NEPKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJITO 3A HAPKOTUKAMU y m. KHEBI

npor. Hait Ceitnuuroi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Kon €PTIOY 37079055

BUCHOBOK
Mpo AKicTh BRE3CHOT0 B YKpaiHy JIiKapehKoro 3acofy

27.06.2024 Ne 33381/24/26

APUOAM® 1,5 MI'/10 MI

{(naliMeny pans JIKapPCLKOTo 3acoy 3Tz 3 peccTpattifting FOCHIAMCHHAM)
TabaeTku 3 MOANQIKOBAHHM BUBLILHEIHSIM, 110 1,5 mr/10 mr, 1o 15 Tabserox y GaricTepi; 1o 2
GaicTepu y Kopobui 3 kapToty
(hopMa BHIYCKY, HO3YBAHHS, BIL NAKY BRI ikapebRoro 3acoby)

Homep peecTpaliftHoTo MOCBiNeHHS UA/13798/01/01 crpok aii peccTpaliiiinoro NoCBiAueHHa HeoOMeneH NN

Cepis nikapcskoro 3acody Ne 6100711 KinbKicTh RBCIECHOTO NiKApCHKOro 3acody 20320
BupoGuik Jla6oparopit Ceps'e Inaacrpi. (hpanuis

(HalineHy B BRPOTHIKA HIRAPCHLROTQ 1ac0By. APATHL HOXQIHRCHEN)

Beeaero B Yxpaity ToBapucrBo 3 06MeKeHO0I0 BiNOBIJALHICTIO “CEPB'€ YKPAIHA",
inent. xou: 33643340
(vafiMeHyBANTIE TA KOiL 13 CIPTIOY sopmmiiol ocodn abo npiswIe, i, 1o Garukosi isnunol
OCOBH ~ ITAPIEMILL 1T MiCLE PO Td peecTpanifiigii vomep OBFIROBOT KAPTKI TUIATHIHKA
[oAaTKiR 460 cepin T HOMED nacnopTa)

TIPOTOKOJ BI3YATLHOTO KORTPOIO BiX 27.06.2024 Ne 2197/4.

nikapcbiknit 3acid  psescno B Yipainy 3

3a pe:;yanaTa.\m AepKaBHoro KOBTPROIO BCTAHORBIEHO, HIQ

IlOTpH,MaHHSlM AHMOF 3AKOHOABCTRA LIOO 3a0e3neHeHH Al i nikapesknx 3aco0is.
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LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SIKOCTI JIKAPCHKOI'O 3ACOBY

Name of the Manufacturer & Address/
Haspa ra ajjpeca Bupobnuka

Name of Importer and Address/
Haspa Ta agpeca iMrioprepa

Which Consignment of product is delivered/
Beig npomyKii, o 10cTaacThes

Pharmaceutical form/Jlikapcexa dopma

Name of the Product/Hassa nixapcbkoro 3acofy

Dosage / Cuna xil

Type and size of packaging/Buz Ta poamip ynakosiu

Finished product batch number/
Flomep cepii roTosoro aikapeskoro 3acoty

Manufacturing date/[Jata pupoGrmiirea
Expiry date/TepMin npHIaTHOCT
Batch size/Kinukictb y cepil

Manufacturing Licence number/
Howmep sivexsil Ha BUpOGHUITBO

Registration Number/Peectpauiiiie nocsigueHns

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JIa6opatopii
Ceps'e Innactpi 905 pyr e Capan, 45520
i, Gpaunis

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

pys. HaGepesxso-XpemaTHiibka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Ykpaina

Pharmaceutical Product/Jlikapceknii 3aciG
Modified release tablets / TaGnerisu 3
MOAB(IKOBAHMM BHBIILHEHHAM

ARIFAM® 1,5 mg/10 mg/
APHOAM® 1,5 mr/10 mr

1,5 mg/10 mg / 1,5 mr/10 mr
15 tablets in blister, 2 blisters in the carton box/
no 15 taénetok y 6aicrepi, no 2 6nictepn y

kopobui 3 kapToHy

6100711

01/2024
01/2026
66 600 boxes/yrakonoK

2022 188_1 2 dated 20.12.2022
2022 188_1 2 min 20.12.2022

UA/13798/01/01

Sigge social : 909 route de Saran - 46520 GIDY - France @ +33 (0)2 38 2387 00 - W SevIsh.Caom

5.0.5, cu copital de 3 080000 e - 402 222 483 RCS Oriéans
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LES LABORATOIRES SERVIER INDUSTRIE

Reference method / 7 Hocnmunut 1a mevon s DTC_S0055 20_PF_T_CTR_33570_EN_2.0

Reference specifications / Mocumann na eneundicaio: DTC_S005520_PF N _SPE 3

3539 BN 2.0

NAME 11A3DA

ARIFAM® 1,5 mg/10 mg/ APHBAM® 1,5 mr/10 Mr

Modified release tablets / TaGRetinn 3 MOAMPIKOBANNM BIBIALHEHTIAM
Indapamide 1,5 mg / innanamin 1,5 mr

Amlodipine 10 mg / amnopunidy 10 mr

Manufacturing product batch numbier / Hosep wpouiral eepil aikapeskoro Jacoly 6095712
Analysis / mania - 19/03/2024
Finished product bateh oumber/ Homep cepil rovanoro sikapeicoro aacoby 6100711

TESTS/ MTOKAZHUKH

STANDARDS/ CTAHIAPTH

RESULTS/
PEIYHLTATH®

Appesrance / 3usniwniii poenng

Average mass (mg) / Cepeans sraca (ar)

Microbiolagienl quality (skip testing)
(EurPh, 5.1.4) MixpoBionorisun sicrora
(suGiprone nanpobysauns) € 3.1.4

Identification of the drug substances/
[nerrrihircanin pirounx pevoninl

- Indapamide and amlodipine by LT/
Tnzaiantiz v aMBonin Merosos piamaod
xposarorpadii (PX)

- Indapamide’ Iaamamia

- Amlodiping/ Asomunin

- Indapamide and amlodipine by TLC/
FLEITAN L T3 ONJTOAHITH METOL0M
ronrowapono’ xpostarorpadii {TLLX)
- lndnpamide’ hizarnania

- Amlodipines Astonunin

Assay of drug substanees (LC) (mygftablet)
Kinukicue pusnasentisn alioyns peyoniy
(PX) (mr/rabiaeTry):

- Indapmmide/ Innanamia

. - ) A [oras
Pink, round, film-coated tablet, engraved with «S woonone
face /Tadnerin. nrpirra nAivonoio afonuikoio pakenora

YN
KOALOPY. KPYEAOT (hupan, 3 TenemEm « =7 » 3 oxioro Goky

403~ 445 (95% ~ 105% of theoretical mass of 4242 myp/ 95% -
105% six reopensmiol maen 424,2 mr)

Totul serobic microbial count (TAMC) / Suransne wycio
aepoBuux sikpoopranianin (FAMO):
< 10° CFWg = 108 KYOIT
Total combined yeastsfmoulds vount {TYMC)/ Surunbie uscno
Apiponx T nrceresix rpnis (TYMC): £ 10*CFU/g~ <
102 KYO/r
Escherichia coli: absence/] g - sigeyrnicru/l ¢

The ratio of the retention times of each drug substance peak
{indapamide and amlodiping) from the test solution and from
the reference solution must be between 0,93 - 1,057
Biawomens 1acin yTprsysnns sk sokuoi ainoner
PRI (IARMALL T AMADARNI A0CATNKYBAOTD PO
T POIMILY NOPIBISUT MIC CTAHOBITH 0.95-1,03

Main spots (indapamide and smlodipine) identical in position,
enlour and size for test and reference! Ocnomi rusmu
{hrzanasiz ta anroanuin) inenTHAHl 30 NOA0KENHIA,

ROALOPOM T2 POIMIPOM i1 JOCRLKYIAIOrD POITHY 18
puBHIY HopinusE

Passes/ Bixnosine

424
Skip Test - Passes
=20

Skip Test - Passes
<2}

Skip Test - Passes
Absentrg

Passes’ Bianoninoc
Pasvies: Bianonizac

20 GHIY - Pra
5%

TR LU L

{43 1,37 (95% - 105% of the theoretical content of 1,5 mgd .49
959, - 105% pix Teoperuuioro pery L3 M1
- Amlodipine/ Antaonnnin 9:50 ~ §0,50 (95% ~ 105% of the theoretical content of 18 my/ 598
9554 - 105% nireaperimuoro saicty 10 M)
Page 2 of 3




LES LABORATOIRES SERVIER INDUSTRIE

Manufacturing produet butch aumber Honsep supobiumoi cepli alkapenioro sacoly 6095712
Annlysis 7 apagis  19/03/2024
Finished product batch number /- Honep cepii roronara Aikapehroro aucoly 6100711

TESTS/ TTOKAZHMKH

STANDARDS/ CTAHIAPTH

RESULTS/ PE3Y IBTATH®

Degradation products content (LC) (Y
m/m)/ Baier npoaystis posnaay (PX)

(%o n/m):
- ¥ 1832 “0,2 % =010
~Y 3§ $02% {10
~Y 1745 <0,4 % <{. 10
-~ Any olher degradation products/ by <02 % <(L10
ML APORYKRTH posrany
- Total content of degradation products! < 1.0% 0,10
Farwu et wict npoLyKrin postwy
- Y 36 {LC limit tes) 7 (PX ninpobysasus i < 1000 ppns <1000 ppm
rpamsaii mder) {(ppm)
Uniformity of dosage units for indappmide | Stage/ MNumber Acceptance eriteria / Honycrumi
and nmlodipine (LC) (%/Inbel claim) Cranis tested kpirepil
(BEur.Ph, 2.9.40) Oauopinnicrs ROI0RAHIX ICinsiieTs
GAMIBILE 5 THARTENMIAY TO anaoauniny TOCHIIKY
(PX) (Y Bia sunpnenoi kinsroeri) € BAHHX
(2.9.40) OLHHIG
S1 10 AV £150 Amlodipine/ Asaoannin
a1 | 20 (30) AVZ150 2
0,75 M < enacht unit/comin o S . .
< Indapamide/ Iiganastin
1.25 M 19
Dissolution (LC) (%) (Eur.Pl. 2.9.3)/ Q= 75% at 15 min for amlodipine and/ Q= 75% 3a 13
Posunnenns (PX) (o) € (2.9.3) ¢ XB. JUTSE OMAOHITIHY TR
0= 30% at 4 h for indapamide/ Q = 30% 3a 4 rog, A
iaananmisy
) = 55% at § hfor indapamides Q = 55% 3a 8 rog, s
inananiny
| Q= 85% at 24 h for indaparnide/ Q = 8§5% 3a 24 roa.
; s iHAAnaMiLy
i Stape/ Number Acceptance criteria / Jonycrimi
Craain tested / kpuTepil
KinbKicTs
JOLHIRY
BAHMX
OaHHI L
Amlodipine at 15 mins Aszoanaiu 34 15 X 51 ' ] Each unit is not less than 80% /7 Ko
: ozt e Meswe 80% &8
; §2° +6 (12) | Average of 12 units (S1452) is equal to
i or greater thim 75% and no unit is less
than 60% 7 Cepente snuneiim 12
ot (S1+52) aopismoe ado
Ginnute 75%. 1 vemac KoAROT onmui
siene 60%
S3° +12(24) Average of 24 onits (S1+82+83) is
cqual o or greater than 75%, ne more
than 2 units are less than 60% and no
unit i legs than 30% 7 Cepeane
anaaeni 24 o (S1HHS2+83)
sopinnsoe aGo Ginpiue 75%. e Ginvue
2 omsnign, Menuix 3a 60%, 1 uesae
scoanol eunwid menue 50%

AR AFET 00 wew st
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LES LABORATOIRES SERVIER INDUSTRIE

Marufacturing product bitchnumber /- Flosiep supodiimol cepli aikapenkoro 3acoby 6095712
Analysis / wmaniz - 19/03/2024

Finished product bateh number ¢ {onep cepil rotosoro aikapesikoro ancofy 6100711
TESTS NOKAZHIKH i STANDARDS! CTAIJAPTH S PEIVILTATH®
Indapamide oe <4/ aanasia 3 4 roi L1 § No individual valoe lics outside 20%0 o
A0% 7 Mompe [0anBiayMnIe SHANCH 10
fe nixoTs 3 sead 20-40%
L2 +06 (12) Average of 12 units (L1+L.2) lies within

2% to 40% and no unit is less than
10% ar more than 50% ¢/ Cepeane
apavens 12 omunran (LHL2)
apaxoanThes i s 20-40%. | uesae
WORUET oaHumu Mete 10% afo
Ginnwe 30%

1.3* +12(34) Average of 24 units (LHHL2+L3) Hes
within 2084 to 40%. Not more than 2
units are less than 10% or more than
50%, No unit is more than 6% 7
Cepesne spauensst 24 oaninus
(L1+L2+L3) suaxomrnes 8 meucas 20+
40%. He Gianme 2 oppuiii Menwe
10% abo Ginne 0%, Memoc moanol
oty Ginnie 60%

lndapuniide ot § 7 Tnsanaaiia 3o 8 con L.l 6 Mo individual value lies outside 45% 10
63% ¢ Jonne inansiayasue 3auenis 59
e HIXoANTYS 33 Mead 45-65%
L2 +6(12) Average of 12 units (L1+12) lies within

45% 10 65% nnd no wnit is less than
35% or more than 75% 7 Cepeauc
Jupuedta 12 oxuonus {L1HL2)
ANAXOMTLCH 6 AskiaX 45-63%. i uesmac
skoguol o menwe 35% abo
Ginwte 75%

L3} +12 (24) Average of 24 units (L1+L2+L3) lies
within 45% to 65%. Not more than 2
units are less than 35% or more than
75%: No unit is fess than 25% or more
than §5% ¢ Cepeanic siauenin 24
ot (L1+L2+L3) suaxomirues &
S sseas. 43-05%. Fle Glmtne 2 oxinnis
siednue 35% aGo Sisswe 75%, Hesac
oot o aetnse 25% abo
Bianie B3

Indupamicde at 24 1 fnaasaaii 3a 24 roa, Ll O Each unit is not less than 85% 7 Kowonn
s e senme 83% 100
Lo 46 (12) Average of 12 units (L1+L.2) is equal

to ar g,rf_qu.r thon §5% and oo unit is
less than 75% ¢ Cepeaue nianenms 12
oannuun (L1+1.2) aopisoc abo
Ginnwe 85%, i nemuc soanoi
oxHpi senwe 75%
1.3 12 (24) Average of 24 units (LT+L24L3) 15
equal to or greater than §3%, no maore
than 2 units are Jess llmn 75% and no
unit is leds than 63% 7 Cepeaic
snaensn 24 oanuh (L1+L2HL3)
aopinmoc 860 Slimne 85%, ve
Bianlie 2 oapiiug, sMeqimx 3a 75%.,
i nemag skoano? ol sepme 63%

Batch sceepted/ Cepin npninira

= Nofdetected = He e - Norapplicable = He npussoiaoct - SEp test - Passes = Budproue sinpodveams - Bidnusioac - dbsemlg < Biowmaenin 1
§ Ships test - Not applicable = Budiprote sumpoiyecne - e spusoduiocn

Responsible jor Conformity Comrol Laborator icx/Bidnosidarenill 3a ’[()L’IN()(;l[)/ll(,[)ﬁh\.. Jmmpnmopurw}mmmnu 1
:a-!w*‘
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LES LABORATOIRES SERVIER INDUSTRIE

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/ Luw s sacsinuyro, 1o nasenesa suie indopmallis € 40cTORIpHOIO Ta TouHoI. Lo cepiro npojtyxuii 6yno
BUPOBIIGHO (BKIIOUAIOHH MAKYBAHHSA/MAPKYBAHE) T4 IPOBEIEHO KOHTPOID if AKOCTI Ha BHINE3a3HAUSHIH ALbHUIL Y
nosHiit sianosinuocti 3 suMoramu GMP, BCTAHOBICHHMI MICLIEBUM PETYJIATOPHHM OPTaHOM, & TAKOXK BIANOBIAHO 10
crienmbixaui#i, uo MictaTecs y peectpauiiinomy nocke. [IpoTokosnu BUpOGHHUTEE, NaKyBaHHA TA ananizis Byno
NEeperssiiyTo Ta BCTaHOBACHO BianosianicTs GMP

_Date of batch release / [{ata surycky cepii : 19/04/2024

Name and Position/Title of person authorising the Batch Release/ Ipizenige Ta nocafa/ ssanus 0cobu, sika srjana
JHo3Bin wa Bumyck cepii
tmmanuelle LORANS, Qualified Person/Ynosxosaxkena ocoba

Date/Tara; _ 22, Ol 202

o

Signature/Tlianuc:

Finished product batch number/ Homep cepii roToBoro nikapcskoro 3acoby: 6100711

1 433.(0)2 38723 B7 00 - Wi SENVIEN T

Sisgge secial 1 908 route de Burary - 45520 GIDY ~ France 4, o
teans Page 5 of 5
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