQ BCTAHOBJICHO, IO nixkapcepmii  3aci6 Beeseno B Vipainy 3

JAOTPAMAHHAM BIMOT 3aKOHOJABCTEA MOAO sabesmeTeHHd AKOCTI Nikaplekux 3acobis.

1\"!.,[: .4013 ,_5
\.!\L VH bt 1,;
Haganss @*ﬂ

Muxona XOJIOAEHKO

(iHiniam Ta npizBUme) W

115

Thik




Docusign Envelope ID: 3AC423DC-5C77-4FCC-88D5-20CB5D36212E

SERVIER (IRELAND) INDUSTRIES LTD.

Ly —=
T sowmn

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NMKAPCbKOIO 3ACOBY

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

azpeca BHpOOHHMKA

Name of Importer and Address/
Hasea Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bug
TPOIYKILii, MO TIOCTAYaETRCA

Pharmaceutical form/Jlixapceka gopma

Name of the Product/Hasea nikapcekoro
3acoby

Dosage/Crma mii

Type and size of packaging/Bua Ta po3mip
YTIAKOBKH

Finished Product batch number/Cepis roroeoro
JIKapCEKOTO 3ac00y

Manufacturing date//lata upoGHHITR
Expiry date/Tepmin nmpugaTHOCTi

Batch size/KinekicTs y cepii
Manufacturing Licence number.
Ha BUPOOHHLITBO

Registration Number/Peectpan
TIOCBIAYICHH

gl MO0
TOKYMEHTIBNG

ih

Innacrpic JItn

Moneylands, Gorey Road/Maninenas, lopeii
Poyn,

Arklow/Apkioy,

Co. Wicklow/Ko. Biwroy,

Ireland/Ipmaszia

Servier Ukraine LLC/TOB "Cepr'e Yipaiga"

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

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

Pharmaceutical Product/JTikapcekwuii 3acif

Film-coated tablets/TabeTkn, BKPHTI ILTIBKOBOIO
obomonko

TRIPLIXAM® 10 mg/2,5 mg/10 mg/
TPUIUIKCAM® 10 mr/2,5 mr/10 mr

10 mg/2,5 mg/10 mg / 10 Mr/2,5 mr/10 Mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 tabnerok y
KOHTEHepi g TabneTok; no 1 KoHTeinepy A
TabneTox y kopolili 3 KapTOHY

750756

09 2024
09 2027

382b/01/01
Q:/J

—
-
o

Servier {(Ireland) Indusmies LTD., Monevlands Gorey Road, Axklow, CoWickdow, Ircland.

Tel: +333 (0) 402 20800 Fax- +353 {0} 402 20888
Directors: Christian Bazantay (French), Chnstian Saovenr (French), John Redmond.
Company registered in Ireland INo. 117246
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Docusign Envelopa 1D: 3AC423DC-5CT77-4AFCC-88D5-20CB5D36212E

Docusign Envelope ID: 71FADS76-CESE-4E1D-BBE4-72358FD7DM D8

SERVIER (IRELAND) INDUSTRIES LTD.

e

Y= SERVIER

Method ref/Ilocunannus na memod: DITC 8006593 PF T CIR 25543 EN 5.0
Specification refTlocunannn ua cnequdixauivo: DTC_S006593_PF _N_SPE_25606_EN_3.0

TRIPLIXAM® 10 mg/2,5 mg/10 mg / TPHILUIIKCAM® 10 mr/2,5 Mr/10 mr

Formulation/@opmynopanns:

amnoumiay 10 Mr

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 10 mg of amlodipine /
TabNeTKH, BKPUTI ITIBKOBOIO OBOIIOHKOIO, M0 MICTATh 10 MI IepHHACTIPHITY apTiHiHy, iHgamaMiny 2,5 Mr Ta

Escherichia coli: absence/1 g/ - pincymmiy 11

TTepuagonpuny aprinid { S 9490-6), inganaMin reference solution must be be
(S 1520) Ta amnognmia {A 1095) metonom PX YaciB YTPHMYBHHHA IMKa KOFEALT 7
8 1520 and A 1095) mocnifreyea

MOPiBHAHHA MAac CTAHORIIA R

8 9490-6, 5 1520 and A 1095 by TLC/ Main spots (S 9490-6, § 1528 EI@LI J l
Tlepunaonpuny aprinid { § 9490-6), imganamin position, ¢olour and size r-*é{st }nd rcfcrenccf()cnoéﬂ},
(8 1520) Ta amnoanmin (A 1095) metopoM TIIX | (S 9490-6, § 1520 and A W98 himepruyui 3a nonm%nwl
KOJIEOPOM Ta POIMIipOM JNA\ICEs
[OSHHY DOPIBHAHHA

Drug substances content (L.C) (mg/unit)/ (95 to 105 % of the theoretical content of €ach drug substance/
BmicT gitounx pevorun (PX) (Mr/oauHHILI0) Bin 95 no 105 % Bix TeopeTHYHOTO BMICTY KOXKHOI Ail0H01
PEHOBHHH)

S 9490-6 / Tlepungonpuny aprinid ($ 9490-6): 9,50 to 10,50 /
Bix 9,50 po 10,50 9.93mg/Mr
S 1520 / Iupanamin {S 1520): 2,38 to 2,62 / Bim 2,38 1o 2,62 2.45mgfmr
A 1095 / Amnopumin (A 1095): 9,50 to 10,50 / 6in 9,50 a0 9.79ma/mr
10,50

Packaging Lot No/Cepin No: Manufacturing Batch No./Bapotumua napria No:
750756 751974
TESTSTIOKA3ZHHKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJIBTATH
Appearance/Jopuiinnii BHrnan i
White, oblong, film-coated tablet engraved with =" on one
face and = S on the other face /Tabnetxa 6inoro KoNLopY, Complics/Bianozizae
A0BracToi PopMH, BKPUTA NIiBKOBOIe 0OCIOHKON, 3
&Sy —
THCHGHHAM 3 OAHOTO GoKy Ta = S - 9 fumoro
Average mass (mg/unit) /Cepeana maca 2949 to 325,9 (95 to 105 % of the theoretical mass of 310,4) 309.3mg/Mr
(Mr/opaREN0) / Bin 294,9 no 3259 (eig 95 % po 105 % eia TeopeTHunoi
maci 320,4)
Microbiological quality (skip Total acrobic microbial count/3araese uncno aepobaux *Skip Test - Not
testing)/Mixpobionoriana ascToTa (Crin-TecT) Mikpoopranismis (TAMC) < 10¥ CFU/g/ - < 10 KYO/r Applicable
Eur. Ph, (5.1.4) €D (5.1.4) Total combined yeasts/imoulds count/3aranbHe yucno *Skip Test - Not
Apixmxosux Ta miceHenix rpubie (TYMC) < 102 CFU/g/ - Applicable
< 1P KYOIT

*Skip Test - Not

Applicable
Identification of drug substances/
InerTHidixania givaBx pedoEEH The ratio of the retention times of each drug
$ 9490-6, S 1520 and A 1095 by LC/ (5 9490, § 1520 and A 1095) frgerliict ighrang from the Complies/Binnosinae

I%] Complies/Bianorizae

*Skip test/Cxin TectyBanns, Passes/Binnoeizae, not applicable/ne nporonuscs

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.
80010 UKR2 V1 Company registered in Ireland No. 117246 Page 2 of 6




Docusign Envelope ID: 3AC423DC-5CT77-AFCC-88D5-20CB5036212E

Docusign Envelope ID: 71FAD5S76-CESE4E1D-BBE4-72358FD7D1D8

SERVIER (IRELAND) INDUSTRIES LTD.

——

"= SERVIER

Method ref/Ilocunannusz na memoo: DITC 8006593 PF T CIR 25543 EN 5.0
Specification refIlocunannn na cneyudivauin: DTC_S006593_PF N _SPE_25606_EN_3.0

Packaging Lot No./Cepia No: Manufacturing Batch No./Bapotnmua napris No:
750756 751974
TESTSTIOKASHHKHA STANDARDS/CTAHAAPTH RESULTS/
PE3YJILTATH

Degradation products content (LC) (% m/m)/
BwmicT npoaykrie gerpananii (PX) (% m/m)

Y 1473 =03 <0.10 %
5 9780 <05 <0,10 %
Y 1474 =03 <0.10%
Y32 %02 <0.10 %
Y33 =0.2 <0,10 %
Y31 <05 0.12%
Y 38 =0,5 <0.10%
Y 1745 <04 <0.10 %
Any other degradation products/ Byag-sxi inmi <02 <0,10%
UPOIYKTH Aerpapauii

Total content of degradation products/ 3aranseni <20 0.12%
BMICT IPOAYKTIE ACTpAnamii

Y 36 (LC limit testy Y 36 (PX, rpannumnii <600 Complics/Binnosinac
KOHTPOJIE) (pptn)

Uniformity of dosage nnits for S 3490-6,

§ 1520 and A 1095 (LC)/ Onaopianicrs
J030BAHKX OAHHANE /1S TEPHHAOMPILTY apriHiHy
(S 9490-6), inmanamiay (S 1520) ta amnoavminy
(A 1095) meTomom PX

Eur. Phi 2.9.40)/ €0 (2.9.40)

Content uniformity (LC): %/label claim /
Onvopianictt pmicTy MetonoM PX: % Bia
3a4BIEHOI KiITBKOCTI

Amlodipine/ aMmogxnin
51 AV < 15.0 %AV < 15,0 % 26
82 AV <150 %/AV<150%

0.75 M < each unit < 1.25 M/
0,75 M < koxHa oguanna < 1,25 M

Perindopril arginine salt/ nepuynonpuny apridis y
.81 AV < 15,0 %/AV : i \ 45
82 AV <150 %/A

Indapamide/Tiaamamia .
.81 AV < 15.0 %/AT 23
.82 AV < 15.0 %/A

0.75 M < each ]
0,75 M < koxHa o, oIS M W
& 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.
80010 UKR2 V1 Company registered in Ireland No. 117246 Page 3 of 6



Docusign Envelopa 1D: 3AC423DC-5CT77-4AFCC-88D5-20CB5D36212E

Docusign Envelope ID: 71FADS76-CESE-4E1D-BBE4-72358FD7DM D8

SERVIER (IRELAND) INDUSTRIES LTD.

e

Y= SERVIER

Method ref/Ilocunannus na memod: DITC 8006593 PF T CIR 25543 EN 5.0
Specification refTlocunannn ua cnequdixauivo: DTC_S006593_PF _N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupo6uuva napris Ne:
750756 751974
TESTS/IIOKAZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIbTATH
Dissolution LC (% )yPozunneans (FX) (%): Indapamide/Inpananin

Eurcpean Pharmacopoeia (2.9.3. /€D (2.9.3)

Q) = 75% at 45 min / Imganamia (8 1520): Q@ =75% 2a 45 xB.

to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepenne 3HaueHes i3 24
omuanis (51+52+53) popienwe abo
Oinewe 75%, ne Ginplie 2 OIHHKUE
merwe 60% i neMae KOITHOT OIHHHLI
meame 50%

Number tested/
Stage/ | Jocnimxysana Acceptance Criteria/Kparepii Values for each Tablet/ 3nauenns nna Kool TANETKH
Cragid | kinpkicTs DpHAARTHOCTL 1 2 3 4 5 6 Mean
Cepenne
S1 6 Each unit is not less than 80 %/ Koxna 98 101 99 102 100 100 100
OnHHEMLE He MeHIe 80 %
S52 +6 (12) Average of 12 units (S1+82) is equal to
or greater than 75% and no unit is less
than 60%/ Cepenpe 3HaueHHn i3 12
omuanis (S1482) nopisHioe abo Gimbnre
75% i HeMae KOIHOT OAHHHLL MEHLIE
60%
s3 +12 (24) Average of 24 units (§1+82+583) is equal

Dissolution LC (% )/Pozunnenns (PX) (%):
Eurcpean Pharmacopoeia (2.9.3.)/€D (2.9.3)

Q =75% at 15 min / Ilepunponpury aprigin

Perindopril arginine/Tlepungonpuny aprisin

(8 94%0-6): Q=T75% za 15 18,

Number tested/
Stage | Jocnipxyrana Acceptance Criterla/Kpurepii Values for each Tablet Suavenna ana kool Tabrency
Cragis | xinekicTn TpaiaamaocTi 1 2 3 4 5 6 Mean
Cepeane
51 6 Each unit is not less than 80 %/ Koxna 98 101 98 106 103 102 101
CAWHRIA He MeRine 80%.
82 +6 (12) Average of 12 units (S1+52) is equal to or
greater than 75% and no unit is less than |
60%/ Cepense 3HaveHBA i3 12 ognHHNG @1!{%
(S1+82) gopisnioe afo Gimsure 75% i D’(\'-‘\ gl s ‘:»:\
HeMaeE FHOIHO! OOHEANL Menme 60% » 1. N \.\
53 +12 (24) Average of 24 units {S1+52+83) is equal to qOKY MEHT It \’,\
or greater than 75%, no more than 2 units ks i \'g'.\
are less than 60% and no unit is less than E a LM % |
50%/ Cepenue 3naueHns iz 24 oquEHLs ™ /5 }
(S1+82+83) popientee abo Ginpiue 75%, He . _,::‘/' g/
Ginpe 2 oguARIE MeHUE 60% i HeMae Q> o
HOAHOT oaHHALi MeHme 50% 3 Wy
““‘-2..:._1-‘ =
Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Tel: +353 (0} 402 20800 Fax: +353 (1) 402 20888
Directors: Christian Bazantay {(French), Christian Sauveur (French}, John Redmond.
80010 UKR2 V1 Company registered in Ireland No. 117246 Page 4 of 6




Docusign Envelope ID: 3AC423DC-5CT77-AFCC-88D5-20CB5036212E

Docusign Envelope ID: 71FAD5S76-CESE4E1D-BBE4-72358FD7D1D8

SERVIER (IRELAND) INDUSTRIES LTD.

——

TT= SERVIER

Method ref/Ilocunannusz na memoo: DITC 8006593 PF T CIR 25543 EN 5.0
Specification refIlocunannn na cneyudivauin: DTC_S006593_PF N _SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupofnnaa napria Ne:
750756 751974
Dissolution LC (% )Po3unncaas (PX} (%0): Amlodipine/Amnoannin
European Pharmacopoeia (2.9.3 )@ (2.9.3,)
Q) = 75% at 15 min / Amnogumin {A 1095): ) = 75% 3a 15 xB.
Number tested/
Stage | Jocnipxyeanma Acceptance Criteria/Kparepii Values for each Tablet Suauenns poa xomsol TafaeTku
Cragid | kinpkicTn OpHAEATHOCTL 1 2 3 4 5 6 Mean
Cepenne
51 6 Each unit is not less than 80 %/ Koxaa 98 100 100 103 100 101 1060
OaMHHULA He MeHue 80%.
S2 +6 (12) Average of 12 units {81+52) is equal to or
greater than 75% and no unit is less than
60%/ Cepeane 3naveHna iz 12 oIHHALE
(51+82) nopieHioe abo dinetme 75% i
HEMAE EOAHOL OAMHANI MeHIe 60%
53 +12 (24 Average of 24 units (S1+32+53) is equal to
or greater than 75%, no more than 2 units
are less than 601% and no unit is less than
5%/ Cepemse 3HAYEHRA i3 24 OMMHHLE
(S1+82+83) popientee abo Ginpiue 75%, He
Ginpmie 2 onuHAIE MeHiTe 60% 1 HeMae
KOMHOT oaMHAL MeHne 50%
ANALYSIS / AHATI3 : 01/10/2024
Batch accepted/Ilapria mpuiinsTa
DocuSigned by:
Analytical Services Manager: S -
Menepxep 10 KOHTPOJIIO TA AHANIZY AKOCTI Michael Byrne/Mixaens Bipue
Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 () 402 20888
Directors: Christian Bazantay {(French), Christian Sauveur (French}, John Redmond.
80010 UKR2 V1 Company registered in Ireland No. 117246 Page 5 of 6



Docusign Envelope ID: 3AC423DC-5C77-4FCC-88D5-20CB5D36212E

SERVIER (IRELAND) INDUSTRIES LTD.

Ly —=
T sowmn

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/

Iim 4 3acBiguylo, Mo HaBeAcHa BAILE iHPOPMALTiA € AOCTOBIpHOK Ta TowHOM. Ljo cepilo
OpoIyKIii Oyio BUpoOIeHo (BKITIO9aI0YH TAKYBAHHA/MApKyBaHHA) Ta IPOBEJEHO KOHTPONE
1l AKOCTI HA BHINE3a3HAYCHIH DUIBHHLG ¥ MOBHIH BignoBigHocTi 3 BHMoraMu GMP,
BCTAHOBJICHUMH MICLICBUM PETYJIITOPHAM OPraHOM, a TAKOXK BIANOBINHO J0 cnemmikarii,
II0 MICTATRCS ¥ peecTpaniioMy nocke. [IpoTokony BUpOOHHIITEA, NAKYBAHHA TA AHATI3IR
OyII0 IePErMEYTO T4 BCTAHORICHO BimmosignicTs GMP,

Date of batch release//laTa Bumrycky cepii 08/10/24

Name and Position/Title of person authorising the Batch Release/ Ipizsuine Ta mocana/
3BAaHAA 0co0H, AKA BHIAIA /I03BLI HA BANYCK cepii

[] Dr Blanaid Bowes, Qualified Person/ Bianorinancaa ocoGa
[] Ms Ailbhe Wade, Qualified Person/ Bianmosinamsna oco6a

il Ms Carmel Kinsella, Qualified Person/ Bigmosinansha ocofa
[1 Ms Jenny Quinn, Qualified Person/ Bimnopiaaimha ocoba

[1 Ms Niamh Ryan, Qualified Person/ Bianosigansha ocoba

DocuSigned by:

Signature/Tlimmuc | Carmel KINSELLA Date/Jlata; 98 October 2024

BACU4C34B814480..

Finished product batch number/ Homep cepii rotoso bKOro 3acoby: 750756

D'
I
L.,.
>
L_,f

/'l',
/
" 5

Serwer (Ircland} Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland.
Tel: +353 (0) 402 20800 Fax- +353 (0} 402 20858
Darectors: Christian Bazantay (French), Chnstian Sauvenr (French), John Redmend.
Company remstered in Ircland No. 117246
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Docusig

n Envelope 1D: FEATBES9-AF1 5-4F5E-B059-1 5201FBCO6E3

SERVIER (IRELZ

CERTIFICATION OF QUALITY
CEPTU®DIKAT AKOCTI

Name of the Manufacturer & Address /Hassa Ta

ajpeca BUPOOHNKA

Name of Importer and Address/

Hasga Ta apgpeca imnopTepa

Which Consignment of product is delivered/Bun
MpoAyKLUii, MO [I0CTAdaETHCS

Pharmaceutical form/Jlikapcpka (hopma

Name of the Product/Ha3Ba NiKapChKOTO
3ac00y

Dosage/Cuna it

Type and size of
YITaKOBKH

packaging/Bua T2 pO3Mip

Finished Product batch number/Cepis TOTOBOTO
nikapchkoro 3aco0y

Manufacturing date/Ilara BUPOOHHMIITBA
Expiry date/TepMmiH TIPHAATHOCTI
Batch size/KinpkicTb ¥ cepit

Manufacturing Licence number/Homep niensii
Ha BUpOOHULTBO

Registration Number/Peectpaiiine
IToCBiAUCHHS

I

ND!

A

¥

PHARMACEUTICAL PRODUCT/
JIIKAPCbKOIO 3ACOBY

Servier (Ireland) Industries Ltd/Ceps'e (Ipnanmist)
Tnpacrpic JItx
Moneylands, Gorey Road/MasineHus, Topeit
Poyn,

Arklow/ApKIioy,

Co. Wicklow/Ko. BIknoy,
Treland/Tpianis

Servier Ukraine LLC/TOB "Ceps'e Vkpaina"
41, Nabcrezhno—Khreshchatytska St./By.
Ha6epexHo-XpeiaTnubKa, 41

Kyiv, 04070/M. KuiB, 04070
Ukraine/Ykpaina

Pharmaceutical Product/JTikapchKu# 3acid

Film-coated tablets/TabneTxky, BKpUTI TIIBKOBOIO

0OOIOHKOIO

TRIPLIXAM® 10 mg/2,5 mg/10 mg/
TPUTITIIKCAM® 10 mr/2,5 mi/10 mr

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

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ 1o 30 TabieToK Y
KoHTeiHeEp] AN rabneTok; 110 | KoHTelHHepY ANA
Ta6eToK y KopoOlli 3 KapToHy

756048

12 2024

12 2027

11,872 Boxes/ynaKoBOK
M00068/00001

UA/13929/01/01
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Docusign Envelope |D: FFA78E59-AF15-4F5E-8059-16201FBC06E3

Docusign Envelope 1D 448235C8-A01 7~4€5‘8D~8/\E4--673BEBQ/«\A-B(N

Method ref/locunanns Ha 3temoq:
Specification refflocunanns nq enenudhinanio:

U

DIC_S006593

_......__——-—-%ﬁ_.____.,__,..___.___.“ﬁ.__.

PE_T_CTR 25543 EN 5.
DTC_S006593_pF_ N_SPE_25606_EN 3.0

TRIPLIXAM® 19 mg/2.5

mg/10 mg / TPUTITIIKCAM® 10 MI/2,5 Mr/10 mr

Formulati on/@opmy.tioBamrs:

Film-coated tablets containing 10 mg of perindopril
TadieTin, BRpUTi mirinkoposo 000I0HKO0,

o Micrsts 10 pr HEPHHAOPIIY apriuiny,

am.nommir-xy 10 mr

756048
TESTS/MIOKAZHUKN

|

Average mass (mghmit) /Cepenns paca
(.\u‘/n,:unmmo)

Microbiological quality (skip
festingy Mixpobiosoriana HHCTOTa (eKin-rect)

i
1
i
j
i\'
|
Eue. Ph. (5.1.4)7 € (5.1.4) i
|
i
i

Identification of drug substances/
Lewmmdiranis giroyy pevosmn

S 9490-6, 8 1520 and A 1095 by LC7
llcprm,'(onpu:ly APrinin (S 9490-6), HENBITY
(S 1520) 1a AMAOII (A 1095) MCTOAOM PX

S 9490-6.S 1520 and A 1095 by TLC/
I'icpm-l;jlon)mny aprinin (S 9490-6). iunaramis
(S 1520) ra avnonumin (A 1095) aevonon TIITX

Drug substances content (LC) (mng/unit)/
Baricr jriterix pevosny (PX) (.\n‘/u,:tmmuno)

Packaging Lot No./Cepist Ne:

756931

arginine, 2,5 mg of indapamide and 10 mg of amlodipine /

iHana MY 2,5 MroTa

: — . TR
I\‘Ianutacmrmg Batch No./BupoGumnaa apris No:

STANDARDS/CTA HIAPTH

S

aon one

5 [l Y 2 — .
face and <= & op (he other face /Tadneria O1oro kozbopy,
AOBTACcTOl hopmu, srpiira MHIBKOROKO obononkore, 3

o,

THCHEHSN

s
5 OAI0I0 Goky 1o <=5 D ., iorg

2949 10 3259095 1o 105 % of the theoretical mags of 310,4)
PR 2949 110 3259 (Bi 95 % 50 105 % BULTCOpeTHY o]
MacH 320.4)

Total acrobic microbial count3aramne mieno ACPOGHIX
MIKpOOPTaisnis (FAMC) £ 105 CFUiy/ - < L KKy O
Total combined yeasts/moulds count/3arasmme HHCHO
APEIUKOBNX T2 tricenen iy rpudin (TYMC) 5 109 ¢ Flig/ -
% 102 KYOdr

ischerichia coli: absences - mincyrniy tr

The ratio of the retention times of cach drug substance peak
(59490, $ 1520 and A 1093) from the tegt solution and from the
reference solution must be between 0,95 and 1,05/ Bixromenns
YACHs YTDUMYBAHIS fika KOMRHOT 110407 pevonmm (S 9490-6.

S 1320 and A 1093) ACCTIRYRAHOTO POSIIIY Ta pogrmy
OPIBUSHIS Mae CranopnTy 8i11 0,95 110 1.03

Main spots (S 9490-6, S 1520 and A 1095) identical in
position, colour and size for testand reference/Ocionni mmn
(59490-6, S 1520 and A 1095) inerranni 3a ROSOWEHTSIM,
KOMLOPOM Ta poamipon s AOCHIDRYBAHORG posiiny Ta
PORTMRY NOpiBsIg

(9510 105 % of the theoretical content of cach drug substance/
1 95 10 105 % BIA TEOpeTHIHOrD BMICTY KOKHOT Aitotof
PCHORBHIIT)

8 9490-6 /) leprmonpuny apriniu (S 9490-6): 9.50 1o 10.50 /
B 9.50 50 10,50

S 1520/ Inaamaniz (S 1520): 2,38 10 2,62/ 812,38 no 2,62
A 1095 7 Ao (A 1095): 9,50 t0 10,50 / Bi 9,50 o
10,50

RESULTS/

CompliesBiznonijac

309.6mgan

|

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

CompliesBizmon ijtae

Complies/Biznoni qac

9.92mg/vr
2 44mgivr
9.67mgAr

*Skip test/Crin TECTYBaHI, Passes/Bimm'Biﬂac, not applicable/ue nposoguses

Servigr (hretand) e

Dircetors: Christian Bazanay (Fr

80010 UKR2 V1

Load, Ariclow. Co Wicklow, Treland.
30340
ch), Christian Sauveur (Frenchy, Joha Redmond,
teved an drefand No. 117246

353(0) 402

Company regi
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Docusign Envelope |

Docu

sign Envelope 1D: 448235C8-A01 7-468D-BAE4

D: FFA7BES9-AF1 5-4F5E-B059-16201FBCO6ES

-673BEBYA4501

Method ref/Hocunanis 1 m
Specification ref/Hocunanns na cn

omoo:  DTC S006593_PF_T_CTR 25543 EN_5.0

enudpixayiro: D TC _S006593_PF_ 1\7_SPE_2 5606_EN_3.0

Packaging Lot No./Cepin Ne:

__________ 756048
TESTS/TOKASHUKIA

STAN

756931

Manufacturing Batch No./Bupodnua napris No:

DARDS/ICTAHIAPTH

RESULTS/
PE3YJABTATH

Degradation products content (LC) (%o m/m)/
Bumict HpojyKTiB serpagaudi (PX) (% s/
Y 1473

$ 9780

Y 1474

¥ a2

Y33

Y 3l

Y 3R

Y 1743

Any other degradation products/ Bystb-aki i
HPOYKTH ACIPaalii

Total content of degradation products/ 3arannnmil
BALCT TIPOIYKTIB JC aanii

¥ 36 (LC limittesty’ Y 36 (PX, rpartHmri
KONTPORD) (PP

Uniformity of dosage units for § 9490-6,
S 1520 and A 1095 (LCY Ojuopinicts

AOIOBANAN QUITHIED U YleH\I}.lOl’I}‘)YU‘Iy ‘(lpl‘illilly

(S 9490-6), Hpananminy (S 1520) ra AMITOINTTINY
(A 1095) MeToaoM P

Eur. Phi( 2.9.40)/ €O (2.9.40)

Content uniformity (LCY: 4/label claim /
OaropiARIcTh BMICTY MCTOIOM PX: % wii
JaABICHOT KITBROCTL

Amlodipine/ asuoaunin

St

82

Perindopril arginine salt! HePHIAONPHAY aprittig
St
S2

1ndupumidc/huxa\lmMi;x
.Sl
52

AV < 15.0 S/AV =
15.0 0a/AV

AV

15.0 %

0.75 M < cach unit 1,28 MY

AV < 15,0 Y/AV
AV < 15.0 %/AV
0.75 M < cach unit 1.25 M/

0,75 M < KOWHA OMNHIIL <125M

0,75 M < RoRHQ OQHEILA <125M

15,0 %%

13,0 %

AV < 15.0 %AV £ 150 Yo

15,0 %

© comara orinns < 125 M

<0010 %
<010 %
.10 Y
<010 %
<0.10 %
0.12 %
<010 %
<010 %
<0.10 %

0.12%

Complics/Binoniac

[

Servier (Treland) Indust
Tc

Directores: Christian t

$0010 UKR2 V1

> JORRK

Seepchy, Joln Radmoud.

Arklow. Co Wicklow, jreland.

Page 3 of 6




Docusign Envelope ID: FFA78E59-AF15-4F5E-8059-16201FBC06E3

Docusign Envelope ID; 44823508-A017-468D~8AE4-673BEBQA45()1

Method ref/Hocunranun uy aemod:  DTC 006593

_PE T CTR 25 543 EN 5.0
Specification ref/Mocunanng na cenuepinaniio: DTC S0

i
|
|
6593_PF_N_SPE_25606_EN 3.0 f
M.‘Mt—g

Packaging Lot No./Cepist Ne:

Manufacturing Batch No./Bupotuuaa naprist Ne: i
........................ _ SE—E ) S
TEST RESULTS/
PESVILTATH |
Dissolution L.C (%) Poyuunennsy (PX) (%): Ind:npumidc/lu;mnmMi;.l
European Pharmacopoeia (2, 9.3)/Cd (2.9.3 )

Q = 759,
e e -
Number tested/

Hocuizaynaun
KiALKICTL

» 4645 min / Tnpanamin (8 1520): Q = 75%, 1a 45 xn,.

Acceptanee Criteria/ Kpuirepii
upHitustHoCT

52) is equs
or greater than 75% and no unit is less
than 60% Cepeane smavciusg i 12

QMUHHLL (S1+82) Aopisuioe a6o Gixne
75% i Hemace sxoanoi QMM MEHITe

i i (300/;1
E R T - Average of 24 units (S]+8 4 S3) is equal
Lo or greater than 759, no more than 2
unils are less than 60% and no unit is Jess
than 50%/ Cepenne smavenns is 24
OaHIIL (S1+52+$3) sopisrioc ato
Blumtie 75%. ne Gimpme 2 OHHHHUIL

aere 60% i nevae KOAIOT oy
Merue 50%

ssolution 1.C ( ..)/l“w-num;'nm (PX) (Y%):
Luropean Pha rmacopoeta (2.9.3.)/¢'d (39,3, J

apriuin

Q= 75% at 15 min /l'lcpumumpzmy
Number tested/
Stage ,ZIoc.ui,:mcynzum
Cragist | kizxicrs

apriin (5 9490-6): Q = 75%, 34 15 XB, |
M,_ﬁhﬁ:

Acceptance (_'Jril’cria/Kpu'rq}i'x'
Hpuitmsrnocri

P TeHE

| KO®N01 T2

1eTRH

than 80 %
| OATHITULS we Menrtne $0%
Average of 12 units (S1 7
greater than 75% and no unit is less than
00%/ Cepeane snauenny js 12 OANHILE
(S1+82) nopisnoe abo Sinpue 5% 1
HEMAC ROAHOT QUM MeHTie G0%
Average of 24 unils (SI+82+83) is equal (o
argreater than 75%. no more than 2 units
are less than 60% and no unit is less than
50%/7 Cepene snavwenny 3 24 oy,
(SI+82+83) nopisioe a6o Giapure 75%., ne
SUIbILE 2 o/t Menme 60% i nearac

AHOAHOT OftiHuni Memme 50%,

Koz

A0 Moneylands Gorey Road, Arklow. Co Wicklow, Treland.
VIO 402 20800 SE3 L0402 2088&
zantay (French), Christian Sawvenr {(French), 1
Company registered m Iioland No. 117246

Directors: Cheistian ¥ ohn Redmong.

80010 UKR2 V1 Page 4 of 6



Docusign Envelope 1D: FFA78E59-AF1 5-4F5E-B059-16201 FBCOGE3

Docusign Envelope 1D 44823508—/\017-468D-8AE4—67Z%BE89A45()1

Method ref/Ilocunanis Hd Memoo:
Specification ref/Hocunanns na cnequiraniio: DTC_

DTC _S$006593_PF_T_ CTR 25543_EN_5.0
S006593_PF_N_SPE_25606_EN_3.0

| S—

[Packaging Lot No./Cepist Ne:
756048

Dissotution 1.C (% )/Pozmmicnns (PX) (Yo):
European Pharmacopoeia (2. 9.3.)/C' D (2.9.3)

i

Amlodipine/Astroiun in

Manufacturing Batch No./Bupodmria mapvis Nt

756931

Number tested/
Jocairwynana
KITLKICTH

Acceplance Criteria/Kpurepii V.

npnihm'ruocri

Stage
Crajin

R sy
Lach unit is not less than R0 Y/ Koxua

Si
OIHIILA FC MCHINC $0%.
T e T
S2 Average of 12 units (S1+82) is equal to or

greater than 75% and no unit is less than

GO%/ Cepeane sHadcst i3 12 oanHuiLL
(§1+52) sopisrioe abo Ginmmte 73%

HEMAE IKOAHOT OJMHHIG MeHIe 60%

70t

3 $2:-83) is
or greater than 75%, no more than 2 units
ave less than 60% and no unit is less than
30%./ Cepe/He 3HAUCHIA i3 24 ouHULG

(81452 $3) nopiawioe abo Ginmure 75%, ne
3 opmmHan Mentie 60% i nemace

Sinnure
JKOAHOT ONMILALL MeHUe 50%

alues for each 11

ANALYSIS / AHAJII3 13/12/2024
Batch accepted/TTapria npuiugTa

Analytical Services Manager:
MenepKep 110 KOHTPOJII0 T2 anaizy sAKoCTi

der (reland) ndu fics
T

Pircetoes: Christian Bazanty (e

Company yegistered m Irela

#0010 UKR2 V1

Signed by:

Michael Byrme

e AAESTBEYBF CAA3C - =T
Michael Byrne/Mixaeis bipue

“ow. Co Wicklow, freland.

snchy, John Rodmoud.
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Docusign Envelope ID: FFA78E59-AF15-4FSE-BO59-16201FBC06E3

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/

Ium g 3aCBIAYYIO, WO HaBeeHa BHLIE iH(OpManis e JOCTOBIPHOIO Ta TOYHOIO. 1Tro0 cepiro

Date of batch release/Jara BUITYCKY cepii 20/12/24

Name and Position/Title of person authorising the Batch Release/ Ilpiseume ta nocana/
3BAHHS 0co0H, Tka BUIAIA 103BiT Ha BUNycKk cepii

[] Dr Blanaid Bowes, Qualified Person/ Binnosinansua oco6a
[T Ms Ailbhe Wade, Qualified Person/ Bianosinanpua oco6a

[] Ms Carmel Kinsella, Qualified Person/ Bianosigansua oco6a
N Ms Niamh Ryan, Qualified Person/ Bianosinansua oco6a

DocuSigned by:

i i i 20 D b 2024
Signature/Iinmue | Niamh RM Date/JTata: ecember
_Niamnh R T neember

~018FC6B610E3401...

Finished product batch number/ Homep cepii rotosoro nikapcskoro 3acoby: 756048

Page 6 of 6
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Subject; 756048.pdf
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Signatures: 1
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Status: Original
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Signer Events
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Electronic Record and Signature Disclosure:
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Docusign Envelope ID: 9327ACD0-51CC-482D-8627-3CF50524802F

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOI0O 3ACOBY

Name of the Manufacturer & Address /Hazpa
Ta ajipeca BUPOOHWKA

Name of Importer and Address/
Hassa Ta afipeca imnopTepa

Which Consignment of product is
delivered/Buj npoaykuif, 1o 11ocrayacTses

Pharmaceutical form/Jlixapceka ¢popma

Name of the Product/Hasra nikapchkoro
3acoby

Dosage/Cuia il

Type and size of packaging/Buz ta po3mip
YIaKOBKH

Finished Product batch number/Cepist rorosoro
NiKapcbKoro 3acody

Manufacturing date//lata BupobunuTBa
Expiry date/Tepmin npugarnocti
Batch size/KinpkicTs y cepii

Manufacturing Licence number/Homep ninensii
Ha BUPOOGHHUTBO

Registration Number/Peectpauiiine
TTOCBiTYEHHS

Servier (Ireland) Industries Ltd/Ceps'e (Ipﬂal-mih)
Inpactpic JItn

Money]anvds, Gorey Road/Maninen'):(z, [opeit
Poyn,

Arklow/Apxioy,

Co. Wicklow/Ko. Bixnoy,

Ireland/Ipnannis

Servier Ukraine LL.C/TOB "Cepg'e Yxpaina"

41, Naberezhno-Khreshchatytska St./Byir.
Habepexno-Xpemaruubka, 41

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

Pharmaceutical Product/Jlixapchkumii 3aci6

Film-coated tablets/TaGnerku, BKpUTI 11511BKOBOIO
060JI0HKO10

TRIPLIXAM® 10 mg/2,5 mg/10 mg/
TPUTTTIIKCAM® 10 mr/2,5 mMr/10 mr

10 mg/2,5 mg/10 mg / 10 mr/2,5 mr/10 mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ o 30 Tabnerok y
KOHTelHepi a1s Tabnetok; o | KoHTelHepy 1is
TabyeTok y KopoOIli 3 KapToHy

758489

12 2024

12 2027

22,960 Boxes/ymnaxoBox
MO00068/00001

UA/13929/01/01
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Docusign Envelope 10: 9327ACD0-51CC-482D-8627-3CF50524802F

Docusign Envelope 10: 26E08C1F-5CRB-4421-AAOF-4BF3ESCEACT2

Method ref/TTocuranns na smemod:  DTC_S006593 PF_T_CTR_25543 EN_5.0
Specification ref/Hlocunann na cnequpicauio: BTC_S006593 PF_N_SPE_25606_EN_3.0

TRIPLIXAM® 10 mg/2,5 mg/10 mg / TPHIIJIIKCAM® 10 mr/2,5 sr/10 mr

Formulation/®opmyosanusi:

Film-coated tablets containing [0 mg of perindopril arginine, 2.5 mg of indapamide and 10 mg of amlodipine /
TaBACTIH, BKPUTI TEIBKOBOIO 0B0JOHKOI0, 11O MICTATH 10 M ITCpUHAOTPHILY apriuidy, iaarnamMiay 2,5 Mrra

asgroariny 10 vr

758489

Packaging Lot No./Cepin Nu

756932

Manufacturing Batch No./Bupotintua napris N

TESTSMOKAZHHKH

STANDARDS/CTAHJIAPTHU

RESULTS/
PE3VYJIBTATH

Appearance/3opuinmiii Burasjy

Average mass (mg/unit) /Cepejunst maca
(Mr /o)

Microbiological quality (skip
testing)/Mixpodiogorivua uucrora (exin-rect)
Fur. Ph. (5.1.4) €D (5.1.4)

Hentification of drug substances/
Prenrndikands JU0MHX petosurn

§ 9490.6, S 1520 and A 1095 by LC/
Teprrgonpsiry aprisin (S 9490-6), inganamiz
(8 1320) ta amnomiuin (A 1093) meroznom PX

S 9490-6, S 1520 and A 1095 by TLLCY
UTeptzonpusny aprisdn (S 9490-6), iwranamin
(S 1520) ra asmoannin (A 1095) meroion THIX

Drug substances content (L.C) (mg/unity/
Bwvier airounx pesosisn (PN} (Mr/ogunuioe)

o

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

R YN
: S 15 5 i -
face and <3 fi’) on the other face /Tabnerka BUIOrO KOSILOPY,
AOBIACTOT GOPMIL BEPITE IEIBROROIO 0DOIOHKOI0, 3

5 5

s}

THCHEHITIM 3 OHHOTO BOKY Ta &= & - 3 Horo

2049 to 325,9 (95 Lo 105 % of the theoretical mass of 310,4)
73 294,09 10 3259 (112 95 % no 105 % s teoperraniol
Mack 320.,4)

Taotal acrobic microbial connt/3araimie MHENE aepodHuX
mixpooprartizmin (TAMC) £ 10} CFU/g/ - < 10FKYO/
Total combined yeasts/moulds count/3arasmpe 4ieso
APIAGUKORITX T3 Tunicenernx rpndin (TYMC) £ 10° CFU/ -
< 10 KYOnr

Escherichia coli: absence/1 g/ - pieyrniy v

The ratio of the vetention times of cach drug substance peak
(89490, 8 1520 and A 1093) from the test solution and from the
reference solution must be between 0.95 and 1,05/ Binourerms
qacii YIPUMYBANIA K KOKEOT Hi1owol peuosran (S 9490-0,

S 1520 and A 1095) A0CHLDKYBRHOIO POIMMNY T4 POIURHY
popiBIsHH Mae cranoprn 5in 0,95 a0 1,03

Main spots (S 9490-6, 5 1520 and A 1095) identical in
position, colour and size for test and reference/OcHosri THIsIMHK
(S 9490-6, 8 1520 and A 1093) {MCHTHIHI 32 TIOHOKCHUSIM,
KOITHOPOM T& POBMIPOM JULS AOCHTHKYBAHOTO POITINTY T2
POZMITIRY TIOPIRHSUHS

(95 to 103 % of the theoretical content of cach drug substance/
Bin 95 10 105 % B TEOPETHHHONQ BMICTY KOWHOT fitouol
PEHORITHIT)

S 9490-6 / Tepurponpuay aprigin (S 9490-6): 9,50 to 10,50 /
Bix 9,50 g0 10,50

S 1520/ Tagananiz (8 1520): 2,38 (0 2,62 7 8in 2,38 10 2,02

A 1095 £ Ammrountin (A 10035): 9,50 to 10,50 / wix 9.50 1o
10,50

Complics/Bianosizac

308.8mgivr

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

Complics/Binrosigac

Complies/Bianoniae

10.05mg/sr
2. 47mghm
9.8 tmgimr

#Skip test/Crin recrysanus, Passes/Bianosixac, not upplicable/ue nposoamnesn

80010 UKR2 V1

1 in frefand No, (17246

Company oy

Page 2 of 6




Docusign Envelope ID: 9327ACD0-51CC-482D-8627-3CF50524802F

Docusign Envelope 1D: 26E08(}1F-5(§BB—4’421-AAUF-4'BF3E5C6ACV72

Method ref/Hlocunauns na memoo: DTC _$006593_PF T CTR 25543 EN 5.0
Specification ref/Hocunanns na cnequpixagivo: DTC_S006593_PF_N _SPE_25606_EN 3.0

Packaging Lot No./Cepist Ne: Manufacturing Batch No./Brpo6umnaa napris Ne:

758489 o 756932 s

TESTSATOKA3ZHHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3VIBTATH

Degradation products content (LC) (% m/m)/
Baicr npoayrrin gerpagauii (PX) (Y% m/m)

Y 1473 <0.10 %
S 9780 <010 %%
Y 1474 <010 %
Y 32 <010 %
¥ 33 <10 %
Y 31 0.02 %
Y 38 <(.10 %

Y 1743
Any other degradation products/ Lyab-siwi tunri
TPOAYRTIL Aerpayani

<010 %
0,10 %

Total contenl of degradation products/ 3aranpmmii €20 0.12%
BMICT (PONYKTIB Jerpaiatil .
Y30 (LC limit test) Y 30 (PX, rpariii <600 Complics/Biarosizae

KOHTPOAE) (ppim)

Uniformity of dosage units for S 9490-6,

S 1520 and A 1095 (LCY OQuiopianicrs
HOZOBATMX ORI U TICPUIONTPIITY apTininy
(5 9490-6), impananiny (S 1520) ta amnozniny
(A 1095) meTonom PX

Eur, Phuy 2.9.40)/ € (2.9.40)

Content uniformity (L.C): %/label claim /
Oanopimnicrs saicry Merorom PX: % six
FAARACHOT KINBKROCT]

Amlodipine/ ammoamrin

Sl AV < 15.0 %AV < 150 % 4.5
82 AV 2130 %/AV <150 %

0.75 M < cach unit < 1.25 M/
0,75 M < goxna ogunuos < 1,25 M

Perindopril arginine salt/ nepungonpyry aprinin ‘
S AV 2150 %AV <150% Sl
.82 AV < 150 %/AV < 150 %

0.75 M < cach unit < 1.25 M/

0.75 M < kosua ojmnous < 1,25 M

indapamide/Tiananmig

Sl AV <150 %/AV < 15,0 % 3
.S2 AV < 15,0 %AV < {50 %
0.75 M < cach unit < 1,25 M/

0,75 M < gosxua ognnnus < 1,25M

: Road, Arklow, Co Wicklow, Trefand,
Tel ] (0) 402 20888
Divectors: Christian Bazantay (Fronch), Christian Sanveny (Frepeh), John Redmond.
80010 UKR2 V1 Company rogisiored in Troland No, 17246 Page Faof 6
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Docusign Envelope [D: 9327ACD0-51CC-482D-8627-3CF50524802F

Docusign Favelope 10: 26E08C1F-5CBB-4421-AAOF-4BF3ESCEACT2

Method ref/lTocusanns na semod:  DTC_SO065 93 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanun na creyugicayito: DYC_S006593_PF_N_SPE_25606_IN_3.0

' ’dd(dgmg Lot No./C epist Ne: ‘  Manufacto ring Batch No./Bupoduuaa uapris Ne:
L 758489 o 756932

}I; TESTSMIOKASHUKH STANDARDS/CTAHJIAPTH RESULTS/ :
| PE3YJLTATH |

hlss(;im’l‘i’ion LC”(v"f"/«.)/Pkr;'umcmm ('PX) (%): o “"‘I'x';fil;r;jﬁix"h'ide!lu,u:m:l.\»xiﬂ.
| Enropean Pharmacopocia ¢2.9.3.)/C0 (2.9.3.) ‘ : )
Q = T8% ot 45 min / Inxanami (85 1520): Q =

Number tested/
Stage’ | ocsiikyraua Acceptance Criteria/Kpurepii Values for cacl Tablet/ Bnavcmi jurs kool radacerky

S oCraain | slikicrs apuiEHSTHOCT 1 b 3 4 K] 6 Mean
Cepeie

e % % 57 i

Sach unitis not less than 80 %/ Kowti
i omng te mene 80 Y%
§52 “6 (12) Average of 12 units ($14+82) is equal 1o
or greater than 75%

b and no umt s fess
than 60%/¢ Cepene spagerir 3 12
ot (S182) nopisoc abo Siie
75% 1 HEMAC KOMHOT OAMIKLIL MeTuge

600,
#12 (24) Average of 24 units (ST+825S3} is equal
o or greater than 75%, no more than 2

nits are less than 60% and no unit s less
than 30%;¢ Cepeane spavcng i3 24
oammi (SEES2+83) nopisuroe alio

| Ginwiie 75%. e dlbe 2 ONHHELLE
sene 60% 1 HeMar IKOJHOT UM
Menme 50%

Perindopril arginine/lepungonpuny aprinin

Furopean Pharmacopoeia (2.9.3.)/Cd ¢2.9.3.)

Q = T5% at 15 min / Hepugoupuay aprinin (S 9490-6): Q = 75% 3a 15 xn.

Number tested/

| Stage | Jocaimxynana Acceptance Criteria/Kpsrvepil Values for each Tablet /3uavenus st wosmuol tadienau
Cragin | RILKICTh [ piinsraocti 1 2 3 4 5 [ Mean
Cepesne
St 6 Each unit is not less than 80 %/ Kokna 99 98 95 102 93 99 98
ot e Meunre 80%.
s2 e i (S Average of 12 units (S1-+52) is egual to or

! areater than 75% and no unit is less than
i 60%7 Cepeane suauenis i3 12 onmimus
(S1--82) nopisuioe ado Hinnme 75% 1
HeMac KOAHOT OAHUIL Menure 60%n

S3 12 (24) Average of 24 units (S1+82+83) 15 cqual to
or greater than 75%. no more than 2 units
are less than 60% and no wnit is less than
50%/ Cepeine spavenns i3 24 oummng,
(S 3) popismoe abo Giasuie 75%, ue
Bisbine 2 o, meruie 60% i nemae
HwoAHOT oAnHIUL Menure S0%

Road, Avklow, Co Wickiow, Ireland.
007 20888
pvenr (Frepeh), John Redmond,

80010 UKR2 V1 (‘ompe‘my vegistored in Trelaud No, T1724¢ Page 4 of 6




Docusign Envelope ID: 9327ACD0-51CC-482D-8627-3CF50524802F

Docusign Envelope 1D: 26E08C1F-5CBB-4421-AAQF-4BF3ESCBACT2

Method vef/ATocunanns na semoo:

DTC S006593_PF_T _CTR_25543 _EN 3.0

Specification ref/Ilocunanua na cneyudpivanio: DTC_S006593_PF N SPE_25606_EN 3.0

'Paé’kaging Lot No./Cepis Ne:
758489

756932

Manufacturing Batch No./Bupobuimua mapris Ne:

Dissolution LC (%)/Posunnermns (PX) (%):
European Phanacopocia (2.9.3.)/€d (2.9.3.)

Amlodipine/Amuopurin

Number tested/

ov greater than 75%, no more than 2 units
are less than 60% and no unit is less than

SCPEHHE 3HAUCHHS 13 24 outHius
(182183} nopisuioe ato Sinwme 75%, ve
Sinpnre 2 oaunuun Mene 60% i uemac
SROAWOT OMII Menie 50%

Stage | Hocnimxyunana Acceptance Criteria/Kpurepit Values for each Tablet [3uancuns oo koaatoi rabaerkn
Cragis | wibricrn npuiisrHocri 1 2 3 4 5 6 Mean
Cepeje
S1 6 Ifach unit is not less than 80 %/ Koxwa 94 93 92 96 93 94 04
oauHmIs ue menuie 80%.
$2 +0 (2 Average of 12 units (S1+82) s equal to or
than 75% and no unit is less than
“epeae suauents i3 12 oapniile
(S 1+82) nopinmoc abo Ginpire 75% i
HCMAE SKOAN0T OAMHUIE MCHIIC 60%
S3 12 (24) Average of 24 units (S1+82:483) is equal

ANALYSIS 7 AHAJIS . 13/12/2024
Batch accepted/ITaprist npwitasta

Analytical Services Manager:
Memneurep 10 KOUTPOJIO Ta ANATIZY FKOCTI

Servier (freland) ndusnd

80010 UKR2 V1

Directors: Chistian Bazantay (/

LTD. Monevlands Go

Tel: #3533 (0) 4070 20800 Fax: 4

ronehy), Cheistion $

Company 1

oistered in Treland Mo, TI7246

Signed by:
e 4B BIFCA443C...
Michael Byrne/Mixaean bipue

v Road, Arvklow. Co Wicklow, lreland,

(0) 402 30884
e {Fronch), John Redimond.
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Dozusigr Envelope [D: 95?7;’—\(,[)0 510C-482D- 8627 ACF5( )01’4‘302F

T hereby declare that the abovementioned inforthation is reliable and accurate. This batch of
products was manufactured (including packaging/lzbeling) 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, packagmg and analyses were reviewed and
GMTP compllance was established/
TIum s 3aceingyio, MO HaBCICHA BUILE m(bomiaum € ,LIOCFOBlprIOIO Ta Touto10. [l cepiro
MPONYELIT G710 BUPOBICHO (BKITOUAIONTH TIJRVBJIH{S'/M&p\\yBaIIHSI) Ta IPOBEACHO KORTPOIE
i AKOCTI Ha BRILE3asHadYeHilt HINbHALE y ToBHii BijmesigHocTi 3 Bumorammu GMP,
BCTOHORBRHCHUMHM I\/{l(zLI(,BI/IM p(‘l“y.l]ﬂ FOPHHUM OPIaHOM, & TAKOK BUHTOBII},H() )l() PTILHH(I)II(ALIH/(
10 MICTATLCA Y PEECTPALUITHOMY ROCKE. ﬂpomyonn BUPOOHIITRA, TTAKYBAHHSA Ta AHANI3
6yI10 NepersIsTHyTO Ta BCTaHOBIEHO Bignmonianicts GMP.

Date of batch refcase/[lara Bunycky cepii 18/52/24

Name and Position/Title of person authorising the Bqtch Relmse/ Hp.:mmue Ta nocajga/
3Bl 0COGH, SIKa BHAAIA 1038iN UA BHIYCK ‘cepil

(

] Dr Blanaid Bowes, Qualified Person/ Bixnosijansua ocoda
[] Ms Ailbhe W‘ade', Qualified Person/ Bianosizansia bcoGz; '
§ Ms Carmel Kinsella, Qualified Person/ Bisnorinansna ocoba

[] Ms Nmmh Ry.m Qual;ﬁed Per son/ BianosinaisHa ocoﬁa

*Slgned by:

ngmtum/ﬂmruc Carmel Kinsella Dqte/ﬂam

e BACC4C3A80D 1448

18 December 2024

Finished product batch number/ Homep cepii rotosoro nikapcskoro sacoBy: 758489
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JEPKABHA CIIYKBA 3 JIKAPCHKNX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEB1

npos. Hanii Ceitnnunol, 3, 02099, ren. (044) 295-26-85
E-mail: dIs.kyiv@d!s.gov.ua, Kon €IPIIOY 37079055

. BCHOBOK ; .
Npo sIKiCTH BBE3€HOT0 B YKpainy JikapchKoro 3acoly

25.02.2025 Ne 9338/25/26

TPHIOJNIKCAM® 10 mr/2.5 my/10 mr

{nafimeny aanns dikapcbroro 3acady 3ritno 3 peectpauiiiuuM nocninucHusiM)
Ta0JCTKH, BRKPUTI NIIBKOB0O0 000011Kk010, 10 Mr/2,5 mr/10 mr; o 30 radsieror y woureiinepi

aas Tabaerok; 1o 1 kenreitHepy Jis Tadjerok y kopoOui 3 kaprony
(popma Burtycky, 103yBaHHs, BUI IAKy BAHHS .riixapcsmro 3acoby)

Homep peec*rpauiﬁnorb nocinueHHs UA/1'3929/0“1/‘01 eTpoK ail pgzécmauiﬁﬁoro noceijwetiys HeoOMexeHnit
Cepis sikapcbkoro 3acoby Ne 758489 - KinbkicTh 8BescHoro nikapeskoro sacoby 4880

Bupobnuk Cepn'e (Ipnanais) Innacrpic Jlta, [pnauais

(nafiMenysatiig BUpoGHIKa AikapehKroro 3acoly, Kpaila IoXOUKeHHN)

Boesewo 8 Ykpainy T 0BAPHCTRO 3 06MeReNn 010 BiNOBIAANLHICTIO "CEPB C YKPATHA",
inenT. won: 33643340

(nadimerysanus Ta koa 3a CAPTIOY opuaraiiol ocofn ado npissuile, iM's. no 6aTerosi Qizuanol
0colu - nigapremus, i Micue NPOXUBAHHI Ta peecTpauiitini Homep 0BIKOBOT KapTKH NAATHHKA
rionarkis afo cepis Ta nomep nacriopra)

TMpoToxoa sisyansuoro koutpemo sin 25.02.2025 Ne 509/01/10-25/10.

3a  pesysibraramu nepmasnom mmpomo _ B(‘TaHOBJlCHO o . nmapcwun ~3aci6  Boeaeno  © Ykpainy 3
AOTPUMAHHAM sumMor: 3a1<ononaucma 11050 3a6€3NEUCHHS AKOCTI mKapc'//ﬁx 3aco0is.’ ' o

HaganeHuk Muxosia XOJIOIEHKO

M0) (riirue) (iniitdany Ta npissumne)

(nocanons
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