JNEPKABHA COAYXBA 3 JHIKAPCHBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y M. KUCBI

npos. Haail Critnmanoi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa CAPTIOY 37079055
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Cepis nikapchioro 3acofy Ne 745359 KinbkicTs seescHoro aikapenkoro sacody 26308
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YKPATHA", incwr. wou: 33643340
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DocuSign Envelope ID: 1630CE84-3086-49AD-951F-0D2C66DDCD1A

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JUKAPCBLKOTO 3ACOBY

Name of the Manufacturer & Address Hazpa ta
ajpeca sHpobHUKa

Name of Importer and Address/

Hasea ra agpeca iMnoprapa

Which Consignment of product is delivered/Bua
POAYKLIT, HIO FOCTAMAETHUS

Pharmaceutical form//likapeska opaa

Name of the Product/Hassa nikapebkoro
2ac06v

Dosage/Crna nif
Type and size of packaging/Bua ra possip
VHAKOBKH

Finished Product batch number/Cepig rotoporo
AiKapeurora 2acoby

Manufacturing date/Ilara supoSunursa

Expiry date/Tepain upiias nocti

Batch size/Kinskicrs v cepii

Manufacturing Licence number/Hosmep aineriy
1na BUPOBHULTRO

Registration Number/Pecerpaniiive
OCBIHE R

servier (Ireland) Industries Lid/Cepn'e (Ipnanais)
laaacrpic fra

Moneylands, Gorey Road/Maninen:s, lopeii

Povai,

Arklow/Apkaoy,

Co. Wicklow/Ko, Bicioy.

reland/tpaanais

Scrvier Likraine LLC/TOR "Cepe'e Yrpaima"

41, Naberezhno-Khreshehatviska St/eva.
Halepemno-Xpeutarwupka. 41

Kyiv. 04070/m. Kuin, 04070

Uibratue Vi

NERI

Pharmaceutical Product/Jlixapcuruii 3acid

Film-coated tablets/TaGne ki, BRPUTI MIHBKOBOIO
OBOADTIKOIO

TRIPLIXAM®E 10 my/2.5
TPHITHIKC AN 10 pr/2

10 me/2.5 me/S mg /10 wid2.5 a3

mg/S mg/

MIES v

MU

30 tablets i the container for tablers; T contaimer
for tablets in the carton box/ 1o 30 tadae ok v
KoHTeitpept a1 rabieror: o 1 RonTeiinepy ann
TabneTor y Kopodul 3 kaprony

45339

05 2024

2027

Lo’
]
S

26.308 Boxes/ynaxorox

MOOD68/00001

UA/3930/01/00
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DocuSign Envelope |D: 1630CE84-3086-49AD-951F-0D2C66DDCD1A

locuSign Eavelope 1D: DDY7DT 18-8F 2B-48D0-0601-A073AF0R1 A4

Method refiTloctamns

MO MO0

DTC S906593 PE T CTR 23543 EN 5.0
Specification ref/Tlocusanis na cnenudpiraito: DTC .SI)()/)% [’/ "N SPE 3/()( £

TRIPLIXAM® 10 mg/2,5 mg/5 mg / TPUILTIKCAM® 10 mr/2,3 MI/S mr

Formulation/@opymymorauns:

Tabierk, H]\})HU MTHBKOBOK) OBOAOHK O,
anl 1(”1][“'!1\ SMr

Film-coated tablets containing 10 mg of pevindopril arginine, 2.5 mg of indapamide and 3
B MieTsre 10 ar nqmu"xoupu 1y aprininy. inagaaiay 2.5 mrota

5 mg of amlodipine -

745359

Packaging Lot No/Cepia No:

727949

Manufacturing Bateh No/Bupofinnaa tap i N

TESTSMOKAZHHUKH

STANDARDS/CTA]

IIAPTH

RESULTS/
PEIYABLTATH

Appearance/3opyimnii s

Average mass (mg/unit) /Cepeans yach
(/ooy}

Microbiological quality (skip
testing)/Mirpodioctorine unerora (ecis-recy)
Lur Pho (514 €0 (3,1.4)

Hentification of drug substances!
Trenmudiiscamis ditoanx pevonun
S 0490-6, 8 1520 and A 1095 by 1.7
Tleputconpiery apringu (3 9490-6). fuaana \ru
(5 15200 va asaetmtng (A 1O93) aeronov 75

SO400-6, 5 1320 and A (093 by T1.(/
Tleprnzoupiury aprivin ¢ S 9490-6). himanaia
(S 1320) wu usaoanis (A 10931 wievouos THIEX

Drug substances euntent (L.OY (mglunity/
Bssicr aiwanx pesoson (PX) Gafosnnmim)

White, oblong. fiim-coated tablet engraved with OR ote
piase:

: . £ T, o i .
lace and <35V onhe other face £ laGaeria Ginoro ROLAPY,
SIOBTAC (G r]mpml BEPITE ITIREOBOIC GO0AOHKOI0,

f? e

. =
THEHEHT N ERSHIEIOTRN] ()(H‘(‘\' TA =223 < 3 IRIUOTO

2458 1o
Bid ZJF.R ao ¢ l.(> (317 0% %4 40 105 %% nix reoperuviod sacn
2587

Total acrobic microbial caum/3araanie e acpoduirs
surpoopraniain CLAMC) Wi » < 1KY Oy
Total combined ve: muh S oum:" BHE R0
APERIGROBUN T nACeHeRIs rpafin UM 5 107 CF LSy -
< 10F KYOir
Escherwchig coli

absences | gf - siweyini v ) e

Fhe ratio of m muumn times of each drug substance peak

59490, S 1520 and A 10937 from the test sohution and from the

reference wluunn mast be between 0093 and 1,05/ Biznoncsay

SACIE VIPISVIRMIEE IR HOAHO] oo pesorgn (S D490-5,

S 520 and A 1095) toeaizorysannro posipuy 1o DOITIIHY
AHORHEH 51 0,93 20 1,03

il()]’)mﬂr{}{l 130 Ml L

Maimn spots (5 04906, 5 1320 and A 1093 identical in
position, coloar and size (or test and reference/Ocuonn na33
(S 0065 1320 and A TO9S) Ferin g 58 10 me i,
KOTROPOM T PEIMIPOM /18 0 LRI BalO10 pos iy Ta
POBHLY NOPIRUSEIA

193 o 103 %5 ol vhe theoreleal conient of cach druy substancrs,
BELOS a0 TOS %4 0l teoperiiio o BasTY Kovkiol Siead
PEHOBHI)

3 94906 /1 lepruaonpivy apeiini (S 9490.6): 9,50 o 10.5
B 920 a0 1030

S R0/ hmonaniz (5 1320 238 (0 260
A 1093 7 Asnoguni (A 1093

a0 262

B 478

ERESTES >\ i

Complies o e

289 ingiar

» Nt
ible

“Slap Test
Apphica

kg Test - Non
Apphwabie

Not

“5hip Test
Applicable

Conmiplies/Bianonizac

CamplicsBiwnn tar

4.89ma‘ur

*Skip test/Cxin Tecrypanms, Passe an*mnrsrme not applicable/ste nponoanges

80020 UKR2 v

v R, .-\r};h s, Co Wiaeltow, fraland

Jubm Redmond
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‘ocuSign Envelope 10: DD

8-BF 28-48DD-96D1-AQ73AF

DocusSign Envelope ID: 1630CE84-3086-49AD-951F-0D2C66DDCD1A

08114

" [ R
M)
-JEI%&‘/;&‘;T
Method reffHocuranis wa siemod: DI SOB6393 PF_ T CTR 15543 L,\r 3 ()
Specification ref/Ilocurannn na crewupirayin: DI T S006593_PF "'v SPE_25 N 3

Packaging Lot No/Cepin Ne:

T45389

H

727049

Manufacturing Batch No/Bupofuman napris Ne: |

TESTS/TIOKAZHWKH

STANDARDS/CTAHJAAPTH

RESULTS/
PESYIILTATH

Degradation products content (L.C) (% mim)/
Batiet npoayrin aerpaganiv (PX) (% sim)

Y 1473

S YIS0

Y1474
Y32
Y 33
Y31
Y38
Y M3

Any other degradition products? By iau-suc g
UPAYKTH Ze1pagiui

Total content of degridaiion products! Suramanii
BICT MPOAVRTIE aerpaaiii

Y36 (LC Hmittesty? Y 36 (PX rpunimrmi
KOMTPOE) {ppoy)

Uniformity of dosage units [or & 9490.6,

S E320 and A 1095 (LCV Oanopianicrs
AOTORARIX GTII L L8 ACPIGUIONPIOY apr v
15 9490-6), Tnaanasiay ¢85 1320 1a asmominy
(A 1095} merogom PX

Eue, Phu 2.9.40¥ € (2.9 40)

Content uniformity (LCY %0dlabel claim /
anopizatiers sayicry seroaon PX: % ain
3AABIACHOT KipKkoeT

Anlodipines assosugin

51

&2

Perindnpril arginine salt! nepusaonpuay aprini
Sl

52

Indapamide/Trzanastiz
S
52

() /’a 94

OG0

[0 %0A
D130 %AV

150 %AV «

8} ”zn‘»\\"

O IV
011 %
AR
s A) ) ey
AL IR SN
X A
0
<01,

G
(.23 "a

Conphies/Bimon e

2
~1

‘o

Servier riped

Mrectas Chyw Fiar

80020 LRR2 VY

ama (Frenchn ¢

Ly

v L

[

reistered o rehand No
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DocusSign Envelope ID: 1630CE84-3086-43AD-951F-0D2C66DDCH1A

ocuSign Envelope 1D: DDGTD7 18-BF2H-4

RERGER

SOO-96D1-ADTIAF ST 12

5

or greater than 73%. no mare tan 2 units

are teas than 60% and no unit ig less than

3 J“' C CPEIHE YR i5 24 oungn
ST52-83) aopiamoc ado Giasue 75%, ue

Ginbiue 2 000k Menwe 60% | nesar

AUUOT 0ATILT Metne 30%

{
i
Method ref/ITocuaanns na stepod:  DTC SO06593 PF T CTR 25543 EN S0
Specification ref/flocuianns na T TINTR DTC S000593 v Pl \ SPE 730//0 LN 3
Packaging Lot No./Cepin No: | Manufuacturing Batch No, /Bupoomma naptis Ne:
745359 :
TESTSHATOKAZHHUKI R ESI LTS/
| “ PEIVIILTATH
Dissolution LC (%) Poramnenns (PX) (Yo): Endapamide/Traamis
European Pharnwicepoeia (20,3560 (2 1)
Q) = T3 a1 U5 min/ Twamnsria (8 1320); () = 780 1 48
U Number festerd |
Stugel | docaineynans Accepiance Criterin/ISpisyepil Yalues for each Tablet/ Jnanenuw Ly KO OT T8 e n
Cradin | wisuriers uprlinsrnocri f 2 3 4 N ‘6 M
» _ Cepeanc
Sl 6 Erach wnit iz not fess Than 81 % Kok 98 u7 oo 100 yr o 1ag © R
v peseme 80 4 Vo o ol
S +0 (123 Average of 12units (ST+82yvis equat i | 1T e e
ot greater than Y% and no unit is less
than 60%/ Cepennie anaucyin i3 17
0 nmmu‘( SEES2T aopizmor asde Glmon
3% L HEMAC SROANOT LRI MOHTLE
60%
83 +12 (241 Average of 24 units (ST+52+53) 15 equal i
% teor greter than 753%, no more than 2 ‘
units are less than 60% and no unit is less
than 30%7 Cepenne snavenss i3 2
OBHUL (STES253) sopmsinoe 4o
Githnte 73%, we Glaswe 7 oamnn
Merige 00% | wesac skouof o
R TN : : ;
} | f
Dissolution LE (%) Posunmennu (PN) (Y%): Pevindopril arginine/Jlepsnaompiay apyinin
Luropean Pharmacopoeia ¢2.9.3. 16 2, 9.3}
Q= T58% at 15 min / Tepunaonpiay apvinin (5 9490000 € = T2% 1 15 vm,
Number testeds '
Stage | Jocsizeysang Acceptance Criterin/Kpnrepii | Vadues for each Tabilet f3navensn 1 NORHOT TAB e TN
Cragis | wiaunicrs Upuiiuarnocri { 2 3 4 N | Meun
: : 5 Cepenne
Si 6 Each anit is pot less than 80 % Kowmua LY Rb] 2 1}l 1) 101 16
AHBHUS HE Merme §0%. ;
82 3 i1 ol 12 units (5180005 equal vy or
and 1o unitis Joss than
'cpc THE SHaveris 3 12 o QUL
) Ropikmoe aBo Sianie
HEMAU RO LHOT 01T & -
S3 H12 1243 Average of 24 units (S1+825 53y is equal w©

Sepveer dlrahmdt lndeicies T

Privectors: Choistim Bazaniy (Fre m])

30020 UKR2 Vi

Wicklow drelamd

Yol : KSR PN IR I
Chnsiom Sagvour {Fr

Compayiy registered iy Treland Mo 117240 Puge 4 of 6
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DocuSign Envelope ID: 1630CE84-3086-49AD-951F-0D2C66DDCD1A

locusign Envelope ID: DDY7OT718.BF 2B A8DD-SBD1-AQ7IAFOS A4

Packaging Lot No./Cepis No: ! Manufacturing Batch No/Buposunua napris Ne:
745359 727949
- Bissolution 1O (%P oruunenns {PX) (Vo) Aaplodipine/Astsoaunin
Curopean Phamiacopoein 72,9306 ¢2.0.3

0= TH% at 13 min ) Asvroamnin (A 1093): O = 73% 1a 13 xa.
Numher testod/ i : 4
Stage | Focatnuysana Acceptanee Criteria/Nprrepit Uy alues Tor each Tablel Buavemia s ool mdoerin o
] Crnain | winriers upRitETTRoC ] L2 3 4 3 S Muitny ‘[
] Cepeinte

Sl 6 Fach anit is not fess than 80 %/ Ko RE] 2l G 9.4 01 ol 8
OUHHODT e Mg 80%,

§2 + 112 Average of 12 anits (81+82) is equal 1o or
greater thare 75% and no unit is less than

PeAne sHadeHun b 12 oannin,
23 aopinmoe abo GLanuie 73% i
HEMAU SKOTHOT AU stenne 6005

53 2 (24 Average of 24 units (81+82+83) is equal 1o
ar greater tan 75%. 1o more than 2 anits
are tess than &% and no unitis less than
0% Clopeine shanc i 15 24 oL

(51 31 Aopisoe ado SlLie 75%, me
Bizntge 2 0 sree 60%, § pesae
AOLHOT OIHINGT MeHTe SO

e Doyeuiigned by:

Micarl P

Analytical Services Manager: AN |
MeHeirep 10 KOHTPOAI0 Ta ANAXIZY SKOCT] Michael Byrne/Mixacas Bipne

Survier thieland) indostiies 17D Mo g o, Co Wicklon Treland

el KR TR

Phvcdtngs by

40020 UKR2 V1 Cnmpany regstenad i eland M,
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DocusSign Envelope ID: 1630CE84-3086-49AD-951F-0D2C66DDCD1A

[ hereby declare that the abovementioned information is reliable and accurate. This baich o
products was manufactured (including packaging/labeling) and its quality contral was made
at the abovementioned site in full compliance with the GMP requiremnents 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/

Liunt 2 zaceizuyio, mo sasegena euie ingopyaia ¢ 20¢TosipHoIo Ta TouHmo. 1o cepiio
MPOVKLIT Oy710 BHPOGICHO (BETIOUMIOUM MEKY BAHKS/ MAPKYBATTIA) 12 npos
[ IKOCTE N pHLEaAsHAYeHI ALLHHLT Y TOBAIT BLAMORIAHOCT] 3 Buvoraxi GMDP.
BCTAHOBICHMMU MICHERHM PRUYAATOPHUM OPFaHOAM, A TAKOAK BIANOBLIHO 10 coetnd ikani
HIO MICTATLEA ¥ peeeTpaitiiineary goche. Mporokont supod L
ByA0 NEPEITHYTO Ta BCTAHOBIEHE BIAROBLAMICTS GMP.

CHO ROHTHOMH

Date of batch velease/Hara srmyery copii 28/06/2:4

Name and Position/Title of person authorising the Batch Release/ Vphnnnie v nocana/
3BAMAS 0COBH, AKA BIAAIR ZO3BLT HA BRAYCR cepii
[1 Dr Blanaid Bowes. Qualified Person/ Bianosiaatuia ocosa

[1 Ms Allbhe Wade, Qualified Person/ BLunosinaania ocoba

W Ms Carmel Kinsella, Qualified Person/ Bianosinaisua ocoda
(b Ms Jenny Quinn, Qualified Person! Bianorizaibha ocoba

{1 Ms Niamh Ryan, Qualified Person/ Binnopisnansna ocoba

- DoguSigaed by:

signatwre/Hiamic | carmel KINSELLA. {Date/ fava; 28 June 2024

...... BACO4C 3480 144D,

Finished product batch number/ Homen cepii rotosoro nikapcsroro 3acoby: 745359
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