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LES LABORATOIRES SERVIER INDUSTRIE

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

Name of the Manufacturer & Address/
Haspa Ta anpeca eupoGHuka

Name of Importer and Address/
Hasga ta anpeca imnoprepa

Which Consignment of product is delivered/
Bua npoaykuit, wio nocrauaetnes

Pharmaceutical form/Jlikapctka (hopma

Name of the Product/Ha3sa nikapeskoro sacofy

Dosage / Cuna aii

Type and size of packaging/Bua ta PO3MIpP YHaKOBKH

Finished product batch number/
Howmep cepif rorosoro nikapeskoro 3acody

Manufacturing date//Iata BupoGrmuTRa
Expiry date/Tepmin npugartuocri
Batch size/Kinukicrs y cepii

Manufacturing Licence number/
Homep niuensii Ha supoGruurso

Registration Number/Peecrpauiiine noceifueHHs

Sicge social - YIS, route de Saran - 43520 Gidy - Frange - T¢1 02
S o captal de 3 080 000 curos « 402 2 483 RUS Orléans

1%35 Qi f\//ﬁ‘L/Z 0b 23.0¢. 77

Les Laboratoires SERVIER Industrie 505, route
de Saran 45520 Gidy France/JTaGopatopit
Ceps'e Ingactpi 905 pyr ge Capan, 45520
Hini, Gpanuis

Servier Ukraine LLC/TOB "Cepe'e Ypaiua"
41, Naberezhno-Khreshchatytska St./

By, Habepexro-Xpewarnupska, 41

Kyiv, 04070/m, Kuie, 04070

Ukraine/Yxpaina

Pharmaceutical Product/JTikapebkuii 3aci6
Modified release tablets / Ta6nericn 3
MOIH(IKOBAHHM BHBINBbHEHHM

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

L5 mg/10 mg/ 1,5 mr/10 mr
15 tablets in blister, 2 blisters in the carton box/
no 15 rabnerok y 6nicrepi, no 2 Gnictepny

Kkopobui 3 kaprony

6010162

06/2020
0672022
66 600 boxes/ynakosok

MM 19/139 dated 10.07.2019
MM 19/139 8in 10.07.2019

UA/13798/01/01

382387 00 - wwwservier com
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Reference method / / Macinanua e seton : DTC_S005520 PF_T_CTR_33570_EN_2.0
Reference specifications / [ocnnauns na cnewnipirauiio: DTC_8005520 PF_N_SPE 33539 _EN_2.0

NAME/ HA3ZBA ARTFAM® 1,5 mg/10 mg / APMOAM® 1,5 mMr/10 mr

Modified release tablets / tabnetin 3 Mogudikosanuy BHBIALHEHHAM
Indapamide 1,5 mg/ inganamia 1,5 mr

Amlodipine 10 mg / amnoguniny 10 mr

Manufacturing product batch number/ Hosep sipoGhimiai cepii nikapenkore 3acoby 6005436
Analysis / ananis  29/07/2020

Finished praduct batch number / Hosep cepii rotosoro nikapeskero 3acoGy 6010162
TESTS/ [NOKAIHMIKH STANDARDS/ CTAHJAPTH RESULTS/
PESYIILTATH*
FE—_— o~ inoBinac
Appearance / Jusniwniit surasa Pink, round, film-coated tablet, engraved with “‘é? » on cne Passes/ Bianoninne
face /TaGnerka. prpiTa NNiBKOBOIO cGoJIOLKAIO poKReRAro
B
ROALAPY, KPyTNoT (hopail, 3 THCHEHIAM « 7 » 3 oavoro Goky
Average mass (mg) / Cepeans saca (mr) 403~ 445 (95% - 105% of theoretical mass of 424,2 mg/ 95% - 425
105% pin Teoperiinoi macH 4242 ar)

Microbiological quality (skip testing) Total acrobic microbial count (TAMC) / 3aranuue uieno Skip Test - Not Applicable

(Eur.Ph. 5.1.4) MixpoGionoriuna unerora aepoluNN Mikpoopranisais (TAMC):

(snBipione snnpoBysiunn) €D 5.1.4 < 10 CFU/g - < 103 KYOrr _ .
Total combined yeasts/moulds count (TYMC)/ 3aranshe uueno Skip Test - Not Applicable
npixcicosix Ta nnicesenix rpuSis (TYMC): £ 10° Crulig--=

10° KYO/r ) )
Escherichia coli: absence/| g— ninevruicts/I r Skip Test - Not Applicable

Identification of the drug substances/

InenTidficauin giwunx pesosun

- Indapamide and amlodipine by LC/ The ratic of the retention times of each drug substance peak

[npanasin Ta asaDANRIE METOAOM POl (indapamide and amlodipine} from the test solution and from

xposatorpahii (PX) the reference solution must be between 0,95 — 1,05/

- Indapamide/ lnaanasin Binnoueini vacis yrpusysagHa nika koxHol ailonof 1.00

- Amlodipines Annonanin peuosi (fi1anasia Ta aageanning AocAlLKY BAHOMO poIUNY 1.00

‘T4 po3uanny nopivknisi see ctanosuri 0,95 - 1,05

Main spots {indapamide and amlodipine) identical in position,
colour and size for test and reference/ Qchoniii nasa

- Indapamide and amlodipine by TLC/ (iunanansia Ta amnoannin ieenTiuH 30 NONOHEHTUIM,

lnnamaain Ta esaoginin seronom KOALOPEM Ta pOIMIPON IUIA XOCALIIYBANIOIG pOIUHILY Td

‘ronkowaposol xpomatorpmpit (THIX) POIUNHY NOPIBLsHHL

- Indapamide/ [naanamia

Passes’ Bianosinae
- Amlodipine/ Axnoannin

Passes/ Bignosinne

Assay of drug substances {(LC) (mg/tablet)/
Kinekicne susuaucins ailouux pevosun
(PX) {(mr/TaGneriy):

- Indapumide/ luaananin 1,43 - 1,57 (95% - 105% of the theoretical content of 1,5 mg/ 1.50
95% - 105% nia Teoperiunore suicty 1.5 mr)

- Amlodipine/ Amaoniinin 9,50 — 10,50 (95% - 105% of the theoretical content of 10 mg/ : 19404
95% - 105% oin Teoperutnoro saicty 10 mr) :

Slege soclal — 806 roule de Saran — 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com

: Pape 2 of 5
§.A.S. au capital d= 3 0BO 000 eures » 402 222 483 RCS Orléans e




-
ﬂ'&-—._

== SERVIER

—

LES LABORATOIRES SERVIER INDUSTRI}J

Manufacturing praduct bateh number/ Flosiep supoGuiuaf cepii Aikapenbkoro sacody

6043436
Analysis / ananiz  29/07/2020
Finished product batch number / Homep cepii rotosore AikapeLKoro sacody 6010162

TESTS/ ITOKATHMIH

STANDARDS/ CTAHIAPTH

RESULTS! PEIYABTATII*

Depradation products cantent (LC) (%
m/m)/ Byicer ripoaysrie ponaay (PX)
(%a mim):

-Y 1832

-Y 38

~Y 1745

= Any other degradation products/ Byas-aii
i npoyKTH posnaay

- Totel content of degradation products
3arwiLHin BMicT npoayKTie poanaay

=Y 36 (LC limit test) /7 (PX BiIpofy sania Ha
FRaHnd ki syMicT) (ppm)
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= 1000 ppm

{10
<0.1
<{).10

={0.10
<010

<1000 ppm

Uniformity of dosage units for indapamide Stage’ Number Acceptance criteria / JomycTinmi
and amlodipine (LC) (%u/label claim) Cranin tested / wpirtepil
(Eur.Ph. 2.9 .40y Oauopignicts AoioBaix CinskicTs
DAURIUE ANR inaananioy Ta asioguniny AocAingy
{(PX) (% vin 3nasnenof Kinskoeri) Ch BaMIY
(2.9.40) QIIHHHLL
S1 10 AV <150 Amlodipine/ Asaoannin
52" [ +20 30) AV 150 2
0,75 M < cach wnil/koscha oasimn < s ;
e Indapamide/ luaangatia
125 M 6.8
Dissolution (LC) (%) (Eur.Ph, 2.9.3)/ Q = 75% at 15 min for amlodipine and/ Q = 75% 3a 15
Posunsenns (PX) (%) € (2.9.3) : XB. U1 aMAomIniy Ta
Q = 30% at 4 h for indapamide’ Q = 30% 3a 4 ron. ang
i iaanasioy
Q = 55% at 8 h for indapamide/ Q = 35% 1a 8 roa. ann
innanantiny
Q= 85% at 24 h for indapamide/ Q = 85% 32 24 roq.
AnA inAanapiny
Stage/ Number Acceptance criteria / HonyeTnmi
Cragin lested - Kpirepil
KinskicTe
aocningy
HAHLN
e . OaHHIIUL
Amlodipine ut 15 min: Avizoanmin sa 15 xa, 51! 6 Each unit is not less than 80% + Kowna
aasur e Meine 80% 91 »
! 527 +6(11) 1| Average of 12 units (S1+52) is equal to i
i or greater than 75% and no unit is less i
; than 60% - Cepeane snauenna 12 i
oaimue (S1+52) aopisinoe ado !
Biabwwe 73%, | nemac woHoT easuHyi !
senme 60% !
S3 [ <12(28) | Average of 24 units (31952283 is |
cqual to or greater than 73%, no mare
than 2 units are less than 60% and no
unit is less than 50% ¢ Cepeanc
avavensn 24 paisnus (S 1+82+53)
opirdiae aio Giakme 73%. ve Giaswe
. 2 DasEUD, Metwny 33 60%40. i Hesine
e i A0A0T oatnmui sere 50%

Siege social — 905 route de Saran - 45520 Gidy - France - Tél. 02.38,23.87.00 - www.servier.cam

S.A.S. au capital de 3 080 000 euros « 402 222 483 ACS Orléans




= LES LABORATOIRES SERVIER INDUSTRIE

Manufr{&u@rmybgm number / [loniep snpoBimol &éﬁ']}iifﬁpbmmm 1ncady 6005436
Analysis / ananis  29/07/2020

Finished product bateh number / Hoatep cepii rovasore nikapcLrare 3acofy 6010162
TESTS/ TIOKA3HHMICH STANDARDS/ CTARIAPTH RESULTS/ PE3VALTATH*
Indapamide at 4 h/ lispanamin a4 rox. L1 6 No individual value lics outside 20% to
40% / 2omute finuminyanuye anavenis 30
HE BHXOANTE 30 Mewki 20-40%
Lz° +6 (12) | Average of 12 units (L1+L2) lics within

20% to 40% and no unit is less than
10% or morc than 50% / Cepenne
3nauenns 12 omunus (L1+02)
JHAXOANTLES 8 sicskay 20-40%, | Healae
wodHot emsinui menwe 10% nGo
Binpwe 30%

L3 +12(24) | Average of 24 units (L1+L2+L3) lies
within 20% to 40%. Not more than 2
units are less than 10% or more than
50%. No unit is mare than 60% /
Cepeanc savenny 24 omtsis
(L1+L2+13) snaxoautses 8 meskax 20-
40%. He Ginewe 2 oauniws senwe
10% aGo Ginswe 50%. Hemae wonnoi

oTHHLL Binkiue 60%
Indapamide at 8 I/ Tiaanasin 3a 8 rox, LI 6 No individual value lies outside 45% to
63% / Mozne iHgneinyansie anavuciug 57
11 BHUXOUNTL 32 Meski 45-65%
L2” +6 (12) Average of [2 units (L1-+L2) lies within

45% ta 65% and no unit is less than
35% or more than 75% / Cepeanc
3uasenig 12 omin (L1+L2)
JNAXDAHTLEN B sMekay 43-65%, i nestuc
wonnol ommmul Memwe 35% aGo
Binnwe 73%

L3 +12(24) | Average of 24 units (L1+L2+L3) lies
within 45% to 65%. Not mare than 2
units are less than 35% or more than
75%. No unitis less than 25% or more
than 85% / Cepente snaucing 24
oansites (L1+L2+13) suaxoairues s
seskax 45-65%. He Ginbwe 2 ogunis
sexwe 35% ada Ginswe 75%, Henac
#WOMNOT oAnHHLI Menwe 23% ado

Ginsuie §5%
Indapamide at 24 I/ Tinanawmin 9a 24 ron, L1 G Ench unit is not less than 85% / Kauaia
DML He Menwe 83U 98
L2° +6{12) Average of |2 units (LT+L2) is cqual

to or greater than §5% and no unit is
less than 75% / Cepennc suavcuiin 12
oaimun (L1-+L2) nopisimac aGo
Sinnuwe 85%, i uesac swonof
QAU penwe 75%
L3’ +12 (24) Average of 24 units (LI+L3+[3) is
equal to or greater than 85%, no more
than 2 units are less than 75% and no
unit {s less than 65% / Cepeniic
snadentsn 24 ominnos (L14+L2+L3)
nopiskioc abo Ginpwe 85%, He
Oinsiie 2 ousnun, Menwnx an 75%,
i HEMZE ROUNOT OIGIHHUT Menwe 6585

Batch accepted/ Cepin npnitinta

* Not detected = He giaarena - Not applicuble = He upaaodnaoce - Skip test - Pusses = BuGiprase aunpodysanns - Ridnoaidue - Abhsemt/ly - Bidesy picnn

Skip test - Not applicable = Budiproge dunpodyaanns - He npoaoduioce
Responsible for Conformity Control Laboratories/Bionosidannnui 3a Jocmeeipnicms Jlabopam

Pascale MASSON

CRARE KOO0
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LES LABORATOIRES SERVIER INDUSTRIE
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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/ 1Tum 51 3acsinuyio, mo naseaena e itpopmanis e goctosiproio Ta Tounow. Lo cepiro npoaykiii 6yno
BHpoOneHo (Brnioyaouy NaKkyBaHHA/MapKyRaHHS) TA IPOBE/ICHO KOHTPOIIL i1 AKOCTI Ha BHLIE3asHAYeHIH AinbHHUi Y
MOBHIH BiANOBIAHOCTI 3 BMoramy GMP, BCTAHOBNCHUMU MiCLEBHM PETYIATOPHUM OPraHOM, @ TAKOK BIANOBIAHO 10
crenndikauii, mo MicTaThes ¥ peecTpauiliHoMy Locke. [TpoTokonu BupoGHyULTEa, MakyBaHHs Ta aHanisis Gyno
NEPErfAHYTO Ta BCTAHOBNGHO BigNoBinHicTE GMP

Date of batch release / ata sunycicy cepii : 05/08/2020

Name and Position/Title of person authorising the Batch Release/ IIpizenwme Ta mocaga/ 3sanns ocofn, sica
BHAANA A03BIN Ha BROyck cepil
Pierre GENOT, Qualified Person/YnosHosaicena ocofa

-

~

e
Sébastien ROBE T/

Pharmacien Délé ueintérimaire

B A ~5 AQUY 2020
Signature/ITinnuc: Sy z A Date/ara:
L~

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 6010162
Sicee social - 905, route de Saran - 13520 ( fidy - France - T¢l 02.38.23.87.00 - waw servier.com
SAS awcapilal de 3 080 000 curas « 402 222 483 RCS Orleans
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JAEPXKIIKCIIYIKBA
AEPKABHA CIIYXKBA 3 IIKAPChKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

Byn. bepesuskisceka, 29, Kuis, 02098, Ten./dake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis kyiv@dls.gov.ua, Kog €PIIOY 37079055

BUCHOBOK
PO SKICTH BBE3eHOTO B YKpaiHy JikapcsKoro 3acoly

01.05.2020 Ne 44901720726

APHDPAM® 1,5 MI'/10 MT

(HaHMeHyBanHA MKAPCEKOTo 3ac06Y BrifHo 3 peecrpaniftaim nocsinuennam)
Tabaerky 3 MoqadikoBanum BUBIIbHEHANM, 110 1,5 Mr/10 mr o 15 Taéaerox ¥ buticrepi; mo 2
buiicrepu y xopo6ui 3 kapToxy

{(tbopma BrnycKy, no3ysanus, BUI TIaKYBaHHA NiKAPCEKOTO 32C06y)
Homep peecrpauiitnoro mocsizzenns UA/13798/01/01 CTPOK Aif peecTpaniiiHore noceinuenns HEOOMeKeHHIT
Cepis nikapesxoro sacoby Ne 6010162 Kitekicts BBeseHoro nikapeskoro 3acoby 16640

BrpoGHusix Jlaboparopii Ceps'e Innactpi, Opamiis

(maitvenyBauns BHpoSHUKA NikaporkoTo 3acoly, KpaiHa moxomxenns)

Bseseno B Vipainy Tonapucrro 3 0dMexenorw Binnosizannuicrio "CEPB'C YKPAIHA",
inent, wox: 33643340

(HatiMenypanns 1a kox 3a €JIPTIOY lopuanyHoi ocobn abo npissuie, iM's, To Hartekosi bisuanof
0c06H - nignpuemus, i Micue npoxkusakug Ta peecTpauiiinnit HoMep 061iKOROT KAPTKH NaTHUKA
noaarkis abo cepis ta Homep 1acnopTa)

Mpororon Bisyamsnoro kontpomro six 01.09.2020 3 2573/4.

3a  pesymbTaTAMH  AEPKABHOTO KOHTPOIII0O BCTAHOBNEHO, IO JiKapchkHif 3acif BeeseHo B Vrpainy 3
AOTPHMAHHAM I DIaBCTE2 1WoA0 336e3METCHIA TKOCTI NIKAPCEKIX 33c0biB.

Mukona XOJIO/IEHKO

(inisriany Ta npissuine)




AEPXIIKCITYKBA
AEPKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACORBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KUEBI

ByI. bepesnakiscrka, 29, Kuis, 02098, ren./daxe: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dIs.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox EPIIOV 37079055

BHCHOBOK
Npo fIKICTL BBE3€HOTo B YKpainy JiKapcLKoro 3aco0y

04.12,2020 Ne 67356/20/26

APHDPAM® 1,5 MI'/10 MT
(HaliMeHyBaHHA TikapchKOro 3acofy 3rinHo 3 PeECTpALi AHHM NOCBiTYEHHM)
TaljeTku 3 MoaBdikoBaHuM BHBiILHEHHEM, 110 1,5 MI/10 Mr o 15 Ta61eToK y OaicTepi; mo 2
Outictepn y xopoGui 3 kapTony
(dopma Bumycxy, no3yBAHNS, BH NaKYBAHHS nikapcexoro zacofy)

Howmep peecrpaniisoro noceimsenns UA/13798/01/01 crpox if peectpauiitioro nocsimenns HeoGMesKermi
Cepia mikapcexoro sacofy No 6015988 KiskicTs BBe3¢HOrO Nikapcbkoro 3acoby 33834

Bupotumk Jlabopatopii Cepr'e Iumactpi, Ppanmnis
(HalimMerrypaHHA BHDOGHHKA TiKAPCHKOTO 3acofy, kpaina moxomxenns)

Beeseno B Vpainy TorapueTso 3 o6mexenoro Biqnosizanwnicrio "CEPB'E€ VKPAIHA",

iment. xoa: 33643340
(maiivenysanua ta ko 3a €JIPIIOV OpUAMYHOT 0c06H aGo MpiseHine, iM'e, M0 GaThkoBi dizngnoi

ocobu - niznpreMLs, T Micue MpoXUBanHA Ta peecTpauiiinmii HoMep 06M1iKOBOT kapTku [ATHHKA
NOAATKIB 260 Cepif Ta HOMep NacnopTa)

Hporokon sisyansHoro kortpomo six 04,12.2020 N 3845/5.

3a pesynsTaTAMH HEPKABHOTO KOHTPOMIO BCTAHOBJNEHO, IO nikapcexwif  3aci6  BBeaeHo B Vkpainy 3
ACTPHMAHHS M _BuMOr 3aKOHORABCTRA MOKO 3a0e3nedeH s AKOCTi JiKapchkux 3acobis.
o,
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_ LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT AKOCTI JJIKAPCHEKOT'Q 3ACOBY

Name of the Manufacturer & Address/
Ha3ssa Ta agpeca BHpoGHuka

Name of Importer and Address/
Hasea Ta afpeca imnoprepa

Which Consignment of product is delivered/
Bua npoxykuii, mo nocrauaerscs

Pharmaceutical form/JTixapcska dopma

Name of the Product/Hassa nikapcekoro 3acoby

Dosage / Cuna aii

Type and size of packaging/Buz Ta poamip YIAKOBKH

Finished product batch numbet/
Howmep cepii rotororo nikapeskoro 3aco6y

Manufacturing date//lata Bupo6auLTRa
Expiry date/Tepmin npuaatHocti
Batch size/Kinekicts y cepif

Manufacturing Licence number/
Homep niuensii Ha BupoGHHLITED

Registration Number/Pecctpattiiine nocsiguenus

Sigge social - 905, route de Saran - 45520 Gidy - France - Tél. 02,38.23.87.00 - www.servier.com

S.AS au capital de 3.080.000 ewsros « 402 222 483 RCS Orléans
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Les Laboratoires SERVIER Industrie 905, route

de Saran 45520 Gidy France/Jla6oparopii
Cepe'e Inmactpi 905 pyr ae CapaH, 45520
Aigi, Opanuis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./
By.1. HabepesxHo-XpewaTniibka, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaina

Pharmaceutical Product/JTixapcekuii 3aci6
Modified release tablets / Ta6neTku 3
MOIH(IKOBAHUM BHBINBHEHHAM

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

1,5 mg/10 mg / 1,5 mr/10 mr

15 tablets in blister, 2 blisters in the carton box/

no 15 tabnetok y Gaicrepi, no 2 6micrepu y
kopobui 3 kapToHy

6015988

08/2020
08/2022
66 600 boxes/ynaxosok

MM 19/139 dated 10.07.2019
MM 15/139 8ix 10.07.2019

UA/13798/01/01

Page I of 5




LES LABORATOIRES SERVIER IN DUSTRIE

== SERVIER
Reference method / / Iocunanng ua meron : DTC_s005520_PF_T CTR_33570_EN 2.0
Reference specifications / TTocunanun ua cneunfikatio: DTC_SOOSS?.OﬁPF_N_SPE}3539mEN_2.0
NAME/ HAIBA ARIFAM® 1,5 mg/10 mg / APHOAM® 1,5 mr/10 mr

Modified release tablets / TafneTxn 3 MOIUMGIKOBAHIM BHBINLHEHHIM
Indapamide 1,5 mg / inganamin 1,5 mr
Amlodipine 10 mg / amnoguniny 10 mr

Manufacturing product batch number / Honiep supoGHuwor cepil nixaperkoro 3acoby 6008189
Analysis / auania  25/09/2026
Finished product batch number / Howep cepii rorosoro nikapesxoro 3acoby 6015988
TESTS/ TIOKA3HHKHA STANDARDS/ CTAHOAPTH RESULTS/
PE3VIILTATH*

Appearance / 3oBriwHiii surasa

Average mass (mg) / Cepeann maca {mr)

Microbiolagical quality (skip testing)
(Eur.Ph. 5.1.4) MixpoGioaoritsa smeroTa
(subiprose sunpodysanun) Cdb 5.1 .4

Identification of the drug substances/
InenTudicauin giroanx pevosnn

- Indapamide and amladipine by L.C/
Innanamin ta amneannin metonon pianuuol
xpomarorpadit (PX)

- Indapamide/ Inpanamin

- Amlodipine/ Asnonumin

- Indapamide and amlodipine by TLC/
THRanamin Ta amnonumiv setogom
TOHKOWapoRoT Xponarorpadii (TLLX)
- Indapaide/ luzanania

- Amlodipine/ Axnoaunin

Assay of drug substances (L.C) (mg/tablet)/
Kinbriche siuavenns giroany pedeBiH
(PX) (mriTadnerky):

- Indapamide/ Inganamin

[P
Pink, round, film-coated tablet, engraved with «~~ » on one
face /TaBnerka. BipuTa nniakoBolo oBomoNKkoIG POKEBOro

o
konsopy, kpyrnoi hopsu, 3 TUCHeHHAM «%» 3 oaHoro Doky

403~ 445 (95% - 105% of theoretical mass of 424,2 mg/ 95% -
105% nin Teoperuunof macy 424,2 MF)

Total aerobic microbial count (TAMC) / 3aransie yucno
aepobHiX Mikpoopraniamis (TAMC):
<10° CFUfg — < 10° KYO/r
Total combined yensts/moulds count (TYMC)Y 3aransue uneno
ADIKAKOBHY T NNicElenHx rpubis (TYMC): £ 10° CFU/g-<
10° KYO/r
Escherichia coli: absence/1 g~ sigcyrHicTy/1

The ratio of the retention times of each drug substance peak
{indapamide and amlodipine) from the test solution and from
the reference solution must be between 0,95 -1.05/
Bianewenns vacis yrpumysanus nika xokuol aitoyoj
PedoBikK (innanamin ta amnoaumin) LOoCHiDiyBailoro posunny
Td PO34HHY NOPIBHALIA MA€E cTanoByTH 0,95 - 1,05

Main spots (indapamide and amlodipine) identical in position,
colour and size for test and reference/ OcHoBu] nasMy
(igananin o sMAOAMNIH) ixesTRi 30 NONIOKEHHAM,

KONLOROM TA poIMipoM ANR ADCTIAKYBAHOTO POILHITY Ta
PO34nILY NOPiBHAHKA

Passes/ Binnopinac

423

Skip Test - Not Applicable

Skip Test - Not Applicable

Skip Test - Not Applicable

1.00
1.00

Passes/ Binnosigae
Passes/ Binnoginae

g
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1,43 — 1,57 (95% - 105% of the theoretical content of 1,5 mg/ 1.53. .
95% - 105% sia TeoperitHoro smicTy 1,5 mr) yaiia
- Amlodipine/ Amaoaunin 9,50 - 10,50 (95% - 105% of the theoretical content of 10 mg/ .9.88
95% - 105% Bin TeopethuHoro suicry 10 mr)
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LES LABORATOIRES SERVIER INDUSTRIE

equal to or greater than 75%, no more
than 2 units are less than 60% and no
unit is less than 50% / Cepennr
Inaqerns 24 onuums (81+82+83)
Iopistioe a6o Ginsnie 75%, e Ginsue
2 onuuuus, Menumx sa 60%, i Hemac
#oanoT oguuMLi Menwe 50%

Manufacturing product batch number / Homep BipoBuutoi cepii nikapcskaro 3acofy 6008189
Analysis / angnis  25/09/2020
Finished product bateh number / Homep cepii rotosoro nikapenkoro 3acoby 6015988
TESTS/ [IOKA3ZHMIKK STANDARDS/ CTAHJAPTH RESULTS/ PEIVIIBTATH*
Degradation products content (LC) (%
m/m)/ Buict npoaykrie posnaay (PX)
(%o m/m):
-Y 1832 =£02% <0.10
-Y38 <02% <0.10
-Y 1745 <04 % <0.10
- Any other degradation products/ Byns-axi <02% <0.10
inwi npoaykTy poanamy
- Total content of degradation products/ <1,0% <0.10
3aransuuit BmicT npogykTis poinany
- Y 36 (LC limit test) / (PX BHMPo0YBauKa Ha < 1000 ppm <1000 ppm
| TPaHUYHHMI BMicT) (ppm)
Uniformity of dosage units for indapamide | Stage/ Number Acceptance criteria / Jonyctumi
and amlodipine {LC) (%/label claim) Crapin tested / KpHTEDIT
{Eur.Ph. 2.9.40)/ Onnopignicts gozosannx Kinbkicts
GAHHIUG A8 inganaMiny Ta amMaognniny Rochimky
(PX) (% Bin 3ansnenor Kiabkoeri) Cob BAHHX
(2.9.40) OOMHILL
S1 10 AV =150 Amlodipine/ Amaoaunin
52" | +20 30) AVsI50 49
0,75 M < each unit/koxnn OAHITHLL < I TV T—
1,25 M -—-__L.._g___glo
Dissolution (L.C) (%) (Eur.Ph. 2.9.3) Q=75% at 15 min for amlodipine and/ Q= 75% 3a 15
Posunnennn (PX) (%) C (2:935: XB. a7 amnoauniny Ta
Q=30% at 4 h for indapamide/ Q=30% 324 rop. nns
iHnanaminoy
(Q=55% at 8 h for indapamide/ Q=155%3a 8 rog. ann
iHpanamimy
Q = 85% 2t 24 h for indapamide/ Q = 85% 1a 24 rog.
Ann inpanamigy
Stage/ | Number Acceptance criteria / Jonycrumi
Cranis tested / KpHTEpIT
Kinskicte
JOC aHcy
BAHHX
OQMHHLL
Amlodipine at 15 min/ AMuoannin sa 15 xa. S1 6 Each unit is not less than 80% / Komma
onHMHULA He Meinue 80% 84
§2° +6(12) | Average of 12 units (S1+82) is equal fo
or greater than 75% and no unit is |ess
than 60% / Cepenite 3naenns 12
oanumu (S1+82) nopirnoe afio
Ginniue 75%, i Hemae woAHOT oauHmL
menwe 60%
S3* | +12(29) Average of 24 units (S1+52+53) s

Siége soclal — 905 route de Saran ~ 45520 Gidy - France - Tél. 02.38,23.87.00 - www.servier.com

S.A.S. au capltal da 3 080 000 auros * 402 222 483 AGS Oréans




* i
—
AT Yy

= SERVIER

LES LABORATOIRES SERVIER}NDﬁUST_RlE

Manufacturing product batch number / Homep supoGuuuoi cepif nikapesroro 3acofy

Analysis / anamia  25/09/2020

6008189

Finished product batch number/ Homep cepii rotororo nikapcekoro zacoby

6015938

TESTS/ TTOKAIHHKK

STANDARDS/ CTAHIOAPTH

RESULTS/ PE3VJIbTATH*

Indapumice at 4 I [naanamin 3a 4 roa.

L1

6

No individual value lies outside 20% to
40% / ¥onne ivnupizyansHe suavenns
He BUXOAMTE 33 mexi 20-40%

L2

+6(12)

Average of 12 units (L1+L2) lies within
20% to 40% and no unit is less than
10% or more than 50% / Cepenne
3uavenna 12 oguunue (L1+12)
3HAXOANTHCA B Mexax 20-40%, | Hemae
#OAHOT oaueuL Menme 10% afo
Ginsure 50%

L3?

+12 (24)

Average of 24 units (L1+L2+L13) lies
within 20% to 40%. Not mare than 2
units are less than 10% or more than
50%. No unit is more than 60% /
Cepenue saavenun 24 oiuHHLE
(L1+L2+L3) snaxonutscs B Mexax 20-
40%. He 6Ginsuwe 2 oqHHALE MeHIE
10% a6o Ginsiue 50%, Hemae xonHoi
onurnui Gincme 60%

29

Indapamide at 8 b/ Iunanamin 3a 8 rox,

L1

No individual value lies outside 45% to
65% { Monne innuniayanske sHauenss
HE BHXOAHTH 38 Mexi 45-65%

L2?

+6(12)

Average of 12 units (L1+L2) lies within
45% to 65% and no unit is less than
35% or more than 75% / Cepeare
3Havenns 12 oaununs (L1+L2)
3HAXOAWTRCA B Mewax 45-63%, | Hemae
woAH0T oauHKuLI Menwe 35% afo
Giasle 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 less than 25% or more
than 85%/ Cepeauce suauenna 24
oauanue (L1+L2+1.3) sHaxomutscs r
Mexax 45-65%. He Ginbiue 2 ogquumin
menue 35% abo Ginwitte 75%. Hemae
MOAHOT oanHKL MeHe 25% abo
Binbuie 83%

57

Indapamide at 24 b/ Tunanamiz 28 24 rox,

L1

Each unit is not less than 85% / Komua
OJHHELA He Merire 85%

127

+6 (12)

Average of 12 units (L1+L2) 15 equal
to or greater than 85% and no unit is
less than 75% / Cepennie suavenma 12
oauuuns (L1+1.2) sopisnioe abo
Ginbiwe 85%, i Hemae sxonHol
onyHMui Medine 75%

L3

+12 (24)

Average of 24 units (L1+L24L3) is
equal to or greater than 85%, no more
than 2 units are less than 75% and no

unit is less than 65% / Cepenne
3HA4eHHA 24 oaunnue (L1+L2+L3)

ZopisHioe abo Ginbiwe 85%, He
Ginstie 2 ogHHMIL, MEHIIKX 30 75%,
i Hemae s#oaHOT ofHHMLl Mene 65%

97

Batch accepted/ Cepis npuiinsta

* Not defected = He enraneno - Not applicable =

He nposodunocs - Skip test - Passes = Busipxose sunpofiyaanns — Bidnoaidac - ;-}Iﬁs‘

Skip test— Not applicable = Buéiprose stnpobysannn — He nposodunocs

Responsible for Conformity Control Laboratories/Bidnosidansnudi 2a 1
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LES LABORATOIRES SERVIER INDUSTRIE

L 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/ Llum s 3acsiauyro, o naBegena suie inopmaliis € focToBipHOW Ta TouHoW. Lo cepito npoxyKuii Oyno
BUPOOIIEHO (BK/IIOYAI0NY TTAKyBaHHA/MAPKYBAHHA) Ta POBENEHO KOHTPOJIb 11 RKOCTI Ha BULIE3a3HAYEHIi AiNbHMLI y
MOBHiH BiANOBIAHOCTI 3 BuMoramu GMP, BCTAHOBIEHUMH MiCLEBUM PEryNaTOPHUM OPraHoM, a TAKOK Bi[NOBigHO 40
cnenmbikauii, mo MicTaThCA ¥ peecTpauiitHoMy nocke. IIpoTokonu Bupo6GHNUIITBE, TAXyBAHHS Ta aHANI3IB 6yno
MEPErMsSHYTO Ta BCTAHOBMSHO BiANoBiAHicTE GMP

Date of batch release / lata sunycky cepii : 30/10/2020
Name and Position/Title of person authorising the Batch Release/ Ipissnme ta nocaga/ ssanus ocolm, AKa

BHJAAJA XO3BiJ HA BHOYCK cepii
Pierre GENOT, Qualified Person/YnosHosaxena ocofa

2b )m/ OBERT
Signature/ITignuc: /)) Se as/nR/ Dfxte/l];a'ra: 4 / ////17//%

?harmamen’Delegue Intérimaire

/

Finished product batch number/ Homep cepii rotosoro nikapcskoro 3acoby: 6015988
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