ABPXIITKCITY )KBA
AEPAHCABHA CIIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMU y M. KUEBI

By Bepesuaxisebka, 29, Kuis, 02098, Tej, (044) 295-26-85 ren. (044) 295-26-82
F-mail: dls.kyiv@dls. gov.ua,https://www.dls.gov.ua, Koy CIPTIOY 37079055

BUCHOBOK
PO SAKICTH BBE3CHOIO B Yxpainy aikapeskoro 3aco0y

19.07.2021 N 40965/21/26

TPUTUIIKCAM® 10 MI/2,5 M1Y/5 MI®

(naitmenysaims nikapenkoro 3200y 3riiHo 8 peecrpaniinm TOCBIAYCHIM)
TAbIeTIN, BRPUTI IIIBKOBOIO 00001K010, 10 MX/2,5 Mr/5 mr; 1o 30 Taduerow Y Konrciuepi
st TabreTor; o 1 konreitnepy s rabireror Y xopobui 3 kaprony

(thopasa wuirycxy, posysatus, pug nacyanis HIKAPCELKOTo 3ac00y)
Homep peecrpauiitnoro nocsipens UA/13930/01/01 cTpok ¥ peectpandiioro nocsigueis HeoBMeKeHIi
Cepia nikapenkoro sacoby Ne 323443 Kinsxicrs sresenoro nixapeskoro saco6y 23497

BupoGuuk Ceps'e (Ipnaupis) Iupacrpic Jloy, Ipnamuia
(nadimenynans supoGrmka aikapeskoro aacoGy, Kpayia noxomscenns)

Baeseno B Vkpainy Tosapucereo 3 06Mexenorn BinoBigansuicrio "CEPRB'E YKPAIHA",
ienr. wom 33043340
(nadtvenysans ta kox sa CUPIIOY IOPUAHYIOT 0coOK aGo Npidsmine, IM'a, 110 GaTbKob] hizuunof
0coGH ~ nijmpuemuy, i micue npowupans ta peeerpaniiinii nosmep o6aixonol kaprin maarc
noarkin ao cepis ra Homep nacnopra)

Iporoxon sisyanuuoro xowrpomo vig 19.07.2021 N 2341/9.

3a pesynbraramu  KepmABIOro KOHTPOJIO  BCTaHOBIeHo, wo Jjikapeskuit  3aci6  BBeseHo B Vrpatny 3
AOTPHMAHHAM sumor 3AKOHOLABCTBA OO 3a0e3TIeHeHIS SKOCTH :ximzpum{gx 3acobin,
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= BERVIER

SERVIER (IRELAND) INDUSTRIES L'TD.

Method ref/Iocunarsn na semoo:
Specification ref/locunanun na cne

DTC_S006593_PF_T CIR_255 43 EN 5.0
yugpiauito: DTC _S006593 LFN SPE 25606 _EN 3.0

TRIPLIXAM® 10 mg/2,5 m

g/5 mg / TPUILIIKCAM® 10 mr/2,5 m1/5 mr

Formulation/®opmymosanms:

Film-coated tablets containing 10 mg of perindopril
rabieriu, BpuTi HBKOBOIO 0BONOHKOIO, 1110

aMIIoMITiHyY 5 Mr

arginine, 2,5 mg of indapamide and 5 mg of amlodipine /
Mictars 10 mr nepungonpuiy aprivigy, inganaminy 2,5 mr ta

Packaging Lot NAO‘/CﬁpiS{ Nog

Tanufacturing Batch No/BupoGuuwua napriss No

323443 307295
TESTS/TMIOKAZHUKHW STANDARDS/CTAHAAPTU RESULTS/
PE3YJIBTATU
Appearance/3onninmiit syras bl

Average mass (mg/unit) /Cepepns maca
(mr/opmnie)

Microbiological quality (skip
testing)/MixpoGiosoriuna unerara (exin-rect)
Eur. Ph. (5.1,4Y € (5.1.4)

Identification of drug substances/
Inervndirentis xivounx pewosun

5 9490-6, S 1520 and A 1095 by LC/
Hepumnonpuy aprinin ( § 9490-6), insanamin
(8 1520) 1a amuomnisn (A 1095) meropom PX

5 94906, S 1520 and A 1095 by TLC/
Hepmiponpuny apriniy { 8 9490-6), izanasin
(5 1520) ra amnonmuin (A 10935) merogonm TILUX

Drug substances content (LC) (mg/unity/
Buicr gitounx pevonun (PX) (mr/opmusyo)

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

face and «== & on the other face /TaGuerka Gixoro KONLopy,
Aonractol HOpPMI, BRPHTA IHBROBOIO 06010HK010, 3

% =
THCHEHHM 3 0500 Gory ra == @3 - 3 IHOro
245,810 271,6 (95 to 105 % of the theorctical mass of 258,7)/
sin 245,8 10 271,6 (8in 95 % no 105 % sin TEOPCTHIHOT MACH
258,7)

Total acrobic microbial countaramue yncno aepolbuuy
mipooprasismin (FAMC) £ 10° CFU/g/ - < 10° KY O/
Total combined yeasts/moulds count/3aranie HCIO
APIAGOKOBIK T8 TUTiCeHeRuK rpubin (TYMC) £ 10° CFU/g/ -
< 0P KyOn

Escherichia coli; absence/| g - sincyruiy I r

‘The ratio of the retention times of each drug substance peak
(89490, 8 1520 and A 1 095} from the test solution and from the
reference solution must be between 0,95 and 1,05/ Binuottenns
HUCHS YTpUMYBaHI TH KOKHOT Aiouo] peuonuny (S 94906,

S 1520 and A 1095) JOCHLKYRAHOTO PO3YHHY Ta pPO3YIHY
TIOPIBHAIS Mae crationstry i 0,95 jo 1,05

Main spots (S 9490-6, § 1520 and A 1095) identical in
position, colour and size for test and reference/Ocroni TUISIMH
(8 9490-6, 8 1520 and A 1095) incnruni sa nonoxenunm,
KOABOPOM T4 Po3Mipom jutst HOCHIIBRY BAHOrO POIHHIY o
POBMHIY UOPIBHS IS

(95 10 105 % of the theoretical content of cach drug substance/
Bin 95 1o 105 % sin Teopernunoro BMicTy kowuol fiovol
peuoBuy)

S 9490-6 / Hepunnonpuny aprinin (8 9490-6): 9,50 to 10,50/
Bin 9,50 no 10,50 o

A 1095 //\:\mom{yisf (A 1095): 4,75 to 5,25/ nin 4.7

8 1520 / unamawiz (S 1520): 2,38 10 2,62 / nin 2,38 po 6 o

*Skip test/Crir recrysanus, Passes/Bi

Servier (Ireland) Industeios LD Moneylands Gorey Read, Arklow, Co W
Teli 1353 (0) 402 20800 Fae 353 (0) 402 20888
Dreciors: Christian Bazantay (French), Ch

80020 UKR2 v1

Anosinae, not applicable/ne nposoupes /

an Sauveur (French), John Rdfgon:
Company registered in Ireland No. 117246

Complies/Bianosinae

256, Tmg/mr

*Skip Test ~ Not
Applicable
*Skip Test - Not
Applicable
*Skip Test « Not
Applicable

Complies/Bisnoninac

Complies/Bianoninac

9.98mg/mr
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Method ref/ITocunannn na memoo: DTC _S006593 PF_ T_CIR 25543 EN 5.0
Specification ref/Ilocunanusn na enegudpicaio: DIC_S0065 93MPF_N_SPE_%{?&@EA{_&‘. 0

Packaging Lot No./Cepia No: Manufacturing Batch No./BupoGusa napris Ne:
323443 — 307295
TESTS/HUKABHHKH STANDARDS/CTAH}IAPTH RESULTS/

PE3YJI bTATU

Degradation products content (LC) (% m/m)/
- Bumicr uponyierin aerpaganit (PX) (% mim)
Y 1473 =03 <0.10 %
- 89780 0,5 <0.10 %

Y 1474 <03 <0.10 %
: Y32 0,2 <0.10 %
Y33 £0,2 <0.10 %
i Y31 %05 <010 %
Y38 =05 <0.10 %
Y 1745 “04 <0.10 %
~ Any other degradation produets/ Byap-sxi isnn <0,2 <010 %
- lpouyers qerpamaniy
. Total content of degradation products/ 3arannumnii <20 <0.10%
- sMier npouyicrin Herpazandy
- Y36 (LC limit test) Y 36 (PX, rpansamuis =600 Complies/Binnoninac
KOHIPOINE) (ppm)
- Uniformity of dosage units for S 9490-6,
© S 1520 and A 1095 (LCY Onnopinnicrs
| MO3OBRHIX OAHHILE 118 nepuunonpuny aprinisy
- (5 9490-6), iHnanaminy (S 1520) ra aMIOIHIIRY
- (A 1095) metozion PX
- Bur, Ph.(2.9.40) € (2.9.40)
- Content uniformity (LC): %/label olaim /
- Onnopignicrs symicry Meronom PX; % pin
| SasBIenol Kiithroer :
| Amlodipine/ avsomumin
I .81 AV 2 15.0 %AV < 15,0 % 3.7
182 AV £ 15.0 %AV < 15,0 %
0.75 M < cach unit < 1,25 M/

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

*erindopril arginine salt/ HEpHIIONPHIY aprinin
| .81 AV <150 %AV < 15,0 % 3.7
AV < 15.0 WAV <150%
0.75 M < each unit < 1.25 M/
0,75 M < koscna ojtusmng <125 M
| Indapamide/lanamiy
S1 AV £ 15.0 %AV < 15,0 % 2.3
| .82 AV <150 WAV < 15,0 %
0.75 M < each unit < 1.25 M/
! 0,75 M < xosmua oy <1,25M

80020 UKR2 V1
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Method ref/llocunanus Ha pemoo:
Specification ref/liocunanns ny cney

DIC S006593 pr

uhivayi: DTC S0065

" I_CTR_25543 EN 5.0
93 PF_N_SPE_25606_EN 3.0

Packaging LbitN(}./C(??iﬂ Nog

323443

Manufacturing Batch No.

307295

TESTS/AIOK

ABHUKHU STANDARDS/CTAHIAPTH

RVIER (IRELA ND) INDUSTRIES LTD.

/Bupobunya Haprin Nos

RESULTS/
PE3YJIBTATU

Stagre/ Hocninmysana
Cragisnt | wimpriors,

57 6 (12)

Dissolution LC (%

Stage Hocabxynana
Cranis | Kigbkicrs

v

Dissolution LC (Y6)/Posunnenns (ﬁk) (%):
European Pharmacopoeia (2,9, 3)ED (2.9.3)

Number tested/

Number tested/

Aceeptance Criteria/Kpurepit
apultuarrocr

Indapa mide/Inuanamin

A,__.,9,.:“:f’i’{'z_“l&‘?ﬁ_'ﬂi’l@'ﬂ5!.‘321§f!.ié_!:?U:‘?.%f’):i?jf;???f'(??fiﬁ‘!iﬁ“}é;,u\.

_Values for each "Tablet/ Suauenus s konsuor rabaeriay

1

2 3 4 5 6

Each unit is not less than 80 Yo/ Kowua
AL He Meie 80 %
Average of 12 units (S14+82) is equal to
or greater than 75% and no unit s fess
than 60%/ Cepenne suavenus iy 2
ol (S1-+82) spopisuioe ao Sinnine
75% i nemae sconnof OUBIHLI Mete
1 60%
o or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepenue sHauenis i3 24
Omury, (S14+52+483) jopinmoe ago
Binviie 75%, we Gimbre 2 onunnng,
Mentite 60% i nesac scopor ojtuud
MeHIe 50%

Acceptance Criteria/Kpurepit
Upulinaraoeri

Each unit is not less than 80 %/ Kowna
QLML He Meuure 80%,

greater than 75% and no unit is Jess than
60%/ Cepeune SHadeHnst i3 12 oy,
(S51+82) Aopisrioe a6o Ginpure T8% i
HEMAC Kool o menue 60%

or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
S0%/ Cepente suaseng is 24 opunnyg
(S1+82:+83) nopinmoe aGo Sinmie 75%, ne
Glabure 2 oamumis Menme 60% i nemae
ROAHOT ostmsmd mMenme $0%

99

Average of 24 units (ST+82+83) is cqual

Values for ench

Posuunenns (PX) (%): Perindopril arginine/Hepunzonpun ¥ aprinin
Buropean Pharmacopocia (2.9.3)/Cd (2.9.3, J

Q= 75% at 15 min / Hepuuponpiny aprivin

(8 9490-6): Q = 75% 3a 18 X8,

Mean
Cepennie
97

Tablet navens JUIS Bosuol ratinericn

Average of 12 unigs (SII.NP‘S'Z) ié‘};q‘uéi\f oor

Average of 24 units (S1+S2+83) is equal'to |~

1

2 3 4

Servier Ureland) Industries L Moneylandsg Ciorey

80020 UKR2 v1

Tel: 3 {0y 402 20800 8
Directors: Christian Bay Htay (Freneh), €

Company registered in Ireland Mo, 117246

Road, Arklow, Co W
353 (0) 40

Mean
Cepeane



é Method ref/Tlocunars na memoo; DIC S006593 Pr_ T CTR 25543 EN 5.0

IE Specification ref/Hocunanns na cnequdhicayin: z)TC__,S‘006593".PFWNNSPE_ZS 606_EN 3.0
: PackagmgLot Iift)"./Cepiﬁfﬂ'é} - Mauufacturing Batch No./Bupotumnua xxap'i'iix Nes

323443
Dissolution LC (%)/Posunmenns (PX) (%):
¢ Buropean Pharmacopocia (29.3)€P (2.9.3)

307295

Amlod fﬁiﬁﬁ?ﬁnmom{niu

st miaiinion 0=75% at 15 min / Amaopunin (A 1095): Q=75%3a15xn,
Number tested/

| Stage Hocaiwrynana Aceeptance Criteria/Kpurepiy Values for each Tablet [3uavenus nan Komuol radaeris
Cranist | winsricrs npsinsiroeri 1 2 3 4 5 6 Mean
Cepenie
Sl 6 | Each unitis ot Tess than 80 %/ Kosora 98 102|100 |97 | og 98 99

OAHHULA HE MeHine §0%.,

82 +6 (12) Average of 12 units (S1+82) is equal to or
greater than 75% and no unit is less than
00%/ Cepenne suauenns is 12 OJUAHBLL
(51-+82) nopisnioe a6o Ginnnie 5% i
Hemac aconnol oauu Meme 60%

83 +12 (24) Average of 24 units (S 14+82+483) is cqual to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
S0%/ Cepenue suasenusn i3 24 OJMHILLE
(SI+S2:+83) nopistioe abo Gimire 75%, ne
Ginsine 2 omunig Menme 60% i nemae
WORHOT OHIHI Menite 50%

ANALYSIS / AHATIS : 31/05/2021
Bateh acceptod/[Tapris npuitusra

7
{‘} p 7 j:
Analytical Services Manager: L S 5,8 X
. . y.‘ 5 . - ’ " { s J’j“ .g"”, —
Menepxep no KOHTPOIO Ta aHaxisy skocri Michael iiyrm_/%%-?miééz:. Bipre

Servier (Ireland) Ind 2., Moneviand
g {0y 402 20800
Directors: Christing Ra mtay Frong

80020 UKR2 V1 Company ¢




A,

SERVIER (IRELAN D) INDUSTRIES LTD.

.
= SERVIER

Lhereby declare that the abovementioned information is reliable and accurate. This bateh 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/

Lum st sacsipuyio, mo Hasenena e indopmanis ¢ JOCTOBIPHOIO Ta TOUHOIO, Lo cepiio
uponykuit Gyio BUpoGIICHO (BKIOUALO YK 1‘3zt:rcyiaamm/mapfcynamm) Ta NPpOBEUCHO KOHTPOIE 1T
AKOCT HA BUINC3A3HAYCeHil Abneruu y nopniit BIATIOBIAROCTI 3 BHMOraMy GMP,
BCTAHOBICHUME MicileRuM PEIYTATOPHUM OPraHoM, a Takom BIANOBIAHO 110 crrenmdikanii,
o Micrarses y peecrpaniituomy gocse, [porokomn BUPOGHMITBA, HAKYBAHHY T4 aHAisin
Gyio neperssiyro ra Beranosneno rianorixuicrs GMP.

Date of batch release/lara BHLLYCKY cepif 17/06/21

Name and Position/Title of person authorising the Bateh Release/ Hpizsuie ra nocana/
SBAHHS 0¢o0u, 1A BUAANA N03BIN 1A BHIIYCK cepif

[ Dr Blanaid Bowes, Qualified Person/ Bianosigansua oco6a
[] Ms Ailbhe Wade, Qualitied Person/ Binnosinansua oco6a
[+ Ms Carmel Kinsella, Qualificd Person/ Bimnosizansua oco6a
[T Ms Jenny Quinn, Qualified Person/ Binnosinaneua ocota

Signature/[Tizruc W(FQ{’ MmO Lianse Date/Jlara: CIICig|27

Finished product batch number/ Homep cepii rotosoro niKapeLkoro sacoly: 323443

Servier (Ireland) Industeies LT, Gotey Road, Ag Klow, Co Wicklow, Republic :}&
Tel: 4353 (0) 402 30800 Fax: 4353 (0) 402 20888 S

Directors: Christian il;xzm’;izty {French), Plesre Venesgue {French), John Re
Corapany registered in treland No, 117246 S




SERVIER (IR ELAND) INDUS TRIES LTD.

AN, ;

T BERVIEER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIIKAPCHLKOrO 3ACOBY

Name of the Manufacturer & Address /Haspa 1a Servier (Ireland) Industries Ltd/Cepr'e (Ipnanuis)
anpeca pupoSumia lupacrpic Jiry

Moneylands, Gorey Roadﬁ\daninc:ma, Topeit
Poys,

Arklow/Apioy,

Co. Wicklow/Ko. Birsoy,

Ireland/Ipnaunis

Name of Importer and Address/ Servier Ukraine LLC/TOR "Cepn'e Yipaiua"
Hassa Ta anpeca imnoprepa 41, Naberezlmo~Khroahc:hutyts}ca St./syn,

I-IaGCpexcx-im}{pemammarca, 41
Kyiv, 04070/m. Kuin, 04070
Ukraine/Yxpaiua

Which Consignment of product is delivered/Buy Pharmaceutical Product/JTiapcouit 3aci6
nponyxnit, mo nocravacrpey

Pharmaceutical form/Jixapcrka (popma Film-coated tablets/TaGnerxu, BRpuTi nutisxoBoro
000510HK0I0

Name of the Product/Haspa JiKapesxoro TRIPLIXAM® 10 mg/2,5 mg/5 mg/

3ac00y TPUTIIKCAM® 10 MI/2,5 M1vy8 mr

Dosage/Cuna nif 10 mg/2,5 mg/5 mg/ 10 Mrv/2,5 mr/5 mr

Type and size of packaging/Buy 1a posmip 30 tablets in the container for tablets; 1 container

YIaronKy for tablets in the carton box/ 110 30 Tabuerox y

KOHTEHHEp] s Tabuerow; o 1 KOHTeHHepy ns
Tabnerox y kopoGui 3 Kaprony

Finished Product batch number/Cepis rorororo 323443

JUKapesKoro 3acoBy

Manufacturing date/Jlara BupoSuuirsa 052021
Expiry date/Tepmin HpuaarHocri 052024
Batch size/Kinsxicrs ¥ cepif 23,497 Boxes/ynaxopox

Manufacturing Licence number/Homep ninensiy M00068/00001
Ha BUpoBHUITEO

Registration Number/Peecrpaniiine UA/13930/01/01
NOCRIMeHHs

servier (reland) Industries LTD., Gorey Road, Arklow, Co Wicklow, Republic o1 lis ik, Vi

Tel: +353 (0) 402 20800 Fax: +353 {0y 402 20888

Directors: Christian Bazantay {Freuch), Pierre Venssque (French), John Ro 3
Company registered in Ireland No, 117246




SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunanunn na memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannn na cneyudikayiro: DTC_S006593_PF N SPE 25606 EN 3.0

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

Formulation/@opmy/roBanusa:

Film-coated tablets containing 10 mg of perindopril arginine, 2,5 mg of indapamide and 5 mg of amlodipine /
TableTKH, BKPHTI IUTIBKOBOIO 060/10HKOIO, 1110 MicTATh 10 Mr nepuHOONpUIIy apridiny, iHaanamigy 2,5 Mr ta

aMJIOJIMMIHY S5 Mr

Packaging Lot No./Cepia Ne:

Manufacturing Batch No./Bupotanua napris Ne:

323444 307296
TESTS/TIOKA3ZHUKH STANDARDS/CTAHAAPTH RESULTS/
PE3YJIBTATH
o/~

Appearance/3oBHiuHii BHraA

Average mass (mg/unit) /Cepeaus maca
(mr/opuanuI0)

Microbiological quality (skip
testing)/MixpoGiosoriuna uncrora (cKkin-Tecr)
Eur. Ph. (5.1.4)/ €D (5.1.4)

Identification of drug substances/
ImenTndikauis Ail0uHX pevoBHH

$9490-6, S 1520 and A 1095 by LC/
[Mepunnonpuiy apriuin ( S 9490-6), innamamin
(S 1520) ta amnoaunin (A 1095) merogom PX

$9490-6, S 1520 and A 1095 by TLC/
[Mepunnonpuny apritiu ( S 9490-6), inganamin
(S 1520) ta amnoaumnis (A 1095) merogom TLIX

Drug substances content (LC) (mg/unit)/
Bmicr girounx pewosun (PX) (Mr/oaunumio)

White, obions, film-coated tablet engraved with “ on one

face and == = on the other face /Tabnerka Ginoro kousopy,
JOBracToi opMH, BKPHTA IUTIBKOBOIO 000JIOHKOIO, 3
o

s

THCHEHHAM 3 ogHoTO BoKy Ta == & 3 IHILIOTO

245,8 to 271,6 (95 to 105 % of the theoretical mass of 258,7) /
Bin 245,8 no 271,6 (Bim 95 % no 105 % six TeopeTHunoi Mack
258,7)

Total aerobic microbial count/3aranshe uucio aepobunx
mikpoopraniamis (TAMC) < 10° CFU/g/ - < 10° KYO/r
Total combined yeasts/moulds count/3aransHe 4HciIo
npiicpxosmx Ta mnicenesmx rpubie (TYMC) < 10* CFU/g/ -
< 10°KYO/Ir

Escherichia coli: absence/1 g/ - sincytHiy 1 r

The ratio of the retention times of each drug substance peak

(S 9490, S 1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,05/ Bianoiuenns
4aciB yTPUMYBaHH ITiKa KOXKHOT fitovoi peuosunu (S 9490-6,

S 1520 and A 1095) nocnimikyBaHoro po34Miy Ta po3uuHy
ropiBHsHHS Mae cranopuTH Bixg 0,95 o 1,05

Main spots (S 9490-6, S 1520 and A 1095) identical in
position, colour and size for test and reference/OcnoBHi maamu
(S 9490-6, S 1520 and A 1095) inenTH4Hi 38 OJOKEHHAM,
KOJIOPOM Ta PO3MipOM 715 AOCTIIKYBAHOTO PO3UHHY Ta
PO3YHHY MOPIBHAHHA

(95 to 105 % of the theoretical content of each drug substance/
Bim 95 no 105 % Bin TeopeTHHHOrO BMICTY KOXHOI Aitodol
PEYOBHHH)

S 9490-6 / ITepunponpuimy aprinin (S 9490-6): 9,50 to 10,50 /

Bia 9,50 go 10,50 e

S 1520 / Inpamamin (S 1520): 2,38 to 2,62 / Bin 2,38
A 1095 / Amnopumin (A 1095): 4,75 to 5,25/ Bin 4

Complies/Bianosinae

257.1mg/mr

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

*Skip Test - Not
Applicable

Complies/Binnosinae

Complies/Bignosinae

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

80020 UKR2 V1

Company registered in Ireland No. 117246




SERVIER (IRELAND) INDUSTRIES LTD.

T—= SERVIER
Method ref/ITocunanns na memoo: DITC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanna na cneyudicayiro: DTC _S006593 PF N SPE 25606 EN 3.0
Packaging Lot No./Cepis Ne: Manufacturing Batch No./Bapoonu4a napria Ne:
307296
TESTS/MTIOKA3ZHUKHA STANDARDS/CTAHOAPTH RESULTS/
PE3VJBTATH

Degradation products content (LC) (% m/m)/
BmicT npoaykrie aerpaaauii (PX) (% m/m)
Y 1473 <03 <0.10 %
S 9780 =05 <0.10 %
Y 1474 =03 <0.10 %
Y32 <0,2 <0.10 %
Y33 <02 <0.10 %
Y 31 <05 <0.10 %
Y 38 <05 <0.10 %
Y 1745 <04 <0.10 %
Any other degradation products/ Byae-ski iHui <02 <0.10 %
TIPOAIYKTH JeTpajaitii
Total content of degradation products/ 3aranennii <20 <0.10 %
BMICT NpoayKTiB Aerpanaril
Y 36 (LC limit testy Y 36 (PX, rpanusinuit <600 Complies/Binnoginae
KOHTPOIB) (ppm)
Uniformity of dosage units for S 9490-6,
S 1520 and A 1095 (LC)/ Oguopianicts
A030BAHHX OAWHHUL IS [ICPHHAONPHITY apriHiHy
(S 9490-6), inganaminy (S 1520) Ta amnogunidy
(A 1095) merogom PX
Eur. Ph.( 2.9.40)/ €D (2.9.40)
Content uniformity (LC): %/label claim /
OauopianicTe BMicTy MeTonoMm PX: % Bin
3aABJIEHOT KIIBKOCTI
Amlodipine/ amoaumis
.Sl AV <150 %/AV <15.0% 38
.82 AV < 15.0 %/AV < 15,0 %

0.75 M < each unit < 1.25 M/

0,75 M < koxna ogunnng < 1,25 M
Perindopril arginine salt/ nepunaonpuiy aprisin
S1 AV <15.0 %/AV <15,0% 35
.82 AV <15.0 %/AV <15,0%

0.75 M < each unit < 1.25 M/

0,75 M < koxua oaunuus < 1,25 M
Indapamide/Inaanamin
81 AV <15.0 %/AV < 15,0% 2.7
.82 AV <15.0 %/AV < 15,0 %

0.75 M < each unit < 1,25 M/

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

80020 UKR2 V1

Tel: +353 (0) 402 208001‘;)\ +353 (0) 402 20888

Directors; Christian Bazantay (French), Christian Sauveur (French), John Re

Company registered in Ireland No. 117246




SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Tlocunanna na memoo: DTC_S006593 PF T CTR_25543_EN_5.0
Specification ref/Ilocunarnna na cneyudixayiro: DTC_S006593 _PF N _SPE 25606_EN 3.0

Packaging Lot No./Cepis Ne:
323444

307296

Manufacturing Batch No./Bupo6anua napria Ne:

Dissolution LC (%)/Posunnenusn (PX) (%): Amlodipine/Amaoaunin

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

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

Number tested/

Stage | JocaigkyBana Acceptance Criteria/Kpurepil Values for each Tablet /3nayennn ans komxHol TabaeTku
Crapisi | KiaBKicTH NpHIAHATHOCTI 1 2 3 4 5 6 Mean

Cepeane
S1 6 Each unit is not less than 80 %/ Koxna 113 96 98 101 106 97 102

omuHuNg He Mene 80%.

s2 +6 (12) Average of 12 units (S1+52) is equal to or
greater than 75% and no unit is less than
60%/ Cepenne 3Havenns i3 12 oguHuLb
(S1+52) popienroe abo Ginbie 75% i
HEMAE KOAHOT OfuHuL MeHLIE 60%

S3 +12 (24) Average of 24 units (S1+52+83) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepenne sHaueHHs i3 24 oauHULE
(S1+S82+83) nopisHioe abo Ginsiue 75%, He
Oinpwe 2 ogunuue Menue 60% i Hemae
oaHOT omuHui MeHie 50%

ANALYSIS / AHAJII3 : 27/05/2021
Batch accepted/TTapris npuiinira

Analytical Services Manager:
MenHe/Kep N0 KOHTPOJIIO Ta AHAJI3Y AKOCTI

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

Method ref/ITocunanna na memod: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanna na cneyupixayiro: DTC_S006593 PF N SPE 25606 _EN 3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupo6uuua mapris Ne:
323444 307296
TESTSAIOKAZHUKH STANDARDS/CTAHIAPTHA RESULTS/
PE3YJIbTATH
Dissolution LC (%)/Pozunnenns (PX) (%): Indapamide/Inpanamin

European Pharmacopoeia (2.9.3.)/€® (2.9.3)
Q = 75% at 45 min / Inpanamin (S 1520): Q = 75% 3a 45 xB.

Number tested/
Stage/ | HocaiaxysBana Acceptance Criteria/Kpurepii Values for each Tablet/ 3nauenns mis koxHol Tabaerku

Crapia | KinpKicTs NpHHHATHOCTI 1 2 3 4 5 6 Mean
Cepenne

S1 6 Each unit is not less than 80 %/ Koxua 102 98 99 99 100 89 98
ONMHHALA He MeHIIE 80 %

S2 +6 (12) Average of 12 units (S14+82) is equal to
or greater than 75% and no unit is less
than 60%/ CepenHe 3HaueHHs i3 12
onuuuuk (S1+82) nopisHioe abo Ginbie
75% i HeMae KOIXHOT OIHHHL MEHIIE
60%

S3 +12 (24) Average of 24 units (§1+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 3HaueHHs i3 24
omuHAwb (S1+82+83) nopisuioe abo
Oinbiue 75%, He Ginbiie 2 OAHHMIL
Menure 60% i HeMae KOAHOT ONHHKLL
menue 50%

Dissolution LC (%)/Pozunnenus (PX) (%): Perindopril arginine/[lepungonpuny aprinin
European Pharmacopoeia (2.9.3.)/€® (2.9.3.)

Q =75% at 15 min / [lepuuaonpuay aprivin (S 9490-6): Q ="75% 3a 15 xB.

Number tested/
Stage | Hocnimxysana Acceptance Criteria/Kpurepii Values for each Tablet /3nauenns ans koxuol Tabaerku
Crapia | KilbKicTh IpuiiHATHOCTI 1 2 3 4 5 6 Mean
Cepenne
S1 6 Each unit is not less than 80 %/ Koxna 107 96 103 101 104 98 101
onuHUL He MeHie 80%.
S2 +6 (12) Average of 12 units (S1+82) is equal to or

greater than 75% and no unit is less than
60%/ Cepenne snavennd i3 12 oauHuue
(S1+82) popienioe abo Gineuie 75% i
HEMAE XOAHOT onuHuLl MeHIe 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%/ Cepenre 2HadeHns i3 24 oquHULL
(S1+82+83) aopisHioe abo Ginbiue 75%, He
Ginpire 2 omuHALE MeHUIe 60% i Hemae
HKOOHOT OAMHHMLI MeHLIe 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




SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/ITocunanna na memod: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanna na cneyupixayiro: DTC_S006593 PF N SPE 25606 _EN 3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupo6uuua mapris Ne:
323444 307296
TESTSAIOKAZHUKH STANDARDS/CTAHIAPTHA RESULTS/
PE3YJIbTATH
Dissolution LC (%)/Pozunnenns (PX) (%): Indapamide/Inpanamin

European Pharmacopoeia (2.9.3.)/€® (2.9.3)
Q = 75% at 45 min / Inpanamin (S 1520): Q = 75% 3a 45 xB.

Number tested/
Stage/ | HocaiaxysBana Acceptance Criteria/Kpurepii Values for each Tablet/ 3nauenns mis koxHol Tabaerku

Crapia | KinpKicTs NpHHHATHOCTI 1 2 3 4 5 6 Mean
Cepenne

S1 6 Each unit is not less than 80 %/ Koxua 102 98 99 99 100 89 98
ONMHHALA He MeHIIE 80 %

S2 +6 (12) Average of 12 units (S14+82) is equal to
or greater than 75% and no unit is less
than 60%/ CepenHe 3HaueHHs i3 12
onuuuuk (S1+82) nopisHioe abo Ginbie
75% i HeMae KOIXHOT OIHHHL MEHIIE
60%

S3 +12 (24) Average of 24 units (§1+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 3HaueHHs i3 24
omuHAwb (S1+82+83) nopisuioe abo
Oinbiue 75%, He Ginbiie 2 OAHHMIL
Menure 60% i HeMae KOAHOT ONHHKLL
menue 50%

Dissolution LC (%)/Pozunnenus (PX) (%): Perindopril arginine/[lepungonpuny aprinin
European Pharmacopoeia (2.9.3.)/€® (2.9.3.)

Q =75% at 15 min / [lepuuaonpuay aprivin (S 9490-6): Q ="75% 3a 15 xB.

Number tested/
Stage | Hocnimxysana Acceptance Criteria/Kpurepii Values for each Tablet /3nauenns ans koxuol Tabaerku
Crapia | KilbKicTh IpuiiHATHOCTI 1 2 3 4 5 6 Mean
Cepenne
S1 6 Each unit is not less than 80 %/ Koxna 107 96 103 101 104 98 101
onuHUL He MeHie 80%.
S2 +6 (12) Average of 12 units (S1+82) is equal to or

greater than 75% and no unit is less than
60%/ Cepenne snavennd i3 12 oauHuue
(S1+82) popienioe abo Gineuie 75% i
HEMAE XOAHOT onuHuLl MeHIe 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%/ Cepenre 2HadeHns i3 24 oquHULL
(S1+82+83) aopisHioe abo Ginbiue 75%, He
Ginpire 2 omuHALE MeHUIe 60% i Hemae
HKOOHOT OAMHHMLI MeHLIe 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




SERVIER (IRELAND) INDUSTRIES LTD.

=" SERVIER

I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made at
the abovementioned site in full compliance with the GMP requirements provided by the local
regulatory authority as well as according to the specifications contained in the registration
dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP
compliance was established/

[IuM 5 3acBimUyro, IO HaBe/ieHa BuLle iHdOPMALIis € ZJOCTOBIPHOIO Ta TOUHOMW. Llio cepiro
npoaykuii 6ys0 BUpoO/IeHOo (BK/IHOYAI0YH TAKYBAHHA/MaPKYBaHH:A) Ta MPOBEAESHO KOHTPOJIb ii
AKOCTI Ha BUINE3a3HaYeHiH AiBHALI y moBHIN BinnosiaHocTi 3 BUMoramu GMP,
BCTAHOBJICHUMH MiCIIEBUM PEryIATOPHHM OPraHOM, a TAKOXK Bi/IIIOBiTHO /10 crieLudikariin,
10 MicTATHCA y peecTpauiiinomy focke. I[IpoTokonu BUpOOHHUITEA, MAKyBaHHA Ta aHATi3iB
6yr0 meperyisiHyTO Ta BCTAHOBNEHO BiAnoBifHicTe GMP.

Date of batch release//ata Bumycky cepii 17/06/21

Name and Position/Title of person authorising the Batch Release/ Ilpissuie Ta nocapa/
3BaHHA 0co0HU, KA BUAAMA Q03B HA BUNYCK cepii

[1 Dr Blanaid Bowes, Qualified Person/ Biamosinansna ocoba
[] Ms Ailbhe Wade, Qualified Person/ BianosinansHa ocoba
[ Ms Carmel Kinsella, Qualified Person/ Bianosinansna oco6a
[ Ms Jenny Quinn, Qualified Person/ Bignosizanexa oco6a

Signature/[Tiznuc (éer,U(m@ Date/Jlata: ©A(C 2L

Finished product batch number/ Homep cepii rotoBoro nikapcekoro 3acoby: 323444

Tel: +3$3 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Pierre Venesque (French), John
Company registered in [reland No. 117246



JEPXIIIKCIIY)XXBA
JEPYKABHA CJIY’KFA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By. BepesnsxkiBcbka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOV 37079055

BACHOBOK
Npo AKICTh BBE3eHOro B Y KpaiHy JIiKapcbKOro 3acoly

19.07.2021 Ne 40966/21/26

TPUILVIIKCAM® 10 MI'/2,5 MI'/S MI'
(naiiMenyBaHHs AiKapcbKoro 3acofy 3riaHo 3 peecrpauifHAM NOCBiM4EHHAM)
TabJeTKH, BKPUTI IUIIBKOBOIO 060/10HK010, 10 Mr/2,5 Mr/5 mr; o 30 Tabnerok y KonTeiinepi
st TabJ1eTok; mo 1 kouTeiiHepy AJIs Ta0JeTOR Y KOpoOui 3 KapToOHy
(dopma BHITyCKY, N03YBaHHA, BHJ NaKyBaHHA JiKapecpKoro 3aco0y)

Homep peectpauiiinoro nocsinuenns UA/13930/01/01 crpox aif peectpauiitioro nocsinuexs HEOOMEXKCHUN
Cepis nikapcskoro 3acoby Ne 323444 KinbkicTs BBE3€HOTO JikapchKkoro 3acoby 26275

Bupobuuk Ceps'e (Ipmanzis) Ingacrpic JIta, Ipnanzis
(HaliMenyBaHHs BHPOGHHKa NikapckKoro 3acoby, kpaiHa NOXOMKeHH:)

BpeseHo B YKpaiHy ToBapucTBO 3 00MexeHolo BiinoBizaiabHicTio "CEPB'E€ YKPATHA",
inenr. xon: 33643340
(naiimenysanus Ta koA 3a CJIPTIOY ropuanunol ocobu abo npispuiue, im's, no 6arsxopi disnunol

0cobw - nimpHEMLIA, il Miclie NPOKUBAHHA Ta peecTpauiiinii Homep oGnikoBoT KapTKH IIMATHHKA
noparkis ao cepis Ta HoOMep macrnopra)

Mporokon Bizyansuoro konrpomo sia 19.07.2021 N 2341/10.

3a pesyJbTaTaMM [EPKABHOrO KOHTPOJNEO BCTaHOBJIGHO, WI0 Jiikapcekui 3aci6 BBeseHO B Vkpainy 3

Muxona XOJIOJAEHKO

(mianuc) (iniuiany Ta npispuILeE)




SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®DIKAT AKOCTI JIIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Hasea Ta
ajnpeca BUpoOHHKa

Name of Importer and Address/
Hasea Ta agpeca iMmnopTepa

Which Consignment of product is delivered/Bun
IPOAYKILIIT, 10 NOCTAYAETHCA

Pharmaceutical form/Jlikapceka hopma

Name of the Product/Ha3sa nikapcbkoro
3acoby

Dosage/Cuna aii

Type and size of packaging/Bua Ta po3mip
YIIaKOBKH

Finished Product batch number/Cepis roToBoro
nikapceKoro 3acoby

Manufacturing date//{ata BUpOOHULTBA
Expiry date/Tepmin npugaTHOCTI
Batch size/Kinexicts y cepii

Manufacturing Licence number/Homep niueHsii
Ha BHPOOHHITBO

Registration Number/Peectpauitine
MOCBII4eHHA

Servier (Ireland) Industries LTD., Gorey Road, Arklow, Co Wicklow, Republic }r‘f'c&\m Xk, EZB“»
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888

Directors: Christian Bazantay (French), Pierre Venesque (French), John Régs
Company registered in Ireland No. 117246

Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzis)
Inpactpic JIth

Moneylands, Gorey Road/Maninenas, opeit
Poyn,

Arklow/Apkioy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnanais

Servier Ukraine LLC/TOB "Ceps'e Ykpaina'

41, Naberezhno-Khreshchatytska St./Bymn.
Hab6epexHo-Xpeuaruubka, 41

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

Pharmaceutical Product/Jlikapcexuit 3acid

Film-coated tablets/TabneTky, BKPUTI NITiBKOBOIO
060I0HKO10

TRIPLIXAM® 10 mg/2,5 mg/5 mg/
TPUIINTIKCAM® 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/ no 30 tabneTok y
koHTeliHepi 4 TabneTok; o 1 koHTeliHepy mns
TabneToK y KopoOLi 3 KapTOHY

323444

052021

05 2024

26,275 Boxes/ynakoBok
MO00068/00001

UA/13930/01/01
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