N

AEPKABHA CHYXKEBA 3 JIKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KUEBI

npos. Haaii Ceitnuunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IIPTIOY 37079055

BHUCHOBOK

HPO SAIKICTb BBE3CHOro B YKpainy JikapchKoro 3aco0y

16.10.2024 Ne 54120/24/26

APUDAM® 1,5 MTI/5 MI'

(naiimenysainig gikapenkoro 3ac08y 3rizno 3 peceTpanifiuing nocsiueHisM)
Tabaerkn 3 moaupikonanum BUBLILHEHIAM, 110 1,5 M1/5 M o 15 rabaerore y Gaierepi; no 2
OaicTepn y kopoGui 3 kaprony

(hopsta BunycKy, 103yBarHs, BUA NAKYBARIS AiKkapeLkoro 3acody)

Howmep peectpauitinoro nocsimenus UA/13799/01/01 crpox ait peecTpauiitnoro nocsixdennn HEOOMEKeH Mt

Cepis nikapcrkoro saco6y Ne 6107023 KinbkicTn BBe3enoro sikapeskoro sacody 30960
Bupobauk JlaGoparopii Ceps'e lngactpi, Dparuis

(HaiiyenyBantg BUPpOGHIKA AKAPCLKOTO 3aC08Y, kpaiia Hox ONCHIIS)

Breseno & Yipaiuy Torapucrso 3 o6mexenono sinmosinaasnicrio "CEPB'€ YKPATHA",
inewr. koa: 33643340

(iisenysainia ta ko 3a CLPITOY jopuantnoi 0codh 460 npisnrIte. iM's, 110 Gurukosi (iznaniod
ocol - nianpuess, if Micue npokusatis a peectpauiiingii nosiep o6aikonol kapren naaTuMia
noaarkis abo cepis Ta nomep nacnopra)

porokon sisyaasnoro wourpomo sin 16.10.2024 Xe 3510/8.

33 pesynbTaTAMM  JICPIKABHOrO KOHTPOMIO  BCTAHOBACHO, WO Jsikapehkuit  3acié  smescno B Yrpainy 3

AOTPUMABHSIM BUMOT 3aK0HOAABCTBA 1LOLO 3aBE3NCHCHIS TKOCT] nikapcx,yr%acoﬁin,

n

Havanpank Miukosna XOJIOJAEHKO

LKOHTPOIIO) (minnme) (iniuiatra npissnne)

(mocaona ocola opf






\TOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®PIKAT SIKOCTI JUKAPCBKOI'O 3ACOBY

Narne of the Manufacturer & Address/
Hazpa Ta aapeca BipoGuuka

Name of Importer and Address/
Hasga ra agpeca imnoprepa

Which Consignment of product is delivered/
Bupn npoaykuii, o nocrayaetses

Pharmaceutical form/JTikapcska popma

Name of the Product/Hassa nikapchkoro 3acoby
Dosage / Cuna nit

Type and size of packaging/Bun ta posmip ynakosku

Finished product batch number/
Homep cepii rotosoro nikapcskoro 3acofy

Manufacturing date/Jlara rupo6uuiraa
Expiry date/Tepmin npugatuocti

Batch size/Kinnkicts y cepii
Manufacturing Licence number/

Homep niuensit na supoSuunrso

Registration Number/Pecctpaniiine rocsinuesns

LES LABORATOIRES SERVIER INDUSTRIE

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGopatopii
Ceps'e Inpacrpi 905 pyt ne Capau, 45520
Kini, Gpannis

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

ByJ1. Habepexno-Xpeiwaruupka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaina

Pharmaceutical Product/Jlikapebkuii 3aci6
Modified release tablets / TabneTku 3
MOAU(DKOBAHNM BUBIILHEHHAM

ARIFAM® 1,5 mg/5 mg/APUDAM® 1,5 mrvS mr
1,5 mg/5S mg/ 1.5 mr/5 mr

15 tablets in blister, 2 blisters in the carton box/
no 15 rabnetox y 6nictepi, tio 2 Gnicrepn y
xopobui 3 kapToHy

6107025

06/2024
06/2026
66 600 boxes/ynaxosox

2022_188_1 2 dated 20.12.2022
2022 188 1 2 sin 20.12.2022

UA/13799/01/01

Siege social - 908, route de Saran - 45520 Gidy - France - TéL 02.38.23.87.00 - WWwW.servierncom

S.AS. ou copital de 3.080.000 euras « 402 222 483 RCS Orldans
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LES LABORATOIRES SERVIER INDUSTRIE

Reference method . TTociumnus i Me104
Reference specifications - [ociaamis v

SERVI

R,

DTC $005520 PF T CTR 33570 EN 2.0
a cneunpixagio : DTC_S005520 PF N SPE 33!

AME HA3BBA

: ARIFAM® 1,5 mp/5 mg / APHDAME 15 2075 s
i Modified release tablets S TaBRTRI 3 MOARPIKOGUNIN BUBLLHENI

! Indapamide 1.5 mg. inaanasia L3 a0

Amlodipine 8 my

antnoanminy § s

Manufacturing product bateh number / {lossep supoGol cepil HixapeLroro 3acody 6106890
Analysis / ananis  22/08/2024
Finished product batch number / Hosep eepii rotosaro airapenkoro sacoly 6107025

TESTS/ NOKAIHWKH

STANDARDS! CTAHTAPTH

RESULTS/
PEIVILTATH*

Appearance ( Sopuinaill pnyany

Average mass (mg) / Cepeans sacd (31)

Microlinfogical quality (skip testing) (Eur.Ph.
5.0 4 MixpaGiosorinsa ancvera {suliprone
wnnpobyranna) CO 5.1.4

1dentification of the drug substances/
Lacrrdinanit Gy peianng

Indapumide and amlodipine by L haanoanara
AN METOaN POt xposiaTorpap (1X)
- Indapmmsle faaanaani
- Amlodipine Aanogurg

- Indapamide und ambodipme by TLC I wiasiis
L AMAOIT METOAON TOMEDURPORO!
xposatorpapin (FLIN)

Indaponude Inganasi
- Amlodipime AMAQANNIA

Assay of drug substances (LC) (mg/tablet)!
Kiapwiene prammtennst oy penonin (XY
(s rafarTry):

- Indapamide’ tnanpnsii

~ Aniodipine/ Astozunin

White, round, {ilm-conted tablet, engraved with « S o one fuee

[aGaetia, DRPITL N2IBKOBOIO DEOAONKMO BIROIO KOALOPY. KPYS HO
BOPAIL 3 IHEHEHIAM ¢S 9 3 0AToTY oy

403 433 (95% ~ 105% of theoretical wass of 424,27 oy 950, - 103%
iz reopereion aacn 424.2 s

Total acrobic snerubial count (TAMCY/ Baruistie nucso aepodi
stirpoopraiiatn (TAMC):
< HYOFUig - £ 10T YOI
Tow) convhined veasts‘moulds count {TY MY Jaraime sico
Aprsmkosits Ta naicenenis rpudis (TYMC 0F CFUg -~ 17
KyQir
Escherichin coli: absence | 2

BieYTIReET 1L

“The ratio of the retention times of cach drup substance pitk
{(indapuamide and amlodipine) from the st solution mid from the
reference solution must be between 0,95 105/ FL e gindin
VIPHMYIUIA THEA KORNOE ZI0UO0T PEHORIIHIL (AAREsIL 1D
ASA0AHN TOWHDKYRANOIT POAUNY T POBUINY NOPHIEIHNE AL
cranott 0,95 - 1,08

Main spois (indapannide and arlodipine) wentical g1 posibion, colour
and size For test ond relerence/ Ocnonni nass (20U TR
AMAQAHINIE) LG 3 HONGKCIIAN, KOALAPOA 10 PUSIRDY A1
AGEVAKYBAHOTO PO T POINIHY QORI

143 157 (95% - 105% of the theoretical content of [INR A
105% niz reapenimore syicTy 1.3 ur)

495 525 (95% ~ 103% of the theoretical content of 3 my. 95% -
105% ai TeOpETHYOOIO BAICTY 3 ur)

Passes’ Biasenane

Shap Test - Passes
<20

Slkup Test - Passes
Absent/g

Passes Brinonsac
Pawses Buponisad

s

498

Page 2 ol S




LES LABORATOIRES SERVIER INDUSTRIE

Maunufewring product bach nusder Frostep mpoliiyorn cepit BREpeLRorg xculy 6106890
Analysis anaon 22/08:2024
Finished produet bateh number - Honep cemi rmonos o ikapenioro 1ucads 6107025

TESTS [TOKA3IHWKHM

STANDARDS: CTAHIAPTH

RESULTS? PE3YJILTATHU®

Degradation products content (LCY (% m/m)/
Baticr npogyetis panaay (PX) (%0 atim)s
- Y IR3

- Y 38

- Y 1745

- Ay other degeadation produsts By an-sixt tisg
HPOAYRTH POSNAZLY

=~ Totul content of degradation products 3ara. s
BALCT HPOAYICTIR POINARY

= Y 36 (LC it test) < (PN annpodysans wa
epmngl ssicT) {(ppm)

= 0,2 %
0,2 %
504 %
<03 %
R

1000 ppim

0.0
“(.10
10

~0.40
L0

<1000 ppm

Uniformity of dossge units for indapamide and
amlodipine (LC) (Yo/iabel claim) (Fur.Ph.
2.9.40) Ouuapimricryy A0 30BA08X 0ABHIIL 418
freasnaaniny ta assroiainy (PX) (%% nig
answenoV kivmroeriy Cm (2.9 40)

Kinpxiv

MNumber Avceplimes eriteria - Jonmy crisi kparepn
tested

HIX
QUL R

16 AV = 150 Amiustinine/ Astroniin
il
+20 (30 AV 15,0 0
0.75 M % coch upitdxosna oausm © 1,25 Inda, / \nannasia
, M 40
Dissolution (L£7) (%) (BurPh 2.5 3) Y at 15 min for amiodipioe and? Q = 75% 4 15 xu.
Poruntienns (PN (Vo) € (2 9.3}« OMAOIHIINY T
= 30% atd b for indaparatde! Q= 3095 90 d roa aan mannaoy
= 58% ut § b for indapamide/ T B oL 2w sy
3% at 24 h for indapamide Q » 83% 3a 2d roa. L
iapasizy
Mumber Avceptinee criteda - Jonverien spinepit
tested
Kinnriors
SOUHIAYBR
HHxX
it
Ambadipine al P35 min Asvaoanni s 15 <p 6 Each unit is mot less thun 80% Ko
s e seie 807 bt
0 {12} Average of 12 mits (81952 )15 cqual Lo ar

greater than 75% aod po bnit is less than
G0% - Copeane samonnn 12 o,
(SEEE2) Jopismuoe alio Biawwe 75%.1
HEMAC OANNT I IRTL aetiae (0%,

$12 {34} Average of 24 units (S1+824831 iy mqual o
or geeater than 75%, no more tan 2 units
are less then 60% and no unit is tess than

50%  Cepeanc sasenin 24 ounnns
(S1452+853 ) nopimnoc abo Giavee 75%, ny
Glitnre 2 0HOUIUL, ACHUIS 34 6070, 1
HEMAC ROAHNT oanning venue 50%,

Page 3 of 5



BORATOIRES SERVIER INDUSTRIE

LEST

-

a106890

Anighybis anLN 22/08/2024 !

Manutacturog product bateh nuber [l BROEORITIOT CE NRARUERONS 3

i

i

I Fimshed produet batch moaber - Hosep cep ropanofrd MRAPCLEOFO 3L0by 6107025
i

b

TESTE TIOKA3HIICH STANDARDS! € TALLAPTH CURESULTS pERYALT 1

¥
Indlapamide at 4 e inzamasieaa 4 ran

Lt | 6 T No individual vatue lies ouside 20% 10 0% i
‘ 7 MWozse nanpsid R UL : i1
) BUNQTH 30 vei 20-40%
+6(12) Average of 12 nnits (LE#12) lies withun
20% 1o 40% and ao unit i less than 10% or
more than 30% . Cepraie pavenn 12
oznnrith (L1FL2) aHOXOATHER B MEKEX 20-
40%, | nemae KoAoT ol veme 10% :
aB0 Gt 50%
+12(24) Average of 24 units (L1412 fies within |
: 2% 10 40%. Not more than 2 unils areless {
than 10% or more than 30%. N unit s
more tian 60%  Cepeane mavenns 24
Dot (LIHFL2FL3) 40ax0m et 8 MeiN ;
U-40%, He Gimtie 2 oamnsts swinye 1080

T

|

: ’ alio Simine 509%. Hemac moanon o |
{ Mhdaparmide at § e naanasia g o L1 6 1" No individual value Ties outside 45% 10 65% B
2 KORHT IRAMBEAYRALIC SHDICHB e

Cwontres 3a Meski 45-65%
Average of 12 units (LI+L2) Bes witlin
459 10 65% and nu unit is less than 35% or
morze than 75%  Cepeane waverst 12
ot (LI+02) JUaxomtinen 1 sy 45
65%%, 1 HEMAE WOAN0I aaiuy venme 3o
i 1o Giane 73% o
T R vorape of 34 ntnts (L1 41313 ) fies witlin
I 45% 1o 65%. Not more than 2 units are Jess
than 35% or more than 75%. No unitis less
han 25% or more than 83%  Cepee
i] apguennn 24 omnaou (LI+HL24L3)
| HXOMITHCS B Mewax 45-65% e Gistun 2
i oty seiue 35% abo Siawmoe 5%,
§ Hestoe o001 ol aeaite 253% ado
Givwe 85%
unit is not less than 83%  Kosina
oammn He e 85% GG

‘r S -

i

i

1
i
H

ch

tedapamide a0 24 he baanawnzsa 24 cos Ll 6

X D)

Average of 13 unies (L1 1 equad woor
greater thon 85% ond no w is tess i
785 Cepeantossanuing 12 0.t
(L3402 sopimmon abo Grsue RS
,,,,, ik ; seaite woanof o memue 75
L8R dy ] Average of 24 units (LI L3 cquil
: Lo or greater than 85%6, no moe thi 2
units are Jess than 75% and no unit s less
than 65% Cepeanc susenin 24
: oamts (LI+125L3) Jopinmac ado i
Giastne §3%0, 1e Ormie I 0aunih
MCHIHS T 7500 HEMAC RO QN
sene b5

Batch necepted Copm npuiting

He ausgaeny -

“Nof deected

Nat applivable -~ M npowoduiven . Skip tess - Pusses Budipsose aopoives - idnosioa: SIS

Shp test Notuppheable Budipcose aunpoiiysaan He upoaoditases

Responsible for Conformite Control Laboratories: Bidnosioaioi 3a Hoemonipnioms Jadppariopioso KOunpouo

H

AR

Pascale MASSON

Foup & i 4

R RS




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 % 3acsiguyio, 10 HaBenena suwe in(opmauis € gocrosipoto Ta Touro. Liro cepiio nponyskuii 6yno
BUPOOITERO (BKIOMAKOUH TAKYBAHIA/MAPKY BAHHS) Ta TIPOBEACHO KOHTPOSIL 1T IKOCTI Ha BHINesasHAYeHTH AinpHuL ¥
noBHIH BiAnoBifHOCT] 3 BuMoramu GMP, BCTAHOBIEHUMY MICUEBIM PEryJistTOpHUM OPraHoM, a TaKkosx BIANOBIAHO 10
crendikanii, 1o MiCTaTbCs Y peecTpalifHoMy J0Che. Ilporokonu supoGuuurTsa, nakyBaHHa Ta ananisis 6yo
NEePErysuy To Ta BCTAHORICHO BiAnoBiaHicts GMP

Date of batch release / Jlata Bunycky cepii : 23/08/2024

Name and Position/Title of person authorising the Batch Release/ Ipissume 1a nocaa/ 3Baxns ocobu, sxa BUAAA
O3RIN HAa BHIOYCK cepil
Emmanuelle LORANS, Qualified Person/Ynosrosaxena ocoa

Signature/{lignuc: S

(\Mwwlﬁ/ﬂd\

Date/Jlara: y /{U Qj)/i 1/*,\"' 5) (‘ﬁ’\ (:E?QQ [,

[

Finished product batch number/ Homep cepii rotoBoro nikapcskoro 3acoby: 6107025

LES LABQRATOIRES SERVIER INDUSTRIE
Siege social - 903, rovie 155
S48 oucapial o

3.23.87 .00 - www.senvier.com
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LES LABORATOIRES SERVIER INDUSTRIE

/

SERVIER,,

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SAKOCTI MIKAPCHKOI'O 3ACOEY

Name of the Manufacturer & Address/
Hasea ra anpeca BHpoGHHKA

Name of Importer and Address/
Hasga 1a agpeca imnoprepa

Which Consigniment of product is delivered/
Bun npoayKUET, (O AoCTAYACTLCA

Pharmaceutical form/JTi Kapceeka fopma

Name of the Product/Hazga TiKapesKoro 3acofy

Dosage / Cuna nii

Type and size of packaging/Bun ta PO3MIp ynakosKu

Finished product batch number/
Homep cepli rorosoro ni KAPCLKOro 3ac00y

Manufacturing date//Tara BHPOGHILTEA
Expiry date/Tepmin npnaatuocri
Batch size/Kinbxicrs y cepii
Manufacturing Licence number/

Homep niyensii Ha BEPOGHHITBD

Repistration Number/PeeCTpauiﬁ He NoceinyeHHs

LES LABORATOIRES SERVIER INDUSTRIE
S

Les Laboratoires SERVIER Industrie 903, route
de Saran 45520 Gidy France/JlaGoparopii
Cepe'e Tnmactpi 905 pyT ne Capam, 45320
Aini, ®pannis

Servier Uloaine LLC/TOR "Cepe'e Yipaina"
41, Naberezhno-Khreshchatytska St./

ByN. Habepewno-Xpemarnupka, 4]

Kyiv, 04070/m. Knis, 04070

Ukraine/Yxpaira

Pharmaceutical Product/Jlikapesiuii saci6
Modified release tablets / TaGnerin 3
MOAHQIKOBAHUM BHBITLHEHHAM

ARIFAM® 1,5 mg/5 mg/ APUBAMD 1,5 mr/3 mr
1.5 mg/5 mg/ 1.5 mr/5 mr

13 tablets in blister, 2 blisters in the carlon box/
me 15 tabrerox y 6aicrepi, no 2 Bnicrepy y

xopofui 3 kapTony

6109989

07/2024
07/2026
66 600 boxes/ynakosok

2022_188_1_2 dated 20.12.2022
2022_188 1 2 iz 20.12.2022

UA/13799/01/01

b route de Sorcan - 45590 Ceddy - Frathics - Tel 02,38 25.57.00 - WYY SEDNAST oM
Lonsibal 7 3OER LT surag « 402 022 484 RCS (rgans

Page 1 of 5
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LES LABORATOIRES SERVIER IN

DUSTRIE

SERVIER ,

Relerence method - Hocinming i sreroy - DTC_S003520 Pr T_CTR 33370 EN 20

H
INAME 114384

ARIFAMT 1,5 me/3 g/ APOGARM i 1.3 wrdsS wir

Muodified relense tablogs - Taiaerie 3 MOJIEOBA 118 GHRLILSE 1y

i Indapamide |

! Amlodigine 5 mg ¢ ENCICIITY 5
T e Smilodipipe INE ; #xia Silial) LR

Maaufucturing product bateh number

Anubysis . sz 281082024

Finished product bujeh number. Hoxrep cepii 1

TESTS NMOKASHAKH

Appearanee ? basainonn [V 1)

Averige mass (mg) F Cepeann mnen a1}

Microbiological qunlity (skip testing) {Eur Ph.
3 LAY Blikpetinaariagg MICTOTH {unlip eoge
BHupabymanms} Cdi 51 9

Honep sipoSuuai cepif Aikapenkoio DG

S My hLanania 1S ay

610689§

QTOBOHY LKupeskoro 1

ey 6109989
STANDARDS/ CTAHIAPTH

0 ]
Whilze, wund, film-coaied uhblet, engraved wih o= on nne fee
Tufresin, nkpira HHRDIGIO 0G040K0I0 Biaory kuisopy, kPN 707

o
Dupsais, ¥ encnensy w5 10000 Joky

d03 - 445 (95%, . 10384 pf theoretical mags ol 4243 mye Y3y, - 050,
Bi teopeniyei SAC 424 2wy

Tota! acrohic microbial conng (TAME)  Saraune HEHEAO QUpOBHIN
sipoopraitiamis (TAMC):
£ WP CFUp — < 102 Your
Total combined yeasts'muulds egunt (TYMCY Yarnee DHTHT

ARTEAZ.OBIN T0 mNiceneny mudin (TYMC): ¢ j10° CFUy =i

Identification of the drug subsianepsi
laewrirdiga iy AU pequany

- Indapumide and amlodipine by | ¢ I amamis rg
FALIOHL MCTOA0N it NpOsETarpaiT (PX)
- Indipamide fir tiesasgi,g

- Amlediping As gy

= Indupasmitde ang arniudpine by TLC litanana
Tl USLIOANE st (usgan TaheUIaponpi
NP i (THEY)

- Indapamide T

“Amledipine Avo i,

Lssay el drug sybistaneey (LC} (mpdabilety
Kishivine BILRICHI iy Peanoun (PX)
(M7 radaciy):

- Indapamide: fLkinas

- Amlodipine, MLmianiy

K¥Orr

Escherichia coli: ubsence/ | 8- nigeyriiersi| r

The smtio of the rtention limes ol cach drug substance peak
findapasmide any amtndipine) from the ey salution and lom the
1eferent @ sulytion Nust ba hetween 0,95 1as, Bianmoeony wacip
FEPUA LA Ak Kos0) gitong, PLHOBNAN (iftgamas 5 1y
INLIRINEY 20CaE iy sanorg POIIBNY T possny nopsimig g M
CTanontr 9,95 -1 .03

Main gpors {endapamide nnd amlodipine) idenijeal i position, cotour
antd sze Jor test angd reference, Qenomi gy {{ianamiy 1
AMAC ) LR nm 3 vonose iy, KCTRONOA T4 pDAsKpOM 1
JOC.H Ty Bilsray 0 POIUHITY Tit 5O nop g e

TA3 - 1.37¢05% - jose, ol the thearetival econsem p) L5 mg w3,
105% 112 TEORETINMEOCD WAIETY 1.5 41}
75230959 - (nse, af the theoretical conren of 3 mg 93, .

T05%: g TeGRETINOT O Bytieny 5 ) )

SRR 3T EY (0

P T

s

Reference specificationg - Hoemaing i eneundpisairo - DTC_SOGSS2U__P’E*N_VSPI:,_33537 EN 329
&_W%MM“ ki W

T

RESULTS.
PEIYILTATEH*

Passes. Bianoniag

42

tn

Skip Test - Passes
=20

Skip Test - Passes
=2

Skip Tust - Pagses
Absent g

1.00
.06

Passes Bitani e
Passes Biinaniga

Page 2 ot 5




LES LABORATOIRES SERVIER INDUSTRIE

Hoviep uipadtinum LEPE HEAPCLL UG

G1B6EY]

Atily - ENTH 20042024 A
R Bl L
Finished product buich number - Hosep tepii roTonorg ARILLLOND 3006y 109950

EAEEI

TESTS 110 KAZMHIH

STANDARDS; CTAHTOAPTH

RESULTS PEIVIILTATH*

SERVIER

Degradution produets content {1.C) (Yo m/np)/
Byicr npoayiaig oL (X)) % sk
-Y 1832

~ ¥ 38

ER I NS

= AN other depradation

TIPOIVIIH PO i

- Tatal cantent of degradation praducts Jua BT

BANCT By 5T rany

=Y 36 {LC bt sl - (PN [TV EANTRTITITY
TBAUARILGE narieT) (ppm}

Uniformity or dosage urits

amtodipine (LC) (%ol clalm} (Eur, Ph.

29:0) Oanupianicrs ARMVBINE 010 HE g

sty ta AL In2EErY (XY (% iy

B eNOY wisucac ) Cg 12040

pioduets Bt as-n gy

1a

|

Dissofution (LC) (%) (Eur Tl 203y
Posstnens (PN} (M) ey 3}:

I
I
i

SR HEY P
ST I RO [y

o
for indapamide and

i‘Smge

: Crazin

Number 71\ccupiancc crleni - Houyerisg pirmepiy
l lesled
[ Kiasaen,
b aoehizn
| (LAY
{oosibnuL

1y AVeE13g B
———— = S
+20 (30 AV 150
0,75 M < cach unit ko e < 1,25
M

Q=3u%

Q=53%utfh lor indapamide Q=353%n
Q=855 at 29 I for indapamide Q= §

Stage i

CTingin

i
I
I

i DA,
51

3T +6 (1M

[ kicT,
0eaisEy Ra

= 0,2 %
e e
=49
= 10,3 9,

BRI

< 1000 ppi

Q=75%al 15 min Tor amlodipine gnd- Q=75% 3a I3 xn. amn

ann0nEiny Ta
at 4 4 lor indaparnide: Q=30% a4 roy 2 HEHIHNToS
8 roa. L RdORRE Y
%0 24 ro
RIS,

""__y* .M
Number Acceptanee criteria - denyerisi KpusTepi
fested

IS
6 Ench unil is nal less than BO¥,
DANHIINA Be Meie BO%y
Average of 12 vnits (S8} s equal 1o or
greater than 75 and no unit is lesy than
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LES LABORATOIRES SERVIER INDUSTRIE
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LES LABORATOIRES SERVIER INDUSTRIE SERVIEI

I Lereby declare that the abavementioned 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 fisl} compliance with the
GMP requirements provided by the local regulatory authority as well ag according to the specifications contained in the
registration dossier. Protocals of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ Llunm # saceinuyio, uo HaBeAeHa BuIte iHdopMauin e AOCTOBIPHOIO Ta ToyHOlW. [0 CEpiro RpoAyKUiT Gyno
BUpOGIeHC {Brarouaouu [UKY BARHS/MAPKYBAHHA ) TA IPOBEAEHO KOHTPONL 1 #KOCTI HA BiINe3azRa%eH il ainsRIy] Yy
NOBHI BIANOBIAHOCTI 3 BiMOTaMY GMP, BeTauonreHMI Micuesim PETYAATOPHIM Opranom, & TaKoN Bianosinko go
creundirauiii, 1o MicTsThes Y peectpauifinoMy nocke. [porokon BUPOOHMITEE, NAKYBaHHS Ta ananisis oyno
TNCPEranityTo Ta BCTAHOBEHO BiANOBiAHicTE GMP

Date of batch release / flara BHIYCKY cepii ;30/08/2024

Name and Pesition/Title of person authorising the Batch Release/ Hpizenme Ta nocana/ seauns ocol, aKrL BHAATa
HO3BLUI Ha Brnyex cepiy
Emmanuelle LORANS, Qualified Person/Ynosnopaxena ocofa

Shruji EN

Signature/ITinnnc: o ‘ T Date/ITara: oL locj } -y h
FErrracien-Adjotnt "N

Firished product batch number/ HoMep cepii roTosoro NiKapceKoro 3acoby: 6109989

LES LABORATOQIRES SERVIER INDUSTRIE
5 sl - P05 route de Saran - 45520 Gidy
N Cp e 3080 000 eurns « 407 202 483 R0

1l

rance - Tal 02,38 23.87.00 - WWW B IVIET. OO
ks
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AEPKABHA CJIIYVIKBA 3 JIKAPCLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npoe. Hanit Ceitnuuiot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JPIIOY 37079055

BUCHOBOK
po sIKicThL BBe3eHOro B Ykpainy Jjikapebroro 3acoby

31.01.2025 Ne 4513/25/26

APHDAM® 1,5 MT/5 MTIT

{nadiarenynanig NikApCLKOro 3acofy Arlio 3 peceTputifHHM NOCRIAICHHAM)
TabAeTKY 3 MoAHPIKOBAHHM BHBIABHEHNSIM, 10 1,5 Mr/S mr, o 15 rabaerorc y Gaicrepi; no 2
Gsicrepn y kKopoGui 3 KapToHy

(dhopma punyexy, AC3yBAHIN, RMA NAKYBAHIA HKAPCEKOrO 3ac06y)
Homep peectpauiiinore nocsiavenna UA/13799/01/01 crpok aii peccrpauifinoro noceinuenss HeoOMee Ui
Cepis nikapeskoro sacoBy Ne 6109989 KinbkicTs BBE3eHOro Nikapewkaro sacody 20000

BupobHik Habopatopil Cepr'e Innacrpi, ®panuis

{Ha#meHy Banna BHpOGHUKA RIKRPCLKOrQ 34C0o0y, KPAIIIG NOXCIKCHIIA)

Boesero B Ykpaiuy Tosapucro 3 odMekenolo sinnosinansiicrio "CEPB'C YKPATHA",
inent. koa: 33643340

(nadsenypannn ra ke 2a CAAPTNIOY iopiniigol ocodr aGo spitnkawe, i, 10 GaTbKoRi (Bi3puHoT
0co0H - NIAPHEMUS, TT MICIe NPOKKBAHNR Ta peecTpallifniEi nosep obaixesol kapTeH ararnHra
HoOAETRIB abo copit Ta HoMep aenopTa)

Iporoxan sisyaneioro kowrpome pin 31.01.2025 Ne 219/01.10-25/14.

3a  pe3ynbTaraMK  ACPIABHONO  KOHTPONK  BCTALORAEHO, WO  fikapcubkuil  3acid  Beeseno B Vxpaivy 3

AOTPHMAHHAM sumor 3akoHOAABCTER WIOAO Jabezneueia AKocTi nikapceknx 3acobis.

Bixrop MAXHOBELL

{innintiam ra npisskie)

B.o. HasaneruKa

{nocanoBa 0co0a eprufly ACPIERIOID KOHTHONO)

ML




NEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH y m. KHEBI

npos. Hanii Caitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPII0Y 37079055

BUCHOBOK

Hpo AKiCTHL BBE3CHOI0 B VY kpainy J1liKapcbKoro saco0y
14.02.2025 Ne 6971/25/26

APUDGAM® 1,5 MI'/5 ML
zacoby 3riauo 3 PECCTPALEHHIM HOCBIUCHHAM)
no 1,5 mr/5 mr no 15 TaGuerox y Guicrepi; no

(HaliMenyBaHus SHKAPCLKOTO
raGiaerky 3 MOTUpIKOBAHUM BUBLALHEHHAM,

2 GaicTepH y KopoOui 3 KapToty
DU THAKY BAHHS NIKAPCHKOTO 3ac00Y)

(popma BHIYCKY, ROBYBALHA,
us UA/13799/01/01 crpoxc aif peecTpaLlifHOTO NOCBIAUCHHA HeoOMeXeHuH

Homep peecTpauiitHoro mocsipuen

acoby 10000

Cepis niKapchKOTO sacoGy Ne 6109341 KinbKicTh BBE3EHOIO NKaPCHKOrO 3

Jla6opatopii Ceps'e [nmacrpi, Dpaniis
(nalimeryBatHs Bupo0iinKa JiKapehKOl

BupobHHK
‘0 3aco0y, KpaiHa FOXOJDKCHHA)

ToBapHCTBO 3 0GMEKEHOI0 BiAIOBINANBIICTIO "CEPB'C
VKPAIHA", inent. KOL: 33643340
(HalMCHy BAHNS T4 KO 38 CAPTIOY LOpHAKHOT ocabi 60 npisBUILE, iM'H, M0 GarpkoBi
piznunoi 0coBH - miaAnpremus, i Micile npoxuBaHis Ta peectpatiittui HOMCp 06aikoBsoT
KapTKY WaTiuKa noxarkis abo cepis Ta HOMCP 1ACHopTa)

Beseno B Ypaidy

5 N 363/01.10-25/9.

[IpoToKos Bi3yalILHOTO KOHTPOIO pin 14.02.202
BCTAHOBIEHO, WO nikapCbKui jaci6 BBE3CHO B Vkpaidy 3

3a pesyabTaTaMu [EpMABHOTO  KOHTPOJIO
eHeHHA SIKOCTI ;xi/igap(:bxnx 3ac00iB.

110'1‘pPlMalll{$IM BUMOT 3aKOHOJIABCTBA LIOAO 3abe3n
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHU®IKAT SIKOCTI JIKAPCHKOI'O 3ACOBY

Name of the Manufacturer & Address/
Haspa Ta ajpeca BupoOHuKa

Name of Importer and Address/
Haspa Ta agpeca imrioprepa

Which Consignment of product is delivered/
By npoaykuil, mo NocravaeTses

Pharimaceutical form/Jlikapceka gopma

Name of the Product/Hasea nikapcskoro 3acoby
Dosage / Cuna i

Type and size of packaging/Bua Ta posmip yraKoBKH

Finished product batch number/
Homep cepii roToBoro JkapcbKoro 3acoby

Manufacturing date/Jlata pupoluuursa
FExpiry date/Tepmin npuaaTHocTi
Batch size/Kinskicts y cepii

Manufacturing Licence number/
Homep aiuensii va BApoOHULTEBO

Registration Number/Peccrpauiiite MOCBIAYEHIS

LES LABORATOIRES SERVIER INDUSTRIE

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopii
Cepr'e Inpacrpi 905 pyr e Capay, 45520
Kini, Gpanuyis

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

By, Habepencio-Xpewarnibia, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaina

Pharmaceutical Product/Jlikapeeinit 3acié
Modified release tablets / Tabnertkn 3
MOIHM(IKOBAHUM BHBLILHECHHAM

ARIFAM® 1,5 mg/5 mg/APUDAM® 1,5 mr/5 Mr
1,5 mg/5 mg/ 1,5 mr/5 mr

15 tablets in blister, 2 blisters in the carton box/
o 15 Tabnerox y Gaicrepi, no 2 Gaicrepu y
KopoOui 3 KapToHy

6109341

09/2024
09/2026
66 600 boxes/ynaKosox

2022_188_1_2 dated 20.12.2022
2022188 1 2 Bix 20.12.2022

UA/13799/01/01

Siege social - 905, route de Saran - 45520 Gidy - France - Tél, 07.38.23.87.00 - www.servier.com

S.AS. au capital de 3.080.000 euros ¢ 402 222 483 RCS Orléans
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BORATOIRES 8§

Reference specifications ¢ Howwmams na erenmdix:

oo

AME 1123034

ARIFAMSD 1.8 mg/3 mg [ APHGAMI
Modified relense tablets /

1.5 me/3 a
afinerian 3 MOHBISOBAIHM BUBLILIEH AN

Indaparside 1,5 myg/ aanasia 1.5 wr

Amlbodicing 3 mp ! annunioy § 1 s

Munufaciurh
Analysis - anamiz - 28/10/2024

waduct batch number  Hosep supolisol cepii sisapeskoro 3ac00y

6110930

Firushed product batsh number / Hosep cepii 1o1on0rs HIKAPELROTD 3ae06y

6109341

RESULTS/

T TESTS! [TOKAZHHKH

STANDARDS! CTAHIAPTH

PESYIILTATH*

Passes: Bianoninae

Appexranee 7 Jominueiit wirisg

Average mass (o) / Cepeans suen ()

ur Ph

Micrebiologival quality (skip testing) (F
5.1.4) Mirpublenorinsa sucvora (anfiiprane
sitpobynaunn) Cdy 3.1 4

{deatification of the drug substances/
inewnwpinnpin ghonnx peronny

- Indapamide Tiganasn
- Amlodipine Ao

T ACTOMEBN AMCTOLOM TDHKOWAPORAT

spoasrrorpaduy (THIX

- Indaparmide Licanuana
Amiodipine: Amnostunm

Assay of deug substanees (1.0) (rapitablet)/

(ast Andireriy):
~ Indapnmides Titpananin

- Amlodipine’ Asroasnin

403 445 (054 - 105% of theoretical mass of 4242 me 939 . |{

- Indapamide and amlodiping by LC. luianuaig 1a
AMIOADDT METORON PLBIINIGT XPpossTorpahit (PX)

leduparnide and amlodipine by TLC husmana

Kituiiene aanaaenn ghomy penonuy ryy

k]
White, round, film-conted tblet, engraved with « < » on one face

Talaerka, vrpITE piskoNoIs ofonousoe Ginarp KOAWOPY. PV I0i
[ Palne

hopaie 3 ecHeinsg « S » 3 GANGEQ GOk

338
I

BIATCOpETINOL Mary 424 2 ur)

Tetal neobie micrabid count (TAMC) Sarsanie w1 o [EEETHTITN
Migpoopraiang (TAMC)
O CRU g - £ 10 KY O
Totai combined yests: moulds count {TYMCY Jaramie sueiao
ApERIBEOBIN T8 nncenens rpudin (TYMC): < 109 CFU e 2 10
KYQ/r :
Escherichin coli: absence/T g - sinevinernl o

The ratio of the retention tes of each drug substance puak
{indapamide and amlodipine) frowm e test solition wnd from the
wherence solution st be between 0.95 105 Buyomersin vacin
VIDIMYRAIHI KD KORNOT ZH0801 peoniis (aanasi L ra
UALIOL NN J0CIBREBIIAT0 POTINY 10 POSHHIY NORIBHANI At
craposurn 0,95 - 1,08

Main spots (indopamide and amlodipine) ientical 1n pustien, sojour
wnd stze Tor test nod reference? Qeuosni nem {1n1anasL 1
ANTOMEHI) LECHTIDING 3 HOBORCHISN, KOAROPOM Til POINIPOA (1%
HOCALAYBANOTO POTIUIY T2 POTMIRY HOPIBIHNS

LAZ 157 ¢95% - 103% of the theareticn] coment of }
HO5% siareoperiuioro saery 13 wrl

75 525(95% - 103% of the theorebical content of 3 mg 99, -
H5% oin reopeinynoro syien §

e}
]

Skip Test - Pusses
au

SKip Test < Pay
<20

SKip Test - Passes
Absent/s

Passes B omonae
Passes Bianomaae

1Y

495
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S LABORATOIRES SERVIER INDUSTRI

Manula-tunng paduct bateh number Hosep naposiiniot cepli ikapeikoro sacoly 6110930
Analysis wnanit 2811042024

Finished prodit bateh nuber - Hovep copit /o1as0r0 apuhkon 5asat) 6109341
TESTS JTOKAZHHKH S'};ANDARE)SJ o [AAPTH
Degradation preducts content (LCY (% mn)/
Buier npoxyrvis puinsay (PX) (Y seiask
- Y 1R32 10
P <010
w YO LT7AS <10
- Any olher degradation pradutts By awesks s 010
PO KTH POATIAEY
- Tolal conteat of degradition produsts araasiit =0 RN
BMICT NPOAYRTIE POIAY
=Y 36 (LC imit test) / {PX sHnpoBy santn i < 000 pps
Fpagtidt ssuer) (ppm) _
Uniformity of dosage units for indapamide and Number Acueptanve crijeria - JLoTveTiag spuepy
wdodipine (L) (%/inbel daim) (BurPh esied
2.9.40) Oaunpitiderh 203050018 OJBIIL LN Kissiw
fannssiny o psoauniny (PX) (Y oin }
sannenoi sianroeri) Cdr (2 9.40)
[T
St 1 AV 5158
il 30 (3 A
0,75 M 2 cach unlt/ aoominmgs - 125 Indanamide Bannain
; 5.9
Dissolution (LC) (%) (Eur.Ph. 2,9 3) (- T5% nt 15 win for amdods X
Posmuenisy {(PX) (o) Cb (2.9 3) ¢ ARTIOLVTIBY T3]
{3595 a4 hefor tndaparnicder Q = 30% 2 coun unt sasinasiay
out 8 b for indapamide Q= 55% 2 8 rog. s nusnitag)
85% ul 24 b for todupaerides = [RERRERS )
LML
i Mumher Aeseptance critecdy Fonyin kprrept
Clrain tested
Kinprlin :
HOUALIDEV B
N
ST
Aontodinine i 15 tain Asmoanini i 5 N &1 [ Foels unit is notless tha §(
o e stegme 80% R
g2 612y Aveage of 12 uniis (51482115 caual tom
areater than 78% and o unit 1 less than
H0% " Cepeine smaneiag T 0106t
{31+62) aopimmor ado dizasum 75%. 1
HeAtC A0AH0T sl sepie 6006
12 (24) Average of 24 units (51+82+83) s equatto
y ater than 75%, no wove than 2 units
e fess tion 60% and na wndt s fess thon
5084  Cepeass snastenns 24 o0y
5 1eR2483) aopintuoc alio Gl
3oL, AR B 6L |
gestan SRt aitena et 50% !
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i

Manufacuring prodoct baieh mumber

Hesiep anpoGanuo sepii awsapebie o meudy 6110930

6109341
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5

ved by you

| hereby declare that the abovementioned information is reliable and accurate, This batch of products was manufactured
(including packaging/labeting) 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/ 1lum a1 3acBimyro, 110 HABGAEHA BHIIE intopmaLlis € JOCTOBIPHOO Ta TOHHOIO. Lo cepito npoykuil Gyo
BUPOBACHO (BIIIIOUAIOUH NAKYBAHHS/ MaPKYBaHHsA) Ta [IPOBEACHO KOHTPOIL 11 AKOCTI HA BUIE3A3HAUCHIH JTBHILL Y
NOBRIA BiANOBIHOCT] 3 BruMoramMu GMP, BCTAHOBICHHMN MICHEBHM PCFYJIATOPHMM OPraHoM, & TaKok BiANIOBIANO A0
criendikaliif, mo MICTATECA Y peecTpaLiiiHoMy AOChE. ITpoTokosu BUpoGHKLTEA, NAKYBAHHA Ta amanizis 6yi10
NEPErSIHYTO TA BCTAHOBIICHO pignosianicts GMP

Date of batch release / Jlata suiycky cepii : 28/10/2024
Name and Position/Title of person authorising the Batch Release/ Ilpizsume 1a nocana/ 3papust ocobu, AKa BUxAIA

A03BLT HA BHIYCK cepii
Emmanuelle LORANS, Qualified Person/Ynosroaxkena ocoba

g Q@QWN Date/Ilara: 30 [A0 ] 20l b

Signature/Tlipnuce:

Pharmacien Adjoint

Finished product batch number/ Homep cepii roToBoro fiKapcbkoro sacoby: 6109341
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