JEPXIIKCITY)KBA
JEPKABHA CJIYKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

ByJI. bepesnskisebka, 29, Kuie, 02098, Ten./daxs: (044) 550-23-55, e, (044) 550-20-55
E-mail: dis.kyiv@d!s.gov.ua,https://www.dls.gov.ua, Kox €2PTIOY 37079055

BUCHOBOK
Npo AKICTL BBE3EHOro B Y Kpainy AiKapcLKOro 3acofy

28.01.2021 No 3361/21/26

TPATIIKCAM® 5 MI'/1,25 MI'/5 MT" :

(HafveHYBaHH Jilapcskoro 3acoBy sriax0 3 peectpaL{iiHuM noca{ JUCHHM) ‘
TabaeTKH, BKPUTI IIIBKOBO10 000J100K010, 10 § M1/1,25 mMr/5 Mr; o 30 Tabierok y
KoHTednepi ais rabuerok; 00 1 konreiinepu 1Jin TabaeToK y. Kopobui 3 KapTony

(thopma BATYCKY, AO3YBAHHS, BHY| NakyBaHHA Jikapchioro 3acoby)
" :
Homep peecrpartitinoro noceiguenna UA/13929/01/02 crpox nii peecrpanittoro nocBiraenns HEOOMEXCHUH
“f A - .
Cepin Jikapcekoro 3acoby Ne 312604 Kinsxicrs BBezeroro nixapepkoro sacoby 31642

BupoBrEK Ceps'e (Ipnanaist) Iunactpic Jlta, Ipnangis

{naitmeHyBanHs BUPOGHIKA Nikapeskoro sacoby, kpalna noxoﬁmcﬂﬂn)
Baeseno B Vkpainy ToBapHcTBO 3 06Mexenoo Bignosizaasuicrio "CEPB'E YKPATHA",
inenT. xox: 33643340

(HakimenyBans Ta ko 38 €XIPTIOY iopyanuHol 0co6u 2o npiaskme, iM'a, 10 6ATEKOBI PISHIA0
ocoBr - nianpuemua, if micue NpoXxupanka Ta peectpauiiinuit Komep obmikosol KapTK¥ DATHAKA
nonarkis 260 ¢epid Ta HOMEp macnopTa)

Mpotokoa Bisyansrore koutpowo sia 28.01.2021 X 19073,

3a  pesynbraTamMM  AepIEBHOrO  KOHTPOAKO BCTAHOBAEHO, 110 JiKApChbKUHE éhcm' BBe3eHO 8 Yipainy 3

AOTPHMAHHHAM BHMOT 3aKOHORABCTEA LIOAC 3a6e3NSUEHHN TKOCTI JI{KapCEKHX 3;z}cjoﬁin.
g i
g

Muxona XOJIOAEHKO

{nminnmc) . (ininiann Ta opissuie)
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JEPMUIKCITY XXKBA
TEPKABHA CJIVKBA 3 JIKAPCbKHAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

sysi. Bepeanakisebka, 29, Kuis, 02098, tea/haxc: (0:44) §50-23-55, Tea. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.uahittps:/www dls.gov.ua, Koa CAPIIOY 37079055

BUCHOBOK
Npo sIKiCTH BBE3eHOTO B Y KpAiHY JIKapChKOro 3aco0y

25.11.2020 Ne 64995/20/26

TPUILHKCAM® 5 MI'/1,25 MI'/S MI'

(HaiiMeHyRanHA MiKkapcskoro 3acoby 3rigHe 3 peecTpaliiiHuM NOCBinuEHHSM)
TAGeTIKH, BKPUTI MJIIBKOBOI0 000JIOHKOI0, 110 S mr/1,25 mr/ 5 mr; mo 30 Tabaerok y
ronTeliHepi s Tabuerox; 1o 1 xonreiinepy aas TadaeTox y kopobiui 3 KapTouy

((popma BURYCKY, NO3YBAHHS, BHA NAKYBAHHH nikapeskoro 3acely)
Howmep peecrpatiiinoro noceinsenns UA/ 13929/01/02 erpox aii peectpallifHOro MOCBIIHEHHS HeoOMexeHUuH
Cepis nikapcrkoro 3acoby Ne 312722 KinbkicTh BaeseHoro gikapeskoro sacofy 37091

BupoSuuk Ceps'e (Ipnangis) [nmacrpic Jita, [pnadnis
(naiiMeHysaHka BupoBHHKa nikapebxoro 3acoby, KpATHA NOXOIMKESHHA)

Beesexo 8 Vkpainy ToBapHCTBO 3 0GMeKeN010 BiANOBIAATLHICTIO "CEPB'€ YKPAIHA",
inenT. xox: 33643340

(nafiMenysanns Ta kon 38 €/IPTIOY jopuansHol ocoBn abo npi3euule, iM's, 10 HaTsrosi Pistrnol
0co6H - MANPUEMLS, il MICIE NIPOIKUBALIHA T8 PEECTPAUIAHKA HOMED o6nikoBol KaPTKH NAATHUKE
nozaTkis abo cepis Ta HOMep NacTIopTa)

T1pOTOKOM Bi3yaNLHOTO KOHTPOJTHO Bill 25.11.2020 Ne 3708/13.

32 pesynbTatamMy ASKABHOTO  KOHTPONK — BCTAHOBMGHO, IO nikapcekuii  3aciG  Beesewc B Ykpainy 3
AOTPHMAHHAM BAMOT 3aKOHOAABCTRA LOAD sabesneuenHA arocTi lilkapesipR 3acobis,

g

4

Wity

f/J lromnmuna CTOPOXKEHKO

(iAiuiann Ta TpizsMe)

...........
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SERVIER (IRELAND) INDUSTRIES LTD.

T SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Haspa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanais)
aapeca BUpPOGHNKA Inaacrpic JIta

Moneylands, Gorey Road/Maninenns, Topeit
Poyx,

Arklow/Apxnoy,
Co. Wicklow/Ko. Bixnoy,
Ireland/Ipnannis
Naine of Importer and Address/ Servier Ukraine LLC/TOB "Cepr'e Ykpaina"

Hazea Ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./syn.
Habepexuo-Xpewaruupka, 41

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

Which Consignment of product is delivered/Buz Pharmaceutical Product/Jlikapcbkuit 3aci6
NpoAyKIil, W0 IOCTAYAETRCS

Pharmaceutical form/Jlikapceka gpopma Film-coated tablets/TaGnerxu, BkpuTi naiskosoio
060NOHKOI0

Name of the Product/Ha3sa Jsikapcrkoro TRIPLIXAM® § mg/1,25 mg/5 mg/

3acoby TPUILNIIKCAM® 5 mr/1,25 mr/5 mr

Dosage/Cuna aif 5 mg/E,25 mg/5 mg/ 5 Mr/1,25 mMr/S mr

Type and size of packaging/Bug Ta poamip 30 tablets in the container for tablets; 1 container

YNaKOBKH for tablets in the carton box/ no 30 TabneTok y’

KoHTe#nepi ans TabneTox; no 1 kouTelnepy ans
TabneTox y Kopobui 3 kapToHy

Finished Product batch number/Cepis rotosore 312604
nikapchkoro 3aco0y

Manufacturing date/[lata BupoSHuLTBA 102020

Expiry date/TepMiH IpHIAaTHOCTI 102022

Batch size/KintkicTs y ¢epii 31,642 Boxes/ynakoBok
Manufacturing Licence number/Homep ninenzii  M00068/00001

HA BUpOOHULTBO

Registration Number/Pecctpauitine UA/13929/01/02

NOCBIAYEHHS

Servier (Ireland) Industries LTD., Moncylands Gorey Road, Arklaw, CoWicklow, Ireland,
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay {French), Christian Sauveur (French), John Redmond.

Company registered in [reland No. 117246
/ o
)L‘M{/\ f/"(?ﬁ /Fp///j/ o~
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Tlocunanns na memoo: DTC S006593 PF T CIR 25543 EN 5.0
Specification ref/IIocunanna na cneqmpmamm. DTC . .5'006593 PF N | SPE_ 25606 _EN_3.0

TRIPLIXAM® 5 mg/1,25 mg/5 mg / TPUILJIIKCAM® 5 mr/1,25 mr/5 mr

Formulation/®opmyniosanug:

Film-coated tablets oontammg 5 mg of perindopril arginine, 1,25 mg of 1ndapam1de and 5 mg of amlodipine /
TaG1eTH, BKPRT IVTiBKOBOIO 0GONOHKOI, 10 MiCTATS 5 MI' IepHHAONIPIITY apriHiny, inganamigy 1,25 mrTa

AMJIOOHTIIHY S Mr

Packaging Lot No./Cepin Ne:

312604

288061

Manufacturing Batch No./Bupo6unua napris Ne:

TESTSTTIOKASHUKH

STAN DARDS/CTAH,[[APTI'I

RESULTS/
PE3YJILTATH

Appearance/3oBHitmii Burasa

Average mass (mg/unit) /Cepeans maca
(mr/ognHunio)

Microbiological quality (skip
testing)/MiicpoSioncritna wncrora (ckin-recr)
Fur, Ph, (5.1.4)/ €D (5.1.4)

Identification of drug substances/
Ineurndixanis aflounx pevosun

59490-6, S 1520 and A 1095 by LC/
TTepnuuonpmiy aprinin (8 9490<6), inaanamiz
(8 1520) ra amnogumnia (A 1095) Merozom PX

S 9490-6, S 1520 and A 1095 by TLC/
DNepunnompuity apiiuint ( S 9490-6), innanamin
(S 1520) Ta amnogunin (A 1095) meTonom TIHIX

Drug substances content (LC) (mg/unit)/
Bwict aiioanx pesonun (PX) (Mr/oaununro)

=23

face and sa on the-other face /Tabneria 6inore Koanopy,
JosracTol GopMu, BKPUTS ILTBKOBOIO 060A0HKOIK); 3:

% =2
THCHEILIAM 3 o1ro0r0 Goky Ta = © -3 jnworo
147,510 162,9 (95 to 105 % of the thearetical mags-of 155,2)/
Bift 147,5 1o 162,9 (8in 95 % st0 105 % nig TEOPETHUHOT Mach
155,2)

White, oblong, film-coated tablet engraved with
¢

Total acrobic microbial count/3aransre anciio aepobiiix
mikpoopraxiamis (TAMC) € 10° CFU/lg/ - < 10 KVOR
Total combined yeast/moulds count/3aransac yucio
Iphinxosix Ta wricengrix rpu6is (TYMC) <102 CFU/g/ -
<102 KYO/r

Escherichia coli; absence/1 g/ < pingytniy 11

The ratio.of the retention times of each drug substance peak
(5 9490, S 1520 and A 10935) from the test solution and from the
reference solution must be between 0,95 and 1,05/ BimoiicHia

"4acin yTPUMYBAHES THKA KOXHOT airouol peyosuan (S 9490—6.

S 1520 and A 1095) 5ocsipryrahioro po3umHy T4 poasmny
NOpiBHAHHA Mae CTaHORMTH 81 0,95 no 1,05

Main spots (5 9490-6, 5'1520 and. A 1095) identical in
position, colout and size for 1est:and reference/Ocuonti musni
(8.9490-6, 8 1520 and A 1095) incurayuisa nonosmemsam,
KONBOPOM T4 PO3MIPOM AN ZOCIAACYBAHOLO. POIHUHY TA
PO3UNHY NMOPIBRAHHL

(95 10 105 % of the thearctical content of each drug substance/
Bix 95 10 105 % Bia TEOpeTHIHOro BmicTy Koo} Jiiloyoi
peonunm)

8 9490-6 / Nepmnnonpuny aprivie (S 9490-6)::4,75 16 5,25 /
nin 4,75 no 5,25

§ 1520 / Inganamiza (S 1520): 1,19 to 1,31.7sin 1,19 a0 1,31

| A 1095 / AMiopenis (A 1095): 4,75 10 5,25/ Bia 4,75 50 5,25

of one

Complies/Bianosigac

N 54, 7mg/mr

¥Skip Test - Not
Applicablc

*8kip Test - Not
Applicable

*8kip Yest - Not
_Applicable

Complicy/Bianosigac

Complics/Bianosiaae

5 Oﬁmg'ur

*Skip test/Cxin recTyBanms, Passes/Binnosinae, not applicable/ne nposoauscs

Servier {Ircland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Trelan
Tel: +353 (0) 402 20800 Tax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur {French), John Redmond.

80050 UKR2 V1

Company registered in Ireland No. 117246
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SERVIER (IRELAI\JD) INDUSTRIES LTD

Method ref/llocunanns na memod: DIC 5006593 PF T CTR 25543 EN 5.0
Specification ref/Iocunanna na cneumpmaum. DIC | S006593 ‘PF N SPE_ 25606 EN 3.0

Packaging Lot No./Cepis Ne; Manufacturing Batch No./Bupobuuaa napris Ne:
312604 288061
TESTS/TIOKAZHUKHA STANDARDS/CTAHJAPTH RESULTS/
PE3YJbBTATH

Degradation prod‘uc’ts content (LC) (% m/m)/
BmicT npoaykeris aerpagauii (PX) (% m/m)

Y 1473 <03 <0.10%
S9780 <05 <0,10%
Y 1474 <03 <0:10%
¥ 32 =02 <0:10%
Y33 £0.2 ‘ <0.10%
Y31 <05 0.15%
Y 38 <05 : <0:10%
Y 1745 <04 <0.10%
Any other degradation products/ Byss-sxi fumi <02 <0,10%
poRyKTH ACrpaaui i
Total content of degradation products/ 3aranmmii <20 0.15%
BMiCT TIpofy«Tis Aerpaganii

Y 36 (LC limit testy Y 36 (PX, rpaunannii <1200 Complics/Bianopinae

Koirrponn.) (ppin)

Uniformity of dosage units for S 9490-6,

§ 1520 and A 1095 (LC)/ Onnopiguicrs
A03OBAHUX OXHHHLIL 1% NCPHHICNPHINY aprmu-ly
(5 9490-6), innanaminy (S 1520) Ta aMoAuTinY
(A 1095) merouom PX

Eut, Ph.( 2:9.40)/ € {2.9.40)

Content umformlty (LC): %/label claim /
Oanopianicts BmicTy Merosom PX: % nix
3aABNIEHOL KiBKOCTI

Amlodipine/ anoaunin :
Sl AV < 15.0 WAV < 15,0 % 45
852 AV <150 %AV <15,0% ‘
0.75 M < cach unit < 1,25 M/

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

Perindopril argining salt/ MCPUHAOOPHTY aprinin

.81 AV LI5S0 WAV L150% 9.2
S2 AV <TI5.0 %AV <150%

0.75 M < cach unit < 1.25 M/

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

Tndapamide/Tnnanamix
S1 AV <150 %/AV <150 % ’ 32
52 AV <150 %AV <15,0%

0.75 M <each unit < 1.25 M/

0,75 M < koxua oauinng s 1,25 M

Servier (Yreland) Industeies 11D, Moneylands Gorey Road, Arklow, Co Wicklow, Irélasid,
Tol; +353 (03402 20800 Fax: +353.(0) 402 20888
Directors; Christiun Bazantay (French), Christian-Sauveur (French), John Rednond,
80050 UKR2 V1 Company regisiered in Ireland No. 117246 Page Jof6
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SERVIER (IRELAND) INDUSTRIES LTD.
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Method ref/TIocunanns va memoo: DITC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannsa ua cneyudiayiro: DTC .5'006593 PF N [ SPE 25606 i EN 3.0

Packaging Lot No./Cepis Ne: Manufacturing Batch No./Bupo6uuaa napris Ne:
312604 288061 |
TESTSTIOKASHUKH STANDARDS/CTAHAAPTH RESULTS/
PE3YJIbTATH
Dissolution LC (%)/Posamnenns (PX) (%): Indapamide/Intanamia

European Pharmacopoeia (2.9.3.)/C® (2.9.3 ) , ‘
Q = 75% at 45 min / Inqanamia (S 1520): Q = 75% 3a 45 x8.

Number tested/ ,
Stage/ | Jocaiaxcysana Acceptance Criteria/Kpurepit Vahues for each Tablet/ Jungenun wns Koucrol TabneTku

| Cragia | Kinbricys NPHHESITHOCT] 1 2 3 4 5 6 Mesan

. Cepeanc
S1 6 Each unit is not less than 80 %/ Koxuna 87 N 84 91 89 89 8
: oauHuus 1ie Menue 80 %

82 +6 (12} Average of 12 units (S1+S2) is equal to
or greater than 75% and no unit is less:
than 60%/ Cepemie snavienns i3 12
ol (S1+52) aopismor abo Giisiue
75% i Hemae xoAn0T O MU MEHTIE
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 unitis less
than 50%/ Cepeuie snauerss iz 24
o (S1+82453) aopisuwe abo
Gimsne 75%, He Ginbine 2 oAMHNIE
Mene 60% i tiemae konnol oauHAL|
MeHLie 50%

Dissolution LC (%)/Poyuunenus (PX) (%): Perindopril arginine/ITepuunonpusny aprinin
|| ‘Evropean Pharmacopoeia (2.9.3)/€0(2.9.3) .

Q = 75% at 15 min / Tlepuaponpnay aprixia (8 9490-6): Q= 75% 12a 152,

Number tested/
Stage | docnipxysana Acceptance Criteria/Kpnrepil Values for each Tablet Suauenus ain wonmisol Tabhercn
Cranla | kinbkicTb | TMputivaTHocTi 1 2 3 4 8 6 Mean
i Cepeaue
Si 6 - Each unit is not Jess than 80 %/ Koxua 1027 | 106 97 106 99 101 102
onvHNLE He meinie 80%.
S2 +6 {12) Average of 12.units (S1452) is equal 10 or

greater than 75% and no.unit is less than
60%/ Cepeane snauenus 1312 ogunnms
(81+82) gopinne abo Ginsuic 75% i
HeMae xonnol oauunii MeHwme 60%

S3 +12 24) Avcrage of 24 units (S1+52483) is.cqual to
' or-greater than 75%, no more than 2 units
are less than 60% and nio unit iy less than
50%/ Cepentie suagenns 1924 onunuus
(81+82+83) popismoe afio Ginbuwe 75%, ue
GliLste 2 ouEmnL Menmic 60% i nemae
sonwol oxpauui mexe 50%

Servier {Ireland) Industrics LTD., Moneylands Gorey Road, Arklow, Co Wicklow; Ircland?)
Tel: 353 (0) 402 20800 Fax: +353 (0} 402 20888 3
: Directors: Christian Bazantay {French), Christian Sauveur (French), John Redmond.
80050 UKR2 V1 Company registered in Ireland No, 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method refiTIocunannn na memoo: DTC S006593 ) PF T CTR 25543 EN 5.0
Specification ref/Ilocunansn na cneququumw. DTC .5'006593  PF N SPE 25606 EN 3.0

Packaging Lot No./Cepin Na:
312604

288061

Manufacturing Batch No./Bapoéunua mapris Ne:

Dissolution LC (%)/Posuunenus (PX) (%): Amlodipine/Amaosunin

European Pharmacopoeia (2.9.3)/€® (2.9.3)

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

Number tested/
Stage | Mocaigxysana Acceptance Criteria/Kpurepit
Cragin | xisexicTn npuiisaTHOCTI

Values for each Tablet /3uauenssi Lus ool Tabnerku

1 2 3 4 5

6

Mean

Cepente

S1 6 Each unit is not less than 80 %/ Koxua
OAWHULT He Merwe 80%,

95 98 87 98 93

92

94

S2 +6 (12) Average of 12 units (S1+82) is equal to or
) greater than 75% and no unit is less than
60%/ Cepeaue 3uadcann ia 12 onpums
(51+482) nopisntoe abo Ginsine 75% i
HEMSE W0l OnHHId Melnue 60%

S3 +12 (24) Average of 24 units (S1+82+83) is cqual to
or greater than 75%, no more than 2 units
arc less than 60% and no unit is less than
50%/ Cepeanc snaycnnn is 24 oaHRHLUES

6inbire 2 oauunus Merme 60% i nemae
xonHol oxuHuui Mere 50%

(S1+82+83) nopisHioe 860 Ginnie 75%, ue '

ANALYSIS / AHAJII3 : 03/11/2020
Batch accepted/Ilapris npuitusra

Analytical Services Manager:
Menemxep 1o koHTpOIIO Ta aHanisy axocri

Servier (Iteland) Industries LTD., Moneylands Gorcy Road, Arklow, Co Wicklow, Iretand.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur {French), John Redmond.
80050 UKR2 V1 Company registered in [reland No: 117246

Page 1/1

e

Michael Byrne/Mixaem. Bipne

Page Jofé



A SERVIER (IRELAND) INDUSTRIES LTD.
T sERvER

1 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/

Ly 5 3acBifuyto, IO HaBeAeHa Buule iHGopMaLis € AocTOBIPHOIO Ta TOUHOIO. Llto cepiio
npoaykuiil 6yno BupobieHo (BKMoYa0un NakyBaHHA/MapKyBaHH) Ta NPOBEAEHO KOHTPOIL
il AKOCTI Ha BUIle3a3HaueHii ANbHUII y TTOBAIA Bignosianocti 3 BuMoramu GMP,
BCTAHOBJIEHHMH MicUeBUM PEryISTOPHUM OpraHoM, a TaKoK BIANOBiAHG A0 crienudikamii,
1[0 MiCTATBECA Y peecTpauiiinoMy aocke. [IpoTokonu BUpoOHMUTEE, TIAKYBAHHS T2 aHANI3iA
6yno nepernsnyTo Ta BCTAHOBIEHO BiAnoBianicTs GMP,

Date of batch release/Jlara Bumycky cepii 04/11/20

Name and Position/Title of person autherising the Batch Release/ IIpisBruie va mocapa/
3BaHHH 0CO0H, AKA BHAANa X03BLT HA BANMycK cepil

[1 Dr Blanaid Bowes, Qualified Person/ BinnosizansHa ocoba
[1 Ms Christine Farrell, Qualified Person/ Biznosigantwua oco6a
{1 Ms Ailbhe Wade, Qualified Person/ Bianosiganena occoba
[¥"Ms Carmel Kinsella, Qualified Person/ Binnosigansna oco6a
[] Ms Jenny Quinn, Qualified Person/ Binnosinansaa oco6a

Signature/ITinnuc be inku@— Date/[lata: Q‘;‘ 4170

Finished product batch number/ Homep cepii rotosoro nikapceekoro sacoby: 312604

Servier (Ireland) Industrics LTD., Moneylunds Gorey Road, Arklow, CoWicklow, Ireland. *
Tel: +353 (0) 402 20800 Fax: +353 {0)402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in lreland No. 117246
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AND) INDUSTRIES LTD.

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

Name of the Manufacturer & Address /Ha3sa Ta Servier

azipeca BUpoOHuKa

Name of Importer and Address/
Hasga ta agpeca imnopTepa

Which Consignment of product is delivered/Bun
NPOAYKLIT, L0 MOCTAa4AETHCS

Pharmaceutical form/Jlikapcbka dopma

Name of the Product/Hassa nikapcbkoro
3acoly

Dosage/Cuna nif

Type and size of packaging/Bua ta poamip
YNaKoBKH

(Ireland) Industries Ltd/Ceps'e (Ipnanais)
Inpactpic Nita

Moneylands, Gorey Road/Manineuns, Copeit
Poyn,
Arklow/Apknoy,

Co. Wicklow/Ko. Bikinoy,
Ireland/lpnanpis
Servier Ukraine LLC/TOB "Ceps'e Vkpaina"

41, Naberezhno-Khreshchatytska St./Bys.
HaGepexHo-Xpewaruipka, 41

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

Pharmaceutical Product/Jlikapcbkuii 3aci6

Film-coated tablets/Ta6netku, Bkputi niiskoBoio
000I0HKOIO

TRIPLIXAM® 5 mg/1,25 mg/5 mg/
TPUTTNKCAM® 5 mr/1,25 mr/5 mr

5 mg/1,25 mg/5 mg/ 5 Mr/1,25 mr/S mr

30 tablets in the container for tablets; | container
for tablets in the carton box/ no 30 Ta6aetox y
KOHTeliHepi ais TabneTok; no 1 kouTeiinepy s
Tab1eToK y KOpoGLi 3 KapTOHY

Finished Product batch number/Cepis rotosoro 312722

Aixapcbkoro 3acofy

Manufacturing date/[lata Bupo6HuLTBa 09 2020

Expiry date/Tepmin npunartsocTi 09 2022

Batch size/KinbkicTs y cepii 37,091 Boxes/ynakosok

Manufacturing Licence number/Homep niuensii  M00068/00001

Ha BUpOOHUUTBO

Registration Number/Peectpauitine UA/13929/01/02

MOCBiRYeHHsS

Servier {(freland) Tndusteies 1T Mones linds Gorey Road. Arkiow, CoWickiow, freland,
Pelt 353 (0 102 20800 Fax: + 383 (0) 402 J088%
Directors: Christan Bazaniay (Frenchy, Christion Sanvews (Freschy, John Redmond.

Company registered in freland Noo 117046
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SERVIER (IRFTAND) 1T

= senvien

NDUSTRIES LTD,

Method ref/TIlocunanus na memoo: DT C_S5006593 PF T _CTR 25543 _EN 5.0
Specification ref/Ilocunanns na cneyugpixaviro: DT C_S006593 PF N_SPE 25606 EN 3.0

TRIPLIXAM® 5 mg/1,25 mg/5 mg / TPHILIIKCAM® 5 mr/1,25 mr/3 mr

Formulation/®opmy.iopanns:

Film-coated tablets containing 5 mg of perindopril arginine, 1,25 mg of indapamide and 5 mg of amlodipine /
TabNeTKH, BKPUTI IL1IBKOBOIO 060/I0HKOIO, 110 MICTATb 5§ MI NePHHAOTIPHILY apridiHy, iHaanaminy 1,25 Mr ta

aMJIoaMIiHy 5 Mr

Packaging Lot No./Cepia Ne:

Manufacturing Batch No./Bupo6uuua napris Ne:

312722 288055
TESTS/TIOKAZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJbTATH

Appearance/3osHiluniii BUrasa Ll

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

=9 o . Complies/Binnosinae
face and === = on the other face /Tabnerka 6isnoro KOLOPY,
nosracroi opmu, BKPUTA 11iBKOBOIO 0GONOHKOIO, 3
<> =

THCHEHHAM 3 04HOT0 6OKY Ta = - 3 iHIOro

Average mass (mg/unit) /Cepeansn maca 147,5 t0 162,9 (95 to 105 % of the theoretical mass of 155,2)/ 153.4mg/mr

(vr/oaunnuo)

Microbiological quality (skip
testing)/Mixpobionoriusa unctora (ciin-recr)
Eur. Ph. (5.1.4) €® (5.1.4)

Identification of drug substances/
LnenTndixauin pirounx pevosun

8 9490-6, S 1520 and A 1095 by LC/
Tlepunnonpuiy aprinin ( S 9490-6), inzanamis
(S 1520) Ta amnonunin (A 1095) meroaom PX

8 9490-6, S 1520 and A 1095 by TLC/
lepunnonpuny apriuin ( S 9490-6), innanamin

(S 1520) ra amnoannin (A 1095) meronom THIX

Drug substances content (LC) (mg/unit)/
BmicT gitouux pedosun (PX) (mr/oanunisio)

Bix 1475 10 162,9 (8in 95 % no 105 % sin Teopernunoi macu
155,2)

Total acrobic microbial count/3aransic uncao acpobunx
mikpooprauismis (TAMC) < 10° CFU/g/ - < 10° KYO#r
Total combined yeasts/moulds count/3arassie uncno
ApixKoBKX Ta rticerenux rpubis (TYMC) < 102 CFU/g/ -
< 10°KYO/r

Escherichia coli: absence/1 g/ ~ sincytniy 1 r

The ratio of the retention times of each drug substance peak

reference solution must be between 0,95 and 1,05/ Binuouienns
4aciB yrpUMYBaHHs Nika KOXHOT 4il040i pesoruuy (S 9490-6,
S 1520 and A 1095) pocnimiysanoro posuuny Ta PO3UHHY
TOPiBHAEHS Mae cTaHoBHTH Bia 0,95 a0 1,05

Main spots (S 9490-6, S 1520 and A 1095) identical in

(S 9490-6, S 1520 and A 1095) inenrnuni 3a IOJ0KEHHSAM,
KONLOPOM Ta PO3MIPOM 1151 ROCTIIKYBAHOrO PO3YMHY T4
PO3uUMHY NOPIBHSAHHA

8i1 95 o 105 % Bin TeopeTHuHOro BMiCTY KOXNIOT Ailotol
PEUOBHHK)

S 9490-6 / Mepunponpuiy aprisin (S 9490-6): 4,75 to 5,25/
Bin 4,75 no 5,25

S 1520/ Tunamamiz (S 1520): 1,19 to 1,31/ 8ia 1,19 a0 1,31

(S 9490, S 1520 and A 1095) from the test solution and from the

position, colour and size for test and reference/OcuoBni niusMu

(95 10 105 % of the theoretical content of each drug substance/

A 1095 / Amaoaunin (A 1095): 4,75 10 5,25/ sin 4,75 no 5,25

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

Complies/Bigrosinae

Complies/Binnosigae

*Skip test/Cxin TectyBanns, Passes/Binnosinae, not applicable/ne nposoauscs

Servier treland) Industries 11D Money lands Gorey Road. Arklow. Co Wicklow. Ireland. o

Felt #3833 (0) 402 20800 Fax: +333 ¢0) 402 2088R

Directors: Christian Bazantay (Freach), Christian Saaveur (Frenchy, John Redmond.

80050 UKR2 V1

Company registered in freland No. 117246
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SERVIER (IRFLAND) INDUSTRIES LD,
LI
= SERVIER
Method ref/Ilocunanna na memod: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/llocunanns na crequdixayio: DTC_S006593 PF N_SPE 25606 _EN 3.0
Packaging Lot No./Cepin Ne: Manufacturing Batch No./BupoGuuua napria Ne:
312722 288055
TESTS/TIOKA3ZHUKH STANDARDS/CTAHIAAPTH RESULTS/
PE3YJbLTATHU
Degradation products content (LC) (% m/m)/
BmicT npouyxris aerpagauii (PX) (% m/m)
Y 1473 <03 <0.10 %
59780 <05 <0.10%
Y 1474 <03 <0.10 %
Y32 <02 <0.10 %
Y33 <02 <0.10 %
Y 31 <05 0.12%
Y 38 <05 <0.10%
Y 1745 <04 <0.10%
Any other degradation products/ byas-aki irui <02 <0.10 %
NpOAYKTH nerpafaitiy
Total content of degradation products/ 3aransunii <20 0.12 %
BMICT NPORYKTIB Aerpanatti
Y 36 (LC limit testy Y 36 (PX, rpaununuit <1200 Complies/Bianosinac
KOHTPOAK) (ppm)
Uniformity of dosage units for S 9490-6,
S 1520 and A 1095 (LC)/ Onnepiagicrs
A030BAHMX OAMHUUL S8 NEPUHAOTIPHITY aprininy
(S 9490-6), inpanaminy (S 1520) ta amnoauriny
(A 1095) metonom PX
Eur. Ph.( 2.9.40) €& (2.9.40)
Content uniformity (LC): %/label claim /
Onnopianicts Bmicty metonom PX: % six
384BNCHOT KibKOCT]
Amlodipine/ amnoauniu
S1 AV <150 %AV < 15,.0% 4.2
.82 AV <150 %AV <150%
0.75 M < each unit < 1,25 M/
0,75 M < koxua oiunung < 1,25 M
Perindopril arginine salt/ nepuugonpuay aprinin
S AV <150 %AV <150% 5.6
52 AV <150 %/AV <15,0%
0.75 M <each unit < 1.25 M/
0,75 M < koxna omunpnus < 1,25 M
Indapamide/lnganamin
.Sl AV <150 %/AV <150 % 20
52 AV £ 15.0%/AV <15,0%
0.75 M < each unit < 1.25 M/
0,75 M < koxHa oguuuus < [,25 M
Servier treland) Industries L HLL Money fands Gorey Road. Arkiow. Co Wickiow. irc!a;;xi.i.

Tel

80050 UKR2 V1

$333 (0340
Drirectors: Christian Buazantay (French) Christian Sagveur (French)., John Redmond,

Company registered in frolnd No, 17246

20800 Faxt 1333 (43402 20888




T SERVIER

Method ref/ITocunanna na memoo: DITC S006593 PF_ I CTR 25543 EN 5.0
Specification ref/Ilocunanna na cneyudicayiro: DTC_S0065 93 PF_N_SPE 25606_EN 3.0

Packaging Lot No./Cepis Ne:

312722

Manufacturing Batch No./Bupo6uuua naprist Ne:
288055

TESTS/TIOKA3HUKH

STANDARDS/CTAHAAPTU

RESULTS/
PE3YJIbTATH

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

Indapamide/Iuaanamin

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

Stage/
Cranin

Number tested/
Hocaimxysana
KifbKicTh

Acceptance Criteria/Kpurepii
npuiiHsTHOCTI

Values for each Tablet/ 3uauenus aas koxuot TabaeTku

1

2

3

4 5 6 Mean

Cepeane

St

6

Each unit is not less than 80 %/ Koxua
OAMHUUS He merte 80 %

94

96

97

95 96 96 96

S2

+6 (12)

Average of 12 units (S1+52) is equal to
or greater than 75% and no unit is less
than 60%/ Cepezne suauenns iz 12
onuurus (S1+52) nopisHioe a6o Ginbine
75% i nemae KOAHOT OAMHKLI MeHIe
60%

$3

12 (24)

Average of 24 units (S1+82+S3) is equal
to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepente 3uauenns iz 24
oanaKLb (S1+S2+83) nopisuioc abo
6inbiue 75%, He Ginbie 2 OAUHHLD
meniue 60% i HeMae koAHOT oAMHULL
meniue 50%

Dissolution LC (%)/Po3uunenus (PX) (%):

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

Q =75% at 15 min / [lepungonpuay aprinin

Perindopril arginine/[Tlepunaonpuny apriuin

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

Stage
Crapin

Number tested/
Jocnigmypana
KiAbKICTD

Acceptance Criteria/Kpurepif
puitnatnocri

Values for each Tablet /3uauenns nas KoxHOT TaBaeTKN

2

3

4 5 6 Mean

Cepennc

S1

Each unil is not less than 80 %/ Koxua
oanHuug we menwe 80%.

96

100

104

101 99 1102 100

S2

+6 (12)

Average of 12 units (S1+82) is equal to or
greater than 75% and no unit is less than
60%/ Cepejine 3nauenns is 12 oAMHALL
(S1+82) nopisnioc abo Ginviue 75% i
HEMAE :KOAHOT oguHuLi Menme 60%

S3

+12 (24)

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 sHauenns i3 24 ommuny
(S1+82+83) nopisuioc abo Ginble 75%, He
6insine 2 oaunuus Mexwe 60% i Hemae
#OHOT oAnHULI MeHe 50%

Servier (frefandy Industries LTD. Moneylands Gorey Road. Arklosw, Co Wicklow, Treland.

Folr #3583 (0) 402 20800 Fax: 383 (1) 402 20888

Dirvectors: Christian Bazantay (French), Christinn Sasveur (Freneh), John Redmond,
Company registered in reland No, 117246

80050 UKR2 V1




SERVIER (IRTFTAND) INDUSTRIES LTD.

=F sERvIER

Method ref/Tlocunanna na memood: DITC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocuranna na cneyugpicavito: DTC_S006593 PF N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupotunua naprin Ne:
312722 288055
Dissolution LC (%)/Po3uunenns (PX) (%): Amlodipine/Amaoannin

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

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

Number tested/
Stage | Jocaimxypana Acceptance Criteria/Kpurepii
Cragist | kinbkicTs npuiieaTHOCTI

Values for each Tablet /3uauenus ans xoxnol Taénercu

1 2 3 4 5 6 Mean
Cepeane

St 6 Each unit is not less than 80 %/ Koxiia
oaunHa He menie 80%.

96 97 101 98 99 101 99

S2 +6 {12) Average of 12 units (S1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepeane 3uadenns i3 12 onmnuus
(S1+52) nopismoe abo Ginvwe 75% i
HEMAC XKOANOT oauHuUE Mene 60%

S3 +12 (24) Average of 24 units (S1+82+83) is equal lo
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepenne suadents i3 24 oauunue
(S1+52+83) nopisHioe abo Ginbie 75%, 1e
Binbuie 2 opunuus Mentue 60% i nemac
woAHOT OAMHMLL Menue 50%

ANALYSIS / AHAJI3 : 08/10/2020
Batch accepted/[lapris npuitnara

Analytical Services Manager:
Mene/kep 10 KOHTPOJIIO TAa aHAJIZY SIKOCTI

Servier (Trefand) Industries 1LTDL Money lands Gorey Road, Arklow, Co Wickiow, Ireland.
Poby £ 333 (0 402 20800 Fuav: #3533 (01 102 20888 '
Pircctors: Christian Bazantay (French), Chivbstian Savour (Frenchy Joln Redmond.

80050 UKR2 V1 Company registered in breland No. 117246

Michael Byrne/Mixaens Bipue
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y - SERVIER (IRELAND) INDUSTRIES LTD.
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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/

Linm s 3acsinuyro, uio HaBeaeHa Buine inopmaris € AOCTOBIPHOIO Ta TouHOI0. Llio cepiio

nponykuii 6yno supobneno (Bxmouaroun naKyBaHHs/MapKyBaHHR) Ta NPOBEAEHO KOHTpOJIb

ii AKOCTI Ha BUILe3a3HaYeHiil AlNbHALLI Y NOBHIH BiANOBIAHOCTI 3 BUMOramu GMP,

BCTAHOBNICHUMH MiCLEBHM DEryJIATOPHIM OPraHoM, a TAKOXK BiAMOBIAHO 10 cneuudikaii,

Lo MIiCTATbCS y peecTpaliiinoMy aocke. [TpoTokonu BHPOOHULTRA, NaKyBaHHs Ta aHANI3iB

Oyno nepernsHyTO Ta BCTAHOBJEHO BiANOBiAHicT, GMP.

Date of batch release/[lata sunycky cepii 29/10/20

Name and Position/Title of person authorising the Batch Release/ IIpissume Ta nmocana/
3BaHHS 0COOM, IKa BUAANA 03BLT HA BHIYCK cepil

(1 Dr Blanaid Bowes, Qualified Person/ Bignosinanbta ocoba
[1 Ms Christine Farrell, Qualified Person/ Bignosinansha oco6a
[] Ms Ailbhe Wade, Qualified Person/ Bianosiganbha oco6a

[¥ Ms Carmel Kinsella, Qualified Person/ BignosinansHa ocoba
[} Ms Jenny Quinn, Qualified Person/ Bignosinansua oco6a

Signature/TTinnuc ( WA AY ¢ \}\QQ Date/llara: _5311412C

Finished product batch number/ Homep cepii roToBOro nikapcbkoro sacoby: 312722

E PPage 6 of 6

Senvier treland) Industries LD Money nds € iorey Road, Arllow. CoWickiow. reland,
Folt #35340) 402 20800 Fan: + 253 (0) 107 20888
Brrectons: Chrisian Bazantay (Fronch)y, Chrivtian Sinens (Froncho, Jobn Redmomd,
Company registerad i deckimd Noo 17240




AEPXKIINKCIIY XXBA
AEPKABHA CJIYXBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI
By.1. Bepeanakisobka, 29, Kuis, 02098, ren./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOY 37079055

BHCHOBOK
npo AKICTHL BBe3eHOro B YKpaiHy JliKapchKoro 3acoly

28.12.2020 Ne 72813/20/26

TPHILNIKCAM® 5 MI'/1,25 MI'/S MT,
(Haﬁmenynam-m nikapeskoro 3acoly 3rigHo 3 mempﬂwﬁnuu HOCBIXYCHHRM)
Ta0/1eTKHA, BKPHTI ILTIBKOB010 060/10HK0I0, IO 5 Mr/1,25 MI/5 mr; 1o 30 Tabaerok y
KoHTelinepi s Tabaerok ; mo 1 koureiinepy g Tabaerok y kopo6ui 3 KapTony
((bopma BHITYCKY, KO3YBAHHS, BHI TAKYBSHHI NKaPCHKOTO 38c06y)

Howmep peectpauittroro noceimwenas UA/13929/01/02 crpox ail peectpanittroro mocsimyenns HeoOMexen i
Cepin nixapcskoro sacofy Ne 314489 KinbkicTs BBe3eHOr0 Jrikapebkoro sacoby 45577

Bupo6Hux Ceps'e (Ipnannis) Inpactpic Jitn, Ipnangis

(nadimerntypanns BEPOSHIKA NikAPCHKONO 3806y, kpailia MOXOAMEHHS)

Baesero 8 Yipaity ToBapucrso 3 o6mesxenoro Biamosinamuicrio "CEPB'E YKPATHA",
ineuT. Kox: 33643340

(uaﬁueuynm Ta kox 33 €JIPTIIOY ropranunof ocobu afo npiseuing, im'a, o GaTekoBi disuunof
ocobu - nianpuemns, I Micue OPOXUBAHHS T4 peec‘rpa.uinunn HoMep o6nikoBOT KAPTKH NiaTHAKA
nojaTkis abo cepis Ta HOMEP nacTiopra)

[potokon sizyansHoro konrpomo Bin 28.12.2020 Na 4245/8.

3a peaynsTaTaMM  JICPKABHOTO KOHTPOMIO BCTAHOBNGHO, IO JIKAPCHKWH 3aci6 BmeseHo B Ykpalny 3
AOTPHMAHHAM BuMOr 3aK0HOJABCTAA OO 3a6€3NEUEHHA SKOCT JTiKApCHKUX 3ac06iB,

Hauamsunx Muxona XOJIOJEHKO

- (mianuc) ’ (isinjann Ta npisswue)

(mocanoea ot

Page 1/1




SERVIER (IRELAND) INDUSTRIES LTD.

t ¥ —
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCT! IIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Cepr'e (Ipnanmis)
azgpeca BEpOOHAKA Inpactpic Jitn

Moneylands, Gorey Road/Maninenns, Nopeit
Poyn,
Arklow/Apxnoy,
Co. Wicklow/Ko. Bixnoy,
Ireland/Ipnanais
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

Haasa Ta agpeca imMnoptepa 41, Naberezhno-Khreshchatytska St./uyn.
Habepexuo-Xpetarrngka, 41

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

Which Consignment of product is delivered/Bux Pharmaceutical Product/Jlikapcexnii 3aci6
TIPOAYKUIl; IO MOCTAYaETECA

Pharmaceutical form/Jlixapcoka dopma Film-coated tablets/TaGnetku, BKpUTi MniskoBoo
06OTOHKO

Name of the Product/Hassa nixapcrkoro TRIPLIXAM® 5 mg/1,25 mg/5 mg/

3acoby TPHUTTHIKCAM®.5 Mr/1,25 Mr/5 Mr

Dosage/Cuna nii 5 mg/1,25 mg/5 mg/ 5 mr/1,25 mr/5 Mr

Type and size of packaging/Buy ta poamip 30 tablets in the container for tablets; 1 container

YIAKOBKH for tablets in the carton box/ no 30 Ta6nerok y

kouTeliHepi ana TabneTox; no 1 KOHTeifHepy ans
TabNeToK y kopoOui 3 kapToHy

Finished Product batch number/Cepis rotosoro 314489

nixapchKOro 3acoby

Manufacturing date/J{ata BupoGHuLTEA 11 2020

Expiry date/TepMin npugatOCTi 112022

Batch size/Kinexiets y cepii 45,577 Boxes/ynaxoBok
Manufacturing Licence number/Homep miuensii  M00068/00001

Ha BUPOGHUIITEO

Registration Number/Peecrpaniiine UA/13929/01/02
nocBiqueHns

Servier (Ireland) Industrics LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland. ’ffxy”ﬂ

Tel: 4353 (0) 402 20800 Fax: +353 (0) 402 20888 ;

Directors: Christian Bazantay (French), Chiistian Sauveut (French), John Redmand.,
Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocunanna na memod: DTC_S006593_PF. T CTR 25543 _EN 5.0
Specification ref/ITocunanns na cneyudirayivo: DTC_S006593_PF_N SPE 25606 EN 3.0

TRIPLIXAM® 5 mg/1,25 mg/5 mg / TPHILIIKCAM® 5 mr/1,25 mr/5 mr

Formulation/@opmy rosanms;

Film-coated tablets containing 5 mg of perindopril arginine, 1,25 mg of indapamide and 5 mg of amlodipine /

TabJIeTKY, BKPHTI IUTIBKOBOKO 000I0HKOI0, IO MICTATE § Mr e

AMITOANIIIRY 5 MT

PUHAONIpWIY aprininy, inpamamigy 1,25 mr ta

Packaging Lot No./Cepia Ne: Manufacturing Batch No/Brpo6ruua napris Ne:
314489 288074
TESTSAIOKA3ZHUKHA STANDARDS/CTAHIAAPTH RESULTS/
PE3VJBTATH
Appearance/3osniwniii Burana , ; %n '
White, oblong, film-coated tablet engraved with on one
face and 2 on the other face /TabneTxa 6inoro komsopy, Compli onua
RoBracTol JOpMH, AKpUTA. IAIBKORCIO 06ONOHKOID, 3
THCHEHHAM 3041010 Goxy T~ - 3 iniworo
Average mass (mg/unit) /Cepeann maca 147,510 162,9 (95 to 105 % of the theoretical mass of 155,2)/ 154.2mg/mr

(mr/onumninoe)

Microbiological quality (skip
testing)/MixpoGionoriuna unctora (exin-recr)
Eur, Ph, (5.1.4)/ €D (5.1.4)

Identification of drug substances/
Taenmudirauin airounx pevosun
§9490-6, S 1520 and A 1095 by LC/
Hepungonpusmy aprinis (S 9490-6), inganamiz
(8 1520) ra-amnonmnin (A 1095) merozom PX

S 9450-6, S 1520 and A 1095 by TLC/
TMepunnonpuny aprinin ( § 9490-6), innanamix
(8 1520) Ta amnogunin (A 1095) Meromoss THIX

Drug substances content (LC) (mg/unit)/
Bwmicr pirounx pevosun (PX) {mr/oaunnmo)

Bix 147,5 no 162,9 (8ia 95 % mo 105 % nix TEOPETHYHOT MacH
155.2) '

Total acrobic microbial count/3aranmsecuucno acpobHIX
Mmixpoopraxizuis (TAMC) < 10° CFU/g/ - < 10° KYOIr
Total combined yeasts/moulds count/3aransHe o
ApinuproBux Ta 1TiceHeRHX 1pubis (TYMC) < 10 CFUfg/ -
S 102 KYOlr :

Escherichia coli: absence/1.g/ - Bigcyruiy 1+

| The ratio of the retention limes of cach drug substance peak

(S 9490, S 1520 and A 1095) from the test solution and fram the

| reference solution must be between 0,95 and 1,05/ Binuomemus
| wacis yrpumypasus nixa koxuoi aliouoi pesosnsu (S 9490-6,

§ 1520 and A 1095) [OCTDKYRAHOTO POIYMHY Ta POIYNHY
NOpIBANHHA Ma€ CraHoBuTY Bix 0,95 101,05

Main:spots (S 94%0-6, S 1520 and A 1095) identical in
position, colour and size for test and reference/Ocuosii rimisu
(8 9490-6, S 1520 and A 1095) inerrcuuni 3a HONOKEHHAM,
KO0POM T2 POIMIPON IS IOCIKYBAHOI0 POIURHY T4
POFYRHY NOPIBHAHHS

| (95 to 105 % of the theoretical content of each drug substance/

B 95 z0 105 % six TeopeTHaHOro BMicTY XOKEO! Ait0Y0l
PeHOBUHK) ;

§ 9490-6 / Tlepuunonpuiy aprixin (S 9490-6): 4,75 10 5,25 /
8ix 4,75 1o 5,25

§ 1520 / Innanasita (S 1520): 1,19to 1,31/ 8ia 1,19 10 1,31
A 1095 / Amropmmisr (A 1095): 4,75 to 5,25/ nia 4,75 16 525

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

*Skip Test - Not
Applicable

Complies/Biamiosinac

Complies/Biancsizac

*Skip test/Cxin TectyBanuz, Passes/Bianosinae, not applicable/ne npoBoamscs

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Irel:
Tel: +353-(0) 402 20800 Fax: +353(0) 40220888
Directors: Christian Bazantay (Frenich), Christian Sauveur (French), John Redmond.

80050 UKR2 Vi1

Company registcred in [reland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

* .
T senvEn

Method ref/ITocunanns na memoo: DIC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunanns na cnegudixayio: DTC_S006593_ PF N_SPE 25606_EN 3.0

Packaging Lot No./Cepist Ne: Manufacturing Batch No./BupoGuuga napris Ne:
314489 288074
TESTS/IIOKA3ZHUKHA STANDARDS/CTAHJAAPTH RESULTS/
PE3VJIbTATH

Degradation products content (LC) (% m/m)/
Bwmict nponyerin nerpananit (PX) (% mim)

Y 1473 <03 <0.10%
S9780 <05 <0:10%
Y 1474 <03 <0.10%
Y32 20,2 <0.10%
Y33 £0,2 <0,10%
Y31 <05 0.13 %
Y 38 <08 <0.10%
Y 1745 <04 <0,10%
Any other degradation products/ Byns-axi ini <92 <0.10%
npoiyxTi qerpananii ; ,
Total content of degradation products/ 3aranceut <20 0.43%
SMmicT npoxyxTir Aerpazauil
Y36 {LC limit testy 'Y 36 (PX; rpaumannii <1200 Complies/Binnosinae
xomnpous) {ppm) '

Uniformity of dosage units for S 9490-6,

$ 1520 and A 1095 (LC) Oauopianicrs
AO30BAHHX ORHHUUL AN NCPHEIONPHIY apridiny
(S 9490-6), inpanaminy (S 1520) Ta amaoamniny
(A 1095) meronom PX

Eur. Ph.( 2.9.40) €® (2.9.40)

Content uniformity (LC): %/labe! claim /
Onwopignicts emlcTy MeTonom PX: % sij

3agracHol KinEKocTi
Amlodipine/ amnoanmin
.81 AVLI5.0 WAV <15.0% 36
<82 AV L IS0WAV<I150%
0.75 M < each unit < 1,25 M/

0,75 M < woxua onisnmis < 1,25 M

Perindopril arginine salt/ nepustonpry aprinin o ,
S1 ' AVZIS.0%AVL150% 53
82 AV 5.0 WAV <150%

0.75 M < each unit < 1.25 M/

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

Indapamide/Tenartamin ‘
S1 AV ZIS.0%AV <15,0% 3.0
52 AV <150%/AV <15,0%

0.75'M < each unit.<1.25 M/

0,75 M < xoxna oguauns < 1,25 M

Servier (Ireland) Industries LTD., Moncylands Gorey Road, Arklow, Co Wicklow, Irela
Tel: +353 (0) 402 20800 Fax: +353.(0) 402 20888
o Directors; Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80050 UKR2 Vi1 Company registered in Ireland No, 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunawns namemod: DTC_S006593 PF T CTR 25543 EN 5.0
Specification ref/ITocunanna nua cneuudjmaqho' DIC S006593  PF N SPE 25606 EN 3.0

Packaging Lot No/Cepis Ne:

Manufacturing Batch No/Bupo6unua naprist Ne:

314489 288074
TESTS/IIOKA3ZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIbTATH
Dissolution LC {%)/Poiunnenns (PX) (%): Indapamide/Inganamin

European Pharmacopoeia (2,9.3./€d (2.9.3)

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

Number tested/
Stage/ | Mocnimxysana Acceptance Criteria/Kpurepii Values for each Tablet/ uauennia snst icomcuol TaGnericn
Cragisn | inbkicTs puiiHsTHOCT 1 2 3 4 5 6 Meéan
Cepeane
S1 6 Each unit is not less than 80 %/ Koxcxa 85 87 84 85 91 85 36
onHHUL He MeHmc 80 Y%
82 +6 (12) Average of 12 units (S1+82) is equal to
or greater than 75% and no unit is less
than 60%/ Cepenne 3uavenns iz 12
oauuuus (S1+82) sopismoe 460 6inbuie
75% 1 nemae sxoH0T oauHKLI Metme
60%
S3 +12 (24) Average of 24 units (S1+S2+53) is equal

to or greater than 75%, no more than 2
units are less than 60% and no unit is lcss
than 50%/ Cepeaue 3nauenns is 24
opuuue (S1+S2+83) nopiamioe abo
binpme 75%, sc Sinpie 2 oagHuLy
Menwe 60% 1 wemae sonHoT oquauni
menwe 50%

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

European Pharmacopocia (2.9.3 /€9 (2.9.3)

Perindopril arginine/Ilepunaonpuay aprinin

Q=75% at 15 min / Mepusaonpnay apcinin

(S9490-6): Q ="75% 3a 15 xn,

| Stage
Cranis

Number tested/

Hocaixkysana
KinbKicTDL

Acceptance Criteria/Kpurepit
Hpuiinsrrnoeri

Values for each Tablet /3uauenus nist kosnol Tabaeticn

1

2

3

4

3 6 Mean
Cepeanc

81

Each unit is not less than 80 %/ Koxua
OAMHALA He MeHIIe 80%.

97

99

95

103

94 99 98

52

% (12)

Avcrage of 12 units (S1+52) is equal to or
greater than 75% and no unit is lcss than
60%/ Cepenne snayenns is 12 ogummng
(S1+82) nopismioe abo Ginuuie 75% i
HeMmae sonHol onuanni Mennre 60%

S3

2 @29

Average of 24 units (81+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 3nauenns 1324 oguuurs
(81+82+83) nopinmoe abo Ginsie 75%, He
bineme 2 oguHMIE MeHme 60% i Hemae
*0aHol omuuun Méawe 50%

Servier (Ireland) Industries LTD., Moneylands Gerey Road, Arklow, Co Wicklow, Irelar:
Tel: +353 (()) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (F rench), John Redmond.

80050 UKR2 V1

Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

p—a
T seavien

Method ref/ITocunanns na memod: DTC_S006593 } PF T CTR_25543_EN 5.0
Specification ref/Hocunansin na cneumpimuim. Drc 8006593 PF N_SPE_25606_EN 3.0

Packaging Lot No./Cepis Ne:
314489

288074

Manufacturing Batch No./BupoSunua napris Ne:

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

European Pharmacopoeia (2.9.3,)/€d (2.9.3)

Amlodipine/Amaomunin

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

Page 1/1

Number tested/
Stage | docainxynaua Acceptance Criteria/Kpurepii Values for each Tablet 3navesninn ana kool Tabaerici
Craaia | KinbkicTs opHiHATHOCTI 1 2 3 4 5 6 Mean
Cepengie
S1 6 Each unit is not less than 80 %/ Koxsia 97 96 95 95 103 9 97
ONAHHNS HC MeHIE 80%.
S2 +6 (12) Average of 12 units (S1+52) is equal to or
greater than 75% and no unit is less than
60%/ Cepoane sHasenns i3 12 ogunns
(S1+S2) nopisntoe abo Ginuime 75% i
Hemae xoaHoT oaruAui MeHme 60%
183 +12 249 Average of 24 units (S1+S2+S3) is equal 1o |
or greater than 75%, no more than 2 units
are lcss than 60% and no-unit is less than
50%/ Cepenue snanenns iz 24 ogunims
(81+82+83) nopistoe abo Girpine 75%, ne
Gimpme 2 oxuHuus Memue 60% i iemae
skonHoT oAHKRMUi MeHuIe 50%
ANALYSIS / AHAJII3 : 02/12/2020
Batch accepted/TTapria npmiinata
; 5 ; . «
Analytical Services Manager: iE ) QUASTI AN
Menewxkep mo kourpomo Ta ananisy sxocri Michael Byrne/Mixaem Bipre
Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow; Co Wicklow, lrelan d i
Tel: 4353 (0) 402 20800 Fax: +353 (0).402 20888 %
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80050 UKR2 V1 Company rcgistered in Ireland No. 117246
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I hereby declare that the aboyementioned 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/

Lum 5 3acBia4yto, 10 HaseeHa BuLIE iH(OpPMaLis € AOCTOBIPHOIO Ta TouHOM. Lo cepito
TpoxyKuii Gyio BUpoOieHo (BKIFOUArOYH aKyBAHHA/MAPKYBAHHA) TA IPOBELCHO KOHTpORb
ii Ax0CTi Ha BUINe3a3HaveHiH AlMLHMII y MOBHIM Bi ANOBIAHOCTI 3 BUMOTAMU GMP,
BCTAHOBJICHWMY MICIIeBHM PETyJIITOPHIM OPraHOM, 8 TAKOX BiANOBIIHO Ko crenmpikauili,
IO MICTATECA Y peecTpanilinomy focse. [IpoTokoNR BUpoSHAITRA, NAKYBAHEA TA AHATI3E
6yno nepernsHyTO TA BCTAHOBIIEHO BiANOBigHICTE GMP.

Date of batch release//lara Bumycky cepii 03/12/20

Name and Position/Title of person authorising the Batch Release/ IIpissume Ta mocaza/
3B3HHSA 0000K, AK3 BHAAIA R03Bi/N HA BATYCK cepii

[l DrBlanaid Bowes, Qualified Person/ Binnosizatsaa ocoba
[] Ms Christine Farrell, Qualified Person/ Biznopigatsma oco6a
[] Ms Ailbhe Wade, Qualified Person/ Bignosizansua ocoba
[#~Ms Carmel Kinsella, Qualified Person/ Bignosinanssa ocoba
[] MsJenny Quinn, Qualified Person/ Binnosinansua ocoba

Signature/ITigmac (2 ECDQQL n @: Date/flata: JOI112120

Finished product batch number/ Homep cepif rotosoro nikapcbkoro 3acoby: 314489

Servier (Ireland) Industrics LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland. ™,
Tel: +353 (0) 402 20800 Fax: +353 (0).402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ireland No. 117246

Page 1/1




SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI IKAPCbKOrO 3ACOBY

Name of the Manufacturer & Address /Haisa Ta Servier (Ireland) Industries Ltd/Cepr'e (Ipnasis)
ajipeca BUPOOHHKA Inmacrpic Jltn

Moneylands, Gorey Road/Maminenss, opeit
Poyn,

Arklow/Apknoy,
Co. Wicklow/Ko. Bixoy,
Ireland/Ipnarzis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Vkpaina"

HasBa Ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./yn.
HabepexHo-Xpetaruitbka, 41

Kyiv, 04070/, Kuis, 04070
Ukraine/Ykpaina

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapebkuit 3aci6
OpoAyxuii, o MOCTa4YacTheA

Pharmaceutical form/Jlixapcska (opma Film-coated tablets/Tabnerku, BKpuTi MWIIBKOBOIO
0B 0I0HKOIO

Name of the Product/Hassa nikapcskoro TRIPLIXAM® 5 mg/1,25 mg/5 mg/

3acoly TPUITIIKCAM® 5 Mr/1,25 mr/5 mr

Dosage/Cuna zii 5 mg/1,25 mg/5 mg/ 5 Mr/1,25 Mr/5 mr

Type and size of packaging/Bux ta posmip 30 tablets in the container for tablets; 1 container

YTIAKOBKH for tablets in the carton box/ no 30 Ta6nerok y

KoHTeliHepi ans TafneTok; o 1 KOHTeHHepy mig
TabneTok y kopofui 3 KapToHy

Finished Product batch number/Cepis rotosoro 314490
TiKapchKoro 3acofy

Manufacturing date/ara BrpoSHuLTEa 112020

Expiry date/Tepmin npuaaTaocti 112022

Batch size/KiskicTs y cepii 46,186 Boxes/yrakoBok
Manufacturing Licence number/Homep ninensii  M00068/00001

Ha BEPOOHUIITBO

Registration Number/Peectpauiiine UA/13929/01/02
OOCBIAYEHHS

Scrvier (Ireland) Industries L'TD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland. =,
Tel: +353 (0) 402 20800 Fax: +353.(0) 402 20888
Dircctors; Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in reland No, 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/TIocunannn na memod: DIC _S006593 PF T CTR_25543_EN_35.0
Specification ref/Tlocunanns na cnequpixayiso: DTC_S006593_PF_N_SPE_25606_EN_3.0

TRIPLIXAM® 5 mg/1,25 mg/S mg / TPHILNIKCAM® 5 mr/1,25 mr/S mr

Formulation/®opmy.nopanng:

Film~coated tablets commmng 5 mg of perindopril arginine, 1,25 mg of mdapa:nnde and 5 mg of amlodipine /
Ta61eTIcH, BKPHTI IVIiBXOB0I0 OGOIORKOIO, IO MICTATL 5 MF IIEPHHIOTIPIITY apriHidy, inaanamizy 1,25 Mr ta

AMITOAMNIKY S MT

Packaging Lot No./Cepia Na: Manufacturing Batch NoJBnpoﬁma naprig Ne:
314490 288075
TESTS/MOKA3ZHUKHA STANDARDS/CTAHJIAPTH RESULTS/
PE3YVJIBTATH
Appearance/3opuimmi BETL os,
White, oblong, film-coated tablct engraved with on ane
Complies/Bimmosinac
face and §2 on the other fuce /TaGicrxa Glnoro KoMLopy, P
JORTACTOT $OPMH, BKPETA (LIBKOBOIO GHONCHKOI, 3
)
THCHEHEDM :;cuumro6mzy-ra"=¢='2 - 3 inmoro
Average mass (mg/unit) /Cepeana saca 147,5 to 162,9 (95 to 105 % of the theoretical mass of 155,2) / 154.9r0g/mr
{MT/omunamo) Big 147,5 a0 162,9 (aix 95 % s10 105 % »iy TeaperyHol Mack
155.2)
Microbiological quality (skip Total acrobic microbial comt/Baramue Tcm aspoGimn *Skip Test - Not
testingy/MixpoGionoriaua TucroTa (exin-Tect) Mixpooprasizuis (TAMC) < 10* CFU/g/ -< 10 KYOfr Applicable
Eur. Ph. (5.14Y €D (5.1.4) Total combined yeasts/moulds count3aramaue wicio *Skip Test - Not
RpixmxoaEx Ta THiceucanx rpabis (TYMC) < 107 CFU/g/ - Applicable
£ WRVOr *Skip Test - Not
Escherichia coli: absence/1 g/ -siacyrsi y 1 v Aﬂpﬁmh
Identification of drug substances/
Inevradixauis girounx pedosun The ratio of the retention times of each drug substance peak
S 9490-6, § 1520 and A 1095 by LC/ (S 9490, S 1520 and A 1095) from the test solution and from the Compliev/Bianosinae
Hepemponpuny aprinin ( S 9490-6), lnnanasin reference solution must be between 0,95 and 1,05/ Binxomeuna
(S 1520) T2 amnomarina (A 1095) meronom PX Tacie rrixa kom0l Kik0a0T pedonims (S 9490-6,
S 1520 and A 1095) nocHiIxysaHOro pogauiy T8 pOSTHHY
NOPIREAAAA Mac CTARORHTH Bia 0,95 no 1,05
S 9490-6, S 1520 and A 1095 by TLC/ Main spots (S 9490-6, S 1520 and A 1095) identical in
Tepanponprny aprinin ( S 9490-6), uitanamiyy | position, colour and size for test and reference/Ocponsi tuntau Complies/Biznorigac
(S 1520) ta asnonwmin (A 1095) meronon THDX | (S 9490-5, S 1520 and A 1095) inenrrrmi 32 monoxernizm,
KOJBOPOM Td POIMIPOM 2NN ZOCIIAY BAHOTO POSAHAAY TA
PO3YRAY NODIBANHHY
Drug substances content (LC) (mg/unity (95 w0 105 % of the theoretical content of each drug substance/
Bmicr gisoanx pesonan (PX) (Mr/foquumnio) B3Iz 95 10 105 % sin Teoperwunony saicry koxiof aiouol
PEIOBHHM)
'§'9490-6 / Nepranonpuny aprinin (S 9490-6): 4,75 t0 5,25/
Bin 4,75 20 5,25
S 1520 / Innpnastin (S 1520): 1,1910 1,31 / wix 1,19 zo 1,31
A 1095 / Avgioawmin (A 1095): 4,75 t0 5,25/ pin 4,73 no 5.25

*Skip test/Ckin TectyBamns, Passes/Binmosizac, not applicable/He nposonuses

Servier (Ireland) Industries LTD,, Moneylands Gorey Road; Arklow, Co Wicklow, Ireland. ALl

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

80050 UKR2 V1
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SERVIER (IRELAND) INDUSTRIES LTD.

*
T=Fsenvan
Merthod ref/llocunanun g memod; DTC_S006593_PF T CTR 25543 EN 5.0
Specification ref/Ilocunannn na cneyupixairn: DTC S006593_PF N SPE 25606 EN 3.0
Packaging Lot No/Cepiu Na: Manufacturing Batch No/Bapofummsa mapria Ne:
314490 : _ 288075
TESTS/MOKA3ZHHKHA STANDARDS/CTAHIIAPTH RESULTS/
_ PEIVJIbTATH

Degradation products content (LC) (% m/m)/
Buicr npogyxcris aerpagaul (PX) (% m/n)
Y 473 <03 <0D.10%
59730 <05 0.10%
Y 1474 £03 <0.10 %
Y32 <02 0.10%
Y® <02 <0.10%
Y31 <05 0.13%
Y38 <05 <0.10%
Y 1745 <04 <0.10%
Any other degradation products/ Byyp.-axi immri <02 <0.10%
OpOXYKTH merpanguil
Total content of degradation products/ 3aransmes <20 023%
BMICT IDOAYXTiB Aerpamamil
Y 36 (LC limit test) Y 36 (PX, rpauevemit <1200 Complies/Bianosizac
ECHTpOIS) (ppm)
Uniformity of dosage units for S 9490-6,
$ 1520 and A 1095 (LCY Oanoplmders
RO30BSHEX ONRHENE 11 NEPHARCIPATY apriginy
(8 9490-6), isanaminy (S 1520) Ta anmansmiay
(A 1095) metomon PX
Eur. Ph.(2.9.40) €0 (2.9.40)
Content uniformity (1.C): %/label claim /
Onnopinuicrs. amicry meromom PX: 9% nix
3asByeHol XimprocTi
Amlodipine/ ammomarisn
81 AV<150% AV <150% 21
52 AV<IS0%AV <150%

0.75 M < cach mit < 1.25 M/

0,75 M < xoxsa ogummans < 125 M
Perindopril arginine salt/ neprnoupamy aprisin
Sl AV<IS0%WAV<I50% 4.1
.82 AV<150%AV<150%

0.75 M <eachunit < 1.25 M/

0,75 M < moxaa onanmang < 1,25 M
Indapamide/Tananamin
.S1 AV<150%AV<150% 22
.52 AV<I50%AV <150%

0.75 M < each unit < 1.25 M/

0,75 M < xosma ouenna < 1,25 M

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

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

Directors: Christian Bazantay (Freach), Christian Sanveur (French), John Redmond,
Company registered in Ireland Na. 117246

80050 UKR2 V1
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SERVIER (IRELAND) INDUSTRIES LTD.

Fsmvun

Method ref/Ilocunar na memod: DTC_S006593 PF T CIR 25543 EN 5.0
Specification ref/Tlocuranns na cneyudixasiro: DTC_S006593_PF_N_SPE_25606 EN 3.0

Packaging Lot No/Cepiu Ne: Manufacturing Batch No/BrpoGauaa napris N
314490 288075
TESTSMOKA3ZHHKH STANDARDS/CTAHAAPTH RESULTS/
PE3YJIbTATH
Dissohution LC (%)/Posausienna (PX) (%): Indapamide/Tuaanamin
Europesn Pharmacopoeia (2.9.3 /€@ (2.9.3)
Q =75% at 45 min / Iunanamia (S 1520): Q = 75% 3a 45 xB.
Number tested/
Stage’ | Jocaixxynsua Acceptance Criteria/Kpurepil Values for esch Tablet/ Susuesnien s womuo? Talinersu
Cragia | ximuxicms npuitnaTaoCT) 1 2 3 4 5 6 Mean
Cepennc
S1 6 Each unit is not less than 30 %/ Koxaa 38 87 20 89 84 37 8'7‘;9"l
onMuNTIe He Mene 80 %

s2 +6 (12 Average of 12 units (814+82) is equal to

60%

or greater than 75% and no unit is less
than 60%/ Cepenne anavcuns i3 12
opuEA (S1+52) nopismoe abo Ginpme
75% i Aesae xoneol oMM MeHIDEe

3 |H2 %)

Megme 50%

Average of 24 units (S1+52+53) is equal
to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepenue suaucang iz 24
omaas (S1+82+53) nopismoe abo
Gimsme 75%, ne Gimsme 2 oasronys
Merme 60% i hemae xoxmol oxmEmHG

Dissolution LC (%)/Posuunenns (PX) (%):
European Pharmacopocia (2.9.3)/€d (2.9.3)

Perindopril argivine/Hepnraonpuiy apriulu

Q= 75% at 15 min / Iepunnonpaay aprinin

(S9490-6): Q=75% 3 15xn.

Namber tested/
Hocnipxynaus
Kinmnxiers

Stage

Acceptance Criteria/Kpurepil

Values for each Tablet Anagesnns

wouol Tabaeru

Cranis

Opniingraocri

1

2

3

4

L] [ 1 Mean
Cepesme

Sl

Each unit is not less than 80 %/ Koxua
OMEMUN HE MeHRIC 0%,

9

98

99

98

95 85 96

+6 %))

Average of 12 units (S1+52) is equal to or
greater than 75% and no unit is less than
60%/ Cepanyc seavema ia 12 oamm:
(51+32) nopisuwoe ao Gimsure 75% i
Hemae xoaol omummat Mmeame 60%

S3

+12 (23)

Average of 24 ynits (S1+52453) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no umit i3 less than
50% Cepenre anagenns i3 24 onpeums
(81+82+853) ropismoe abo Gmsme 75%, e
6imemue 2 onromans Meame 60% i Bemac
=0oznol oavHALl Mewre 50%

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

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20883
Directors: Christian Bazantay (French), Christian Sauveur {French), John Redmond.

80050 UKR2 V1

Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

T senvizn

Method ref/Ilocunannn na memod: DIC_S006593_PF T CIR_25543_EN 5.0
Specification ref/Tlocunanns na cneyudixagio: DTC_S006593_PF _N_SPE 25606 _EN 3.0

Packaging Lot No/Cepia Na: Manufacturing Batch No./Bupobuxaa napria Ne:
314490 ) 288075
Dissolution LC (%)/Posusenns (PX) (%): Amlodipine/Amaoaunin
European Pharmacopocia 2.9.3 )€ (2.9.3)
O=75% at 15 min / Amnoxwmin (A 1095): Q = 75% 3a 15 1n.
Number tested/
Stage | Aocnixmypana Acceptance Criteria/Kpurvepll | Values for ench Tablet /3neweuna nra wowsiol Tanenca
Cragis | sisxicn. npuiiagraoccri 1 2 4 5 6 Mean
Cepenuc
s1 6 Esach unit is not less than 80 3¢/ Koxaa 100 €2 100 98 97 87 96
OTHHENA He MeHme 80%.

S2 +6 (12)

Averuge of 12 umits (S1+52) is equal to or
greater than 75% and no unit is less than
60%/ Cepentic 3pagcHns i3 12 oxmmmp
(814-S2) aopiswive abo Simme 75% i
HeMae xozHol oaHanL Meame 60%

83 +12 (24)

Aveage of 24 units (31+52+83) is equal to
or greater than 75%, no more than 2 units
are less than 60% and 10 unit is less than
50%/ Cepenne snaqenns i3 24 oxpemre
(S14:52+83) nopismoc abo Gimme 75%, re
Ginpare 2 omauwme Mesme 60%6 1 nemac
XOIHOI ONREEA MerIIs 50%

ANALYSIS / AHAII3 : 02/12/2020
Batch accepted/ITapris npeuihisra

Analytical Services Manager:
Menemxep Mo KOHTPO/OO TA AHATISY gKocTi

Servier (Ireland} [ndustrics LTD., Moneylands Gorey Road, Arklow, Co Wickiow, Irelan

Lk

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

Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ircland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

o —
~ 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/
Llnm s 3acBizyro, Mo HaBeieHa BULLE iHpOpMaLis € A0CTORIPHOIO Ta TouHO!O, Llio cepiro
npoAyKiLii 6110 BUpoGNeHo (BKNFOYAIOYH NAKYBAHHSA/MAPKYBAHHS) Ta IPOBEASHO KOHTPOIE
ii AkOCTi Ha BHLIe3asHAYEH]H AlMbHUUI y NOBHIH BiATOBIAHOCTI 3 BUMOraMn GMP,
BCTaHOBJIEHHMH MiCLIeBAM PEryIATOPHAM OPraHOM, a TaKOXK BifIOBIAHO A0 crierueikanitt,
L0 MICTATHEA y peecTpaniiinomy gocke. ITpoTOKOTH BUPOGHUITTRA, AKYBAHHS T4 AHATI3IB
Gy N0 TepernAHyTO Ta BCTAHOBJIEHO BimnosiaHicTs GMP,

Date of batch release/flata Bunycky cepii 08/12/20

Name and Position/Title of person authorising the Batch Release/ IIpissuie Ta nocaaa/
3BaHH 0C00H, KA BNJaJIa A03BiN Ha BUNyCcK cepii

(1 Dr Blanaid Bowes, Qualified Person/ Bixmosigarsta oco6a
[1 Ms Christine Farrell, Qualified Person/ Bigmosigantaa oco6a
[ Ms Ailbhe Wade, Qualified Person/ Bignosinansna oco6a
[¥" Ms Carmel Kinsella, Qualified Person/ Bianosizateaa oco6a

[ Ms Jenny Quinn, Qualified Person/ Bignosijansua ocoba

Signature/TTignuc _(v&f oI WN&ED— Date/Jlata: A2 (20

Finished product batch number/ Homep cepi¥ roTosoro nikapcbkoro 3acoBy. 314490

Servier (Ireland) Industrics LTD., Moneylands Gorey Road, Arklow, CoWicklow, Treland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond,
Company registered in Ireland No. 117246
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JEPXUIIKCITYKBA
JEPXKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

Byn. BepesusakiBerka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €EAPTIOV 37079055

BHCHOBOK
npo aKicTs BBe3eHoro B Yxpainy nikapcbioro 3acoby

28.12.2020 Ne 72814/20/26

TPHILIIKCAM® 5 MI'/1,25 MI'/5 MT,

(Halivenypanus mixapcsKoro 3acoby 3rifiHo 3 peecTpanilinuym NochiAuCHAIM)
Ta0JIeTKH, BKPRT] I1iBKOBOIO 060/10HK010, 16 5 Mr/1,25 Mr/5 mr; mo 30 Tabaerok y

KoHTeliHepi ;s TabaeTok ; mo 1 xouTelinepy mis TabaeTok y KopoOui 3 KapToHy

(dopma sumycky, KO3yBaHHA, BRI TIAKYBARHA NiXAPCEKOro 3aco6y)

Homep peectpanitinoro woceixuenss UA/13929/01/02 cTpok Aif peecTpauiitHoro nocsinyens HeO6MeXeHIH

Cepis nikapeskoro 3acoby Ne 314490 KinuKicTs BBesenoro fikapcrkoro 3acoy 46186
Bupo6ux Ceps'e (Ipnannis) Inpactpic Jitx, Ipnannis
(rattmertyBariin BupoBuuKa Tixapchxoro 3acofy, Kpaika NOXoKesHs)
Beesero B Vipainy Tosapuctso 3 o6mexenoio Binmosinansricrio "CEPB'E€ YKPATHA",
inent. xox: 33643340

(Hatimenysannd T2 ko 38 €JIPIIOY ropranyriol ocobu aGo npissuie, iM's, no Garekosi (izuanol
OCcoGH - TiATpHEMLY, TF MiCIle ApOMMBAHHA Ta peecTpatiitull HoMep. o6TKOBOT KAPTIH MnaTHYKE
noxatxis aGo cepis Ta Homep macnopra)

Iporoxon Bisyansnoro xourpomo sig 28.12.2020 M 4245/9.

3a pesyNbTaTAMH AEPXKABHOrO KOHTPOMIO BOTAHOBIEHO, IO JHKAPCEXHE 3aci6 BBC3eHO B Yxpainy 3
AOTPHMAHHAM BUMOT 3aKOHOAABCTBA MO0 3a6e3NeUeHHs AKOCTI NKAPCHKEX 3aco6iB,

Havansaux Mmcona X(_)JIO,I[EHKO

(imiuiamm Ta npisaume)
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