)Z[EP}KABHA CJHYXBA 3 JIKAPCHKHNX 3ACOFBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KHEBI

npos. Hamii Ceitnrunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koag €APTIOY 37079055

BUCHOBOK
PO AKicTH BBE3eHOro B YKpainy JiKkapcbKoro 3acoty

22.08.2024 ' Ne 42807/24/26

APUDAM® 1,5 MI'/5 MIU

(HalMeHY BAHNS JIKAPCEKOTO 3ac00y 3rifHo 3 peectpalliiiuuM NOCBiueH M)
rabuerky 3 MoguQioBanum suBinsuenHsM, no 1,5 Mr/5 mr no 15 tabaerok y 6aicrepi; no 2
baicrepn v KopoOui 3 kaprony

(hopma Bunyciy, JO3yBaNs, BUA NAKYBAHHS JHikapeskoro 3acofy)

Homep peecrpauiinoro nocsimernna UA/13799/01/01 erpox mif peecrpauiiinoro nocsiguenus HeOOMEKeHMH

Cepis nikapebkoro sacoby Ne 6104144 KinbkicTs BBe3enoro nikapeskoro sacoby 33489
BupoGuuk Jlaboparopii Cepn'e Inpactpi, @panitis

(nafmenysanis BupoSuuK MiKapPCLROro 3acofy, KpaiHa MOXOKEHHs)

BseseHo B Yrpainy Tosapucrso 3 oomexenor sinnosigansuicrio "CEPB'E VKPATHA",
inenT. o 33643340

(1~laiimuxynmux 1a ko 3a CJIPTIOY 1oprmisol 0coGu ado npissme, M. 110 Garbkoni dismial
ocofiu ~ rianpremilg, Il Micne npoOKBAKHS T4 pc(crpnmmmﬁ HoMeEp OGIIKOBOT KAPTKH IIATHIKY
noaTkin afo cepist Ta HOMED HACHopTa) :

Ipororon Bizyansuoro kowrpomio six 22.08.2024 Ne 2858/1.

3a pesynbTaTaMi  [IEPKABHOIO KOHYPOJNIO BCTAHOBACHO, Mo Jikapchkuil 3aci6 seeseno 8 VYkpainy 3
JOTPHUMAaHHAM BAMOT 3aKOHONABCTRA WOO 3a6e3MCEHRAs AKOCTT JIKAPCHKHX 3ac0BiB.

Havanerauk Muxona XOJIOJEHKO
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LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHOIKAT SIKOCTI JIIKAPCHKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hassa Ta agpeca supoGHuka

Name of Importer and Address/
Haspa Ta anpeca immoprepa

Which Consignment of product is delivered/
Bup nipopyxitii, o nocravaeTsca

Pharmaceutical form/Jixapceska dopma

Name of the Product/Hasea nikapcekoro sacofy
Dosage / Cuna git

Type and size of packaging/Bwa Ta posmip yrakosiu

Finished product batch number/
Howmep cepii rotosoro sikapcskoro sacofy

Manufacturing date/Jara Bupobuuiraa
Expiry date/Tepmin npunarsocTi
Batch size/Kinekicts y cepil

Manufacturing Licence number/
Howmep niuexsil Ha BUpoBHULTBO

Registration Number/Peectpauiline nocriguenus

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopil
Cepr'e Inpactpi 905 pyr ne Capan, 45520
XKini, dpanuis

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

Byn, HabepesxHo-Xpemaruibka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Ykpaiua

Pharmaceutical Product/Jlikapcbkuii acif
Modified release tablets / Tabnetky 3

MO iKOBAHUM BUBINBHEHHAM

ARIFAM® 1,5 mg/5 mg/APHOAM® 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/
no 15 tabnerok y Gnicrepi, no 2 Gaicrepu vy
kopobill 3 KapToHy

6104144

05/2024
0572026
66 600 boxes/ynakoBok

2022_188_1 2 dated 20.12.2022
2022_188_1_2 Bix 20.12.2022

UA/13799/01/01

UC . Lo ey OC

Siege soclal : 908 route de Saran - 455820 GIOY - France | +33 (D2 38 23 87 00 - wivw S8VIencarm

$.A.5. au capital de 3 080 000 euros ~ 402 222 483 RCS Orlgans

Page 1 of 5



LES LABORATOIRES SERVIER INDUSTRIE

Reference method / Mocisanin na sero: DTC_S005520 PF 1 CTR 33570 EN 2.0
Reference specifications ¢ Hoeiummus i crewidinauiio | DTC_$005520 PF_N_SPE_33537 EN 2.0

MAME: HAZBA

ARIFAM® 1,5 mg/5 mg f APHDAME 1.5 mi/3 sy

Modificd relcose tublets / Tafnemin 3 MORROBIIIN BITBUILIEIIN
Indapamide 1,5 mg 7 iaanasia, L5 se
Amlodipine 8 my 7/ asaomininy 5 s

Manufacturing product batch nurnber ¢ Hosep spoGiisoi cepii airupenkoro sacoly 6104487
Analysis / anwain - 09/07/2024
Finished product batch number ¢ Hosep cepil rorosora sisapesroro sacoBy 6104144

TESTS/ MOKA3HIKH

STANDARDS/ CTAHIAPTH

RESULTS/
PEIYIILTATH*

Appraraace / Jonwimil arany

Averape mass (mp) 2 Cepeaw s (ar)

Microbiotogical qunlity (skip testing) (Eur.Ph.
304y DlpoGinnorisun waeronr (unGipruse
sunpobysunnn)Ch 5.1 4

{dentification of the druy substances!
Laewrupinauin ahouux pesnnun

- Indapamide snd wolodipine by LC fuanasia
UMAOAHI METO0M pLAmmoT Xposarorpapii (PX)
- Indapawnide: Inzaamaniz

- Andodiping. Astavainin

« Indepuinide and wnlodipine by TLC Iinaanamiy
IO SR TOL0M TORRULRPRBOT
xpoxatorpadiv (TILEX)

- hdapamide huganosia

- Amledipine Ay

Assay of drug substances (LC) (rugftabilet)
Kinwricne Bianucnig diwemx pesosun (PX)
{srdrvafiaesiy):

- fudapnmtidel banmisia

- Amledipine/ Astaounii

[
White, round, film-canted tablet, engraved with «= » on one face
Tadera, pEpuTa nainkosoro-ofoaoko GEI0r0 Kotkopy, KEVEIG

[P -
dropais, 3 ThCens «SF w1 oanara Boky

403~ 445 (Y5% - 103% of theoretical muss of 4242 mg" 95% - 105%
pig reopenpiol Maci 424,2 s

Toral acrobic microbial count (FTAMC) / Jaraapue wieiv sepodius
ikpoupratistis (TAMC):
£ 10} CFUA - 5 10V KYOIr
Total combined yeastsanoulds count (TYMCY Jarumame wiean
apitEBK Ta oaicenems spidin (TYMCY < [P CFUg - € 10*
KY O/
Eschurichia coli: sbsence/l g - aigeyroien/i

Thie vatin bf the retention times al’ cach drug substanue peak
{indapamide nnd wmlodipine) from the test sofation und from the
reference salution must be between 0,95 - 1,08/ Biatowenhs uicin
VTSI KR KOHEU0T ABOMOT PRIORII (TR 1)
GAADMIIINY OCHTBRYIAKITD POTLHNY TA POTHIITY BOPIIGI Mar
cramomrry 093 - 1,03

Main sputs (induparide and smlodipine} identival in position, volour
andl size fortestand relerence? Qenonnd sansm (s
AMIEATTH) TASHTIMTT 0 OI0MEHUI, KUSLONON T3 pOINIPOY L
ANEAUBRVTARArG POt Th UMY 1opinusau

A3 137 (95% « 103% ol the theanical content o "L, mg 95% -
{054 nig reopenpmars wawery 13 ard

4,75 - B35 (95% ~ 105% of the theoretieal conteat ol J g 5%, ~

H03% Blt Teoperniptioro oamicTy 3 sr)

Passes/ Bianonigac

426
Skip Test - Passes
<20

Skip Test ~ Passes
<20

Skip Test - Passes
Absent g

100
} At

Prasses: Bianouiaae
Pusses Bianosig

1.30

AT Bl - s i L
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LES LABORATOIRES SERV IER INDUSTRIE

Marnufacturing product batel number/ Haosiep slipoiinnuai cepii nikapenroro sacofy 6104487
Anolysis 7 anmitis 090772024
Finished product hateh number/ Homep cepii rotosors gisapeuroro 3acoly (104144

TESTS/ TOKAIHWIK

STANDARDS! CTAHIAPTH

IRESULTS/ PEIVIILTATE*

Degrrdution products content (LC) (% m/m)/
Batier npoayicris posmaay (I'X) (%o nefne):
- Y 1832

-Y 38

Y 1745

- Any othier depmdation protucts: Bynn-st faun
FIPOIVICTSY PrsTiiiy

- Tatal content of depradation products/ Jaransunii

BAICT DPOAYKTIR POSTILY
=Y 36 (LC limit test) 7 (PX aunpoGysasuy ua
rpanpaal e (ppm)

202 %
b 0,2 Y%

204 %

<0,2%

ta

1,0 %

< 1000 ppm

<0.10
<{).10
<0.10

<(.10
<0.10

<1000 ppm

N M

Uniformity of dosage vuits for indapamide and Stage/ Number Acceptance criteria { Jonyerusi gpirrepil
andodipine (LC) (Yallabel claim). (Eur.Ph, Crutin tested /
2.0.40) Oauopianicrs 1070BLHIX WINLL 408 KinuricTs
fnpanasiny Ta amsoanniny (PX) (% oin AocRimcysn
wgmienol Kinwioeti) Cd {2.9.40) Hux
DAHHIY
51 10 AV £ 150 Amladipine/ Asnonuniy
7L 30 (30 AV 150 34
0,75 M < each unit/xomia osnin < 1,25 lndnnnmi'dc/ [ug:muﬁxizg
M 59
~ Dissolution (LC) (%) (EurPh, 2.9.3)f Q = 75% at 15 min for amlodipine and/ Q= 75% 30 15 xu. witn
- Pozunaeing (PX) (%) €9 (2.9.3) ¢ aMaoauiiny Ta
Q=30% at 4 h for indupamide/ Q = 30% 3a 4. rog. Ana inaananiny
Q= 33% at 8 h for indupamide! Q= 55%3a § roi. ang inanasigy
Q = 85% ur 24 h for indapnmide/ Q= 83% 9a 24 ros. s
inmnanisy
Stage/ Nutnber Acceptance criteda / Jonyenmi kpurepii
Crrastin tested /
CinukicT
Rooriryni
HiX
aauyiLb
Amiodipine at 15 min? Avpoannig i 13 g, 51 6. Each unit is not less than 80% ; Komkia
oanpiiy He meame R0% B8
gad +6 (12) Average of 12 units (81-+82) is equal to or
greater than 75% snd no unit is less than
60% / Cepenne auatenn [2 odmnne
{S14-82) aopistuoe abo Binuwe 75%, i
jestne 0ol oanunel venwe 60%
st +12{24) Average of 24 units (S1+82+83) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit 5 less than
50% / Cepeane suauenn 24 oliul
(81+82+453) nopinwoe afio Ginwue 75%, ue
i Binnlue 2 o, Metns s 60%; 1
Henie amennol ainui sekue 50%
Page 3 of 5
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LS LABORATOIRES SERVIER INDUSTRIE SERVI El

Murelacturing produet buteh number Hosiep supodiiuot cepli URapeerore 1cody 6104487

Analysis [ aeeis U9407/2024

Finished product buteh mumber ¢ Hoyep cepi TOTaBUEG HREPLLEAND seady 6104144
TESTS TTOKATHMKE STANDARDS! CT:‘\HHA’\PTH RESULTS PEIYALTATH*
Indapamideat 4 b7 huanasia a4 cox Ll : i No individual value les outside 20% to 40%
; 2 Moane EMBLYALIE Juen e ]
BUXOMITL i 20-40%

[ +6(12) Avernge of 12 units (L1+L2) es within
2095 10 40% and no unit is less than 1% or
wore than 30% 7 Cepeanc nnatenng 332
oanssss (L1+L2) maxaarses » vemax 20-
S0%5, T uesae woauol panunu ventie 10%
afio Ginlue 30%
2y b2 ad) Averge of 24 units (L1+LI+L3) es within
30% (o 40%, Not mare tim 2 units are less
than 10% ur more than 30%. No-unil is
more thar 60% © Cepeane maneini 24
oty (L1124 L3 ) Sakognthen o Meax
20-40%. He Gianme 2 ot Meioe 10%
a0 Basme 500 lesrar poxug? aannd
Giasue 60%

Indagrmide at 8 17 Tnanissia i § roa, L 6 . | Noindividual value lies outside 45% 1o 65% . .
2o nRaniayi e simetus e Gl
BHXODT T ki 43652
L2+ +6(12) Average of 12 antis (LIL2) livs within

4574 1o 63% und no Unit is less tan 35% or
more than 75% /7 Cepeanuc sinvenim 12
aansiig (LEPL2Y 3naxaairnes i seiax
H3%, 1 eanme ool ot senme 353%
afio Gwure 75%

L +12 (24) Average of 24 units {LUI+L2+L3) lies within
455 to 65%. Mot more thun T units are less
than 35% ar more than 75%. No unit is Jess
than 25% ar more than 5%~ Cepeauc
mennn 24 ommgun {LI+12+03)
ANCANTRES B ey 45-053%. He Giane 2
oAy Menme 35% ado Simaae 75%.
Henrae ssoanof amnnm meuue 25% ado
Gt §5%

Indapamide ut 24 1 besnaya 2 24 rog L1 6 Encliunit is not less thun 83% ¢ Koo
oauts e pene 85% 101
Ly +h (12} Avernge of 12 units {LE+L2) i equalto o

greater thun 834 and ne unit is less titn
5% Cepeadc s 12 oasinu:
{LI+L2) aopinnoc adu Gietue 83%.
HEMIE R0AN0T DAt seiiue 73%
Ly +12(24) Averape of 24 unis (L1HLFL3Y s equal
1o or greiter- thon 83%, no more than 2
units ore fessthan 75% and no unit is less
than 63%4 7 Cepene amanenig 24
pataiin (LEH2+L3) dopistuor abu
Giantie §3%, ne Giasme 2 oaun,
st 73%. 1 tesac woanot oanonn
ameppie 65%

Butch accepted: Cepis upidiea

5 Nar dotected  Hie cibieaenn - Nor applicable = He pposooinacs - Skip test - Passes = Buiprose sunpodyiawt - Bidnostdae - Ahsent! I Biocysiacans 1o
Skip text - Not appdicable / Budiproce sunpoiysais He upoenduioct ’
Responsible for Conformity C antrol Laboratories:Bionoeinasnui 30 Jocmoaalpricms JaGopailiiprosa KORMpOdio
C e IR
Curoline PISTRE
5 e St - £33 {57 RET U~ v aepiserons Poop 4 nl 3

[AISTRRTTY

AL e af de 3830 008 enw




LES LABORATOIRES SERVIER INDUSTRIE

'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. Protacols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ L{im s 3acBilyI0, IO HaBeena Bule indopmanis ¢ ROCTOBIPHOIO Ta Tounow. Llio cepito npogyxuii 6yno
Bupobiieno (Brmoyaroyn TAKyBaHH/ MaPIYBAHHS) TA IPOBEACHO KOHTPOITE i IKOCT Ha BuILesasHavewis LinbHuLi y
NOBHIH BiroBigHOCT 3 BUMOraMu GMP, seranoBnennMu Micuerum PETYJIATOPHUM OPraHoM, a TaKOXK BiANOBiAHO Ko
cneuudikaiii, mwo MicTaTses ¥ peectpaniiinomy gocse. Iporokonmu BHPOOHHMUTBA, NAKYBAHHS Ta aHANI3IR Byio
HIEPErIHYTO Ta BCTAHOBIEHO Binnosiayicrs GMP .

Date of batch release / Hata sunycky cepii : 19/07/2024

Name and Position/Title of person authorising the Batch Release/ Ilpizume Ta nocaga/ spanns ocobu, axa BuaaNa
RO3BIJ HA BHIYCK cepii »
Emmanuelle LORANS, Qualified Person/Y nosrosaxena ocoba

Signature/ITiznuc:

Date/]IaTa: & rl TJ&% QQ&({

Finished product batch number/ Homep cepii roTosoro nikapcskoro 3acoby: 6104144

& i ¢ 564 ~F 04 232 38 23 87 00 - www.servier.com
Slége social | 905 mute de Sarar ~ 45550 GIDY - Fiance ¢ +133 {22 38 } .
§AS. 0u copliol de 3 0B 000 eurds - 402 722 483 ROS Oriéans Page 5 of §



