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JNEPXKXABHA CJOYIKFBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KHEBI

npoe. Haaii Ceitanyuoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog CIPIIOY 37079055

BUCHOBOK
Npo fKicTL BBe3eHOro B Y KpaiHy JIiKapebKoro 3acoly

04.03.2024 . Ne 10490/24/26

TPATLIIKCAM® 10 MI'/2,5 MI'/5 MI'

(naiiMeHyBARHS IKAPCEKOTO 38c00Y 3riAHo 3 PecCTPATHHEM NIOCBITHEHNAM)
Ta6aeTKH, BKPHTI ILTIBKOBO0I0 060,10HK010, Mo 10 M1/2,5 Mr/S Mr; nio 30 Tabrerok y

KouTelnepi Ana TabaeTok; mo 1 KoRTelinepy g TabneTok y kopobni 3 Kaprony

(diopma BHITYCKY, AC3YBAHHA, BH/ NTAKYBAHHA NiKapCceKOTo 3acoby)
Howmep peectpauiltioro nocsimaenrs UA/13930/01/01 crpox xif peectpauiiiroro nocaixuenns HEOOMEKECHUIM

Cepin sixapcbkoro 3acoby Ne 737450 Kimukicts BBeseroro mikapckkoro sacofy 26080

BupoGHuk Cepp'e (Ipnamist) Innacrpic Jitz, Ipnasnnis

(nafiMerynauns supobHAKa NiKapeLKoro 3ac00y, Kpailaa NOXOLKEHHH)

Beeaeno B Yipainy TopapucTso 3 06Mexkerolo innopizanenicrio "CEPB'E
YKPATHA", inenr. xon: 33643340

(natiMenysanHs Ta kox 3a €JIPTIOV wpHmuanoT ocotn abo npizsume, iM'd, Mo GATHIOR
dismanol ocobu - nimpaemus, ii Micue NPMKARAHHS Ta peccTpaiiitkult HoMep ofnikosol
KApPTKH TINATHAKA 04aTKiR a60 cepia Ta HoMEP nacnopra)

[Iporoxo Bisyansuore korTpomo eix 04.03.2024 X 661/9.

3a pesyneTATAMH  JEPKABHOTO KO TAHOBNEHO, M0 JIKAPChKWH 3aci0 BBeseno B Vkpalhy 3
WCHOK - PR : N
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DocuSign Envelope ID: 709FD5B4-0DD3-4505-9808-4A56E6F14DF5

SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIO 3ACOBY

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

azpeca BHpOOHHKA

Name of Importer and Address/

Hasea Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bun
OPOAYKIIL, IO OCTAYAETHCS

Pharmaceutical form/Jlixapceka popma

Name of the Product/Ha3Ba iikapcpKoro
3aco0y

Dosage/Cuna nii

Type and size of packaging/Bux ta po3mip
yIaKOBKU

Finished Product batch number/Cepist roroBoro
JiKapchKOro 3acoly

Manufacturing date//lata BupoOHHIITBA
Expiry date/TepMin npugaTHOCTI
Batch size/Kinekicts y cepii

Manufacturing Licence number/Homep minensii
Ha BUPOOHULITBO

Registration Number/Peectpauiiine
MIOCBITUEHHS

Servier (Ireland} Industnies LTD., Moneylands Gorey Road, Arklow, CoWi
Tel: +353 (0) 402 20800 Fax: +353 {0} 402 20888

Dhrectors: Chrishan Bazantay (French}, Chnshan Sauveur (French), John R
Company registered in Ireland No. 117246

Ianactpic JItn

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

Arklow/Apkioy,

Co. Wicklow/Ko. Bixioy,
Ireland/Ipnanmis
Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./Byn.
Ha6epexHo-Xpemaruupka, 41

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

Pharmaceutical Product/Jlikapcekuii 3aci6

Film-coated tablets/TaGneTKH, BKPUTI IT1iBKOBOO
000JI0HKOIO

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

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

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 Tabnerok y
KOHTelHHepi 11 TabneTok; o 1 KoHTeiHepy A
TabNETOK Y KOpOoOIli 3 KapTOHY

737450

12 2023

12 2026

26,080 Boxes/ymakoBok
M00068/00001

UA/13930/01/01

Page 1of 6



DocuSign Envelope ID: 709FD5B4-0DD3-4505-9808-4A56E6F 14DF5

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannus na memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanna na cneyudirayiro: DTC_S006593_PF _N_SPE_25606_EN 3.0

TRIPLIXAM® 10 mg/2,5 mg/5S mg / TPUILJIIKCAM® 10 mr/2,5 mr/5 mr

Formulation/®opmy.aoBaHHS:

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 5 mg of amlodipine /
TabJIeTKH, BKPUTI IUTiIBKOBOKO 0O0IOHKOIO, 0 MicTaTh 10 Mr mepHHOONPWITY apriHiHy, iHnanaminy 2,5 Mr ta

aAMIIOIMITIHY 5 MT

Packaging Lot No./Cepist Ne:

Manufacturing Batch No./Bupo6nuua napris Ne:

737450 736309
TESTS/TIOKAZHUKU STANDARDS/CTAHIAPTA RESULTS/
PE3YJIBTATH

Appearance/3oBHimniii BHrI &Ll

White, oblong, film-coated tablet engraved with =1 on one

face and = &} on the other face /Tabnetka 6i710r0 KOJIBOPY, Complies/Bizmosizae

JioBractoi (popMu, BKpUTa ILTIBKOBOK 000JIOHKOIO, 3

o [—1

THCHeHHIM 7 3 0jtHOTO GOKY Ta = & 3 {HIIIOTO

Average mass (mg/unit) /Cepexns Maca 245.8 t0 271,6 (95 to 105 % of the theoretical mass of 258,7) / 256.8mg/mr

(mMr/onuHEANIO)

Microbiological quality (skip

Bix 245,8 no 271,6 (Bix 95 % mo 105 % Bix TeopeTHdHOI Mack
258,7)

Total aerobic microbial count/3aranbHe IUCTO aepOOHIX

*Skip Test - Not

testing)/Mixpo6ionoritna uncrora (cKin-rect) Mikpoopranizmis (TAMC) < 10° CFU/g/ - < 1° KYO/r Applicable
Eur. Ph. (5.1.4)/ €0 (5.1.4) Total combined yeasts/moulds count/3aransHe wwcio *Skip Test - Not
JpiimproBuX Ta miicenesrx rpu6is (TYMC) < 102 CFU/g/ - Applicable
<102KYOrr .
Escherichia coli: absence/1 g/ - gincyraiy 1 1 *Sﬁnglf:atl;li\IOt
Identification of drug substances/
InenTudikanisa Air0uHX peuoBHH 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/Bizmiosizae
Tlepurmonpruny apriuia ( S 9490-6), ingamaMiz reference solution must be between 0,95 and 1,05/ Bigaomenss
(S 1520) Ta amno i (A 1095) merogom PX YaciB yTpUMYBaHHS IiKa KOXKHOI [1ito40i peaoBuau (S 9490-6,
S 1520 and A 1095) mocmimKyBaHOTO PO3YHHY Ta PO3THAHY
TopiBHSHHS Mae craroButH Bij 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
Tlepunponpuny aprinid ( S 9490-6), inganamin position, colour and size for test and reference/OcHoBHI IUsIMEI Complies/Bimosigae
(S 1520) Ta amomumin (A 1095) merogom TIIIX | (S 9490-6, S 1520 and A 1095) ineHTHYHI 32 TIOIOXEHHIM,
KOJBOPOM Ta PO3MIPOM IS HOCTIDKYBAHOTO PO3THHY Ta
PO3THHY TOPIBHIHHA
Drug substances content (L.C) (mg/unit)/ (95 to 105 % of the theoretical content of each drug substance/
BwmicT girounx peuopun (PX) (Mr/oqannmio) BiJ 95 10 105 % Bix TEOPETUYHOTO BMICTY KOMKHOI Jif040i
PpeI0BHHM)
S 9490-6 / Ilepunonpmry apriuig (S 9490-6): 9,50 to 10,50 /
Big 9,50 no 10,50 10.02mg/mr
S 1520 / Inmanamin (S 1520): 2,38 to 2,62 / Bix 2,38 1o 2,62 2.43mg/mr
A 1095 / Avoymmis (A 1095): 4,750 5,25 /Big 4,75 no 5,25 4.95mg/mr

*Skip test/Ckin TectyBanns, Passes/Binnosinae, not applicable/ne npoBoauscs

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wickl
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Re

80020 UKR2 V1

Company registered in Ireland No. 117246




DocuSign Envelope ID: 709FD5B4-0DD3-4505-9808-4A56EGF 14DF5

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannus Ha memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanna na cneyudirayiro: DTC_S006593_PF _N_SPE_25606_EN 3.0

Packaging Lot No./Cepist Ne: Manufacturing Batch No./Bupo6nu4a naprisi Ne:
737450 736309
TESTSMIOKA3ZHUKHN STANDARDS/CTAHIAAPTHA RESULTS/
PE3YJIBTATH

Degradation products content (LC) (% m/m)/
Bwmict npoaykris aerpananii (PX) (%o m/m)

Y 1473 <03 <0.10%
S 9780 <05 0.16%
Y 1474 <03 <0.10 %
Y 32 <02 <0.10 %
Y33 <02 <0.10%
Y31 <05 0.15%
Y 38 <05 <0.10 %
Y 1745 <04 <0.10%
Any other degradation products/ Byap-sixi inrmi <02 <0.10 %
TIPOIYKTH AeTpajamii

Total content of degradation products/ 3aramauit <20 031%
BMICT NPOAYKTIB Aerpanartii

Y 36 (LC limit test)/ Y 36 (PX, rpasmanmuii <600 Complies/Binmosinae
KOHTPOIIb) (ppm)

Uniformity of dosage units for S 9490-6,

S 1520 and A 1095 (LCY OnunopixnicTs
J030BAHAX OJHHHNB TS IEPHHIONPIITY apTiHiHy
(S 9490-6), inpanamizy (S 1520) Ta amioumminy
(A 1095) meronom PX

Eur. Ph.( 2.9.40)/ €® (2.9.40)

Content uniformity (L.C): %/label claim /
OnmopinnicTs BMicTy MeTonoM PX: % Bix
3asBJICHOT KITBKOCTL

Amlodipine/ avoaumin

S1 AV <15.0 %/AV <150 % 4.7
S2 AV <15.0%/AV<150%

0.75 M < each unit < 1.25 M/

0,75 M < koxxHa oguaandg < 1,25 M

Perindopril arginine salt/ neprHIoNprTy apriHiH
S1 AV <15.0 %/AV <15,0% 57
52 AV <15.0 %/AV < 15,0 %

0.75 M < each unit < 1.25 M/

0,75 M < koxna omuamndg < 1,25 M

Indapamide/Tamamami
S1 AV <15.0 %/AV <15,0% 4.4
S2 AV <15.0%/AV<150%
0.75 M < each unit < 1.25 M/
0,75 M < koxxHa ojuaMg < 1,25 M ——
Amom‘;
it i
;1()}()’ MEHTIB
" E 3 ﬂM
&
318154
Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland. dina .0

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.

80020 UKR2 V1 Company registered in Ireland No. 117246 Page 3 of 6



DocuSign Envelope ID: 709FD5B4-0DD3-4505-9808-4A56E6F14DF5

SERVIER (IRELAND) INDUSTRIES LTD.

—=" SERVIER

Method ref/Ilocunannus na memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanna na cneyudirayiro: DTC_S006593_PF_N_SPE_25606_EN 3.0

Packaging Lot No./Cepisi Ne:

Manufacturing Batch No./Bapo6anya naprist Ne:

737450 736309
TESTS/IIOKA3ZHUKHA STANDARDS/CTAHIAPTH RESULTS/
PE3YJIBTATH
Dissolution LC (%)/Pozunnenns (PX) (%): Indapamide/Inxanamin

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

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

75% 3a 45 xB.

Number tested/
HocaimxyBana
KiIBKiCTB

Stage/
Craais

NpPEEAATHOCTL

Acceptance Criteria/KpnTepii

Values for each Tablet/ 3nagenns 41 KokHol Ta0/1eTKH

1 2 3 4

5 6

Mean
Cepenne

S1 6

oEuIs He MeHITe 80 %

Each unit is not less than 80 %/ Koxna 98 96 96 93

98 95

96

) +6 (12)

60%

Average of 12 units (S1+S2) is equal to
or greater than 75% and no unit is less
than 60%/ Cepenue 3naueHHs i3 12
omruI (S1+S2) nopisHioe aGo Gibine
75% 1 HeMae X0 HO1 OJUHHALI MeHIIe

S3 12 (29

Merme 50%

Average of 24 units (S1+52+S3) is equal
to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepenne 3naueHHs i3 24
orEMI (S1+S2+S3) nopiaioe abo
6imbmre 75%, He OuIbINE 2 OTUHHIb
memnte 60% 1 HeMae JK0IHO01 O JHMHUIT

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

Perindopril arginine/Ilepaanonpuiy aprinin

Q=75% at 15 min / llepaaonpunity aprinin

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

Number tested/
Stage | JocaimxyBana Acceptance Criteria/Kpuarepii Values for each Tablet /3nauenns ais KoKkHOI TAGIETKA
Crapisi | KinbKicTn TpuiinsTaOCTI 1 2 3 4 5 6 Mean
Cepeane
S1 6 Each unit is not less than 80 %/ Koxua 103 103 102 101 108 101 103
omHMII He MeHie §0%.
S2 +6 (12) Average of 12 units (S1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepepre 3HaueHHS i3 12 ouHMIE
(S1+S2) nopiemioe abo Oinpmre 75% i
HEMAae }0/HOI ouHuI MeHie 60%
S3 +12 24) Average of 24 units (S1+S2+S3) is equal to
or greater than 75%, no more than 2 units e
are less than 60% and no unit is less than —3
50%/ Cepejae 3Ha9eHES i3 24 OMHUITL o
(S1+S2+S3) mopimoe abo Ginpine 75%, He p (P MEHT
Oimmime 2 omaEmnnp Meame 60% 1 Hemac Fe
>K01HOT ouHMI MeHnie 50% g A L“
P
S 18184
Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland. .'.‘Af"/'"
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 .
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80020 UKR2 V1 Company registered in Ireland No. 117246 Page 4 of 6




DocuSign Envelope ID: 709FD5B4-0DD3-4505-9808-4A56EGF 14DF5

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannus Ha memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanna na cneyudirayiro: DTC_S006593_PF _N_SPE_25606_EN 3.0

Packaging Lot No./Cepis Ne: Manufacturing Batch No./Bupoonu4a napris Ne:
737450 736309
Dissolution LC (%)/Po3unnennsn (PX) (%): Amlodipine/Amaoaunin
European Pharmacopoeia (2.9.3)/€® (2.9.3.)
Q =75% at 15 min / Amnoaunin (A 1095): Q =75% 3a 15 x=B.
Number tested/
Stage | JocaimxyBana Acceptance Criteria/Kparepii Values for each Tablet /3naqcnns 11 K0xKHOI TA0IETKH
Cranis | KiibKicTH NPHHHEATHOCTL 1 2 3 4 5 6 Mean
Cepenne
S1 6 Each unit is not less than 80 %/ Koxua 100 98 100 96 102 99 99
oauHuLA 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%/ Cepenue 3HageHHA 13 12 oquHUIp
(S1+S2) nopirnroe abo Ginbme 75% i
HEMae )K0/aHO1 ouHML MeHie 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%/ Cepenge 3HaueHHS i3 24 0 HMIT
(S1+S2+S3) nopimioe a6o Ginpine 75%, ne
Olnbine 2 ouEnis MeHme 60% 1 Hemae
KOIHOT ouHEwMI MeHIe 50%
ANALYSIS / AHAJII3 : 29/01/2024
Batch accepted/Tlapris mpuiiHaTa
DocuSigned by:
Karen Hughes
Analytical Services Manager: g
Menemxep no KOHTPOJIIO Ta AHAJIZY AKOCTI Michael Byrne/Mixaean bipue
PP'd on behalf of
Michael Byrne
. . . S181\ /
Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland. B deaige ‘\\\\
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 2ina 22
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80020 UKR2 V1 Company registered in Ireland No. 117246 Page 5 of 6




DocuSign Envelope ID: 709FD5B4-0DD3-4505-9808-4A56E6F14DF5

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/

I{uM 5 3acBimdyto, 10 HaBeAeHa BUILE iH(pOpMAIIiA € JOCTOBIPHOIO Ta TOUHO!O. [f0 cepiio
MPOAYKUii Y10 BUPOOJICHO (BKITIOYAI0YH [TAKyBAHHS/MapKyBaHHS) Ta MPOBEIECHO KOHTPOJIb
i1 AKOCTI Ha BHIII€3a3HAYEHII JINBHUIN y TOBHIN BIAMOBiIHOCTI 3 BuMoramu GMP,
BCTaHOBJICHHMMU MICIIEBUM PETYIIITOPHHM OPraHOM, a TAaKOXK BiJIOBIIHO O crierMpiKarliii,
O MICTSATBCS y peecTpaliifHoMy Aocke. IIpoTokony BUpoOHHUIITBa, TaKyBaHHS Ta aHaNi3iB
OyI10 TeperyisHyTO Ta BCTAHOBJICHO BiAmnoBigHicTh GMP.

Date of batch release//lata Bumycky cepii 01/02/24

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

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

[1 Ms Carmel Kinsella, Qualified Person/ Bignosigansna ocoda
[1 Ms Jenny Quinn, Qualified Person/ BinmopigansHa ocoba

M Ms Niamh Ryan, Qualified Person/ Binnosinansna oco6a

DocuSigned by:
Signature/ITixmuc Niamh Ryan Date/]lara: 01 February 2024

018FCBBE10E3401...

Finished product batch number/ Homep cepii rotoBoro nikapcbkoro 3acoby: 737450

nad

JOKYMEH

Servier (Ireland} Industnies LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 {0} 402 20888
Dhrectors: Chrishan Bazantay (French}, Chnshan Sauveur (French), John Redmond.
Company registered in Ireland No. 117246
Page 6 of 6



AEPKABHA CJU1YXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Hanif Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BHCHOBOK
Npo AKICTE BRE3eHOro B YKpainy aikapcbKkoro 3acody

08.07.2024 Ne 35021/24/26

TPHIIJIKCAM® 10 MI'/2,5 MI'/5 ME

(HaiiMeHyBanHa nixapcekoro 3acofy 3riAHo 3 peecrpauifHuM NOCBILHEHAAM )
TabaeTiH, BKpuTi IIIBKOBOI0 000,10HK0I0, 10 Mr/2,5 Mr/S Mr; no 30 Tabneror y konTelHepi
ana Tabaerok; mo 1 kouTeiinepy naa TabaeTok y Kopobui 3 xaprony

(dopma sunycky, A0TyBaHAS, BHIL NAKYBAHHA NiKapcbkoro sacoby)
Homep peectpauifinoro nocsimuenus UA/13930/01/01 crpok aii pecctpauidinoro nocaizvenns HeoOMeXxeHn i
Cepin hikapcskoro 3acoby Ne 743960 KinekicTs BBe3E8HOMO NiKapcLKoro 3acoby 26042

BApoGHUK - Ceps'e (Ipnanain) Innactpic Jita, Iprauais

(naiiMeHyRAHHY BUPOBHUKA Tikapekkoro 3acoby, kpalHa NoxooKeHHa )

TosapucTso 3 06MekeHo BianosinaasnicTio "CEPB'E€ YKPAIHA",

BseseHo B Vpainy izenT. kon: 33643340

{nalimenysanda Ta koa 3a CAPTIOY wopuanuHoi ocobu abo npizsmwe, iM™. 1o Bathkosi qiziunod
ocolu - mianpuemMud, if Micue nposkuBaHHS 14 peecTpauifiHuit Hosep ofnikosol kAPTEK 1LI3THKUKA
noaTkie alo cepia Ta oMep nacnopra)

MpoTokon sisyansuoro xoatpomo sin 08.07.2024 Ne 2261/12.

3a pesynbTaTaMH  OEPMABHOTO KOHTPOMO BCTAHOBAEHO, 1M0 JiKapChbKuil  3aciG  eeezeno B  Vkpainy 3
AOTPHMAHHAM suMOr 3aKOHOAABCTEA WOAC 3a6e3n i

ax 3acobip.

NCOBIB T4

s'anuﬁ
wh
o2

Muxkona XOJIQOAEHKO

{iHillianu Ta npiIpvILE)




DocuSign Envelope ID: 71ACC390-AFC5-482F-BD31-3404E30E4BEC

SERVIER (IRELAND) INDUSTRIES LTD.

M%&:M

TR senvER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NNIKAPCbKOIO 3ACOBY

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

anpeca pupoGHHKA

Name of Importer and Address/
Hasea ta agpeca imnoprepa

Which Consignment of product is delivered/Bun
NPOAYKLIT, 1O NOCTAYAETHCSH

Pharmaceutical form/Jlikapeska popma

Name of the Product/Hassa nikapcbkoro
3aco0y

Dosage/Cuna nii

Type and size of packaging/Bux ta posmip
YTAKOBKH

Finished Product batch number/Cepis roroBoro
aikapebKoro 3acoby

Manufacturing date/I{ata supobuunirrsa
Expiry date/Tepmin npunarsocti
Batch size/Kinskicts v cepii

Manufacturing Licence number/Homep ninensii
Hi BHPOGHHLITBO

Registration Number/Peectpaniiine
MOCBIAHEHHS

Servier (Treland) Industries 11D Moneylands Gorey Road Adklow CoWicklow: i

Tel: +353 (0) 402 20800 Fax: #3573 (0) 402 20888

Dhrsctors: Chsstian Bazdntay (French) Cheistian Sauveur (French). John Redmond.
Company registered 1 Treland No. 117246

Inpacrpic Jirg

Moneylands, Gorey Road/Maninenns, opeit
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnannin

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"
41, Naberezhno-Khreshchatytska St./Byn.
Habepexno-Xpemarupka, 41

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

Pharmaceutical Product/Jlikapcekuii 3aciG

Film-coated tablets/Tabnetxu, BKpUTI MITIBKOBOIO
000NOHKOIO

TRIPLIXAM® 10 mg/2.5 mg/5 mg/
TPUITTKCAM® 10 mr/2,5 mr/5 mr

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

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 Tabnerok y
KoHTelHepi 1ng Tabnerok; no | KoHTelHepy s
TabneTok y KopoObili 3 kapToHy

743960

04 2024

04 2027

26,042 Boxes/ynakosok
M0O0068/00001

UA/13930/01/01

nd
;1()}()’,\\1’.[1"[18

’




DocuSign Envelope ID: 71ACC390-AFC5-482F-BD31-3404E30E4BEC

igcuSign Envelope 1D: BDB585AE-6688-4621-8EC6-2BA1EBCABETS

SERVIER (IRELAND) INDUSTRIES LTD.

Method reffiTocunanns na memod: DTC 8006593 _PF T CTR 25543 EN 5.0
Specification ref/Ilocunanns na crewuivanio: DTC 850063593 PF N SPE 25606 EN 3.0

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

Formulation/@opmynosanus:

Film=coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 5 mg of amlodipine /
TABIEeTK, BKPHUTI TLTIBKOBOO 000JI0HKO0, 1o MicTaTe 10 Mr nepuxonpuny apridiny, iHpanamiay 2.5 mMrra

AMTIOIUIHY 5 Mr

Packaging Lot No./Cepia No:

Manufacturing Batch No./Bupobusrua mapris Ne:

743960 727920
TESTSAMTOKAZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3VYJILTATH
Appearance/Sopuimsiii surisn el
White, oblong, {ilm-coated tablet engraved with on one

Average mass (mglunit) /Cepegus maca
(mr/omrmnmo)

Microbiological quality (skip
testing)/MiwpoSionoriana wnerora (exin-rect)
Bur Pl (5.1.4) €D (5.1.4)

Tdentification of drug substances/
Taenridinania wiromnx pewonun

S 9490-6, S 1520 and A 1095 by L.CI
Hepnronpuy aprisis ( 8 9490-6), tanananiz
(815207 ta dmenomantiy (A 1095) meroaom PX

§5.9490-6, 8 1520-and A 1093 by TLC/
leprraonpury-aprigin (5 9490-6), mnanain
(S 1320y varavemoamnia (A 1098 seromon THIX

Drug substances content (LC) (mglunit)/
Baict giwanx pesosun (PX) (vr/ogunanw)

face and == & on the other face /TaGuerxa Dinoro koisopy,
JOBTACTO! GopMIT, BRPHTA MIRKOROID 000A0HKOIO; 3

&,

2 S

THCHEHEM $oppory Goky T4 =5 S - 3 {Horo
245,810 271,6 (95 to 103 % of the - thoorctical mass of 258.7) /
811 245,8 10 271,6 (8ix 95 % oo 103 % B TROPETHIHO! MaCH
258.7)

Total aerobic microbial count/3aransue Yuco aepobHIx
Mikpoopranizsis (TAMC) < 107 CFU/e/ - < P KYO/r
Total combined veasts/moulds count/3aranshe wcno
ApLicpROBIX Ta Ioticenesix tpudis (TYMC) < 102 CFU/g/ -
£ 1KY Ol

Escherichia coli: absence/1 g/~ sigeyiniv 1 1

The ratio of the rétention times of each drug substance peak
(59490, §:1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,05/ Biguomenus
qagie VIPHMYBAHES THKS KOsl ool poaosmen (S 9490-6;

S 1520 and A 1093} A0CHDRYBAHOTO POIHIHY T4 POTTIHHY
nopisrsiE Mae craiosnmy 81 0,95 10 1,05

Main spots (8 94906, S 1520 and A 1095) identical in
position, colourand size {or test and relerence/Ocuosri rpnm
{S9490-6.5 1520 and A 1095) LientudHi 32 HOI0KEeHHAM,
KORBOPOM T POIMIDOM U DOCITKY BAHOTO POIHHRY T4
POTMRY HOPIBHARI

(95 to 105 % of the theoretical content of each drug substance/
81195 0 105 % Bi TCOPETHYHOTO BMICTY. KOKHOL AHOH01
pEYOBIHI)

S 9490-6 / Tlepusgonpuny-aprisia (8 9490-6): 9,50 to 10,50/
Bz 950 oo 10.50

8§ 1520/ Tnaamamiz (S 1520y 2,381t0 262 /810 2,38 a0 2.62

A 1095/ Amnogumin (A 1095y 4.7510 325 /sind.75 0 5.25

Complies/Bianosisae

257 Omg/var

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

Complies/Bilunosime

Complies/Bixnorimae

10.08mgivr
246mg/vr
4.95mg/ur

*Skip test/Cxin Tectysanng, Passes/Bianosinae, not applicable/ne nposonuses

Sepvier {Iretand) industries LD, Moneviands Gorey Read Arklow. Co i%’ickinwf Trelamd.

Tel #3523 {0 4012 20800 Fax #3535 (0p 402 20888
Drivectars: Chiistian Bazaniay (French), Christian Sauvenr (brenchh John Hedmond

80020 UKR2 Vi

Company registered in reland No. 117246

i
JOKYMEHTIB
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DocuSign Envelope ID: 71ACC390-AFC5-482F-BD31-3404E30E4BEC

lacuSign Envelope 1D 8DG585AE-8608-4621-BECH-2BATEBCASE 18

SERVIER (IRELAND) INDUSTRIES LTD.

e ——
e

e BERVIER

Method reffHocunanna na memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification reffllocuranna na cnequdicauin: DTC _S006593_PF_N_SPE_25606 _EN 3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No/Bupobunua napris Ne:
743960 727920
TESTSAIOKAZHHUKHA STANDARDS/CTAHIAPTH RESULTS/
PE3VIIBTATH

Degradation products content (LCY (Y% m/fm)/
Baier nponyvicris gerpaganii (PX) (% slm)

Y1473 =03 <0.10%
59780 =035 <(.10%
¥ 1474 <03 <0.10:%
¥ 32 =02 <010 %
Y33 =02 <010 %
Y il =05 013 %
Y38 =05 <0:10.%
Y1745 =04 <010 %
Anyother degradation products/ By iess ismd =02 <0.10 %
MpOIYITA gerpamacii

Total content of degradation products 3aramsami =20 0:13 %
BMCT IpoayiTIn agrpaanit

Y 36 (LC limittest) Y 36 (PX. rparsuit <600 Complies/Bianosizae
KORTPOTH ) {ppin)

Uniformity of dosage units for S 9490.6,

S 15200and A 1095 (LCY Qamopimiicrs
AOIORARIL 0BG LIS DEPUUIDAPILTY apriniHy
{89490-6), tnzananiay (8 1520) Ta avmnommmiay
(A T095) meTozons PX

Eur. PR{2.9:40) €0 (2.9,40)

Content wniformity (LCy: %/label claim/
Onropianicrs sMicty Meronon PR % Bin
IABNCHOT KITRKOCT

Amlodipine/ amioguiiy

81 AV < I15.0 %AV < 150 % 4.4
82 AV IS0 %AV 2150 %

075 M each unit < 125 M/

0,75 Mo< xomua opamus < 125 M

Perindopril argitine salt/ meprrmonpuny apriuin
; AV =15,0%AV =150 % 72
82 AV 2 150 %AV <15.0%

(.75 M« gach unit < 1.25 MY

0,75 M < xoxma ommamg = 1,25 M

Indapamide/Tuganasiz
51 AV = 15.0%/AV 215.0% 31
B2 AV< 130%AVE150%

(.75 M < each unit < 1.25 M/

075 M < kosna opanaug = 125 M

Serviet {Iretand) Industeies LTD. Moneyvlands Gorey Road Arklow, Co Wicklow:
Tel 4353001402 20800 Faoe +353 (0¥ 402 20888
Iireciors: Cliristian Bazantay (French), Christian Sauveur (Frenchy John Re
80020 UKRZ V1 Company fegistered in bieland No: [17246



DocuSign Envelope ID: 71ACC390-AFC5-482F-BD31-3404E30E4BEC

weuSign Envelope 1D 8D65B5AE-6698-4621-BECE-2BATEBCABE 1S

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Hocunannn sa memod: DTC 5006593 PF T CTR 25543 EN 5.0
Specification ref/IHlocurania na cneyudixayiro: DTC_S006593_PF N _SPE_25606_EN 3.0

Packaging Lot No./Cepia Ne: Manufacturing Batch No./Bupobnanya paprin Ne:
743960 727920
TESTSTIOKAZHHKH STANDARDS/CTAHJIAPTH RESULTS/
PE3VJIBTATH
Dissolution LOC (%) Pomusennn (PX) (Vo) Indapamide/Tnannania

Eurppean Pharmacopocia 12,93 /€@ (2.9.3)
Q =T75% at 45 min/ Isganamin (8 1520): Q=75% 3a 45 x8.

Number tested/
Stage/ | Hocaiamysana Aceeptance Critevia/Kpurepii Values for each Tablet/ 3navenng ang Romuol vabiaerky

Crosin | wiericrs npuitsrgocri 1 2 3 4 ) 6 Mean
Cepenne

81 6 Fach unit 15 not less than 80 %/ Kowua 103 99 98 103 102 100 101
opaH He meae 80 %

52 +6 (12) Average of 12 units (S1+82) is equal 10
or gredter than 75% and no unit is less
than 60%/ Cepeaue 3nauenng 1312
ommrie (S1+82) noplsroe ado Sinpme
T3%'1 HEMAE HOZHOT OUHBUIE MEHLIE
60%

53 2 (24 Average of 24 units (S1+52+93) 1§ cqual
teor greater than'75%; no more than 2
units are less than 60% and no unit is less
than 30%/ Cepeamc 3wascnns 3 24
ok (S1+82+83) nopirnroe abo
Oinsine T3%, He Glitnpiite 2-O0uums
menwe 60% 1 gévae oo oaBRI
merme 0%

Dissolation LC (%) Posannenns (PX) (%): Perindopril arginine/Tlepuuaonpiny apriniu
European Pharmiacopoeia (2.9.3.)/€9 12.9.3)

Q) =75% at 15 min/ Hepnuaonpuny aprimin (5.9490-6): Q=73% 32 15 xm.

Number tested/
Stage | Jdocaipsyeana Acceptance Critevia/Kpurepii Values for each Tablet Suagenns qan woxnoi taiiaeTkn

Croatise | wiABRICTS Hpuitnsraocri 1 2 3 4 5 6 Mean
Cepenue

51 6 EBach unit 15 niot less than 80 %/ Kokna 108 106 107 S 169 108 108
orunna pe verme $0%,

52 +6 (12) Average of 12 units (81452) is equal to or
greater than 75% and no umit 15 less than
60%/ Cepeaue suauenn 13 12 ogumuis
{(S1+82) nopismoc abo Himsme 75% i
HeMae KoLHol oL menme 60%

o
Led

N
Faa
=
=
S

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 tnit.is-fess than
3084/ Cepenne snaucand i3 24 ommus
(S1+82+83) nopisaroe abo Blsme 75%, He
Hustie 2 oiunus memne 60% i wesae
Soauel o vewie 50% p—

L eenonli

g

) , . ) ) . TOKYMEHTIB
Servier (Treland] fndustries LTD., Monevlands Gorey Read, Arklow, Co Wicklow, Treland JIOKY MEHT

Tel 355 (0402 20800 Fag 4353 (07402 20888
Diivectors: Chiistian Bazantay (French), Christian Sauvewr (Frenchy John Hedmiond
80020 UKR2Z VI Conipany reaistored ficland Moo 117246



DocuSign Envelope ID: 71ACC390-AFC5-482F-BD31-3404E30E4BEC

iwcuSign Envelope 1D: 8DB585AE-6698-4621-8ECE-2BATEBCASETS

SERVIER (IRELAND) INDUSTRIES LTD.

T BERVER

Method ref/Ilocuranna na memood: DTC 5006593 PF T CTR 25543 EN 5.0
Specification refdTocunanna na cneyudpixayio: DIC 8006593 PF_N SPE 25606 EN 3.0

Packaging Lot No./Cepia Nu: Manufacturing Batch No./Bupobuuva napris No:
743960 727920
Dissolution LC (% Poraunenns (PX) (Yo i Amlodipine/ Avnozaunin

Furopean Pharmacopoeia (2,230 (2.9.3
Q= 75% at 15 min / Asuropnnin (A 1095): Q = 75% 3a 15 xn.

Mumber tested/
Stage | [locoimmysana Aceeptance Criteria/Kpurepil Values for each Tablet /3nanenun qan xomuoi rabaeren
Cragis | winsricrs npuiingTHocT i 2 3 4 3 & Mean
Cepeane

{23
>

Each unit is not less than 80 %/ Koxsa 108 106 108 110 112 107 108
o e senne 80%.

82 + {12y Averdge of 12units (81+82) is equal to or
greater than 75% and noe umt is less than
60%/ Cepe e syaverns 312 ofmmnis
{S1+82) nopirmocabo Ginsme 73% 1
HEMAE HOME0T oxpum menme 60%

53 +12 {24) Average of 24 units (51+82+83) is cqual to
or greater than 75%, no more (han 2 gnits
are less than 60% and no unit 15 less than
50%( Cepeue stamenms is 24 oqmmms
(§1+52+83) nopinnoc abo Gimme 75%, ne
Dinsuie 2 onuams MeHie 60% i nemae
skoauol omm Menme 50%

ANALYSIS / AHAJIS ;. 17/05/2024
Batch accepted/TTapris npuitasta

DocuSigned by:
Analytical Services Manager: A4ESTBROBFCAAIC. .

MenemKep 1o KOHTPOIIO Ta aHATI3Y AKOCTI Michael Byrne/Mixaens Bipue

Sepvier Urelandy Industiies LD, Moneylands Gorey Road Arklow: Co Wicklow, rgland
Tel 3533403402 20800 Fae #3530 402 20888
Divectors: Christian Bazantay:(Frenchl, Christinn Sauveur {Freach) Johin Redimond:
80020 UKR2Z V1 Company registered in Ireland No. 117246




DocuSign Envelope ID: 71ACC390-AFC5-482F-BD31-3404E30E4BEC

e SERVIER (IRELAND) INDUSTRIES LTD.

I hereby declare that the abovementioned information is reliable and aceurate. 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/

Llpnm & 3acsinayro, o HaseaeHa suite indopmauis € goctosipHoio Ta TouHow. Lo cepio
rponykuil 6ys10 BupobaeHo (BKIIOYAI0YY NAKyBaHHA/MAPKYBaHHA ) Ta POBEAEHO KOHTPOITh
11 aKkocTi Ha BUiLE3a3HAYEHIH MIBHULI Y NOBHIH BignosigHocTi 3 BuMoramu GMP,
BCTAHOBIEHMMH MICHEBHM PErynsSTOPHHM OPraHOM, @ TAKOXK BIANOBiAHO A0 cneuudikaiiii,
o MicTaThes y peectpaniiinomy gocse. [Iporokonu BUpoOHUIITEA, MAKYBAHHA Ta aHAaNI3IB
Oyno nepernAHyTO TAa BCTAHOBNEHO BiagnosiauicTs GMP.

Date of batch release/[{ata sunycky cepii 04/06/24

Name and Position/Title of person authorising the Batch Release/ Ilpizsume Ta nocaga/
3BAHHS 0CO0M, HKA BHAAIA JO3BiI HA BUIYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bingnosigansna ocoba
[] Ms Ailbhe Wade, Qualified Person/ Bignosigansua ocoba

[1 Ms Carmel Kinsella, Qualified Person/ Binnosiganssa ocofa
[1 Ms Jenny Quinn, Qualified Person/ BiznosinansHa ocoba

K Ms Niamh Ryan, Qualified Person/ Binnosinanssa ocoba

DocuSigned by:

Signature/TTinnue _| Niamh Ryan Date/[lata: 04 June 2024

018FCEBE10E3401...

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoBy: 743960

Seevier (reland) Tndustries LTD . Moneviands Gorey Road. Adklow, CoWicklow, Treland.
Tel: +353 (0) 402 20800 Fax- +353 (0) 402 20888
Diirectors: Chiistian Bazanitay (French) Choistian Souveur (Freach). Jobn Redmond.
Company registered 1o Treland No. 117246
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AEPXABHA CHVYIKFBA 3 JIKAPCHKHUX 3ACOFBIB
TA KOHTPOJUIIO 3A HAPKOTHKAMM y m. KHEBI

npoe. Hanii Ceitnautod, 3, 02099, tea. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
Npo AKICTh BBE3EHOro B YKpaiHy JAikapchKoro 3acody

27.06.2024 Ne 33379/24/26

TPUINJIIKCAM® 10 MI'/2,5 MI'/5 MI'

(HalfiMcHyRaIA dixapcokero 3acoly 3riiHo 3 peecTpaiiHiuM NOCBIAICHHAM)
Ta6aeTKH, BKPUTI ILTIBKOBOIO 060J10HKOW, 10 10 Mr/2,5 Mr/5 mr; no 30 Tabxeroxk y
KonTeiHepi L TafneTok; no | Konrcinepy s TabaeTok y Kopobui 3 KApTOHY

{hopMa BHUITYCKY, 103YBRHHSA, BU NAKYBRHHA TIKAPCHKOro 3acoby)
Homep peecrpaiiinoro noceimienns UA/13930/01/01 crpok it peecrpauiiiroro nocsinteHHs HeoOMexeHMH
Cepis nikapcekoro sacoby Ne 743961 KinskicTb BBE3EHOrO Nikapebkoro sacoby 26240

BupoSHuk Ceps'e (Ipnaugisn) Inpactpic JIu, Ipnangis

(HafiMeHyBaHHS BMPOOHUKA Nikapeskoro Jacoly, kpaida NOXOHEHHS)

Beesgno B Vkpaiuy TopapucTBo 3 00MeKCHOI0 BIANOBIAANBLHICTIO "CEPB'€ YKPAIHA",
inenT. xom: 33643340

(HaimeHysanna Ta xoa 32 CJIPTIOY opuauunoi ocodbw abo npissaue, im's, no Barnkozsi disuuHoT
0cobH - niAnpyeMus, 1T Micue npoxuBanns Ta peceTpauitingii Homep o61ikeBol KapTkH ONATHIKA
noaaTkis 40 cepia TA HOMEP NACNIOpTa}

MpoToxen isyanbHoro xoutponio sia 27.06.2024 X 2197/2.

nikapeskMil  3acid  BBe3eHO B YKpaihy 3

3a  pesysabTaTAMM  IEPKABLOTO KOHTPONIO  RCTAHOBAEHO,
ocTi nikapcekuX 3acodis,

[sax 3AJIBOPHHUX

(iniuniamt Ta NpizenLUle)




DocuSign Envelope ID: 01CBFCCF-0173-473A-8F71-41DFOBDEBC33

SERVIER (IRELAND) INDUSTRIES LTD.

*
M

—"
—= SERVER

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

Name of the Manufacturer & Address /Ha3zea Ta Servier (Ireland) Industries Ltd/Cepr'e (Ipnannis)
ajipeca BUPOOHUKA InpacTpic JItg

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

Arklow/Apkioy,
Co. Wicklow/Ko. Biknoy,
Ireland/Ipnanpisa
Namc of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

Hasea Ta agpeca imnoptepa 41, Naberezhno-Khreshchatytska St./syn.
Habepexno-XpematHieka, 41

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

Which Consignment of product is delivercd/Bua Pharmaccutical Product/Jlikapcrruii 3acid
OpoAyKil, Mo MOCTAYAETHCA

Pharmaceutical form/Jlikapcska dopma Film-coated tablets/TabmeTkH, BKPHTI IUTIBKOBOIO
000TIOHKO

Name of the Product/Hasea mikapceroro TRIPLIXAM® 10 mg/2,5 mg/5 mg/

3acoby TPHIDIIKCAM® 10 M1/2,5 MIr/5 Mr

Dosage/Cuna aii 10 mg/2,5 mg/5 mg / 10 mr/2,5 M1/5 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/ no 30 Tabaerok y

KOHTEHHep! Anst TadneTok; no 1 koHTeiHepy A
TabIeToK ¥ KopodIi 3 KapToHy

Finished Product batch number/Cepia rotosore 743961
JKapCBKOTO 3aco0y

Manufacturing date/flara pupoSuuirea
Expiry date/Tepmin npugartitocTi
Batch size/KinbkicTs ¥ cepii

Manufacturing Licence number/Homep sinensii
HA BHPOOHHIITBO

Registration Number/Peectparniiine
MTOCBIAUEIINS

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Asklow, CoWiclkdow, Ireland.
Tel: +353 {0) 402 20800 Fax: +353 (0) 402 20888
Drirectors: Christian Bazantay {French), Chnstian Sauveur (French), John Redmond.
Company registered in Ireland Wo. 117246

Page 1 of 6



DocuSign Envelope ID: 01CBFCCF-0173-473A-8F71-41DFOBDGBC33

DocuSign Envelope |D: DOAFEBCA-F827-4166-97EB-C8AB1BDCCA5D

SERVIER (IRELAND) INDUSTRIES LTD.

Method refTIocunannn na memod: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Tlocunannus na cnequpivauiro: DTC §006593 PF N SPE 25606 EN 3.0

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

Formulation/®opMyaoBaHHS:

aMITOJUITITTY 5 MI'

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 5 mg of amlodipine /
TabICTKY, BKPUTI ITIBKOBEOK 0O0IOHKOTD, [0 MICTATE 10 M ICPUBAONIPHITY apriviny, iHmanaMiay 2,5 Mr 1a

Packaging Lot No./Cepin No:

Manufacturing Batch No./Bupofun4a napria No:

Average mass (mg/unif) /Cepeann maca
{(Mr/oaHHHDIID)

Microbiological quality (skip
testing/Mixpobionoriuna unctora (CKin-TecT)
Eur. Ph. (5.1.4)/ Ch (5.1.4)

Identification of drug substances/
InenTrirkanis pirounx pedoBaH

5 9490-6, 8 1520 and A 1095 by LC/
Mepanaonpuny aprinin (S 9490-6), innanamin
(S 1520) ra amnounnin (A 1095) meronom PX

S 9490-6, § 1520 and A 1095 by TLC/
Mepunaonpuny aprinin { 5 9490-6), innanamin
(8 1520) Ta amnonunin (A 1095) metogom TIIX

Drug substances content {LC) (mg/unic)/
BMicT aiiounx pedouH (PX) (MI/oaMHHLIIO)

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

= ,
face and == &} on the other face /TabneTra Bimoro konkRopy,
HOBIACTOL (POPMH, BKPHT ILIBKOROK 0D0JIOHKOK), 3
& ]
THCHEINAM 3 oaporo Goky Ta == V' - 3 jumoro

2458 10 271.6 (95 10 105 % of the theorstical mass of 258,7) /
Bix 245.8 no 271.6 (Bin 95 % no 105 % Bia TeopeTuyHOi MacH
258,

Total acrobic microbial count/3aranste yncno acpobemx
Mikpoopranizmin (TAMC) < 10° CFU/g/ - < 10°KVO/T
Total combined yeasts/moulds count/3aranbre yucno
APIEIKOBHX Ta OTicenesux rpubis {TYMC) < 10° CFU/g/ -
Z 1F KYQir

Escherichia coli: absence/l g/ - pigcymniy 1 ¢

The ratio of the retention times of each drug substance peak
(59490, 5 1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,05/ Bigrouicuua
HACIB YIPHMYBAHHA 11K KOXHOT JiK0401 peyosunn (S 9490-6,

S 1520 and A 1095} DoCNGKYBAHOTO POSUHHY T POSYHHY
MopiBHALA Mae cTanoBHTH BiT 0,95 no 1,05

Main spots (S 9490-6, § 1520 and A 1095) identical in
position, colour and size for test and reference/OcnizoBin nnsamu
(5 9490-6, 5 1520 and A 1095) ineuTHuE 3a NOMOKSHIAM,
KONLOPOM Ta POSMIPOM /IN% JIOCTIDKYRAHOTO POIUHHY TA

! oreti )?’izﬁ
: 91 {){5} 0},\’0 i “ L{e??qlﬁgugf

[1)10 ln é 490-6}: 9,50 to 10,50 /

nt of cach drug substance/
ICTY KOWHOT airo4ol

743961 727921
TESTS/IMMOKAZHUKHA STANDARDS/CTAHIAAPTHU RESULTS/
PE3YJIBTATH
Appearance/3oBHiniii BHrIAN - S

Complies/Bianosinae

257.0mg/mr

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

Complies/Bianosinae

Complies/Bianosinae

Bi 991 mg/Mr

S \s% IHJauamm (S 15200 233 ;th 02/ Bin 2,38 uo 2,62 2.43mgimr

A '?\.Mﬂo,mmll (A ]095} /i 75’ 0 5,25/ rig4,75 105,25 4.87mg/mr

. . ; T T
*Skip test/Cxin TeeTyranus, Passes/Bignonixgt, ﬁqt\applgcab}oﬁig OBQJIMBCH
dpy L
dipa M.V
Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow. Co Wicklow, Ireland.
Tel: +353 (03 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazaniay {French}, Christian Sauveur (French), John Redmond.
80020 UKR2 V1 Company registered in Ireland No. 117246 Page 20f 6




DacuSign Envelope ID: 01CBFCCF-0173-473A-8F71-41DFOBDGBC33

DocuSign Envelope |D: DOAFEBCA-F827-4166-97EB-C8AB1BDCCA5D

SERVIER (IRELAND) INDUSTRIES LTD.

Method reffTIocunanna na memod: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Tlocunannus na cneyugpixaniro: DTC $006593 PF N SPE 25606 EN 3.0

Packaging Lot No./Cepin Ne:

Manufacturing Batch No./Bupodnnua napris Ne:

KOHRTPONE) (ppm)

Uniformity of dosage units for S 9490-6,

51520 and A 1095 (LCY Onnopignicrs
MO30BAHHY OJHHANE IS ICPHHAONPHNY apridiny
(S 9490-6), inpanaminy (S 1520) ta amnognuiny
(A 1095) meTonem PX

Eur. Ph.( 2.9 43)/ €O (2.9.40)

Content uniformity (LC): %/label claim /
OanopiaHicTs BMicTY merouom PX: % siy
3a9BNe10] KinkKocTi

Amlodipine/ ammonuniv

743961 727921
TESTS/IMOKA3ZHHKHA STANDARDS/CTAHIAPTHU RESULTS/

PE3YJABTATH

Dcgradation preducts conient (LC) (% m/m)/

Bumict npoaykrie gerpananii (PX) (% m/m)

Y 1473 =03 <0.10 %

S 9780 =05 <0.10 %

Y 1474 <03 <010 %

Y 32 =02 <0.10 %

Y 33 =02 <0.10 %

Y 31 =05 0.13%

Y 38 <05 =010 %

Y 1745 =04 <0.10 %

Any other degradation products/ Byas-axi iimnoi =02 <0.10 %

MPOTYKTH JICTPaIarii

Tolal content of degradation products’ 3araibnni <20 0.13%

EMICT NPOAYKTIB Oerpamartii

Y 36(LC limit test)/ Y 36 (PX, rpamiumii =600 Complies/Bignosigae

Sl AV < 150 %/AV < 15,0 % 35
82 AV < 150%/AV < 15,0%

.75 M < each unit < 1.25 M/

0,75 M < xowua oaumang < 1,25 M
Perindopril arginine salt/ nepunonpany aprisi{
.81 AV <150 %/AV <150% 53
.52 AV < 150 %/AV < 15,0 %

0.75 M < each unil < 1.25 M/ e

0,75 M < KoxHa copHAuA < 1
Indapamide/Inganamia T I‘J
81 AV <150 %AV <15 .{5 VMEHTIB 26
82 AV < 150 %/AV <15 JLOK?

0.75 M < each unit < |

0,75 M £ KOXHA CAHH

Servier (Ireland} Industries LTD., Moneylands Gorey Road, Arklow. Co Wicklow, Treland.
Tel: +353 (0 402 20800 Fax: +353 (0) 402 20838
Direclors: Chrisiian Bazantay {French), Christian Sauveur (French), John Redmond.
80020 UKR2 V1 Company registered in Treland No. 117246 Page 3 of §




DacuSign Envelope ID: 01CBFCCF-0173-473A-8F71-41DFOBDGBC33

DocuSign Envelope |D: DOAFEBCA-F827-4166-97EB-C8AB1BDCCA45D

t JF——u.

SERVIER (IRELAND) INDUSTRIES LTD.

‘= SERVIER

Method refTIocunannn na memod: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Tlocunanus na cnequpixvauiro: DTC §006593 PF N SPE 25606 EN 3.0

Packaging Lot No./Cepia Ne: Manufacturing Batch No./BupoGnmrua mapria Ne:
743961 727921

TESTS/TIOKA3ZHHKH STANDARDS/CTAHIAPTH RESULTS/

PEIYJIBTATH

Dissolution LC (% )/Pozunnennn {PX) (%): Indapamide/Inpamamin
Eurepean Pharmacopocia (2.9.3 /€0 (293 )

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

Stage/
Cragin

Number tested/
Hocnipsxyeana Acceptance Criteria/Kpurepii Values for each Tablet/ Juauenna noa kokwoi TadneTku

KiLILKICTB NPHARATHOCTI 1 2 3 4 5 6 Mean
Cepenne

51

6 Each unit is not less than 80 %/ Koxna 96 09 102 99 100 101 99
ogumung ne Menmne %0 %

82

+6 (12) Average of 12 units (S1+52) is cqual to
or greater than 75% and no unil is less
than 60%/ Cepegne 3nauecnnn iz 12
opumne (S1452) nopieioe abo Ginkiue
75% i HeMAC XOMHOT ONIMHHIL MCHING
60%

83

+12 (24) Average of 24 units {81+S82+53) is equal
to or greater than 75%, no more than 2
units arg less than 60% and no unit is Icss
than 50%/ Cepenne 3naucaus iz 24
omuimue (S1+82+83) nopisnoe abo
Simping 75%, ve GiTRINg 2 oUANIE
meHne 60% 1 BeMac kool oUAMI
merme 50%

Dissolution LC (% )/Pozuusenns (PX) (%): Perindopril arginine/IIepuHaonpuay apriviu
Eurepean Pharmacopocia (2.9.3 /€@ ¢2.93)

Q =75% at 15 min / Mepungonpuay aprinig. (8 9490-6): Q =75% 3a 15 x8.

Stage
Cragin

Number tested/ \,.k‘(- HU f{‘ 3,
Jocaikysana Acceptance Criteria/Kpurepii Values f e@ﬂ]ﬂ"ablet Buaqéué% KOKHOT TAbIeTRH

KiILKiCTE TIpuiinamaocti 1 3.0 B 6 Mean
~ JLKY MY iy Cepenne
P-

S1

107 104

19 7
6 Each unil is not less than 80 %/ Kosxua 1o (| Slot*” jftw
{k::‘\ DALyl

OJMHHLUA HE MeHwe 80%. i

52

+6 (12) Average of 12 units {(S1+82) is equal to or \ AN Ay
greater than 75% and ne unit is 1css than §

o s
~ 2 l + 3 \ N y N/
60%/ Cepeane 3Haverns i3 12 opuunue J:‘a w2 18| R
{81+82) mopientoe ado dinsme 75% i Paina .'_‘.\‘)J’
‘i\‘\‘_-—._ -

HEMAE FKONHOT OqUUHLI Menwe H0% —

53

+12 24 Average of 24 units (S1+852+83} is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepearie 3nade1ms i3 24 0JMIHLE
(S1+32+53) nopisnioc abe Ginkoig 75%, He
Glubwe 2 0quaHLE MeHwe 60% i nemae
woanol oAyl Mexwe 50%

Servier (Ireland} Industries LTD., Moneylands Gorey Road, Arklow. Co Wicklow, Treland.
Tel: +353 (03 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazanlay {French}, Christian Sauveur (French), John Redmond.

80020 UKR2 V1 Company registered in Treland No. 117246 Page 4 of §




DacuSign Envelope ID: 01CBFCCF-0173-473A-8F71-41DFOBDGBC33

DocuSign Envelope |D: DOAFEBCA-F827-4166-97EB-C8AB1BDCCA45D

F

= SERVIER

Method reffTIocunanna na memod: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Tlocunanun na cnenugpixaniro: DTC $006593 PF N SPE 25606 EN 3.0

Packaging Lot No./Cepin No: Manufacturing Batch No./Bupoéuuua napria Ne:
743961 727921
Dissolution LC (% )/Pozunuennn (PX) (%): Amlodipine/Amnoannin

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

Number tested/
Stage | Jocnimayeana Acceptance Criteria/Kpurepii Values for each Tablet 3uauenna ana kool TabneTkH

CTajif | RiTbKICTE OpHHHATHOCTI 1 2 3 4 5 6 Mean
Cepenne

51 6 Each unit is not less than 80 %/ Koxna G0 104 106 103 101 104 103
OTHAUNA HC MCHIIG 80%,

52 +6 (12) Average of 12 units {51+82) is equal to or
greater than 75% and no unit is less than
60%/ Cepenrc 3nadchnd iz 12 omirnie
(S1+82) nopienwe abo Sinswe 75% i
HEMAE KonHOT oquuHLi Mene H0%

83 +12 24 Average of 24 units ($1+82+83) is cqual to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepearie 3nadeims iz 24 0JMIHLG
(S1+82+53) nopirnroc abo Gineoic 75%, He
Blibwe 2 onuHuuE Medwe 60% i nemae
woanel oamnuul MeHme 50%

ANALYSIS / AHAJII3 : 17/05/2024
Batch accepted/Tlapris npuitasaTa

DaocuSigned by:
E'viidwl L
Analytical Services Manager: METTIBFGHLE .

Menemsxep Mo KOHTPOJIIO TA AHANIZY AKoCTI

__ __Michael Byrne/Mixaens bipue

JCHOI0

e

S) poos 0, R
nd R\

TOKY MEHTIB\Z)

# \ &

Servier (Ireland} Industries LTD., Moneylands Gorey Road, Arklow. Co Wicklow, Treland.
Tel: +353 (0 402 20800 Fax: +353 (0) 402 20838
Direclors: Chrislian Bazantay {French), Christian Sauveur (French), John Redmond.
80020 UKR2 V1 Company registered in Treland No. 117246 Page 5 of §



DocuSign Envelope ID: 01CBFCCF-0173-473A-8F71-41DFOBDEBC33

. SERVIER (IRELAND) INDUSTRIES LTD.

e ——C

—
—= 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/

LluM # 3acBiAuyI0, IO HAaBeAEHA BHUIIE iHpOpMallis € TOCTOBIpHO Ta TouHOK. Llfo cepiro
npoAykuii 6yno BupodIcHO (BKIHOYAKYH NaKYBaHHA/MAapPKYBaHHA} Ta IPOREICHO KOHTPOIh
11 aK0CTI Ha BULIE3a3HAYEHIH AIUMBHUL[ ¥ TOBHIA BIAMOBIHOCTI 3 BUMoramu GMP,
BCTAHOB/ICHHMH MICUEBHM PETYIATOPHHAM OPraHoM, a TAKOXK BIANOBRIAHO A0 coenndikaiii,
IO MicTAThCA ¥ peecTpaniiinomy gocee. [lpoTokonu BupoGHUITRA, NAKYBAHHA TA AHATIZIR
Oyne MeperngHyTO Ta BCTAHOBICHY BIAMOBIAHIcTE GMP.

Date of batch release//lata Bunycky cepii 30/05/24

Name and Position/Title of person authorising the Batch Release/ Ilpizpuine ta mocaga/
3BaHHA 0coDH, 1Ka BHAAIA T03BIJ Ha BHIIYCK cepil

[1 Dr Blanaid Bowes, Qualificd Person/ BianoeiganeHa ocoba
[1 Ms Ailbhe Wadc, Qualificd Person/ BinnosigansHa ocoba

[1 Ms Carmel Kinsella, Qualified Person/ Bianogiganssa ocofa
[1 Ms Jenny Quinn, Qualified Person/ Bianoeigansea ocoba

¥ Ms Niamh Ryan, Qualified Person/ Bianosizanbha ocota

DocuSigned by:
Signature/Tlinouc Niamh Rvan Date/Mara: 30 may 2024

C°GFIRES1IEI4..

Finished product batch number/ Homep cepii rotoBoro nikapcekoro aacoby: 743961

Servier (Treland) Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland.
Tel: +353 {0} 402 20800 Fax: +353 (0) 402 20888
Dhrectors: Christian Bazantay (French), Chnstian Sauveur (Freach), John Redmend.
Company registered in Ireland WNo. 117246
Page 6of b
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AEPIKABHA CIYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMH y m. KHEBI

npoB. Haxii CeitmauHoi, 3, 02099, e, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €APIIOY 37079055

BHCHOBOK
PO AKICTE BBE3EHOr0 B YKpaiHy JikapceKoro 3acoly

06.06.2024 _ Ne 29305/24/26

TPHAILIIKCAM® 10 MI'/2,5 MI'/5 MI'

{ualiMeHyBAHHA JiKAPCHKOTO 3ac06y 3riiHo 3 peccTpauifHUM TOCBiANCHHAM)
TabaeTkH, BKpATI WIiBKOBOI0 060/10HK010, 10 Mr/2,5 Mr/5 Mr; mo 30 TabaeTok y KoRTeknepi
aaa Tabaerox; mo 1 xoureitnepy AN TadaeToK ¥ Kopodui 3 kapToHy

(bopma BHOYCKY, R03YBaHHA, BHA NAKYBaHHA NiKapcLKoro 3acoly)
Howmep peectpauiiinoro nocsimaenns UUA/13930/01/01 crpox it peectpauiiitore nocsiments HeoOMexeHAIN
Cepin nikapcrxoro sacofy Ne 742497 KinskicTs BBesenoro sikapeskoro 3acoby 26144

Bupo6uux Cepn'e (Ipnangis) Ispacrpic Jita, Ipaasgis

(nalimesyparHg BUPOSHNKE NIKAPCHKOTO 38¢00Y. KpaiHA MOXOUKEHHA)

B s Ve TorapHcTBO 3 06Mexenolo BixnopizansaicTio "CEPB'E€ VKPATHA"™,
ey iner. koa: 33643340

(uatiMerypanHs Ta koA 33 ELAPTIOY wpuauunol ocoby abo npissume, iv's, no GaTkkosi dizudHol
ocolu - nignpuemuy, T Mice npoxusakHa Ta peecTpauifiHuil HoMep oDNiKOBOT KAPTKY MIETHHKE
noaarkie aBo cepif T2 HOMEp MAcnopTa)

TIporoxon Bisyansroro koatpomo six 06.06.2024 Na 2004/1.

3a pezynbraTaMy JCPXARHONO KOHTPOMO BCTAHOB/EHO, INO nmikapeskrit  3acid  BeeseHo B YEpainy 3

H .

AOTPHMAHRHAM BHMOr 33KOHOJABCTBA 010 3abe3nedenta akocti sikapgbkux 3acobis,

Muxona XOJIOJJEHKO

(ininjiamy Ta IpisBHILE)




DocuSign Envelope ID: 212306A8-5A91-484F-9197-FFEBC893AF43

SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIo 3ACObY

Name of the Manufacturer & Address /Ha3zsa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanuis)

anpeca BUPOOHHKA

Name of Importer and Address/
Hasea Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bun
HOPOAYKIL, IO IOCTAYAETHCS

Pharmaceutical form/Jlikapcska dpopma

Name of the Product/Ha3Ba mikapceKoro
3aco0y

Dosage/Cuna mii

Type and size of packaging/Bux ta po3mip
YIIAKOBKH

Finished Product batch number/Cepist roroBoro
JiKapchKOro 3acoly

Manufacturing date//lata BupoOHHIITBA
Expiry date/TepMin npuaaTHOCTI
Batch size/Kinpkicts y cepil

Manufacturing Licence number/Homep minensii
Ha BUPOOHHULITBO

Registration Number/PeecTpartiiine
MOCBiTYEHHS

Servier (Ireland} Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow,
Tel: +353 (0) 402 20800 Fax: +353 {0} 402 20888
Dhrectors: Chrishan Bazantay (French}, Chnshan Sauveur (French), John Redmond.
Company registered in Ireland No. 117246

Iapacrpic JItn

Moneylands, Gorey Road/Maninenn3s, ['opeit
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnanmis

Servier Ukraine LLC/TOB "Cepg'e Ykpaina"

41, Naberezhno-Khreshchatytska St./Bym.
Habepexno-Xpemarunpka, 41

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

Pharmaceutical Product/Jlikapcekuii 3aci6

Film-coated tablets/TabneTku, BKpUTI IITiBKOBOKO
00607I0HKOIO

TRIPLIXAM® 10 mg/2,5 mg/5 mg/
TPUTUTIKCAM® 10 Mr/2,5 Mr/5 Mr

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

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 Tabnerok y
KOHTe#tHepi 111 TabNneTok; mo 1 KoHTeiHepy It
TabIeToK Y KopoOI1i 3 KapToHy

742497

03 2024

03 2027

26,144 Boxes/ymakoBok
MO00068/00001

UA/13930/01/01

nad

o
Q
’ -~ 0{‘
AOKY MEHTIB \3
TOKY MEHT \

'fEaﬂM"
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DocuSign Envelope 1D: 212306A8-5A91-484F-9197-FFEBC893AF43

DocuSign Envelope ID: 27B8AE64-4EE4-445B-814C-511C967B180F

SERVIER (IRELAND) INDUSTRIES LTD.

E——

—
—= SERVIER
=4

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

TRIPLIXAM® 10 mg/2,5 mg/5 mg / TPUILJIIKCAM® 10 mr/2,5 M1/5 mr

Formulation/®opmy.nioBanns:

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 5 mg of amlodipine /
TabJIeTKH, BKPUTI IUTIBKOBOIO 0OOJIOHKOI0, IO MicTATH 10 M IEpUHAONPHITY apriHiHy, iHaanaMiay 2,5 Mr Ta

aMJIOJTUIIHY 5 MT

Packaging Lot No./Cepia Ne:

Manufacturing Batch No./Bupo6uunya napris Ne:

742497 727894
TESTS/TIOKA3ZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIBTATH

Appearance/3oBHilIHili BHIIsAX KLy

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

face and = @C’ on the other face /Tabnerka 6ioro KoIBOPY, Complies/Bixmosinae

JIOBracToi (opMH, BKpUTA IUTiIBKOBOI 0GOTOHKOIO, 3

THCHEHHSIM 3 0iHOTO OOKY Ta == "V - 3 IHIIIOTO
Average mass (mg/unit) /Cepenns Maca 245,8 t0 271,6 (95 to 105 % of the theoretical mass of 258,7) / 258.2mg/mMr

(Mr/0THHNAIIO)

Microbiological quality (skip

Big 245,8 mo 271,6 (Bix 95 % mo 105 % Bix TeopeTHyHOI Macu
258,7)

Total aerobic microbial count/3aransne 4ucio aepoOHHX

*Skip Test - Not

testing)/MikpoGionoriuna uncrora (CKin-recT) Mikpoopranizmis (TAMC) < 10° CFU/g/ - < 10* KYO/r Applicable
Eur. Ph. (5.1.4)/ €® (5.1.4) Total combined yeasts/moulds count/3aransHe yncio *#Skip Test - Not
ApbrpKoBHX Ta wiicenesnx rpubis (TYMC) < 10 CFU/g/ - Applicable
<10°KYOIr .
Escherichia coli: absence/l g/ - Bincytiy 1 7 *SigpF{f::l;IEOt
Identification of drug substances/
InenTndikamnis girounx pedoBHH 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/Binnosinae
Iepunaonpuny apriuin ( S 9490-6), iHganamMix reference solution must be between 0,95 and 1,05/ BigHonieHus
(S 1520) ta amnomumin (A 1095) meromom PX YaciB yTpHMyBAaHHS Mika KOKHOI Airo4oi peuoBusu (S 9490-6,
S 1520 and A 1095) mocmipKyBaHOTO PO3UHHY Ta POSIHUHY
nopiBHAHHS Mae cTaHoBuTH Bix 0,95 o 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 aprisid ( S 9490-6), ingamamin position, colour and size for test and reference/OcHoBHi mwraMH Complies/BigmoBinae
(S 1520) ta ammomumin (A 1095) metomom TILIX | (S 9490-6, S 1520 and A 1095) igeHTHYHI 32 TOTOKCHHAM,
KOJNBOPOM T2 PO3MIPOM I JOCIIIKYBAHOTO PO3IUHY Ta
PO3UNHY HOPiBHAHHIL
Drug substances content (LC) (mg/unit)/ (95 to 105 % of the theoretical content of each drug substance/
Bwmict gitounx pedosun (PX) (Mr/oguHAII0) BiZ 95 1o 105 % Bix TEOPETHYHOTO BMICTY KOXKHOI AII0OUO1
PEIOBHHH)
S 9490-6 / [lepunmonpuny apriuin (S 9490-6): 9,50 to 10,50 /
Big 9,50 mo 10,50 10.00mg/mMr
S 1520 / Inpamamin (S 1520): 2,38 to 2,62 / Bix 2,38 mo 2,62 2.A4mg/mMr
A 1095 / Amnommin (A 1095): 4,75 to 5,25/ Bin 4,75 mo 5,25 4.89mg/Mr

*Skip test/Cxkin TectyBanHA, Passes/Biamoinae, not applicable/ne npoBoauBcs

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklo
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Re

80020 UKR2 V1

Company registered in Ireland No. 117246




DocuSign Envelope 1D: 212306A8-5A91-484F-9197-FFEBC893AF43

DocuSign Envelope ID: 27B8AE64-4EE4-445B-814C-511C967B180F

SERVIER (IRELAND) INDUSTRIES LTD.

* =

T—= SERVIER

Method ref/Ilocunanna na memoo: DITC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanns na cneyugixauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepia Ne: Manufacturing Batch No./Bupo0uuua napris Ne:
742497 727894
TESTS/IIOKASHHUKH STANDARDS/CTAHJIAPTHA RESULTS/
PE3YJIBTATH

Degradation products content (LC) (% m/m)/
Bwmict npoaykris gerpanaunii (PX) (% m/m)

Y 1473 <03 <0.10%
S 9780 <05 <0.10%
Y 1474 <03 <0.10%
Y32 <02 <0.10%
Y 33 <02 <0.10%
Y 31 <05 0.15%
Y 38 <05 <0.10%
Y 1745 <04 <0.10%
Any other degradation products/ Byap-sxi i <02 <0.10%
IIPOIYKTH AETpafarii

Total content of degradation products/ 3aranbHuii <2,0 0.15%
BMICT IIPOXYKTIB Jerpaatii

Y 36 (LC limit test)/ Y 36 (PX, rpanmarmit <600 Complies/Binmosinae
KOHTpOIIb) (pPpim)

Uniformity of dosage units for S 9490-6,

S 1520 and A 1095 (LC)/ OnnopianicTs
J030BAHHX OJMHHIB I/ HEPHHIONPUILY apTiHiHy
(S 9490-6), inpanaminy (S 1520) Ta ammoguminy
(A 1095) metomom PX

Eur. Ph.( 2.9.40)/ €0 (2.9.40)

Content uniformity (LC): %/label claim /
OnnopinanicTs BMicTy MeTomoM PX: % Big
3asBJIEHOI KiTBKOCTL

Amlodipine/ amoumia

.S1 AV <15.0 %/AV < 15,0 % 2.6
.S2 AV <150 %/AV <15,0%

0.75 M < each unit < 1.25 M/

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

Perindopril arginine salt/ nepuHzONpIUTY apriHiH
.S1 AV <15.0 %/AV <150 % 4.0
.S2 AV <15.0 %/AV <150 %

0.75 M < each unit < 1.25 M/

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

Indapamide/Tapanamin
.S1 AV <150 %/AV<150% 2.8
.82 AV <15.0 %/AV < 15,0 %

0.75 M < each unit < 1.25 M/
0,75 M < xoxxna oguanidg < 1,25 M

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ir
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80020 UKR2 V1 Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.
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Method ref/Ilocunanna na memoo: DITC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunauns na cneyugixauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

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

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

Packaging Lot No./Cepia Ne: Manufacturing Batch No./Bupo6anua naprin Ne:
742497 727894
TESTS/IIOKA3ZHUKH STANDARDS/CTAHIAPTHU RESULTS/
PE3YJIbTATH
Dissolution LC (%)/Po3unnennsi (PX) (%): Indapamide/Tnxanmamin

Number tested/

Stage/ | JocaimkyBana Acceptance Criteria/Kpurepii Values for each Tablet/ 3nauenns g5 KoxkHOI TAGIETKH

Cragis | kinekicTn NPUAHATHOCTI 1 2 3 4

5

6

Mean
Cepegne

S1 6 Each unit is not less than 80 %/ Koxna 102 101 101 101
oauHKUN He MeHure 80 %

98

96

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 3Ha4eHHs i3 12
ounuis (S1+82) nopisrroe a6o Ginbuie
75% i HeMae XKoJHOT OMHHMII MEHIIIE
60%

S3 +12 4 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 3na4enss i3 24
onuuus (S1+S2+S3) nopieHioe abo
Oinbine 75%, He OinpNIe 2 OTUHHID
MeHIe 60% i HeMae XOJHOI OJUHHITI
menmre 5S0%

Dissolution LC (%)/Po3unnenns (PX) (%): Perindopril arginine/Ilepuanonpuny apriunin
European Pharmacopoeia (2.9.3.)/€® (2.9.3.)

Q =75% at 15 min / llepunaonpuny aprinin

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

greater than 75% and no unit is less than
60%/ Cepenne 3HaueHus i3 12 oquHub
(S1+S2) nopiBHroe abo 6inblie 75% i
HEMAE XKOAHOI oauHnLi MeHIe 60%

Number tested/
Stage | JocaimxyBana Acceptance Criteria/Kpurepii Values for each Tablet /3nauenns 1y1s KOKHOI TA0JIETKH
Cragisi | KinbkicTh TpuiinsTHocTi 1 2 3 4 5 6 Mean
Cepeane
S1 6 Each unit is not less than 80 %/ Koxnaa 108 104 107 105 102 103 105
ofuHHNA He MeHme §0%.
S2 +6 (12) Average of 12 units (S1+S2) is equal to or

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 3HaueHus i3 24 oquHUIb
(S1+S2+8S3) nopiBHioe abo Oinbire 75%, He
Ginpiue 2 oauHuIb MeHIIe 60% i Hemae
xomHol oauHuLi MeHmte 50%

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Re
80020 UKR2 V1 Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

——————

T—= SERVIER

Method ref/Ilocunanna na memoo: DITC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanns na cneyugixauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

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

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

Packaging Lot No./Cepis Ne: Manufacturing Batch No./Bupo6nuya mapTist Ne:
742497 727894
Dissolution LC (%)/Po3unnenns (PX) (%): Amlodipine/Amaoaumnin

Number tested/
Stage | Mocaimkysana Acceptance Criteria/Kpurepii
Cragis | kiaekicTn NpUAHATHOCTI

Values for each Tablet /3nauenns pyis KoxXHOI TAGTETKH

1 2 3 4 5

6

Mean
Cepengne

S1 6 Each unit is not less than 80 %/ Koxua
OMMHHMLSA He MeHine 80%.

109 106 111 108 106

106

108

S2 +6 (12) Average of 12 units (S1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepenne 3HaueHHA i3 12 oguHUITL
(S1+82) nopienroe abo Ginbnre 75% i
HEMA€ XKOAHOI oauHuI MeHe 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 oquHUIb
(S1+S2+83) nopisHioe abo Sinbire 75%, He
Ginpiue 2 oqvHub MeHnre 60% i HeMae
KOIHOL oguHmIl MeHmre 50%

ANALYSIS / AHAIS : 08/05/2024
Batch accepted/Tlapris npuiiasTa

Analytical Services Manager:
MeHezxep 1o KOHTPOJIIO TA AHAJIZY AKOCTI

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wickl
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John R
80020 UKR2 V1 Company registered in Ireland No. 117246

DocuSigned by:
E(a ren Hughes

04757F56242E46D...

Michael Byrne/Mixaess BipHe

PP'd on behalf of
Michael Byrne




DocuSign Envelope ID: 212306A8-5A91-484F-9197-FFEBC893AF43

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/

I{uM s 3acBimdyr0, 0 HaBeAEHa BUIE iH(pOPMAIIiS € JOCTOBIPHOIO Ta TOUHOIO. [1o cepiio
HnpoAyKIii 6yno BupoOieHo (BKII0Yar0UH ITaKyBaHHA/MapKyBaHHs) Ta MPOBEIECHO KOHTPOIb
i sIKOCTI Ha BHINE3a3HAYCHIN JUTHHUII Y TIOBHIH BimoBigHOCTI 3 BUMoramMu GMP,
BCTAHOBJICHHMMY MICIIEBUM PETYJIATOPHIM OPraHOM, a TAKOXK BIJIOBIIHO 10 crierMpiKarliii,
II0 MICTATBCA Y peecTpaniiHoMy 10che. [IpoToKonu BUpOOHHITBA, TAKyBaHHSA Ta aHATI3IB
OyJ10 IeperiIaHyTO Ta BCTAHOBJICHO BiAmnoBigHicTs GMP.

Date of batch release//lata Bumycky cepii 14/05/24

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

[1 Dr Blanaid Bowes, Qualified Person/ Biamorizansaa ocoba
[1 Ms Ailbhe Wade, Qualified Person/ Biamorinaneaa ocoba

[1 Ms Carmel Kinsella, Qualified Person/ Bignosigansaa ocoba
[] Ms Jenny Quinn, Qualified Person/ Binnosinansaa ocoba

M Ms Niamh Ryan, Qualified Person/ Binnosinansaa ocoba

DocuSigned by:

Signature/ITinmac | Niamh Ryan Date/Jlata: 14 May 2024

018FC6B610E3401...

Finished product batch number/ Homep cepii rotoBoro nikapcbkoro 3acoby: 742497

N

/ 5oy MEHTI
JOKYMEH

Servier (Ireland} Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow,
Tel: +353 (0) 402 20800 Fax: +353 {0} 402 20888
Dhrectors: Chrishan Bazantay (French}, Chnshan Sauveur (French), John Redmond.
Company registered in Ireland No. 117246

S S L4\
3ipa M.
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TS SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCY/
CEPTUDIKAT AKOCTI NIKAPCbKOTO 3ACOBY

Narmie of the Manufacturer & Address /Hassa Ta
agpeca supobHUKA

Namie of Iniporter and Address/

Hasga Ta anpeca iMnopTtepa

Which Consignment of product is delivered/Biin
IIPOAYKLII, IO NOCTAYAETHCA

Pharmaceutical form/Jlikapeska gopma

Name of the Product/Hassa mikapcskoro
aacody

Dosage/Cuma wii

Type and size of packaging/Bun ra posmip
YMAKOBKH

Finished Product batéh number/Cepis rotosoro
JUKApCHROTO 32006y

Manufacturing date/data supobuunirea
Expiry date/Tepumin npupatiocti
Batch size/KinsxicTs v cepii

Manufacturing Licence number/Homep mitensii
‘Ha BUPOOHMUUTBO

Registration Number/Peectpaniiine
MOCBIAYCHHS

Servier (Ireland) Industries Ltd/Cepg'e (Ipnanmis)
IumacTpic JItn

Monevlands, Gorey Road/Maninenas, lopei
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Bikioy,

Ireland/Ipnannia

Servier Ukraine LLC/TOB "Cepr'e Yrpaira”

41, Naberezhno-Khreshcharytska St./yn.
Habepexuno-Xpemaruuska, 41

Kyiv, 04070/m. Kuie, 04070
Ukraine/Yrpaina

Pharmaceutical Product/JTikapcxuit 3aci6

Film-coated tablets/Tatnery, Brpyti NIIEKOBOIO
0DOIOHK O

TRIPLIXAM® 10.mg/2,5 mg/5 mg/
TPUILTIKCAM®.- 10 m1/2,5 Mr/5 mr

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

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ o 30 Tabnerox y
xonTeHuepl Ans Tabnerok; no 1 Koureiinepy s
1abneTox y Kopobii 3 KapToHy

750991

09 2024
092027
25,920 Boxes/ynakosok
MO0068/00001

UA/13930/01/01

server (Ireland) Indicines TTD . Monevlands Gorev Eoad. Atklow, CoWicklow, Irehad
' Tel: =353 (0) 402 20800 Fa: 353 (0) 15200888
Directiors: Christian Bazantay {Frenchy. Chrisniazn Sawieur (French), Jobn Redmend.
Company régistered m Ireland No. 117246
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SERVIER

Docusign Envelope [D: 5A6606BF-8416-47E3-9B59-2915058C3EA4

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocuaanns ng memod: DTC S006593 PF T CTR_25543_EN 5.0
Specification reffflocunanua na cnegudpicayite: DTC_S006593_PF_N_SPE_25606_EN 3.0

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

Formulation/®opyynoBanHus:

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 5 mg of amlodiping /
TAOJICTKH, BKPUTI MIBKOBOK 0O0IOHKOL0, IO MICTATS 10 M epuraonpuiy apriviny, inganaminy 2,5 Mr ta

aMIoAKNIKY 5 MT

Packaging Lot No./Cepist Ne:

750991

754361

Manufacturing Batch No./Bupotumnya naISTiﬂ No;

TESTSATOKATHHUKMA

STANDARDS/CTAHJIAPTH

RESULTS/

PE3YJILTATH

Appearance/3osHinnmiit B

Average mass (mgfunit) /Cepeann maca
(micfoaMit i)

Microbiological quality (skip
testing)/Mixpobionorisna unerora (¢xin-Tect)
Bur. Ph. {5.1.4Y €3 (5.1 4)

Identification of drug substances/
Lienradircania Iionux perosmn

S 9490-6, 5 1520 and A 1095 by LC?
[epntnoupsny apriviv (S 9490-6), injanamia
{S 1520) ra anjoauiiv (A 1095) merogom PX

$9490:6, 51320 and A 1095 by TLC/
[lepunponpuay apriuin { S 9450-6), imganamij
(S 1520) 1a anoroaunin (A 1095) metomom THIX

Drug substances confent (LC) (mg/unity/
Byticr girwmux pevosun (FX) (mrfomumamio}

i k™
White, oblong, film-coated tablet engraved with ~" o onc
==

face and == ﬂ\} on the other face /TaGnerxa Gincro koibLopy,
IoBracToi (JopMy, BXPHTa MEBKOBOI 0bononken, 3

f:

h=rd

=
=,
THCHCHHAM 3 QJHOIO GOKY T == =~ 3 IHIIOT O

2458 t0271,6 (95 to-105 % of the theoretical mass of 258.7y/

Bin 245,850 271,6 (Bin 95 % ao 103 % win Teopetsiol Macu
258.7)

Total aerobic nucrobial count/3aransre wHcno aepobumx
mikpoopranismis {TAMC) < 10* CFU/g/ - < 10° KYO/r
Total cembined yeasts/moulds count/3aransxe vucno
JPUKKORKX Ta TTiceHeBux rpuGis (TYMC) <. 107 CFU/g/ -
£ 10 KYO/r

Escherichia coli: absence/] g/ - Bigeytniy 1 r

The ratio of the reiention times o each drug substance peak.
(5-9490, 51520 and A 1095) from the test solution and tromt the
reference solution must be between 0,95 and 1,05/ Bianomenus
MACIB YTPUMYBAHHA NiKa KOKHOI Jit040i peuormiy {S 94906,
§-1520 and A 1095) mocnimxyBaHOre po3uHIY Ta POFIHHY
TOPIBHAHHS Mae craHoRuTH Big 0,95 10 1,05

Main spots {S 9490-6, S 15202nd A 1095) identical in
position, coleur and size for 1est and reference/CeuoBRAI NIAMH
(S 9490-6, S [520 and A 1095) ineHTH4HI 30 TOTOKEHHAM,
KOJILOPOM Ta PO3MIpoM AN JOCTRKYBAHOLO POTUHHY Td
PO3HIHY NOPIBHAHIA

(95 to 103 % of the theoretical content of each drug substance/
Bim 95 n0.105 % Bif TeOpeTMHHOTO BMICTY KOKHOI AfIot0i
DPEYOBHHH)

S 9490-6 / TTepunionpuay aprinin (S 9490-6}: 9,50'10 10,50 /
Big 9,50 10.10,50

S 1520 / Inpanain (S 1520): 2,38 t6°2,62 / 8im 2,38 1o 2,62

A 10957 Amaogunid (A 1095): 4,75 to 5,25 / Bia 4,75 po 525

Cemplies/Biuorijae

258 B/

*$kip Test - Passes
*Skip Test - Passes

*Skip Test - Passes

Cotiiplies/Bimnosizae

“Complies/Binnorime

131 7mglsee
2. 48mg/mMr
4.94mg/mr

*Skip test/Ckin TecTyBanus, Passes/Bin

Servied (Trcland) Indusiries 1T, Moneylands Oorey Road, Arklow. Co Wicklow, |
Tel: +353 103402 20800 Fax:+353 (0 402 20888 :

nosimae, not applicable/se nporoauecs

Ditectors: Christian Bozantay (French), Christian Sauveur. (French), John Redyigei

80020 UKR2 V1

Company registered in lecland No. 117246




Docusign Envelope ID: 5A6605BF-8416-47E3-9859-2915058C3EA4

SERVIER (IRELAND) INDUSTRIES L'TD.

SERVIER

Method ref/lIocurannn na memoo: DTC S006593 PF T CTR_25543 EN 5.0
Specification ref/Tlocunanna na cnequivanyio: DTC_S006593_PF N_SPE 25606 _EN_3.0

Packaging Lot No./Cepist Ne: Manufacturing Batch No./Bapo6unva naptis Ne:
750991 754361
TESTSATOKAZHHUKHA STANDARDS/CTAHIAPTH RESULTS/
PE3YJILTATH
Degradation products content (LC) (% m/m)/
Bamicr npeaykrie acrpanauii (PX) (%% m/m)
Y 1473 <03 <0.10 %
59780 =05 <010 %
Y 1474 <03 <().10 %
Y32 =02 <010 %
Y33 <02 <010%
Y 31 <03 0.13 %
Y.38 <05 <0.10 %
Y 1745 <D4 <0.10 %
Any olher degradation products/ Byap-axd i <02 <0:10 %
NPOAYKTH Aerpajanti
“Total content of degradation prodiicts/ 3aransrizt =20 0.13 %
BMICT LPOJYKFLE JIerpaanii
Y 36 (LC limit test)/ Y 36 (PX, rpanuunuii <600 Complies/Bianosigae
KOHTpONL) (ppi)
Uniformity of dosage units for § 9490-6,
S5-1520 and A 1095 (1.C)/ GanopinuicTs
AOFOBARNK OAHBNIL AN TIEPUHIONPUILY apTiriay
(8-9490-6), 1aanaminy (S 1520) ra amomumiry
(A 1095) meTonom PX
Cur. Ph.(-2.9.40) €@ (2.9.40)
Content uniformity (LC): %/label claim /
QanopinnicTs BMicTy MeToaoM PX: % Bilt
3ABIRHOL KIBKOCTI
Amledipine/ aMnomin )
51 AV 5.0 %AV <150 % 44
52 AV <150 WAV <150 %
0.75 M< each unit <-1.25 M/
0,75 M < xowua onuusns < 1,25 M.
Perindopril arginine salt/ nepuxaonpuiy apriiin
S1 AV <150 %AV <15,0% 3.0
52 AV <150 %/AV<150%
0.75 M <eachmit< 125 M/
0,75 M < xoua oguimanst< 1,25 M
Indapamide/[H1anamiz L
.81 AV <150 %AV <150% 27
52 AV <150 %AV <15,0%
0.75 M < each unit < 1,25 M/
0,75.M < xoxsa onunama < 1,25 M-

Tel: £353 10) 402 20800 Fax: +333(0) 402 201888 _
o . ldirecters: Cliristian Bazantay. (French), Christian Sauveur (French), Jolm Riedi
80020 UKXR2Z VI Company registered in Ireland No. 117246




Docusign Envelope ID: 5A6606BF-8416-47E3-9B59-2915D58C3EA4

T senviEs

SERVIER (IRELAND) INDUSTRIES LTD,

Method ref/Tfocunanna na memod: DIC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanus na cnequdicaniio: DTC_S006593_PF N _SPE 25606 _EN 3.0

Packaging Lot No./Cepin Ne:

750991

754361

Manufacturing Batch No./BupoGmiria napris Ne:

TESTS/IIOKA3ZHHKHA

STANDARDS/CTAHAAPTH

RESULTS/
PE3YJIBLTATH

Dissolution LC (%) Poyunnenns (PX) (Ya):
Eurepean Pharmacepocia (2.2.3 /€P (2.9.3.}

Indapamide/Inganawvin

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

Numhber tested/

1o or greater than 75%, no more than 2
units are less-than 60% and no unit is less
than 50%/ Cependc snaveuns is 24
omuHuHE (S 1482+453) mopisnioe abe
Binpe 75%, ne Ginbie 2 ofMANGL
Menme 60% | Hemae xonuel oaEsEUNi
MeHie 50%-

Stage/ | Jocaimysana Acceplance Criteria/Kpuvepir Values for each Tablet/ 3naciennn juis goanoi tatiierkn
Crania | kinkkicrs nprifEATIIOCTI 1 2 3 4 5 6 Mean
Cepegne
Sl 6 Each unit is not less than 80 %/ Kosxia 9% 98 96 100 96 98 98
0AMHMLA He Memnne 80 %
52 +6 (12) Average of 12 units ($1+52) is equal to
or greater than 75% and ne unit is less
than 60%/ Cepente 3nayerns 13 12
oMHHLE (S 1432} fopizHe ado Dijkwe
75% | HCMAE KOAHOT ONUIHIY MeHIIe
0%
S3 +12 (24) Average of 24 units (S1+52+53) is equal

Europea

Dissolution LC (% )/Postnwenns (PX) (%6):
n Pharmacopoeia (2.9.3 €D (2.9.3)

Perindopril arginine/llepunsonpuny apriaiu

Q =T75% at 13 min / Heputponpuiny aprigie

(S 9490-6): Q =75% 3a 15 xn,

Number tested/

or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepeiuic 3nadennig i3 24 ounu,
{81+52+83} aopisntoe abo Ginswe 75%, He
Ginpie 2 oRHHALL MeHe 60% i nevac.
JKOGHOT OLsHMLI Menme 50%

Stage | Jlocnipxyrana Acceptance Criteria/Kparepii Values for each Tablet Buagenun s xosanof rabnerin
Cranis | RijibgicTs TIpuiiasaTeocti 1 2 3 4 5 6 Mean
: Cepeane
51 6 Each unit is not less than 30 %/ Kowna 101 97 106 102 106 104 101
0RuHMUA He MeHwe 80%.
§52 +6 (12) Average of 12 units (S1+52) is equal to or
greater than 75% and no unit is less than
60%/ Cepeané snavenns iz 12 oguiuns
(§1+82) qopismoe aGo bimviue 73% i
-HeMac JOAHOI o uHui MeHwe 60%
83 +12 (24) Average of 24 units (S1+52+53} is equal to

Servier (reland) Industries LT, Moneviands Gorev Road, Arklow. Clo Wicklow, [

80020 UKR2 V1

Tel £333 {0) 402 20800 Fax, +333 (01402 20888
Diréetors: Christian Bazantay {French), Christian Savveur (French), Johin

Company registered in Ireland No. 117246




Docusign Envelope ID: 5AB606BF-8416-47E3-9B59-2915D58C3EA4

= EERVIER

Method ref/Ilocunannn na memod: DTC S006593 PF T CTR 25543 EN 5.0
Specification reffITocunanua hp crequdiivayito: DTC_S006393_PF _N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupobuuga napris Ne:
750991 754361
Dissolution LC (Y%)/Posununenna (PX) (%): Amlodipine/Avnognnin

European Pharmacopocia (2.9.3 /€@ (2.9.3.)
Q="75%at 15 min/ Asmioanuin (A 1095): Q = 75% 3a 15 xB.

Number tesied/

Stage | Hocninaypana Acceptance Criteria/Kputepil Values for each Tablet /3nagenna 1o kool TAGIETRH |
Cranin | RiaLKicTn HpHARSTHOCTL I 2 3 4 5 6 Mean i

Cepenne |
S1 6 Each unit is not less than 80 %/ Koxua 99 98 95 101 99 100 99

oJ1iH KM He Mertne 80%.,

52 +6 (12) Average of 12 units (S1+52) is equal to or
greater than 75% and no unit is less than
60%/ Cepeanc suadenss 3 12 oumnin
(81+82) opirmioe abo Ginsme 753% i
BEMAE KOAHOT 0AHEHLI MeHine 60%

53 +12 {24) Average of 24 unils (S1+52+33) 1s cqual to
or greater than 75%, no more than 2 units
are less than 60% and io unit is less than
50%/ Copearnie 3nadcHns i3 24 oAMHHLE
(S1+32+83) nopirmoe abo Ginvire 75%, me
Dinbiue 2 OQMHUIE MeHlle 60% | Hemae
woaH01 onHun Merime 50%

ANALYSIS / AHATII3 : 14/10/2024
Batch accepted/Tlapris npuituarta

~~——DocuSigned by:
Mdmd, £
L Yt
AMEGIEGORRE A4

Analytical Services Manager:
Menenxep no KOHTPOA Ta aHAMI3Y HKOCETI Michael Byrne/Mixaean bipae

Servier {lreland) Industries L'T13., Manevlands Gorey Road. Arklow: Co Wicklow, freland.
Tel: £353 (0) 402 20800 Fax: +333 (0) 40220888
Directors: Christian Buzantay {French), Christian Sawvour (French), John Redmond. ) o
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Docusign Envelope |D; 5AB606BF-8416-47E3-9B59-2915D58C3EA4

SERVIER (IRELAND) INDUSTRIES LTD.

| %
l)

= SERVIER

Thereby 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/

[ma 1.3acBiNYYI0, IO HABEHEHA BHIIE iHQOPMAITA € OCTOBIpHOIO Ta Touroio. [0 cepio
Ipoaykiii 6yno supobicHO (BKIIOHAI0YH TAKYBAHHA/ MAPKYBAHHS) Ta TIPOBEIEHO KOHTPOIL
ii AxOCTI HA BUIE3a3HAYCHIN JUIBHHII ¥ HOBHIA BiANOBiNHOCTI 3 BiiMoramu. GMP,
RCTAHOBASHUMH MICLIEBHM PETYIHTOPHUM OPraHoM, 4 TAKOX BiJIOBIHO fo creumdixaniit,
IO MICTATBCSA Y peecTpaliifHoMy Jocke. IIpoTokony BUpoOHHIITEA, TAKYBAHIET TA aHATI3IB
0yII0 IIeperNaHyTo Ta BCTAHOBJIEHO Bianosianicts GMP.

Dite of batch release//Tara Bumycky cepii 21/10/24

Name and Position/Title of person authorising the Batch Release/ Ipizeniae Ta nocana/
3BAHHA 0C00H, AKa BUAANA A03BLT Ha BHIYCK cepil

~—

Dr Blanaid Bowes, Qualified Person/ Bifnosinamena ocoba

—

]
] Ms-Ailbhe Wade, Qualified Persen/ BignosigaisHa ocoba
J -

=

Ms Carmel Kinsella, Qualified Person/ Bignosinanssa ccoba

—

Ms Jenny Quimn, Qualified Person/ Bijnosinansna ocofa

]
] Ms Niamh Ryan, Qualified Person/ Bignosinansaa ocofa

DocuSigned hy: [ . ey
Signature/TTianuc w Date/laza: 21 October 2024
BACO4C6014480.

Finished product batch number/ Homep cepii rotosoro nikapekkorc 3acoby: 750091

—

SEre Trefand) Tadusneds LT, Meddylands Gorey Réad, Aiklaw, Cowieklaw, Trelind.
Tel 333 (03302 20800 Fax: #3533 (0) 62 20538
Directors: Chreestian B:’.z:m‘l’:éj;-'(‘ffench‘), Clyistidy Sauvelir {French), Johm Redinond.
Company registered m Irelond No. 117246
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NEPKABHA CJYIKBA 3 JIKAPCBKHMX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHUKAMM y m. KHEBI

npoB. Hanit Ceitnuunoi, 3, 02099, ten, {044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa EJIPTIOY 37079055

BUCHOBOK
IIPO SIKiCTH BBEICHOIO B Y KpalHY JIKAPCLKOro 3acody

04.02.2025 Ne 5074/25/26

TPUIIIIKCAM® 10 MI/2,5 MI'/5 MI™

(HaRMERY BaHHA NIKRPChKOT0 3ac0By 3riLI0 3 PECCTPALIHHMM TIOCBIIIENHIAS)
TabmeTK, BRPUTI IIBKOBOKW 000H0HKOM, 110 10-M1/2;5 Mr/3 mr; o 30 TaGaerox y
KOHTERHEpPi pas Tabuaerok; Mo 1 KOHTEeHHCPY IUISE TabIeTOK Y Kopobui 3 KkapToHy

{popma BunycKy, AO3YBAUIIN, BUIL [IAKYBIHIR JHKAPELKOIO 35c08y)
Homep peectpauiitnoro nocsiguenns UA/13930/01/01 crpox aii peecrpauiinoro nocaizyerns HeoOMeReHH
Cepis nikapcexoro 3acoby Ne 750991 KinskicTs BBE3€HOTO NiKApehkoro 3acoby 25920

BHpoGHMK _Cepr'e (Ipnaumisty lnpacrpic Jirx, Ipnanpis

(RaliseryBanity BIPOGIHKA NIKAPCHKOTO 3ac00y, Kpaina IH0X0MKCNIH)

Bee3sero s Yipainy Tosapucrso 3 o6Mesxenoro pianosixaneuictio "CEPB'E
YEKPAIHA", ineir. kom: 33643340

(nafiMeryBaHa Ta ko 3a CHAPITOY 1opuanyHOT 0cobH ado mpizeHiie. iM'a. 10 Dareroni
(piznunol ocobu - nnpHcsM g, T Miciie NpokUBaHHA Ta peceTpatlifingi noscp obnircosoi
KAPTKH TUTHHKA TOAATKI3 a0 cepis Ta HoMep nachopra}

fipotoron Bidyansnoro konrpoio sin 04.02.2025 N 217/01.10-25/6.

3a  pezynnTaTaMy  GEepKABHOIO KOHTPONI BCTAHOBNEHO, MO JHKAPCEKWH 3acit  seRezeno B Ykpainy &

JOTPHMAHHAM puMOr 3aKOHOLGRCTEA LI0A0 3a0e3NeyeHNa AKOCTI Mikapeskux 3acobis.

B.o. HauansHHKa. | /7 L Biktop MAXHOBEIIb

(iniian ta npiznuiue)

(nocanuna ocoda Oprany ACpHABHOrc KOUTPOIIo) (nipnunc)




e I T ) - ¥
TR LW LT A e R L e e,

NTEPKABHA CJIYXBA 3 IIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

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

BUCHOBOK
npo sKicTb BBe3eHOTo B Y Kpaily JiKapceKoro 3acoly

16.09.2024 Ne 47414/24/26

TPHILIIKCAM® 10 MI'/2,5 MI'/S MI'

(natiMeHyBaHHa Nikapeskoro 3acoly 3rinHo 3 peecTpauifHuM TIOCRIAEHHSM)
rabieTkH, BKPHTI IIiBKOBOI0 oGononkolo, 10 mr/2,5 mr/5 mr; no 30 Tabjaerox y KoHTelinepi
ans Tabaerok; no 1 konreinepy s TalbaeToK Y KOpolli 3 KapToHY

((popMa BRUMYCKY, AD3YBAHHA, BUA AAKY BAHHA nixapcbkoro 3acoby)
Homep peectpauitisoro noceimaenna UA/1393 0/01/01 crpox nii peecTpauiitHoro nocsinyeHHs HeoOMeKeHKH
Cepin nixapchkoro 3acoby Ne 750252 KinekicTb BBE3EHOTO Nikapcbioro 3acoby 25920

Bupobuuk : Ceps'e (Ipnanais) Ingacrpic Jita, Ipnanais
(BaliMeHyBatHs BUpaGHHKA NiKAPCLKOrD 3ac00y. KpaiHA NOXOMKEHNHR)

TopapHcTBo 3 o6mexenoto sianosinaneuictio "CEPB'C YKPAIHA",

Becashio g Y aperE inenr. won: 33643340
(natimenysarus Ta kox 32 €PTIOY topHAHUHOT 0co6u alo rpizeuile. iM's. no BarskoBl dHauu oI
ocobH - RixnpHeMUs, T MiCLE TEPOKHBAHHA T peccTpauiAHni HOMEp 0BNiKOROT KAPTKH NNATHWKE
nonatkie abo cepis TA HOMEP NacnepTa)

TpoToKon Bi3yanbHOTO KONTPOIIIO BiA 16.09.2024 N 3094/8.

3a  pesylbTaTaMH  JIEPAABHOTO  KOHTPOMIO BCTAHORNEHD, O v."- bkt 3aci6 meeseHo B Yxpainy 3
NOTPHMAHHAM sumor 3aKoHOZABCTEA wono 3aesneqerta A ; fixapcrrux 3acobis.

Mukosa XOJIOAEHKO

{nianue) (hiiiany Ta nPisRHILL}
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Docusign Envelope ID: 7F81951D-8A81-4410-BFDE-4C51F4856D88

SERVIER (JRELAND) INDUSTRIES LTD.

T semvien

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIKAPCbKOFO 3ACOBY

Name of the Manufacturer & Address /Hassa rta Servier (Ireland) Industries Ltd/Ceps'e {Ipnanniz)

anpeca BupodRMKa

Name of Importer and Address/
HasBa 1a afpeca iMnopTtepa

Which Consignment of product is delivered/Buxz
HPOLYKUIT, [0 HOCTAYacThCs

Pharmaceutical form/Jlixapceka dopma

Name of the Product/Hassa sikapeskoro
3acoly

Dosage/Cuia nif

Type and size of packaging/Bux ta posmip
YHAKOBKH

Finished Product batch number/Cepist roToBoro
JiKapckKoro 3acody

Manufacturing date//lata supoduunrsa
Expiry date/Tepmin npraaTrocti
Batch size/Kinekicts y cepii

Manufacturing Licence number/HoMep nitensii
Ha BUPOOHHITBO

Registration Number/Peectpaniiine
AOCBITYSHHSA

Servier {feeland) Indusies LT ]
Tel- +33
Chyectors Chestian

Tnnacrpic Jlra

Moneylands, Gorey Road/Maninenns, Popeit
Poya,

Arklow/Apxnoy,

Co. Wicklow/Ko. Bixnoy,

Ireland/1pnanaisa

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"
41, Naberezhno-Khreshchatytska St./syn.
Habepexno-Xpemarnibka, 41

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

Pharmaceutical Product/Jlikapcrkuii 3acid

Film-coated tablets/Ta0nerku, BKpUTL IUIBKOBOIO
O0OJIOHKOIO

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

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

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ no 30 Tadnerok y
KoHTeHHepi 11s TabneTok; mo | KoHTeHHepy nns
TaOIeTOK ¥ Kopobul 3 KapTory

750252
07 2024
07 2027
25,920 Boxes/ynakoBok
MO0068/00001 T CHOI0 Y
cfo'.-‘ . N

_ » nd @,

UA/13930/01/01 JOKYMEH Hlx;,\

Ceweklow, Tedand
5

3. Jod Bedmond,

Cornpany regrstered i Beland Mo 1172446

Pagelofb



Docusign Envelope |D: 7F819510-8AB1-4410-BFDE-4C51F4856DBB

Docusign Envelope 1) 60E1ADS1-CEBQG-4T2E-851A-4TBT22EL3FC2

SERVL

LELAND)Y INDUSTRIE

S LTD.

Method ref/Iiocurannn na nemoo:

DYC S006593 PF T CTR 25543 EN 5.0
Specification ref/locunanna nua cnenudivayiro: DTC 5606593 PF N SPE 25606 EN 3.0

TRIPLIXAM® 10 mg/2,5 mg/S mg/ TPHIVHKCAM® 10 mr/2,5 mx/5 mr

Formulation/@oprmynosanis:

AMIOJARIHY 5 ME

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 5 mg of amlodipine /
TadAeTRY, BRPET THBKOBOH ODONOHKOW, 10 MICTHTE 1 MI NepURROIPIILY apriiny, taanamigy 2,5 mrra

750252

Packaging Lot No./Cepin No:

748484

Manufacturing Batch No./Bupobunua napria Ne:

TESTS/TOKAZHUKH

STANDARDS/CTAHJAPTH

RESULTS/
PE3VJIBTATH

Appearance/Jonniimii purang

Average mass {(mg/unit) Mepemrst maca
{Me/paanEe)

Microbiological quaiity (skip
testingy Mixpodlonoringa wnetora {exin-rect)
Bur. Ph. (5.1.4Y €D {5.1.4)

Identification of drug substances/
Enesrudixaia 2l0uus peyucsus

S 9450-6, 5 1520 and A 195 by LOY
Hepunaonpsny aprisis (8 9480-6), impanamin
(5 1520 ra amaoganis (A 1095) meronom PX

8§ 9490-6, S 1520 and A 1095 by TLC/
Hepugonpuay aprisiy (8 94%0-0), innanaMin
(5 1520 ra avaogunis {A 1095) meronom THIX

Drug substances content (L) (mg/unit)/
Barier abousy peucsun (PR} (Mr/oaMBBIze)

T
T i - e
White, oblong, film-coated tablet engraved with

[SZEREE5a

) &
face and ==  on the other face /Tabnerra 6inoro xoneopy,
Hosractol opmu, BrpitTa WHBKGBOW COONORKMO, 3

n = oo g o

THCHEHIAM 3 0H0T0 BORY 1A =0 - 3 THING
245810 271,695 10 103 9% of the theorctical mass of 238.7)/
wig 2458 20 2716 (pin 95 % o 1G5 % pia Teoperyunod MacH
258.7)

Total acrobic microbial countJaransse aneso agpobumx
sixpoopragissis (TAMC) < 10 CF - IFKYOr
Total combined veasts/moulds count3aramsae uucno
AplEmKORUK Ta ncenesnx rpudis (TYMC) g 10° CFU/g/ -
5 1P KY O/

Escherichio coff: absencedl g/ - placyrm v 1 r

The ratio of the retention times of each drug substance peak
{59490, 5 1520 and A 1095} froim the test solution and from the
reference solution must be between 0,95 and 1,05/ Biasomenss
qacis YIpEMyBaria [iKa korRot oot penosai {5 9490-6,
51820 and A 1095) nocaiDRYBAHONG POIUMHEY T8 POSUMHY
nopismaEs Mac cragosnty Bin 0,95 o LOS

Main spots {5 9450-6, 8§ 1520 and A 1095) identical in

position, colour and size for fest and reference/Qcnosui noaMe
{5 9400-6, 5 1520 and A 1095} inerrrvuni 33 00A0KeHHAM,
KOFROPOR T4 PUSMIPOM (117 ZOCHLDEYRAHOIO POSIHHY T2
POFHRY HOPIRHAHAS

peHGRINM}

5 9490-6 / [epunaoupiory aprisu {5 9490-0); 9.8
Bia 9,50 qo 10,50

5 1820/ Inaanapia (S 1520 2,38 t0 2,62 / 5in 2,38 )

A 1095/ Anroaanin (A 1095 4 7510 525/ sia 4,75

KCHOIO o

O’)
A RIS \;{.
(VMEHTIB 3

Complies/Bisnorigae

258 Tmgimr

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

Complies/Bianosizac

Complies/Rianonimae

{,

N

*Skip test/Crin TecTynanus, Passes/Bianorinac, not applicable/ne npononmscs

Servier {heland) Industries LD, Moneviands Gorey Road, Arklow, Co Wicklow, breland.

Tel: #3533 (D) 402 J0R00 F
Drectors: Chrmstian .

80020 UKRZ V1

FES 3{0Y 402 Z0R8R
Sazantay (Freach), Chrmstian Savveur (French), Johin Redmond,
Company registered in Ireland No, 117246

Fage 2 af 6




Docusign Envelope |D: 7F819510-8AB1-4410-BFDE-4C51

F4856DBB

Docusign Envelope 1) 60E1ADS1-CEBQG-4T2E-851A-4TBT22EL3FC2

RVL

LELAND) INDUSTRIES LTD.

Method ref/Iiocunanns

na memod: DIC_S006593 PF T CTR 25543 EN 5.4

Specification ref/locunanna nua cnenudivayiro: DTC 5606593 PF N SPE 25606 EN 3.0

750252

Packaging Lot No./Cepin Ne:

Manufacturing Batch No./Bupobunua napris Mo

748484

TESTS/HIOKAZHRKY STANDARDS/CTAHIAPTH RESULTS/
PEIYJLBTATH

Degradation products content (LC) (%% m/m)/
Buicr ppogyeris aerpagandi (FX) (% sy
Y 1473 0.3 <010 %
89780 =05 <010 %
Y 1474 <03 <010 %
Y 32 <42 {10 %,
Y 33 {2 =0, 10 %
Y 31 <405 .14 %
Y 38 =05 <110 %
Y 1745 <414 <310 %
Any other degradation products/ Bymu-axd inu <2 <010 %
TPOAYITH ferpaanl
Total content of degradation products/ 3arasuruit =20 .14 %%
BMICT IPOAYKTIB Zerpasani
Y 36 {LC Hmit testy Y 36 (PX, rpannaunil <600 Comphes/Binnosiaae
KOHTPOAL) {ppm)
Uniformity of dosage units for 8 9490-6,
5 1520 and A 1095 {LC) Guanoplagiers
ACOBAHEX GIHRHIL D HCPHIIONDINTY Aprinisy
(5 9490-6), inaanamiay (S 1520} ta amnomariny
{A TR} morozoM BX
Eur. Ph.( 2.9.40) €D (2.9 4(3)
Content uniformity (L.O); %/label claim /
Opmepianiors suicry meronom PXL % pia
388RIeH0T KUTLKOCTI
Amlodipine’ apioannin
S AV <150 %AV <150 Y 112
52 AV Z 150 %AV = 150%

0.75 2 M < each umt <125 MS

0,75 M < wonena opunsng < 1,25 M
Perindopril arginine salt/ nepunaonpwiy aprinig
Sl AV <130 %AV <150% 4.3
52 AY d#()%A"V \13{ Ya

0.75 M < each unit < 1.25 MY

0,75 M < gowna {},miimw < 1,25M
Indapamide/innanania
ol AV < IS0%AV < 150% 7.2
52 AV < 150 %AV < 15.0%

0.75 M < each unit < 1,25 My LR

0,75 M < komna o Uﬂl?}}lﬂ < 125M . m

(o i TN

Servier {heland) Industries LD, Moneviands Gorey Road, Arklow, Co

Tel:
Drectors: Chrmstian
BOOZO UKRZ V1

Y and O
TTOKY MEHTIB \

REMER L] ;m> ZHEO0 Fax: 3{0Y 402 J0R8E )'3'?{*_{!_ Mo
snch), Christian Savveur (French), Johin Redmond
( ampany regisiered in reland No, 117246 Fage Jaf 6




Docusign Envelope |D: 7F819510-8AB1-4410-BFDE-4C51F4856DBB

Docusign Envelope 1) 60E1ADS1-CEBQG-4T2E-851A-4TBT22EL3FC2

*RVL

LELAND)Y INDUSTRIL

<5 LTD.

Method ref/Iiocurannn na nemoo:

DYC S006593 PF T CTR 25543 EN 5.0
Specification ref/locunanna nua cnenudivayiro: DTC 5606593 PF N SPE 25606 EN 3.0

Packaging Lot No/Cepin No:
750252

Manufactaring Batch No./Bupebunua napris Ne:

748484

TESTSMIOKAZHUKW

STANDARDS/CTAHIAPTH

RESULTS/
PEIYJBTATH

Pissolution LOC (%% VPosuamenan (PX) (30
European Pharmaceopoeia (2.9 3 04& (2.9 3.

Endapamide/Inaanamin

{2 =T78% at 45 min / Inzanayia (5 1526): @ = 75% 3a 45 xB.

Mumber tested/

0 or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 30%/ Cepenne snavenss i3 24
GauHuLs ($1+82-4-83) aopipmos abo
Glantue 75%, ne Glbme 2 oaunuus
sMesn 60% | HeMae mogs0l O4HHNIH
smenine 50%

Stage/ | docaipwyrana Acceptance Criteria/Kpurepi Yalues for each Tablet/ Tuauenns dim wownel afiacren
Cranla | wheklers nipulingruoct i P4 3 4 ] G fiean
Ceprane
51 ¢ Each unit is not less than 80 %/ Koxna i 100 1l 104 101 G4 1ol
onuHEI e Mexe 86 %
82 +6 {12} Average of 12 units (81+82) 15 equal to
or greater than 75% and no unit is less
than 60%/ Cepeane 3naverny i3 12
oauanus {51482 qopisnroe abo Siasme
T5% 1 peMac KeIHOT OIUHHEE MeRIle
6%
83 +12 (243 Average of 24 units (S14+82+83) iy equal

Bissolution LC (%) Pozryunennn (PX) (Ya )
European Pharmacopoeia (2.9.3 €@ (2.0.3)

€3 = 75% at 15 min / Hepuaionpuay aprinig

Perindopril arginine/llepnayonpry aprinin

{5 9490-6): Q=T5% 1 15 xm.

Number tested/
Stage | Hocainmypana Acceptance Criteria/lpsrepiy Yalues for each Tablet Suaverus 2 Rownol Tabiaenes
Cragin | kisbxicTs Hpuiinaraorti i 2 3 4 5 & [Mean
Cepeape

51 & Each unit is not less than 80 %/ Kowna 167 107 {1t 106 3 6 167

QARENIG He Mewe §O%.
52 +6 {123 Average of 17 units (81+82) s cqual 20 or

greater than 75% and no unit is less than

60%/ Cepense saaienus 13 12 oanunus

(51+82) aopismoc abo Glapiie 75% 1 =

peMac xoaHel oauumn Meume 60% %
53 +12 (243 Average of 24 uoits (31+82+83) 18 equal fo AR

or greater than 75%, no more than 2 units L

are less than 609 and no unit 15 less than &/ TOKY

50%¢ Cepeane 3pasenns i3 24 oaunnus &

(5152453} aopisHioe abo Binsme 75%, ne 2 " 5

Dinpime 2 ommms Menwe 60% | nemac o

MO oanunm Menme 50% ’o -

\g N
& 2,
Servier {heland) Industries LD, Moneviands Gorey Road, Arklow, Co Wicklow, breland. =
Tel #3533 (0) 402 20800 Fae +353 (0) 402 20888
Prrectors: Chrstian Bazaniay (French), Chestian Savvewr {Frenchy, John RBedmond,
B0020 UKR2Z VI Company regisiered in Ireland No, 117246
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Docusign Envelope |D: 7F819510-8AB1-4410-BFDE-4C51F4856DBB

Docusign Envelope 1) 60E1ADS1-CEBQG-4T2E-851A-4TBT22EL3FC2

RVL

LELAND)Y INDUSTRIE

S LTD.

Method refffiocunanna ng memod: DFC 8006593 PF T CTR 25543 EN 5.4
Specification ref/locunanna nua cnenudivayiro: DTC 5606593 PF N SPE 25606 EN 3.0

750252

Packaging Lot MNe./Cepin Ne: Manufacturing Batch Ne./BupoGuiua napris M

748484

European Pharmacopoeia (2.9.3 /€0 (2.9.3)

Dissolution LC (%) Porummennn (PX) (% n Amfodipine/ Asaosnmin

0 = 78% at 15 min / Asromsnin (A 1098y = 78% 3a 15 xs.

Number tested/

QAU He Mene 8%,

Stage | Jocaimmypana Acceptance Criteria/Kpnrepil Values for each Tablet Suasenns Aag komuol 1abaerks
Crajin | wizbKieTh npHEnTTHeCTL i 2 3 4 5 & Mean

Cepenue
51 ¢ Each unit is not less than 50 %/ Komna 106 106 108 108 106 104 106

52 +6 12 Average of 12 units (51+82) is equal to or
greater than 75% and no unit 15 less than
60%/ Cepense suavenus 13 12 onuniis
(81+82) popizgoc afo Slmiue 75% 1
HEMAE WORRoT oxuHuil Menme 60%

=3 ok (243 Average of 24 units (51482+83) is equal fo
or greater than 75%, no more than 2 unity
are less than 609 and no unit 15 less than
50%¢ Cepeane spascHns i3 24 oaunniy
{S1+82--83) nopinmioe abo Binprie 73%, ne
Ginpie 2 oauusies Menwe 60% i nemae

womiod oannnnt menme 50%

ANALYSIS 7 AMATIZ ¢ 09/08/2024
Batch accepted/Hapris nputingra

Analytical Services Manager:
Mene/pxep Ho KOHTDOMO T4 aHANI3Y #rocTi

pp'd on behalf of
Michael Byrne

DocuSigned by:

Karen Hughes
O4757TFE0242E48D ..

Michael Byrne/Mixaens bipue

Servier {heland) Industries LD, Moneviands Gorey Road, Arklow, Co Wicklow, breland.

Tel: #3533 (D) 402 J0R00 F
Drectors: Christian Bazantay (F

S

sneh), hrmtan 5

3{0Y 402 Z0R8R
awvveur { French), Johin Redmond,

80020 UKKR2 VI Company regisiered in Ireland No, 117246 Page Sof 6




Docusign Envelope ID: 7F81951D-8A81-4410-BFDE-4C51F4856D88

SERVIER (JRELAND) INDUST ME& LY

I hereby declare that the abovementioned information s 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/

Llanm 51 3acBiA=yIo, MO HaBEOeHA BHIE IHDOPMALIA € JOCTOBIPHOK Ta TOMHO. 1110 cepir
npaay kil Gyao BupodacHo (BKIOYAKYY DAKYBIHHA/MAPKYBAHHA) TA UPOBLICHO KOHTPOIb
i1 AKOCTI Ha BHIE3a3HAUCHIN NITRHELL Y TOBHIH BIANORIZHOCTI 3 BuMoramMu GMP,
BCTAHOBJICHAMHU MICHEBHM PETY/IITODHHM OPIaHOM, 8 TAKOK BIANIOBINHO 0 crenMbikaiiii,
0 MICTATECS Y peecTpaniitnomy aocke. IIporokon BHpOOHHITEA, NAKYBAHHS Ta aHAI3B
OyII0 TIePerIsHYTO Ta BCTAHOBIEHO BifnoBinHicTs GMP.

Date of batch release/dara sunyexy cepii 15/08/24

Name and Pesition/Title of person authorising the Batch Release/ IlpizBiine Ta necana/
3RAHUI 0COOH, KA BHEAAA 038U HA BHIIYCK cepii

1 Dr Blanaid Bowes, Qualified Person/ Bianosizansna ocoba

[—

[
[1 Ms Ailbhe Wade, Qualified Person/ BiznosigansHa ocoba
[T Ms Carmel Kinsella, Qualified Person/ Binnosinansna ocoba
[1 Ms Jenny Quinn, Qualified Person/ Binnosinanssa ocoda

I Ms Niamh Ryan, Qualified Person/ Binnosinanssa ocoda

DocuSigred by:

Signature/THanuc Niamh Ryan Date/[Tara:

Q1BFCEBE10E3401.

15 August 2024

Finished product batch number/ Homep cepii roToBoro nikapcekoro zacoby: 750252

Sepvrer (freland) Industoes LT
Teb +333 )
Tarectors: Cheistia
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JIEPKABHA CJYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npor. Hanii Ceitnuuwoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTTOY 37079055

BUCHOBOK
Npo AKICTL BBE3eHOro B YKpaily JiKapchbKoro 3acoly

04.02.2025 Ne 5079/25/26

TPUNITIKCAM® 10 MI'/2,5 MI'/5S MI
(ualiMeHyBaHHs JIiKapesKkoro sacoby 3rinHo 3 peecTpaiiHHUM ITOCBiuEHIIM)
TaGJETKM, BKPHTI IJIiBKOBOIO 060/10HK010, 110 10 mr/2,5 mr/5 mr; no 30 Tabaerok y
KonreliHepi st TabeTok; no 1 Konreiinepy st TabJeTOK y Kopobui 3 KapTony
(popMa BUNYCKY. A03YBaHHs, BUIL MAKYBaHHSA JiKapChKOTo 3acoby)

Howmep peecrpauiiinoro nocsinuenss UA/13930/01/01 crpox i peectpauiiinoro nocsinuens HEOOMEXKCHUHA

Cepis nikapesioro 3acoby Ne 757452 KinbKicTh BRE3EHOIO Jikapeskoro sacody 8320
Bupo6rnk Cepg'e (Ipnanais) npacrpic Jita, Ipianiis

(1abiMery BaHHs BUPOOIHKA NTKAPCLKOIO 3ac00y, KPaTHA ITOXOKENIS)

Baeseno B Vipaiuy Tosapucrso 3 o6mexenoro Bixnosinamsuicrio "CEPB'E
YEKPAIHA", iaent. xon: 33643340

(naiinmerypanus a kox 3a CIIPTIOY wopuanuiol ocobu abo npissuuic. iM's. 110 BaTbROBI
biznaHOT 0COOM - NANPHEMLEL, TT MICUE HPOMNUBAHHA T4 pecerpaui Hiuit Homep obnikonof
KapTKY HiaTHHKa (0jatkis abo cepis ta Homep nacnopra)

Iporoxon sisyansunoro kowrposio i 04.02.2025 Ne 21 7/01.10-25/11.

3a pesynhTATaMKM IEPKABHOTO KOHTPONIO BCTAHOBIEHO, WO NiKapCHKHil 3aci® Beeseno B Ykpaiwy 3

JOTPHAMAHHAM BUMOT 33KOHOIABCTBA UIO/0 3a6esneueHns AKOCTi JikapChKMX 3aco0iB.

B.0. Ha9ATBHNKE /i// Bixrop MAXHOBEI b

(rianuc) (infniand Ta gpizsHIe)

(rocanosa 0cofa oprayy HEPKABHOIO KOHTPOIO)

Sy, o
el







Docusign Envelope |D: CDBDFD8B-F8F 1-458F-86F9-22C40ECED7CB

SERVIER (IRELAND) INDUSTRIES LTD.

T senvign

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbLKOIO 3ACOBY

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

ajpeca BUPOOHHKA

Name of Importer and Address/

Hasea Ta agpeca iMnoprepa

Which Consignment of product is delivered/Bun
IPORYKLIT, IO MOCTAYAETLCS

Pharmaceutical form/Jlikapceka ¢popma

Name of the Product/HasBa mixapcbkoro
3acoby

Dosage/Cuna nii

Type and size of packaging/Bun ta posmip
YMaKOBKH

Finished Product batch number/Cepis roToBoro
nixapceKoTo 3ac00y

Manufacturing date//Tata BupoGHULTBa
Expiry date/TepMin npuaaTHOCTI
Batch size/Kinekicts y cepil

Manufacturing Licence number/Homep niuensii
Ha BUPOOHHUTBO

Registration Number/Peecrpariitne
MOCBI{YEeHHS

Innacrpic JItn

Moneylands, Gorey Road/Maninernns, ["opeit
Poyn,

Arklow/Apkiioy,

Co. Wicklow/Ko. Bixnoy,

Ireland/Tpnanpis

Servier Ukraine LLC/TOB "Cepg'e Ykpaina"
41, Naberezhno-Khreshchatytska St./sys.
Habepexro-Xpewmarnipka, 41

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

Pharmaceutical Product/JTikapcekuii 3aci6

Film-coated tablets/TabneTky, BKpHUTI MIIiBKOBOIO
06ONOHKOIO

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

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

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ o 30 TabusieTox y
KOHTeHHepi s Tabnerok; Mo | KOHTeHHepy sk
TabIeToK Y KopobUi 3 KapToHY

757452

112024

112027

25,912 Boxes/ynakoBok
MO00068/00001

UA/13930/01/01

Page 1 of 6

/4}72: Qi VALY éfﬁ/ﬂ?



Docusign Envelope ID; CDBDFD8B-F8F 1-458F-86F9-22C40ECED7CB

Docusign Envelope ID: 122C82C8-7A97-4F21-AC0OC-E245B4278D04

Method ref/Hocunanna na smemoo:

DTC 8$006593_PF T CTR 25543 _EN_5.0
Specification ref/Ilocunains na cnequdpixanio: DTC_S006593_PF_N_SPE_25606_EN_3.0

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

Formulation/®opmyirosanu:

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 5§ mg of amlodipine /
TaBACTIN, BKPUTI MIIBKOBOIO 000NOHKOIO, 1O MicTsTh 10 MI' HEpUHAOTPHITY apridiny, iHaanaMily 2,5 mr 1a

AMIOANILNY 5 MP

Packaging Lot No./Cepist No:

757452

728118

Manufacturing Batch No./Bupotnmnaa mapris Ne:

TESTSTIOKAZHUKHN

STANDARDS/CTAHIAPTH

RESULTS/
PE3YJILTATH

i Appearance/3onniundii prrisi

Average mass (mg/unit) /Cepeiist maca
{(mr/ogunmgo)y

Microbiological quality (skip
festing)/Mixpobionoriung uncrora (cxin-Tect)
Bur, Ph. (5.1.4)/ €d (5.1.4)

Identification of drug substances/
Taerwrndiranis Air0Huy pevosnn

S 9490-6, S 1520 and A 1095 by LC/
[Mepuugoripuny aprinin ( § 9490-6), inganasmin
(S 1520) ta amzozmin (A 1093) Merojom PX

S 9490-6, S 1520 and A 1095 by TLC/
Hepuiaonpusny aprinin (8 9490-6), inaarasin
(S 1520) ta amroquntin (A 1095) merojom TLHIEX

Drug substances content (1.C) (mg/unit)/
Baticy airounx perornn (PX) (mr/oaunmmo)

e

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

face and <=5 ﬂl'} on the other face /TadueTka S1HOro KOALOPY,
AOBracTol GOpMHI, BKPNTA [IIBROBOIO 000JI0HKOI, 3

= =1,
THCHCHHANM 3 040010 Hory Ta <= N -3 imoro
245.810 271,6 (95 to 105 % of the theorctical mass of 238,7) /
Bij1 245,8 510 271,06 (Bijg 95 % no 105 % Bijg Teopettiiol MacH
258.7)

Total acrobic microbial count/3arainue wieio aepoduux
aixpoopranizsin (TAMC) £ 107 CFUig/ - £ 10TKYO/r
Total combined yeasts/moulds count/3aramie 4icio
Apiciuronux Ta micenerx rpubis (TYMC) 5 102 CFU// -
0 KYOir

sscherichia coli: absence/1 g/ - Bigcyniy [ v

The ratio of the retention times of each drug substance peak
(59490, S 1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,057 Bijptotmenus
qacin YIPUMYBAHILS HiKa KOKHOT Jion01 pegorimn (S 9490-6,

S 1520 and A 1095) A0CRIUKYBAHOTO POSHITHY T POITHHY
UopiBHANHA Mae cranornTa B 0,95 1o 1,035

Main spots (S 9490-6, S 1520 and A 1095) identical in
position. colour and size for test and reference/OcHopi s
(S 9490-6, S 1520 and A 1095) {ACHTIUA] 32 TONOKCHHAM,
KOABLOPOM T4 PO3MIPOM ATt JOCITLIGKYBAHOIO PO3UTIAY Ta
PO3HITHY TTOPIRHAHHS

{95 to 105 % of the theoretical content of each drug substance/
Big 95 110 103 % BUL TCOPLTHRHOTO BMICTY KOKHOT HiI0U0L
PEYOBUHN)

S 9490-6 / Mepuugonpuny aprinis (S 9490-6): 9,50 to 10,50 /
8i1 9,50 xo 10,50

S 1520 / Ingamasiz (S 1520): 2,38 to 2,62 7 »in 2.38 10 2,62
A 1095 / Avsogmntin (A 1095): 4,75 10 5,25 7 8in 4.75 o 5,25

Complies/Bimonizace

256.6rmghHe

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

Complies/Binosizae

Complics/Bianosigae

10. 1 7mg/amr
2.5Img/vr
5.0dmgimr

*Skip test/Cxin Tectynauns, Passes/Biamosijae, not applicable/ne nposoauncs

80020 UKR2 VI

S(lretand) Indusiri
T

Dhreetores: Cheistian |

s LD, Mone
() & ) GRRR

azantay (Fronch), Christian Saveur (Frenchy, John Redmond.
1in bretand No, 117246

Compuny rog
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Docusign Envelope ID: CDBDFD8B-F8F 1-458F-86F9-22C40ECED7CB

Docusign Envelope ID: 122C82C8-7A97-4F21-ACOC-E245B427BD04

iR

Method ref/Hocunanna na semoo:

DTC S006593_PF T CTR 25543 EN 5.0
Specification ref/llocunanns na cnequdpivayivo: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne:
757452

Manufacturing Batch No./Bupofuuua maprin Ne:

728118

TESTS/MTOKAZHNKHA

STANDARDS/CTAHIAPTHU RESULTS/

PE3YJIBTATH

Degradation products content (L.C) (% m/m)/
Buicr npoaywrie gerpagawii (PX) (% s/an)
Y 1473

S 9780

Y 1474

Y32

Y 33

Y 31

Y 3R

Y 1745

Any other degradation products/ Bystb-si inui
FPOJIYKTH Aerpajiai

Total content of degradation products/ 3arannimit
BMICT NIPOAYKTIB Jerpajianii

Y 36 (LC limit test)/ Y 36 (PX, rpamamit
KOHTPONL) (ppm)

Uniformity of dosage units for § 9490-6,

S 1520 and A 1095 (LC) Oanopinnicts
AO30BAHAK OHNIL /UL TICPHITIOIPILTY aprininy
(S 9490-6), maananminy (S 1520) ra ampoarivy
(A 1095) meronom PX

Eur. Plu( 2.9.40)/ €D (2.9.40)

Content mniformity (1.C): %/label claim /
Onnopimnicts Bmicty merogom PX: % i
3a8BRCHOT KETLKOCT

Amlodipine/ asoauniu

Sl

S2

Perindopril arginine salt/ neprgonpimy aprinin
Sl

S2

Indapamide/Tugaranmiz
Sl
S2

AV < 15.0 %W/AV < 15,0 %
AV <150 %/AV < 15,0 %

0.75 M < cach unit < 1.25 M/
0,75 M «Uroxuia opinaus < 1,25 M

AV < 15.0 %/AV < 15,0 %

AV < 15.0 %AV < 13,0 %

0.75 M < cach unit < 1,25 M/

0,75 M < gomna opurtigg < 1,25 M

< 15.0 %AV < 15.0 %

5.0 %/AV < 15,0 %
0,75 M < cach unit < 1,25 M/

0,75 M < xoucna opmmnus < 1,25 M

<010 %
0.1 %
<010 %
<0.10 %
<0.10 %
0.13%
<0.10 %
<0.10 %
<0.10 %

0.24 %

Complics/Bianosizac

6.1

3%
[

Servier (Ireland) Industrics

1
Dircctors: Christian Bé

zantay (French), Chris

LD Moneylands Goeg
(0) 4072 20800 F

: Road, Arklow. Co Wicklow, Treland.
{03402
tian Savveur (F

1ERR

sneh), John Redmond.

80020 UKR2 V1 Company registered in Jreland Noo 117246 Page 3 of 6




Docusign Envelope |D: COBDFD8B-F8F1-458F-86F9-22C40ECED7CB

Docusign Envelope ID: 122C82C8-7A97-4F21-ACOC-E245B427BD04

Method ref/Ilocunannn na smemood: DTC_S006593_PF T CTR 25543 EN_5.0
Specification vef/ITocunanns na cneyudpixanio: DTC_SO006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepist No:

757452

Manufacturing Batch No./Bupoduuaa maprist No:

728118

TESTS/TTOKAZHUKHA

STANDARDS/CTAHIAPTH

RESULTS/
PE3YJbLTATH

Dissolution LC (%)/Pozunnenns (PX) (%):
Furopean Pharmacopocia (2.9.3)/Cdh (2.9.3,)

Tndapamide/Tiganamin

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

Number tested/

to or greater than 75%, no more than 2
units are fess than 00% and no unit is less
than 50%/ Cepeune snauenns iz 24
o (S1-82+83) popirmtoc ado
Birbie 75%, He Sunire 2 OHUIL
mentie 60% 1 Hemae swoaHol oHIn
Meriue 50%

Stage/ | Jocuipamypana Acceptance Criteria/Kpurepii Values for each Tablet/ 3uavenns ang koaamoi rabiacrku
Cragist | QIALKICTL HPHHHITHOCTI 1 2 3 4 5 6 Mean
L PRI S ! Cepee
N ¢ Bach unit is not fess than 80 %/ Koxna 99 P 97 97 98 9K 98
oiHns He Merie 80 %
2 +6 (12) Average of 12 units (S1--82) is equal to
or greater than 75% and no unit is less
than 60%/ Cepewie snavenns i3 12
omummin (S1+82) gopintroe abo Sisnue
75% 1 HeMace JKOAROT OIIHHLII MeTe
60%
S3 +12 (24) Average of 24 units (S1+82+33) is cqual

Europea

Dissolution LC (% )/Posunnenus (PX) (%):
n Phanmacopoeia (2.9.3)/°0 (2.9.3.)

Q = 758% at 15 min / Mepuugonpuay aprirdn

Perindopril arginine/epunnonpuay aprinin

(S 9490-6): Q = 75% 3 15 x8.

Number tested/

~zp

or greater than 75%. no more than 2 units
are less than 60% and no unit is less than
S0%{ Cepeaire stavenns i3 24 oanmi,

($1+82+83) nopisutoe abo Hixwe 75%, ne

Ginbuie 2 omu, aernne 60% 1 nemac
AOAROT kM Meunie 50%

Stage | Hocriayrana Aceeptance Criteria/Kpwrepii Yalues {or cach Tablet Z3uaueunst s Koxnol radierkn
Cragist | ®iALKICTE [puitnsrnocri 1 2 3 4 5 6 Meun
Cepete
S1 6 Each unit is not fess than 80 %/ Koxwa 101 100 99 98 100 99 100
o we verte 80%.
S2 6 (12) Average of 12 units (S+82) is equal to or
greater than 75% and no unit is less than
60%/ Cepeane anauennst i3 12 oauuisL
(S1+82) gopisnroe abo Ginpute 75% i
HeMac woAH0T oI Mente 60%
S3 172 (24) Average of 24 units (S1+82-+83) is equal to

80020 UKR2 V1

Company ray

od in reland No, 1172

Page 4 of 6



Docusign Envelope ID: 122C82C8-7A97-4F21-ACOC-E245B427BD04

Docusign Envelope ID: CDBDFD8B-F8F 1-458F-86F9-22C40ECED7CB

Method ref/llocunanna na memod:

DTC S006593_PF_T CTR_25543_EN_5.0

Specification ref/Tlocunanns na cnenugpivanivo: DTC_S006593_PF_N_SPE_25606_EN_3.0

i

Packaging Lot No./Cepist Ne:

757452

728118

Manufacturing Batch No./BupoGunua naprist No:

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

Amlodipine/Amuomnuin

Q= 75% at 15 min / Anm‘o,uunin (,@__10‘)5): Q = 75% 3a 15 XB.

Number tested/
Stage | Jocaimxypana Aceceptance Criteria/KKpurepii Values tor each Tablet /3uaucins Ut Kouarol TadiacTin
Cragist | giabkicTs upuitngruocti 2 3 4 5 6 Mean
Cepeire
Sl 6 Each unit is not less than 80 %/ Koskua 98 98 96 95 98 96 97
opnaus we Mewe 80%.
S2 +6 (12) Average of 12 units (S1-+82) is equal to or
greater than 75% and no unit is less than
60%/ Cepeauc syavenns i3 12 oarHUIs
(S1482) nopisuioe abo Ginbute 75% i
HEeMAE XOIHOT OAMEUI MeHine 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%/ Cepeane 3uavuennis i3 24 oummi,
(S1+82+83) nopisuroe abo Sinbure 75%, He
Sinwiie 2 opnanin Merite 60% i Hemae
KOAHOT 0xMHMLl Menwe 50%
ANALYSIS / AHAJISZ © 25/11/2024
Batch accepted/[Tapria npuitusta
Signed by:
Michadl gywt
‘ 104 sorvices Man« <o
Analytical Services Manager: ——
MenemKep 110 KOHTPOJIIO Ta aHAJI3Y SAKOCTI Michael Byrne/Mixaeasn bipne
Sevvier (Ircland) Industrics Moncylands Gorey Road, Arklow. Co Wicldow, Jreland.
Tel: 353 (0) 402 20800 Fax: 33 ) JRESY
Divectoes: Christian Bazantay (French). Christian “tench), John Redmond.
80020 UKR2 V1 Cennpany registered jnfreland No. (17246 Page 5 of 6




Docusign Envelope ID: CDBDFD8B-F8F 1-458F-86F9-22C40ECED7CB

[ 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/

IliM 51 3acBiguylo, o HaBeleHa Bulle iHdopMallis € Z0CTOBIpHOO Ta TouHo. Lo cepito
npoaykuii 6yn0 BUpoGIeHO (BKITIOYAIOUH NaKyBaHHA/MAPKYBaHH:A) Ta IPOBEAEHO KOHTPOIIb
if sIKoCTi Ha BULIE3a3HaueHiit QiNBHKLI Y TIOBHIH BijToBIgHOCTI 3 BumMoramMu GMP,
BCTAHOBICHUMH MiCUEBUM PEryJIATOPHIM OPraoM, a TaKoX BiAMOBIIHO 0 crenudikarii,
110 MIiCTSITLCS Y peecTpauiiinomy gocke. [IpoTokonn BHpOOHHUITBA, TTAKYBAHHSA Ta aHaNli3iB
6yno nepersisiHyTo Ta BCTaHoBIeHO BinnoiaHicTs GMP.

Date of batch release/[lara Bunycky cepit 27/11/24

Name and Position/Title of person authorising the Batch Release/ IIpissuute Ta nocana/
3BAHHA 0c00H, IKA BUAAJIA J03BIJT HA BUITYCK cepil

Dr Blanaid Bowes, Qualified Person/ Bignosigansta ocoda

]

1 Ms Ailbhe Wade, Qualified Person/ Binnosinanssa oco6a

] Ms Carmel Kinsella, Qualified Person/ Bianosiganena ocoba
]

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

M Ms Niamh Ryan, Qualified Person/ Binnosizansta ocoba

DocuSigned by:
Signature/Ilixnmc Niamh Ryan Date/Jlata; 27 November 2024

018FCEB610E3401.

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby: 757452

Page 6 of 6
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JTEPKABHA CJTVIKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y M. KUEBI

npos. Hanit Cairnuunof, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BUCHOBOK
npo sIKiCTh BBE3EHOIO B Yxpainy JikapcbeKoro 3aco0y

04.02.2025 Ne 5075/25/26

TPHILIIKCAM® 10 MTI/2,5 MI'/5 MIT
{(HaiMCeHY BAHNA JHKAPCLKOTO 3aco0y 3riAHo 3 pc(‘(:rpm.nimmm (IOCHBIAHCHIM)
Ta6ieTKH, BKPHTI IUIIBKOBOIO oGoaonKo0, 1o 10 Mr/2,5 Mr/S mr; To 30 TabJcTroK y
KonTeiepi s Ta0NeToK; 1o 1 koprreiiiepy /uist TabJICTOK Y KopoO1i 3 KAPTOHY
(hopma BuIyCKy, W03y Batiii, BUJL HAKY BaRS BIKAPCHKROTO 3ac00y)

Homep peecTpaiiiHoro nocsiieHHs UA/13930/01/01 crpok aif peecTpallifHOro nocsideHii HEoOMEKEHHH
Cepis fikapebkoro 3acoby Ne 753836 KibKicTh BBE3EHOMO JIiKapehKOTo sacoby 16741

BupoBink Cepg'c (Ipnanis) Inpacrpic JITHL, Ipnanis
(naiimeny atns pHpOGHIKA HKAPCHKOID 3ac00y. KpaiHa [LONOZDKEHIS)

Beeseto B Y Kpaity ToBapHCTBO 3 00MEKEHOIO BiNOBiAANLHICTIO "CEPB'€
VEKPAIHA", izeur. K0X 33643340

(naitMeuy BaNI Ta KoL 3d caproy HOPHANYHOT ocobr alio 1piasnue. Mt 110 DATLKOBI

dinuof ocobu - pianpuemivt, T Micie [IpOAKUBARIS Ta peect pauifnui Homep ofxixoBOT
RAPTKY IaTHuKa nosarkin aGo cepis ra HoMep nacnopra)

[1poTOKOJI Bi3yanbHOr0 KOWTPOJIO pin 04.02.2025 Ne 21 7/01.10-25/7.

3a pesyibTarami ACPHABHOIO KOHTPONO BCTAHOBCHO, WO sikapchbiii 3acid  BBE3CHO B Yipainy 3

JOTPHMAHHSIM BuMor 3aKOHONABCTBA OO 3a0L3NEUCHISA AKOCTL iKapehKix 3acobiR.

(iniriaaw ra npizBHULL)
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Docusign Envelope 1D: 85813A85-COD4-4276-8059-3A05948D46A5

“ GEAVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI NIKAPCLKOTO 3ACOBY

Name of the Manufacturer & Address /Hazpa Ta
ajipeca BUpOOHMKA

Name of Importer and Address/

Haasa Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bun
TpORyKIUii, IO I10CTAa4acTHCs

Pharmaceutical form/Jlikapcpka popma

Name of the Product/Hassa 1ixapcbKOro
3aco0y

Dosage/Cria Jii

Type and size of packaging/Bun Ta po3Mmip
YITaKOBKH

Finished Product batch number/Cepisi TOTOBOTO
ikapchKoTo 3aco0y

Manufacturing date/[ata BUPOOHUIITBA
Expiry date/TepMiH NpUAATHOCTI
Batch size/Kinpkicts y cepii

Manufacturing Licence number/Homep milen3ii
Ha BUpOOHULTBO

Registration Number/Peectpaniine
TTOCBIAICHS

Servier (Ireland) Industries Ltd/Ceps'e (Tpnanis)
Tupactpic JIta

Moneylands, Gorey Road/Maninenn3, I'opei
Poyn,

Arklow/Apkioy,

Co. Wicklow/Ko. Bixioy,

Treland/Tpraszis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"
41, Naberezhno-Khreshchatytska St./Bya.
HabepexHo-XpemaTnibka, 41

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

Pharmaceutical Product/JTikapcekuit 3aci6

Film-coated tablets/TabneTkn, BKPUTI THIIBKOBOIO
060JIOHKOIO

TRIPLIXAM® 10 mg/2,5 mg/5 mg/
TPUTITTIKCAM® 10 mr/2,5 Mr/5 M

10 mg/2,5 mg/5 mg /10 Mr/2,5 MI/5 MT

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ 110 30 TabneToK y
KoHTeHHepi [T TabIETOK; TI0 | xoHTeitHEPY A4
TabeToK y KopoOui 3 KapToHy

753836

112024

112027

16,741 Boxes/ynaKkoBOK
M00068/00001

UA/13930/01/01

Page 1 of 6
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Docusign Envelope ID: 85813A85-COD4-4276—8059-3AC5948D46A5

Docusign Envelope ID; 77958CED-DL390-48E1nBQDA-OQSB7C8C7OSA

B

Method ref/Hlocunannn na aemod:  DIC SO665 93 PE_T CTR 255 43_EN 5.0
Specification ref/Tlocunanns na cnenugpicaniv: DTC_S0065 93_PF_N_SPE 2560 6_EN 3.0

TRIPLIXAM® 10 mg/2.5 mg/5 mg / TPUIITNIKCAM® 10 MI/2,5 Mr/5 mr

Formulati on/Dopmyorans:

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 5 mg of amlodipine /
TabACTIN, BRPATI 111iRKOBOIO 0G010HKO0, 110 MicTsTh 10 Mr HCPHHAOUPHIY apriuiny, impanamiay 2,5 mr ra

LamIoauItiny 5 Mr

| 753836 728115

Packaging Lot No./Cepist N Manufacturing Batch No./Bupofinuaa naprist No:

TESTSMOKA3ZHUKHY STANDARDS/CTA HIAPTH

RESULTS/
PEIVILTATH

Appearance/3onuiumniii BHII

. . . v
White, oblong, film-coated tablet engraved with on one
e ?
face and <=5 & op the other face /7 adnerka Sinoro KOIBOPY,
AOBIACTOl hopMut, BRPITA w1iBKOROIO obdosnotko, 3
i T,

<
; Tl 0 oy 1 oD (b it ;
THCIEU SN 1 0ABoro boky T <= K Ly HNIoro

Average mass (mglunit) /Cepeanst maca
(.\n'/u,'umunm)

245810 271,6 (95 10 105 % of the theoretical mass of 2587y 7
B 2438 no 271,6 (81195 % a0 105 9% BULTEOPETHHNOT Mucn
258.7)

Microbiological quality (skip
testing)/Mixpodionorivua CToTA (CKin-Tect)
Eur. Ph. (5.1 4)/ € (5.1.4)

Total acrobic microbial county3arwumae uueio o epobHIx
MIKpOOpraniinis (TAMC) < 107 ¢F Ulg/ - < 10°KY O
Total combined yeasts/moulds count/3arasmne uncio
APIAGHKOBAX T4 Mticereriy rpudin (TYMC) < (2 CFUs/ -
02 KY O

sscherichia coli: absenceft & -sincyrniy 1 r

Identification of drug substances/

Lnerwrndiranis gironny pedoB The ratio of the retention times of'cach drug substance peak
S9490-6, S 1520 and A 1095 by L.C/ (59490, S 1520 and A 1095) from the test solution and from the
Uepwigonpusny aprinin (S 9490-6), inganamiy reference solution must be between 0,95 and 1,05/ Bianowerns
(S 1520) ra amsopmmin (A 10935) Meromnont PX HACTB YIPUMYBAHNS Tiika KOWHOU 111007 pevosnmy (S 9490-0,

S 1520 and A 1095) JOCHIIDKYBAHOrQ POsMITHY Ta pozumEY
TOPIBHKHIA MA€ CTAORITH Biz 0,95 510 1,05

S 9490-6, S 1520 and A 1095 by TLC/ Main spots (§ 9490-6. § 1520 and A 1093) identical in
MTeprugonpury aprinin (S 9490-6), [EEPET position. colour and size for test and reference/Ocuosni g
(S 1520) a avzomnin (A 1095y merogom TUIX (S9490-6, 5 1520 and A 1095) ixcntuuni 3a VIOSIOMCH M,
KOJABOPONM T4 po3Mipom s ROCHIuRYBaHOrO posuriny Ta
PORUIHY TOPIRHA IS

Drug substances content (LC) (mg/unity/ (95 10 105 % of the theoretical content of each drug substance/
Batier aironnx penosm (PX) (Mr/oanuuie) BiL 93 2o 1035 % pig TCOPETHIHOro BMICTY KOKHOT Tit0y0i
pevornay)

S 9490-6 / Hepuunonpuny apriniy (S 9490-6): 9,50 1o 10.50 /
8i1 9,50 no 10,50

S 1320/ lnaanania (S 1520): 2,38 10 2.62 7
A 1095 / AMsonunin (A 1095): 4,75 (o 125

Biz 2,38 10 2,62
3ii1 4,75 10 5,25

Complies/Bixno hijace

257 2mgir

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

CompliesBianorizac

Complics/Biznonijae

10.00mginr
2.48mgivr
4.97mg/vre

*Skip test/Crin TECTYBAUHS, Passes/f%i,zn‘l('mi)i(ac, not applicable/ne nposounes

Servier (Ireland) Indusiric

T, Moneylands Gorey Road, A riklow. Co Wicklow, Trcland.
’ ) .

300) 402 20800 Fax: +333 {0) 402 20888

Dircetors: Cheistian Bs antay (French). Christian Sauveur (French), John Redmoud.
80020 UKR2 V1 Company registered in Ireland No. 1 TG
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Docusign Envelope ID: 85813A85-COD4-4276-8059-3A05948D46A5

Docusign Envelope 1D: 77QSBCED-D39C-48E1-89D4-09887080705A

Method ref/IHocunanna ia yent 00: DTC_S006593_ PF_T CTR_25 543 _EN_5.0
Specification ref/Ilocunains na cnequdiraniro: DTC_S0065 93 PF_N_, SPE_25 606_EN_3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupotua napTis Nt
153836 S .13 CE———
TESTS/ THOKA3HUKH STANDARDS/CT AHJIAPTH RESULTS/

PE3VJILTATH

Degradation products content LC) (% m/m)/
BmicT HPOAYKTiB aerpagauii (PX) (%o m/n)

Y 1473 <0.10 %
$ 9780 0.10 %
Y 1474 <0.10 %
Y32 <0.10 %
Y 33 | <010 %
v 3 ! 0.42 %
Y 3% 20,10 %
Y 1745 0,10 Yo

Any other degradation products? Byitb-aki i <010 %

CEPOAYKTH Aerpajaii

Total content of degradation products! SaranbHuit 0.22 %
BMICT TPOIYKTIB Herpajaiit
¥ 36 (LC limit test) Y 36 (PX, TparHii <600 Complies/Bimmoninac

KORTPOIL) (PPI)

Uniformity of dosage units for § 9490-6,
S 1520 and A 1095 (LCY Onuopijnicts
AOIOBATTK QUL JUTA FCPHILIOPIIY aprisiny
(S 9490-6), iaananiny (S 1520) ra AMSIOJRTTINY
(A 1095) MeTOOM PX

Fur. Ph( 2.9.40) CD (2.9.40)
Content unitormity (1LC): veflabel claim /
OauopianicTh BMICTY METOAOM PX: % il
4asBACIOT KIALKOCTE

Amlodipine/ asuloniiin

S AV < 15.0 WAV 4.3
52 AV = 15.0 %/AV

0.75 M < cach uni .

0,75 M < ROKRE OUTHIIA <125M
Pevindopril arginine salt/ nepHraonpIbty aprinin
Sl AV < 15.0 %/AV 15,0 % 8.6
S2 AV < 15.0 %/AV 2

0.75 M < cach unit £ 125 MY

0,75 M < KOKHA OURTHL <125M
\ndapumidc/huuummi;’x
Sl AV = 15.0 %AV £ 150 Y% 4.6
S2 AV < 15.0 Y/A 15,0 %

cach unit < 1.25 M/
< KOIKHA OUMITHI < 125M

b4 i

T, Moneylands Go

yad, Arklow. Co Wicklow, freland.
2, 20800 I 320

{RY
sy, John Radmond.

£0020 UKR2 Vi Company 11:3‘15&1:;\:( Page 3 of 6




Docusign Envelope ID: 85813A85-COD4-4276-8059-3AC5948D46A5

Docusign Envelope ID; 77958CED—DSQC-48E1~BQD4-09887CBC705/\

Method ref/llocunanns ny memod:  DIC S0065 93 PF T (7 R 25543 EN 5.9
Specification ref/locunannsg na enenudpixaniio: DTC_S0065 93_PF N_ SPE_25606_F, N_3.0

Packaging Lot No./Cepist Na:
753836

M:mufacturing Batch No./Bupotinraa maprist No: |

LIAPTH
| | PE3YILTATH
| Dissolution LC (%) Posuunenng (PX) (%): In(lapzxmidc/hl,lmnami,n

European Pharmacopoeia 2. 9.3)/CP (2.9.3

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

Number tested/
Hocaimryraua
KifanKicTs,

Stage/
Cragis

Acceptance Crircriu/.[(pu'rcpfi

Values for cach Ta blet/ 3uaucnns iy KOKAOL Tabrery
upHitusrHocri

4 5 6

0

vl Kowna | 1 1001 7o

Each unit is not less than 80 ¢
QIS HC MeHite 80 %
1ze of |2 unit, +82) is
or greater than 75% and no unit iy fess
than 60%/ Cepenne SNAMCHOS 3 |2

OIS (S1+82) nopinmoc ato Olitpuie

75% 1 nemae xozmof OAIHNUI MeHuIe

60%,

(24) Average of 24 units (S1-+82+83) s cqual
to or greater than 75%. no niore than 2
units are less than 60%, and no unit is legs
than 50%; Cepeane amavienny i3 24
QAL (S1-+52+83) JOPIRHIOE 460
Simbure 75%. ue Siinie 2 opusmg,
Metie 60% 1 nemae swo ol O
MeHITe 50%

x
|
|
L

N

0O

1§

w
[
£

Dissolution LC <)1-|1;;’l"c|‘1ﬁsx (PX) (%)
European Pha rmacopoeia (2.9.3 /¢ (1.9.3)

erindopril

Q= 75%

Number tested/
Hocximrynawa
KiILKicTH

Stage

Acceptance (,',‘ritcria/K‘pm‘cpii’
Cragist

Hpuitsrrnocri

than 80 ¢
QAT He Mene 80%
Average of 12 units (S1482) is cqus
greater than 75% and no unit is less than
00%/ Cepeane smaveny i 12 oppumg,
(S1+82) AOpiBHIOE 260 Ginpure 759 i
HEMAE KOIOT OMIIII Merme 60%
Average of 24 unitg (S1+82+83) is equal to
orgreater than 75%. no more than 2 units
are less than 60% and no unit is less than
50%/ Cepenne snavenns 13 24 o,
(S1+82+83) Aopistioe abo Ginpme 75%. e
Sistbine 2 o, mere 60% i neamae
KOLHOT OJHHUIL Mewmre 509

Sa_'i'vim‘(Il'i’:l:\nd) Indusirics LT Moncyly
Tel: <333 0y 4
Directors: Christian B

Gorey Road, Arklow. Co Wicklow, Ireland.
3 FEIEB(0) 402 208K
zantay (French), Christian Sauvenr (Feanch), John Redmond.

80020 UKR2 V1

Company registered in Ireland No. 117246 Page £ of 6



Docusign Envelope ID: 85813A85-COD4-4276-BO59-3A05948D46A5

Docusign Envelope D 77QSBCED-DBQC—48E1-BQD4~09887C80705A

Method ref/Hocunania Ha stemod: DTC _S006593_PF_

Specification ref/Ilocunanns

na enewugixaniio: DT C_S006593

T CTR_25543_EN_5.0

e

PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepist Ne: 1
753836 \

728115

Manufacturing Batch No./Bupodira napris Ne:

Dissolution LC (%% YPosamnenns (PX) (%)
European Pharmacopoeia (2. 9.3.)/€'D (2.9.3)

‘Amlodipine/Asroanuin

Q = 75% at 15 min J Anmsopuuin (A 1095): Q=15%

3a 15 XB.

Number tested/
Jocatpxysana

Stage Acceptance Criteria/ KpuTepil

Values for.

- each Tablet /3n4

AMCHTIEH ST KOAHOT 'l"fl(’).ﬂL‘Tl\‘lI

™

Crrapist | ®iaLKicTh npHinATHOCTI

S1 6 Each unit is not fess than 80 9 Wi Koskaa

OJTIHTILS HC MCHIIC $0%.

[ U
Average of 12 units (§1+82) is equal to or
greater than 75% and no unit is less than
GO%%! Cepeanic 3HaueHns 13 12 oauuyis
(S1-+52) opinuioe ado Oinkime 75% 1
HEMAE SKOHOT OIMHMIE MEHIIES 60%

S2 +0 (12

3 4

6 | Mean

112 (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
30%/ CepeHe 3HAMCHBA 13 24 ojumnih
($]452+83) sopintioc abo Surmure T5%, ne
Gineuie 2 ONWHMID, Menute 60% i Hemac
sono7 oxannii mewwe 50%

ANALYSIS / AHAJIT3 : 18/11/2024
Batch accepted/ Taptis npuitusra

Signed by:

Miclael Byrme

Analytical Services Manager:
Mesexep 1o KOHTPOJIO T2 anajizy sKocTi

Servier (Ireland) Industrics E
Tel: 333 (0) 402

Diveetors: Christian Bazangay (1
Company reg

T, Moncylands Gorey
1300 Fax: -
wh), Christian Sauveur (
ceped in drotand No. 11724

80020 UKR2 VI

Michael Byrne

JAESTBEBFCA420..

Road, Arklow. Co Wicklow, Treland.

REK

S —
/Mixaenn bipue

Puge 5 of 6




Docusign Envelope ID: 85813A85-COD4-4276-8059-3A05948D46A5

 INDUSTRIES LTD.

T seaven

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/

Lnm 51 3aciguyro, o nasenena BHLIE iHDOpMaLis ¢ AOCTOBIPHOO Ta TOYHOIO. LTto cepiro
nponykuii 6yno BupoGieno (BKIIOUAtOUH NaKyBaHHs/MapKyBaHHs:) Ta TIPOBENIEHO KOHTPOTIb
i IKOCTI Ha BUIC3a3HaYCHi AUTBHHI Y MTOBHI}H BIATIOBIAHOCTI 3 BUMOTamMy GMP,
BCTaMOBNCHUMH MiCLIEBUM PETYIIATOPHUM OPTanoM, a TaKoX BiAIOBimHO o crieurdikaitt,
IO MIiCTATLCS y peecrpauiitnomy nocnbe, [Mporoxonu BUPOOHHUTRA, IAKYBAHHS Ta aHATi3iR
byno nepernauyro ta BCTaHOBJIEHO BinNOBigHicTE GMP,

Date of batch release/Jara BUNIYCKY cepii 27/11/24

Name and Position/Title of person authorising the Batch Release/ [pizeume ta nocaga/
3BAHHS 0cO0H, sIka BHAANA X03BiT Ha BHITYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ BinnoBinansua oco6a
[l Ms Ailbhe Wade, Qualified Person/ Bignosinansia ocoba

[] Ms Carmel Kinsella, Qualified Person/ Bianosinansua oco6a
[] MslJenny Quinn, Qualified Person/ Binnosinaneua ocoba

[} Ms Niamh Ryan, Qualified Person/ Bignogizansua ocoba

<= DocuSigned by:

Signature/ITinnnc ' Date/JTata: _27 November 2024
-

~~~018FC6B610E3401

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby: 753836

Page 6 of 6
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