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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODU 184

CEPTH®IKAT AKOCTI NIKAPCBKOTI'Q 2ACOBY

Name of the Manufacturer & Address/
Haspa ra anpeca BHpOOHIIKE

Narme of Importer and Address/
Hassa ta aupeca imnoprepa

Which Consignment of product is delivered/
Bug npoayruil, wo nocrauacrees

Pharmaceutical form/Jlikapceka (opma

Name of the Product/Hasea nikapebikers sacofy
Dosage / Cuna mit

Type and size of packaging/Bun 1a PO3Mip YIAKOBKH

Finished product batch namber/
Howep cepif roromoro nikapesioro 3acofy

Manufacturing date/Iata nupoGrunTaa
Expiry date/Tepmin npunatioeri
Batch size/Kinukicrs y cepii

Manufacturing Licence number/
Howep nittensii na supofuuntso

A A

=S SERVIER INDUSTRIE

Les Laboratoires SERVIER Industrie 905, route

de Saran 45520 Gidy France/TTaGoparopiy
Ceps'e Inaactpi 905 pyt ae Capan, 45520

Aigi, Pparuia

Servier Ukraine LLC/TOB "Cepa'e Ypaina"
41, Naberezhno-Kln‘eshchatytslcn St/
By Hadepexuo-Xpelaruska, 41

Kyiv, 04070/, Kuis, 04070
Ukraine/¥ kpaina

Pharmaceutical Product/JTikapeskuii saci

Modified release tablets / TaGneticn 1

MO KOBAHHM BHBIILHEH 11710

ARIFAM® 1,5 mg/5 mg/APHOAM® 1.5 mr/S sir

1.3 mg/5 mg /1.5 sids mr

!5 tablets in blister, 2 blisters in the carton box/
no 15 radnerok y Gnicrepi, no 2 Baictepn y

Kopobiui 3 xaprony

6041421

di/2021
07/2023

66 600 boxes/ynaxosox

M 20/156 dated 25.09.2020
M 20/156 Bin 25.09.2020

Registration Number/Peectpauifine nocsinuerns UA/379%/01/0]
Stepe soatil = 905 roue de Sacan - 1SS0 Cody = Frinee - TEl 12 38 238700 - wanwe servier com

SN e capial de TS 00 euros ¢ 2 227083 RUS Orlenns

LK Bl o YK By 2910
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Reference method / Tlocunaing ma seron : DTC_8005520_PF T CTR_33370 EN 2.8

Reference specifications / Ioenaang na crienihixauiio DTC;S0055'-’_UMPPWN_SPE“335J7_EN“2.0

ANME HATBA ARIFAM® 1,5 mp/3S mg / APHOGAMT 1,5 /S wir
Medified release tablets / TaBneti 3 MoshIOBINIHAM BUBIALUC A
Indupamide 1,5 my 7 inganasiz 1,5 ur

Amlodipine 3 me ¢ assoznming § ar

Manufacturing product bateh number / Flosep sipofnnuoi cepii skapenkora sacoBy 6041270
Analysis / wemiy - 14/09/2021
Finished peoduet bateh unsber / Lostep cepii rorasorn HIRAPCLEOTT 3ncoly 0041421

TESTS! TIOKASHIKH STANDARDS/ CTAHIAPTH

RESULTS/
PE3YIILTATH®

Appearance  Jouninuiii s . o D
ape White, round, film-caated (ablet, engroved with « =57 » on one face
fTaGuetsa, nEpitTa nitvroBoIn oBofosoe Ginoro ROMORY, Kpyrnar

[T tieey
qropmin, 3 ACHEES ¢~ 513 oUHer) Goky

Average mass (mg) ! Cepeann maen {sir} 403~ 243 (95% - 1054 of thearetieal imuss of 4242 mg/ 93% - 1058

pigteopenned sacn 4947 arl

Microhiolngical qoulity (skip festing) (Fur.Ph.
5.14Y Mixpotionoristn encrara {auGiprone
Bt poiivenen) Oy 3.1 4

Total nerobic mierobial coum (TAMC)/ Sarmmue nieno acpodiny
MIERoopraniain (TAMC):
< 1P CFWig - < 107 KOs
Total combined yeasts/moulds count (TYMC) 3orannie wicng
EPTHIGROTIN i NAicenenny rpudin (TYMC): < 107 CFUWp - < 10°
IKYO/r
Escherichia coli: ubsences] g - nineyThicTi/l r

[dentifiention of the drig substances!
Inererrediicanin giwunux perrosan

- Indapamide and amlodipine by L.C/ linenasin 1
ANEIOANRIT METOROM Piansot XponmTarpafhi ()
~ Indapamide’ Ingananin

- Amicdipine Ashonunin

The ratio of the retention times of eaclh drug subsiance prak
{mslupamide and amlodipine) from the test solution and [rom the
reference solution must be between 0,95 - 1,05/ Bianowenn qacin
FTPIAYBINUA NiKA Kos0l ZH0MGT pedoniny (innanastiz i
BUAGIININ) HOCHUGRYBELOTD POZmy Ta potimuy nopininim sag
cranomroy 0,95 - 105

Main spots (indapamide and amlodipine) identical in positian, colour
and size for test and reference Ocenonni e {inaanastin
aMEDANNINY Ineitrti 3 nonaxeHuas, ROALOPOM T pOIMIPOs 108
LOCHILRYBRIOND POTHY TH pOIuOuyY nopinimis,

- Indapasmide asd amlodipine by TLC! linaagasin
TU DMATRNIH MEL0ROM TR0 IR POLOY
XponmaTarpunt (THING

- Indupminide’ luzanasin

- Amlodipine” Assnzmin

Assay of drug substances (L.C) (mg/tablet)/

Kinuiese swyiasenus ahouny pedaondn (BX)

(nu/raiinerry):

- huedapamide/ Fuannassin V43 - 1,57 (93% - 103% of the theareiical content of 1,5 mg 03%, -
105% nin teopemvuore suicty 1,3 L)

= Amlodipine/ Aavronnin 4,73 - 5,25 {95% - 105% ol the theorelical content of 5 mg! 9354 -
183% sia Teoperivnorn IALETY § M7}

Pusses/ Biamonizae

426
Skip Test - Passys
<20

Skip Test ~ Passes
<20

Skip Tesi - Passes
Abseni/g

Passes’ Binnosinac
Passes: Bignosisac

.05

& suclal - 903 route de Saran - 45520 Gidy - France - TGl 02.38.54.87.00 - wWwWwW ServIiEn.oom
A capital da 3 080 000 euras « 402 222 483 RCS Oildans
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Manufseturing product bateh numbey

Analysis / avnab 1492021

Haonep supodinoi copii siapeukoro sac0by

6041270

Froished product baleh sunitier ¢ Hostep copi rovonera Jixe

PLEROIG 3nc0ty

GG:+4142%

TESTS/ [MTOKAZHHICH

STANDARDS/ CTAHIAPTI

RESULTS/ PE3VIILTATH®

Degradation produets content {LC) (Yo nym)f
Byict npoavirio ponsacy (PX) (% mfa);
-Y 18932
-Y 38

- Y1743

- Any ether degradition products’ Bynbestisi i
HPUAYKTI po3nay

- Tolal content of dezradation products’ 3arannanii
BAMICT IPOAYRTID poInay

=Y 36{LC Timit test) £ (PX HHLNEDY A Y 11
Il usticr} (ppm)

i

T ocoo

[ZANEY
- e T
WE B T o

T T
SoEe 3v s

1A

=1,08%

= 1000 ppm

<{L10
<010
<), {1}

<310
<0.i0

<1000 ppm

-au capital de 3 080 000 suros « 402 222 483 ACS Creans

Unilormily of dosaye units for indapamide andt Stages Nuwber Acceplance exiteria / Jlonycrini wpiTepii
amiodipine (L.C) (%/abel elaing {Bur 1)y, Craurin Lested /
2940Y Ouaop PENGCTL 1030DRIEY 0N n 150 Kinuiicr,
By T mapoauniny (X} (% nin AQCNILRYBY
FAnBICHO winneocTi) Ci {2.0.40) iy
SHETTA
5i 1¢ AV IS0 Amtodipine/ Anpzoannin
32! +20 (30) AV 2150 9
0,75 %1 = each unitiomsa ownniw < 1,25 Lndupamide/ Limanasmia
M 44
Dissalution {LC) (%) (Eur. 1)), 293y Q=75% al |5 inin for amledipine and/ Q = 75% 33 15 xn.
Papauesnn (PN} (%) b (2.9.3): UNMNIOANNITY Ta
Q=130% at 4 I for indapamide/ Q=30%1ad ran wm nganomioy
Q= 35% a1 B I for indapamides Q=1355% 12 & ron. jum Tt ny
Q = 85% a1 24 h for indupamide’ Q=85% 3224 raa ;o
inganasiny
Stage: Number Acceplonee crileria / Hanyening spTepii
Cranis tested /
Kiaukicm.
ZOCTEEYE
X
DIENUL ]
Anludipive at 1S imin Asgogimin g 15 x5, 51 6 Eacli unit is not less than 80% 7 Ko
oRunnn He meinne {05 92
S2° +6(12) Average of 12 units (51+82) is equal to or
greater than 75% and 1o unit is less than
60% / Cepenee ananemm 12 oaumi,
(81+52) nopiusuoe eio Ginwwe 75%, [
NUMAC HQIEOT onunL semne 60%
53¢ 12 (34} Avernge of 24 units (S 1+52+83) is equil io
or greater than 75%, ao more than 2 unils
are less than 60% and no unit is less dian
50% / Cepeaue snasenns 24 amzm,
(S1+82483) aopistoe abo Ginpne T3%, 1z
Binue 2 emuntun, semins sa 60%, i
HEMEE OANGT oI Memne 30%
&5
social ~ 905 roule de Saran — 45520 Gidy - France - Tel, 02.36.23.87.00 - W SEIviEr Gom Tave T af §
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Munutactering praduet bateh auoiber ¢

14002031

Hosep pupoGiminol copii aigopes

Analysis £ onaata

Kot 3e0hy 6041279

Finished produzt buteh number Hontep c2pil roTouoie AlkapesEora oy

afd {421

TESTS HOKAIHMICH

STANDARDS/ CTAHHAPTH

RESULTS/ PE3VHLTATHY

Tudapanide at 4 i lusananing 4 ros,

No individusl value hies ontside 20% 1o 40%
£ 3€oane impnniayanne snavenns ne
R 33 et 20-409%7

i

+06(12)

Avermpe of 12 unjis (Ll FL2) Yies within
200%, 1o 40% and no unit 13 less than 10% or
morz thin 50%  Copene snauenng 12
onnss { L1412 masoavreen 8 vesgax 20-
A%, § vessac soNnot omymnii Menuse 10%
400 Gimue 305,

137

12 {34)

Average ef 24 units (L14+1241.3) lies within
4% to 30%. Noi miore than 2 units are less
than 10% or more than 50%. Wo unil i
more than 60% 7 Cepeine smuenig 74
oianeh (LI+12403) anaxonimues » monras
20-4K4a. He Sinwme 2 ommimn sienme 10%
ato Ginpwie 50%. Hesac skoaiof oastimwi
Ginhee G0%

mdaipn!'.l]i(lc a8 i Lz a8 ros Ll f

Mo individual value lies outside 4395 10 6574,
I Woane inznsinyansue suaverm e
SIXOTINTL 30 areski 43-65%

+6(12)

Average of 12 units (L1+02) lies within
43% to 63% andl no uwit is less than 35% ar
nare than 75% ¢ Cepeanc anauennn 132
annnins (LI+12) suaxonmmen o srensax 43-
6%, | nestac ROANOT oI meiire 3555
ado Gintwe 75%

}_,33

243 Average of 24 unils (L14+12+L3) lies williin

45% to 65%. Not more than 2 snils are less
thun 35% or more than 75%. Wo unit s less
Unatt 25% or mose than B5% / Cepeanc
aosasenn 24 opibnun (L1+12403)
AM0ANTECH B penax 43-A3%. He Sinnge 2
OALEINE pMentae 35% a0o Ginnme 75%.
HMentae scoai07 ot memwe 25%; ado
Ginue §3%

Indapamide at 24 1 lyasnasia 3a 24 1o L1 4

Euch unit is nat less than B5% / Koo

OHEHULA N2 siehuie §32% 98

L_]

Average of 12 units (L1+L2) is equal o or
"IE’I[LF than 83% and no uait is less than
4/ Cepeanc asauemin 12 onsmn,
(1;14—[2) nopismoc abo Ginnme 855, |
HEMBE IROAHOT 0GNEul Mene 75%,

IR ST

) Average of 24 units [L1+12+03) 5 et
to ar greater than 83445, no more {han 2
units are less (hao 75%% nnd no unit is less
than 63% / (.Lp"ﬂm AuuEnH 24
vanehue (L1+L2413) aopimnoe afo
Ginpie 85%, ne Binuwe 7 QUISHE L,
MEBUITX 33 73%, | 15eMae sHeLGoT ok
setene §3%%

Batch accepted: Cepin npuia

i

* Nog detected = He sissiens - Not applicalls = He npogoduiocy - Stip &

Skip test - Notapplicable 7 Audiproae sunpotiveann - He NpoRoduTnns

est - Passes = Budiprose sunpodysaicm - Nonosdae - Asent’lg = Bidconuicon | o

Responsibie for Confarmity Comrol Labor alories/Bidnoeidennti za Hocmosipnionia Ucauopmnapnoeo KoHmponio

»:A_Juhes:mm“lsﬁﬁ

Gidy -

- 905 roue de Saran - 25520
al ta 1080 GO0 curas « 402 122 4

France - Tél, 02.38.23.87.00 - www s
163 RCS i

arvigr.oom
ans i
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T'hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
{inchiding packaging/labeling) and its quality conlrol was made at the abovementioned site in full compliance with the
GMP requirements provided oy the local regnlatory authority as well as according to the specifications contained in the
regisiration dossier. Protocols of manu facture, packaging and analyses were reviewed and GMP compliance was
established! Llum s zacsinuyio, wo nasexena BHUIR IH{IOpMALlis € ZOCTOBIPHOIO T2 TOYHOIO. Lho cepito npoay ki Gvio
BHPOBICHO (BRAIOYAIOTN NAKY BANHA/MaPKYBAHHA) Ta NPOBEACHO KORTPO 1T AXOCT] HA BELe3asHAYCH ] Zinbmin y
HOBNIT BIANOBINHOCTI 3 Bitvorams GMP, serasonneH MICUEBIM PETY ASTOPHIIMN OPraHaM, A TaKowu Bianosinko o0
Cnenubiaii, wo MicTarees y peecrpauiiinonty focke. Tlporokou BUPOOHHUTRA, RAKYBAHMS Ta auanisip Byno
NEPErmIRYTC T2 BCTANOBIRHG RIATICBIAHICTE OMP

Date of batch release / JaTa BHOYCKY cepii @ 14/09/2021
Name and Position/Title of person authorising the Batch Release/ Hphenme s nocana/ ssamug ocobn, stca BT

RO3BLE Ha BHRYCK cepif
Pierre GENOT, Qualified Person/Yroamasamena ocods

16 SEP. 2021

Signature/[Tiamice: Date/Mara:

Finished product batch number/ Homep cepii rotosers nikapeekera 3acoby: 6041421

St soviad ~ SU5 route de Saran - 45320 Grrdy - Franee - TEL 02 38,23 8700 - swunv servier cam
SRS el e VOB i cirns - 02 300 083 RES Orléans
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JEPKJIKCIIYIKBA
HEPHKABHA CJIYXKBA 3 JIIKAPCbKUX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

nyst. bepesnskisebka, 29, Kuin, 02098, ren. (044) 295-26-85 ten. (044) 295-26-82
l-mail: dls.kyiv@dls.gov.ua.hitps://www.dls.gov.ua, Ko C€IPITIOY 37079055

BHCHOBOK

IPO AKICTH BBE3eHOro B YKpainy JlikapcbKroro 3acoby
27.10.2021

Ne 63919/21/26
APUPAM® 1,5 MI'/5 M

(nadimertynanus nikapeskoro 3acoGy 3TijHo 3 peecTpaiitamm NOCBIIYCHHAM)
rabireTkn 3 MoupiKoBaHAM BHBIILHeHHAM 1o 1,5 Mr/5 Mr o 15 Tabnerox y Oaicrepi; mo 2
Ouicrepn y kopodui 3 kaprony
(bopma BrmycKy, K03YBANHS, BUA NAKYBAHIIS JKAPCLEOIO 3acoby)

Howmep pecerpauiinoro mocsiguenns UA/13799/01/01 crpox mii peectpaniitoro mocsinuenns HeOOMeKeHHH

Cepin nikapeskoro saco6y Ne 6041421

Kinuxicts BBe3eHoro nikapcepkoro 3acoby 59840
Bupofunxk JIaGoparopii Ceps'e Inpactpi, ®paniris

(naiivenypauna BHpoOHMKa niKapeekoro 3acoly, KpaiHa HOXOJKEHHA)
Beeseno B Vpainy

Tosapucrso 3 o6menenolo Bignosizanbuictio "CEPB'E€ YKPATHA",
inenr. kon: 33643340

(naktmenysauns ta kog 3a CJIPTIOY ropuanuuol ocobu abo nipispe, im's, 10 GarekoBi (isuunol
ocobu - nianpuemus, ii Micue npoxusanna Ta peectpauiinmit Homep o6nixopoi KAPTKY 11ATHAKE
nofatkin abo cepis ta Homep nacnopTa)

flpororon BisyansHoro xonrposnro pin 27.10.2021 Ne 3902/4.

3a pesyibTatamMu  ACPMKABHOTIO KOHTPOIIKO  BCTAHOBJIEHO,

o Jyikapcekuit 3aci6 BBeseno n
HOTPHMAHHAM BHMOr 3aKOHOIABCTBA LIOA0 3a6e3MeYeHHs KOCTI JikapchKux 3acobis.

Vipainy 3
e
i /
. . o j{?v /
Haganpruk L Miukona XOJIOJEHKO
(nocazioBa 0coba Oprany. iepAaniore Koi IPOIo) (mignuc)
M.

(ininiany Ta npissawe)
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