NEPKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIKO 3A HAPKOTUKAMM y m. KUEBI
npos. Hanii Ceitiauunol, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

‘ BUCHOBOK
PO AKIiCTHL BBE3EHOro B YKpaiHy JikapebKoro 3acody

26.08.2024 Ne 43249/24/26

TPUNJIKCAM® 10 MI'/2,5 MI'/10 MI”

(HAlMEHYBAHAS JHixapeLkoro sacaly Sritio 3 peecTpaniiinm FOCRIMEHHAM)
TabieTKy, BKPHUTI IJIBKOBOIO 06010HK010, 1o 10 mr/2,5 Mr/10 mr, no 30 raduerox y
KonTeiinepi As TabyeTox; no 1 kourelinepy ais TadJeToK y KopoOui 3 xaprony

(hopMa BUAYCKY, R03YBAHHSL, BIIL NAKyBaI (s JUKAPCLIOFO 3acoby)

Homep peectpaniinoro nocsimienta UA/13929/01/01 crpox aif peectpauifinoro nocuiasetii neobMexeHni

Cepis nikapcbioro 3acoby Ne 746565 Kinbkicts BBE3€HOrO nikapeukoro sacoby 22800
BupobHiuk Cepg'e (Ipmanais) Inpactpic Jivn, [pnanis
(natiMenysanss BUpoBuMKa AIKAPCLKOrO 3acoby, Kpaiia HOXOIPKEHHH)
Beesero B Ykpainy Tosapuctso 3 o6Meskenol0 Bianopigaasuicro "CEPB'C YKPATHA™,
incnr. xon: 33643340

(nadtmeny sasu ta kol 3a CAPIIOY (opHUioT ocoby abo npissuine, im's, FO Garnicosi Gpiznumol
0COBH - NiANPUEMILA, §T MICIE NPOXCHBAKIS T2 PCECTPANIHHHA HOMCD 0BniKoBOT KAPTKY [NarHuKa
noaarkis abo cepis ra HOMEp naciopra)

FIpoTOKO Bi3YaILHOIO KOHTPOJIIO BiX 26.08.2024 N 2878/5.

3a  pesyNbTATAMH JEPKABHOTO KOHTPOJO  BCTAHOBICHO, wo Jlikapcbkuil 3acib  BBEICHO B Ypainy 3
3acobiB.

MOT 38KOHOJABCTEA 11010 3a6e3neueHHs AKOCT Jikapceh

xeim

R BRCOBIB 7 L
ARV INCON
A " A, AR

Muxona XOJIOQJIEHKO

S RNCY
: Ny
, T

2 E3) . RN e e .
-ogo6a hncan 101 kD HTPOJIO) (riarnmc) (iminiany ra NpisBAILL)

/%{ Cee A7 A £ &

N 9L Lr)'l,{? ” /

4 \







Docusign Envelope ID: 720F 1FC5-0CD0-4325-9696-23CCEA985D4D

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI IKAPCbKOIO 3ACOBY

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

anpeca BUpoOHUKa

Name of Importer and Address/

Hassa Ta agpeca imnopTepa

Which Consignment of product is delivered/Bun
NPOAYKLUIT, L0 MOCTAUAETHCS

Pharmaceutical form/Jlikapcbka ¢popma

Name of the Product/Hassa nikapcbkoro
3aco0y

Dosage/Cuna nit

Type and size of packaging/Bua ta po3mip
yNaKoBKH

Finished Product batch number/Cepis rorosoro
JiKapcbKoro 3acoby

Manufacturing date/J/lata BupobuuuTsa
Expiry date/Tepmin npuaatHocTi
Batch size/Kinbkicts y cepii

Manufacturing Licence number/Homep nitiensiv
Ha BUPOOHULTRBO

Registration Number/Peectpauiitne
TIOCBiAHEHHS

Inpactpic Jltn

Moneylands, Gorey Road/Mauinenns, Nopeit
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Bikjioy,

[reland/Ipnaunis

Servier Ukraine LL.C/TOB "Cepg'e Ykpaita"
41, Naberezhno-Khreshchatytska St./syJt.
Habepexcno-Xpewaruubka, 4 1

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

Pharmaceutical Product/Jlikapcbkuit 3aci6

Film-coated tablets/TabneTku, BKpuTi N1iBKOBOKO
000J10HKOI0

TRIPLIXAM® 10 mg/2,5 mg/10 mg/
TPUTIVHKCAM® 10 Mr/2,5 mMr/10 mr

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

30 tablets in the container for tablets; | container
for tablets in the carton box/ no 30 Tabnerok y
KOHTelHepi ans Tabnerok; no | koHrelHepy ans
Tabnerok y kopobui 3 KapToHy

746565

07 2024

072027

22,800 Boxes/ynakoBok
MO0068/00001

UA/13929/01/01
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Docusign Envelope ID: 720F 1FC5-0CD0-4325-9696-23CCEAIB5D4D

Docusign Fnvelope ID: 8A1DOT03-EEDA-462F-AF24-1AE405969256

[ ORE
G

Method ref/Tocunanss ma menod:

DTC S006593 PF T CTR_25543_EN_S.0

Formulation/MopMyioBans:

amuouniny 10 vre

Film-coated tablets containing 10 mg of perindopril arginine, 2.5 mg of indapamide and 10 mg of amlodipine /
TaBHCTKIL, BRPHTI THBKOBOIO 0G0M0BKOI0, W10 MICTST |0 M TIEPUILLOTPHIY aprininy. injanamiay 2.5 M ra

746565

Packaging Lot No./Cepis N

746824

Manufacturing Bateh No/Bupo6uuua mapris No:

JITORASHURY

STANDARDS/CTAHJIAPTH

RESULTS/

PE3VIBLTATH

Appearinee/3onninuiit nurany

Veernne eass (mg/unit) SCepeany Maen
{(ME/O PO )

Microbiotogical quality (skip
testing ) Minpodiosoriung vuerora (cin-reet)
Fur, Plocs L g d (314

Identification of drug substances/
Lnenmadixanis girounx pedosiy
S O0490.6. S 1320 and A 1005 by 1.07
Hleptinig
(S 13207 1a anmpoamtin GV T093 ) seerogon PX

SRR EY R S S G L L it

SO400-6.8 1520 and A TO9S by THCY
Iepaaonpusy aprisdn (S 9490-6), inaanamiy
CS TR0t avaonin (A TO9S) serogom THIX

Doy xubstances content (1L.O) {img/unity/
Batier sirouux pedonmi (PX) (vv/ounnii)

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

face and « on the ather face /TaGactxa Glaoro Koswopy.
A08FACTOT (hoPMIL. BEPHTA TUIRKOROIO 0G0I0HKMO, 3
f: T

THCHCHEM

[
& - g innoro

3 OUHOIO DOKY Ti
204910 323.9(93 10 103 % ol the theoretical mass ol 310.4)
/el 2949 o 323.9 (8in 93 % a0 103 % ig reopetHinol
sacy 320.44)

Total acrobic microbial count/3aransHe uHe1o acpoduiy
aixpooprasizyis (FAMC) < 107 CFUW - = IV KY O
Fotal combined veasts/moulds count/3araashe queso
ApvroBIe Ta ruteenesnx rpudie CTYMC) = 107 CFU -
< WP RYON

Fscherichica cole: absenee/ | o/ < migeyrat y | v

The ratio of the retention times ol cach drug substance peak

(S 04908 1520 and A 1093) from the test solution and from the
relereneg solation must he between 0,95 and 1037 Bijoowenns
YaCiB YIPUM BRI TKA KOKUOT Aouol pedortun (5 9490-6.

S 1320 and A TOOS) J0CRIZKYBHONO POIUIHY t8 POTUHHY
propiereimn aae crinoriri s 0,93 1o LOS

Main spots (8 9490-6. S 1320 and A 1093) identical in
position. colour and size for test and reference/OcHonui mstsn
1S 9490-0, S 1320 and A TOUS) ineartihing 30 100K HIRM.
KOLOPOM T4 POSAIPOM ML HOCAUUKYBAROIO PO3UMBY Ta
PO HOpIRusLT

(93 10 103 % of the theoretical content ol cach drug substance/
Biz 93 g0 103 % B TCOPSTUHIOND BMICTY KOKIOT ahouol
PCHOBHIT)

S 9:190-6 7 Tlepmizonpruty aprinie (S 9490-0): 9.50 1o 1030/
Bij1 9.30 n0 10.50

SEA20 / Tnganavin (S 13200 2,38 10 2,62/ 8ia 2.38 10 2.02
ATO9S 7 AMaoamiin (A 1093y 9.30 1o 10,50/ sin 9,50 j10

10,50

Complies/Bianosiae

309.9me/mre

FSkip Test - Nat
Applicable
#SKip Test - Not
Applicable
ESkip Test - Not
Applicable

Complies/Bixrnosiae

Complies/Biguosizac

10.07ma/vr
2.A5ma/mr
9.7 nnmgimr

#Ship testCrirrecrysunas, Passes/Bianosliae, not applicable/ue nposojuses

[N

Driveviors Christian

SO0 UKR2 VI

SARE )y B2 2R

Jasani

D e b s Boeads ke oo ek boa s reland
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Docusign Envelope ID: 720F 1FC5-0CD0-4325-0696-23CCEA985D4D

Docusign Envelope ID: 8A1DOT03-EEDA-462F-AF 24-1AE405969256

Method ref/ITocunanns na memod:  DTC SO06593 PF T CTR 25543 EN 5.0
Specification ref/Iocunanns wa cnequdpivayiro: DTC _SO06593 _PE N _SPE 25606 IEN 3.0

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

746565 746824

TESTSMOKAZHUKHA STANDARDS/CTAHIAPTH RESULTS/
PESYIABTATH

Degradation products content (1LC)Y (Yo m/m)/
Buicr npogywrin gerpapandy (PX) (Yo ni/ar)

Y 1473 =010 %
S 9780 0 1F"%
Y 474 <10 Y
Y 32 <0010 %
Y 33 010 %%
Y 3 Ut e
Y 38 <0.10 %
Y 1745 <040 %
Any ather degradation products/ Byan-sxi i 0,10 %
NPOAYETH Aerpaaattii

Total content of degradation products/ 3arasiuswii 2.0 0.25%
BMICT (POAYKTIR ACrPataul

Y36 (LC Himit test) Y 30 (PX. rpanimii <600 Complics/Bianori e

KOHTPOAL) (ppm}

Uniformity of dosage units for S %490-6,

S U320 and A 1095 (1.CY Oumopipnicrs
AOBOBANVN GOTHEIL [UISE TICPHBOMPILTY aprininy
(S 9490-0). tuzmuramiay (S 1520) ra amaojmminy
(A 1095) meroiom PX

Fur, Phy 2,940/ €D (2,940

Content uniformity (LCy: 9o/ label claim /
Ouuopianicrs syicry Meroiom PX: % sig
BUSLBHEHOT KUILKOCTI

Amlodipine/ anirojguuin

Sl AV = IS O%AV 2 15.0% 27
82 = 150 %AV 150 %

each anit =2 125 MY

D738 wowmnta osuagg BN
Perindopril arginine salt/ nepurgonpuny aprivin
S AV = 150 %AV <150 % 2.3
52 AV TR AN 130 %

(.75 M= cach unit =0 125 MY

0.75 M = gosna opununs = 125 M

Indapamide/bizarantin
Sl AV =150 90AV 2 15,0 % I8
82 AV 150 %AV - 130,

0.75 M < caclyanit = 123 MY

0.75 M 2 ko ;s 7 125 M

sServier dhrefandy Industeics E T Moneyiands Gon

CoWirekiow, breland
Pobr P33 000 102 D000 b

Proveciors Cheatan Pasanie oD

80010 UKR2 V1 ('nmp;vlll_\ repsterad i drcland Noo (17240 Page 3 of 6




Docusign Envelope ID: 720F1FC5-0CD0-4325-9696-23CCEA985D4D

DA-462F -AF 24-1ALE405969256

Docusign Envelope 10: BATDOT03-EE

Method ref/ITocunans na semod:  DTC_SO06593_ P T _CTR_25543 _EN_5.0
Specification ref/Tlocunanna na cneyndpicayio: DTC_S006593_PF_N_SPE_25606_IN_3.0

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

746565 746824

 TESTS/HTOKA3HMKH STANDARDS/CTAHIAPTH RESULTS)
| S  PE3YJBTATH

Dissolution 1.C (Y)Y Posunnenns (PX) (o) Indapamide/Dpranasi;
Furepean Pharmacopoceii ¢2.9.3):C°¢ (2.9.3.)
€ = 75% at 43 min / Tganasia (S 1520): Q = 753%, 3a 45 xn,

Number tested/

Stage/ | Jocxizxrypana Acceptance Criteria/Kpurepit Values for each Tablet/ 3navenng jis Kowuol TAOJICTRU
Cragisn | gianricrs upnitasryocTi 1 2 3 4 5 6 Mean
. - i« e Cepeanc
Nl 0 o T1ach unit s not Tess than 80 %of Kowna 98 98 00 00 97 90 w7
OAHETH e Mere 80 %
82 i (12) Average of 12 units (STES2) s equal 1o

or greater than 73% and no unit is less
than 60%¢ Cepere snavenns iy 12
AHRMiE (STES2) gopisrioe 4bo Siabie
75% L HCMAC SKOHOT O MennTe
60%

(2h Average of 24 nnits (STHS2 6823 s equal
o or graater than 75%, na more than 2
tnits are fess than 60% and no it is fess
than 30%/ Cepeane snavenis i3 24
o (S1ES2 83 gopirioc alo
Giztptire 75%, ne Hube 2 ojgidi,
Menmie 0% 1 HeMac wo ol g

aenuie Ste

Dissotution LC (%)/Pozumnenun (PX) (%): Pevindopril acginine/flepuaonpuay aprivin
Furopean Pharmacopocta (290 (2 (293

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

Number tested/ i I
RIEGINE ST TNV (RE Y Cveeeptanee Criteria/Kpuerepii Values for each Tablet Suanenns 248 Kool tadaericy
Cradist | KILRICHh Hpuitusirnoceri I 2 o 3 4 [ [ Mean
" Cepesie
w1 8 Fach anit s not less than 80 e Koo 103 103 100 100 D 104 10z
o g He sertge 80%.,
82 HO (1) Average of 12 units (STS2) 48 equal Lo or

erveater than 75% and no anit is Tess than
OO%” Cepesine snavcust i3 12 oty

iN1S2 aopmtoc ado Ginue 3% i
e

HOMAE ROAOT VAT MeTHITEe 007,

N3 i1 (2 Meriee of 24 units (STES2ES 3 is equal 1o
or greater than 75%. no more than 2 units
are loss than 60% and ne it is less than

S (..'\.‘DL‘,UII.’ e 1324 QG

(S 1HS24S83) gopisiioc abo duistue 73%. e
Oiavine 2 oaminings seine 60% 1 este
ONHOT OHNTHY MeHine 30%

Servier Cheelandy fndusivies b 70 DN oney Tned s coerey Roads Arkdon £ o Waekiose reland

Tolt P AAT 0y 02 20860 P Vg 102 T0HRE

SOUTU L WR2 N e et et e 1 Puage 4 of



Docusign Envelope ID: 720F1FC5-0CD0-4325-9696-23CCEAS85D4D

Docusign Envelope |D: 8A1D0103-EEDA-462F-AF 24-1AE405969256

Method refiT¥ocunmens na senoo:

Specification ref/Hocunanin na cnegugivayiro: DTC_S0065 93_‘_1’/’__/\’_ SPIE_25606_EN_3.0

Packaging Lot No./Cepist Ne:

746565

746824

Manufacturing Bateh No./Bapoduuaa uapris No:

Dissolution 1.C (%) Pozumncnns (PX) (%):
Luropean Pharmacopoeia (2.9.3.7Cd (2.9.3)

Amlodipine/ Asuouiin

Q= 75% at 15 min / Asaonmin (A T095): Q = 73% 3a 13 xu.

Number tested/

or greater than 753%. no more than 2 anits
are Tess than 60% and no unit is less than
0%/ Cepejne suaucnis i3 24 opunni,

(S EES2483) nopisuioc ado Ginsine 73%. ne
Sinwie 2 ouunis Mewme 60% i nemac
ROAHOT OHHTNN MeHITe 0%

ANALYSIS 7 AHATSZ ¢ 29/07,2024
Batch accepted/Tlapria npuinita

Stage | HoeaipkyBana Acceptance Critevia/Kpurepii Values for each Tablet Z3nauenns i Keatol Tabierku
Crajgist | winnricrs npuitusrsocti 1 2 3 4 s 6 - Mean
Cepejtire
S1 6 Lach unit is not less than 80 %/ Kowna 09 100 07 97 a8 [0 f o8
oA e Merie 80%, '
52 O (12) Average of 12 unils (§1452) is cqual to or
greater than 75% and no unit is less than
s g . \
60%/ Cepeane snaveniot i3 12 ogunnis |
(STE82) nopinmroe ao Hiane 75% :
HENMAC KOAUOT 0t Mene 60%
S3 +12 (24 Average of 24 units (SEES24S3y s equal o

Analytical Services Manager:
Menepgep 110 KOHTPOIIO T aNANIZY SAKOCTI

-~ DocuSigned by:

Midarl qu

s 4 F 7 B CAas0

Michael Byroe/dMixacas bipnie

Sorvicr rclndy Indostros ETE L Mooy B Gogoy Read, bl Co Wik b
Fel 133300102 20800 Fan, RETLE TR SRS
Dircetors: Christian Bazantay Chrenchy <hestian sasvar Ceenclio, Johns Redmond
80010 UKR2 Vi Cloppany rectored s brehonE e 1878 Page S ll/()




Docusign Envelope ID: 720F 1FC5-0CD0-4325-9696-23CCEA985D4D

| 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/

LInM s 3acBiauyio, Lo HaBeaena Bulle iHQopMaLis € A0CTOBIPHO Ta TouHot. Lo cepiro
NPOJLYKLLIT 610 BHPOOACHO (BIJIIOUAIONH TTAKY BAHHSA/MAPKY BaHHs ) Ta MPOBEICHO KOHTPOJIb
i1 sikocTi Ha BHLLe3a3HaueHi# AinbHuLi y nosuiil sianosianocti 3 BumMoramu GMP,
BCTAHOBJICHUMHU MICLIEBUM PETYISTOPHUM OPraHOM, a TakoX BIANOBIAHO 40 creludikauii,
10 MiCTSITLCS Y peceTpaltiiinomy aocke. [poTokon BUpOOHHULTBA, NakyBaHHS Ta aHaNi3iB
ByN0 neperasiyTo Ta BCTAHOBACHO BinosiaHicTs GMP.

Date of batch release/[ara sunycky cepii 31/07/24

Name and Position/Title of person authorising the Batch Release/ [Ipizpuie Ta nocana/
3Ba1HsE 0COOM, SIS BHILAJA [J03BIJ Ha BHIYCK cepil

Dr Blanaid Bowes, Qualified Person/ BinnosinansHa ocoba

[l
[] Ms Ailbhe Wade, Qualified Person/ Binnosiganbna ocoba
[] Ms Carme! Kinsella, Qualified Person/ Bianosinansta ocoba

K Ms Jenny Quinn, Qualified Person/ Binnosinansra ocoba

[] Ms Niamh Ryan, Qualified Person/ Bignosinanshna ocoba

- DocuSigned by:

Signature/Tlianne] _ Yininy s Date/ﬂam:gl July 2024

k~~w20(§3521COZQGABG. .

Finished product batch number/ Homep cepii reToBoro rikapcekoro sacoby: 746565
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