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LES L ABORATOIRES SERVIER INDUSTRIE

SERVIER *

moved by you

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

‘Name of the Manufacturer & Address/
Ha3spa Ta anpeca BupoGHuxa

Name of Iniporter and Address/
Haspa ta anpeca iMmoprepa

Which Consignment of product is delivered/
Bug npoaykiil, mo nocravaersc

Pharmaceutical form/Jlikapebka hopma

Name of the Product/Hassa nixapcekoro 3aco6y

Dosage / Cuna nii

Type and size of packaging/Bun ta posmip yraosiu

Finished product batch tiumber/ B
Homep cepii roToBoro Jiixapeskoro 3acoby

‘Manufacturing date/){ata supoSuuurea
Expiry date/Tepmin npunarnocti
Batch size/Kinskicts y cepif

Manufacturing Licence number/
Homep ninemsii Ha BUpOGHUITBO

Registration Number/Peectpaniiine nocsinuenns

Siege soclal : 905 oUts de Saran = 45520 GIDY - Franca { +35 (0)2 38 23 87 00 - Ww Servier.com

5.A.5..0u caplial cfe 3 080 000 ewros - 402 222 483 RCS Orldans

Les Laboratoires SERVIER Industrie 9035, rotite
de Saran 45520 Gidy France/Ja6oparopit
Ceps'e Innactpi 905 pyt ne Capan, 45520

XKini, @pannis

Servier Ukraine LLC/TOB "Ceps'e Vipaina®

41, Naberezhno-Khreshchatytska St./
Bys. Habepexro-Xpemarunnka, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaina

Pharmaceutical Product/JTikapcskwit 34616

Filmi-coated tablets/Tabneru, Brpuri

IUTIBKOBOIO 060MOHKOD

CORAXAN®5 mg / KOPAKCAH® 5 mr
Smg/5Mr

14 tablets iri the blister: 4 blisters ini the carton

box / no 14 Tabnerok y Grictepi; no 4 GricTepu
B X0pob1i 3 kapTony -

6089096

08/2023
08/2026
71 000 boxes/ynakonox

2022_188_1_2 dated 20.12.2022

2022_188_1_2 Bix 20.12.2022

UA/3905/01/01




LES LABORATOIRES SERVIER INDUSTRIE s E Rv, E %

Reference methed | o no setor - DTC_S016257_PF_T_CTR _R0¥7_EN 3.0 |
RLiLI‘LnEL‘ Spl..l::tili.[lllﬂnﬁ Tocnaanus o creaicamio ; DTC_S{]l6"5'?_?FmN_SPEmSII‘??_EN_':Lﬂ

“NAME 11AIBA CORANAN® 5 mp 7 KOPALLCATI®S mr

Film-conted tablets 7 Tafnetsis nkpuri aainkonon obosoikon
Ivobradine 5 myg / lnaOpazun § sr

Manufacturing procluct bateh number ¢ I*Iua.tép phpafiuoi cepil aikapcnkoro 3zcoly (085559
-Analysis / anasniz #6/10/2023

Finished praduct batch number? Homep cepii roronoro Sizapenkora 1acoGy 6089096
TESTS / TOKA3NMKH STANDARDS / CTAHAAPTH RESULTS / PEIYHLTATH *
Appearance / Jopnimntit BranG Salmon coloured, rod-shaped, film-coated 1ablets, scored on hoth Pnsses / Bianoninne

L ] c -
edpees, engraved with "3 on one fice and -:;-‘C on the other fiuce /

To6acTka AoAractol QIOpMH, REMTE NRisKonMO eHOBOHIKDID
OPANHEHC-PORCADN0 KOALODY, 3 LaciuraMIt 12 ofoX Kpuix

] - Ry ]
{ TICHEIIERM «5n 3 oaarn DDH}"I'II «527 » -3 0HIUOrm

| 'I;IEnTlllblhnum ﬂi[ﬂllm peqoouun; | - N
- Liguid chromatography / sieranoat pignnngi “The ratio 6l the retention times of the prineipal peak from the fest [.00
xpoMaTorpuii (PX) solution and {rom the reference solution must be between 0.95 and
1.03/ Bisuowennn Sacy yTpitManii DC0BITGro ik 1
XPOMITOrPOMUX HOCHTIYRAIIORD POTNIY TA POSRING nnpmtmuun
) mac cruasim 0.95-1,03 .
= Thin-layer chromatography / MeTagon Towsouiposol  {Main spot identical in position, colour and size lor test and reforence!
spomaTorpadii (TILEX) OcHomti natmit iae s 18 conmueliini, KONLOREoN T2 poIMipam
A01 HOCALOKYRAHOrD BOUNY T4 QOBINLY JopinHRnHR

Positive: / [Tagsertinm

~ Avernge mass {mg) / Cepeann mara (). 96.9 to 107.1 (95 % 10 105 % of theoretienl moss of 102 mg) - | 1031
3 96,9-107,1 {95-105 % nia ‘mwopertanoy maci v 102 M)
. Disintegrutien ttme (min)/ Powsnanunn (xis:) <15 | 5
Nlicrobiologicel quality (skip testing) / Total uerobic micrbinl count {TAMC) 7 3nranai kinukics Skip test - Nat Applicoble.
- MirpoGiongriann snerorn (snlipcone nepolinm aritpoopranamia (TAMC):
-sitnpobynntng) <100 CFUR - < 1P KYO/r |
‘Totil combined yeasts/moulds count (TYMCY | Skip test - Not-Applicable.

Jaraneig KinykicTn apiskoanx Ta nnicenenny muGin (TYMC) g
10° CFU/g - < 10 KYOfr . _ B
Escherichia coli: uhsence/lg - sincytisicTe/ir skip 1est - Nat Applicable’

_“D'ru'g'su'hs'tnm‘:b"r‘:n'nfu'n't (Lo {mg cxpressed ns 4,7510°5.25(95 % w0 105 % ol the (licoretical content of 5 Mgy, 4.94
huse/tablet) / Kinuricne spaamnennn abonoi 4,75-5.25 (95-105 % nin TeopeTinoro saticTy isnGpaaiy o 5 ur)
Jeguaniin (PX) (mr/finerky)

Depgradation products content (LC) (45 m/ne) { Roticr
HPURYRYis pommaay ("X} (% adn):
<Y 655

<3 | <0.10
= degradation product of RRT = .53, NpOAYKT ficInaay <2 | <010
v RRT=0,53
~A(833172,.533173.5 331714) L MY : <10
< Y 1016 < {12 Q.10
- Y 1021 | <02 gree— AL
-+ individual other degradation pm’tl'ut:l-.' BMICT T <02 ﬁﬁﬁs ﬁ m L
IPOAYKTIn poniy S
- stun of degradation prducts - surasinii sMic £ 0.6
NPOAYRTIE poanany
Unitformity of dosnpe units (EurPh; 2,940/ | Stape’ Number iested A-:::menc:: Lﬂll.‘rliir lEc
Omopianicrs aotomamss pasii €GO (2.9.40) Cranin 7 Kinugictn
- content upiformity (LC): % label ciaim 7 naropiinicri aacainkysauT|
- unticty (PX) (% sin sminnenci kinskoer) X OJEEIL ] R \X
| 51 10 AVSISO% N0 . ., ¥/
527 +20 (30} AV = (509 =
| 0,73 M < each unitéivomiia T
_ommn <125 M

Batch aceepted: Cepin opufinnta

* Natdetcered  He ewiawens - Not opplicable - He npvcsicmen - Sip test - Passes

Butapiee sonpotissanns — ket - Absent?fe Bodeysnoows | -
Skip tesy - Not applicable - Ryipeone SRS — FR g i b

g

Rexpousible for Canformiri-Contro! Labaratorics @ Ridnaaidanuui 30 Hocinaaipiici JldGo TILk'D KO0

Caroline fISTRE

Page 2 of 3.

.ﬁii:g:: siicial  ORS poule do Samn - I35HVOINY - Faance - +33 (003 35 33 0700 - v servier con
BAN au gapin) de Y BED O vurgs - 02 322 283 RCS Ooiéans
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Thereby 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/ Inm g 3acsimuyio, o HageneHa srme iH(popmallia € focToBipHOKX TA TouHO. ITfo cepiio IpoayKeil 6yno
BUPOOIEHO (BKIIOYAIOTY NTAKYBAHHY/MAPKYBAHHA) T POBEAEHOD KOHTPOIIE 11 AKOCTI HA BHINE3a3HAYeHTH TiNeHIL v
TOBHiH BiAnoOBinHOCTi 3 BUMOramMu GMP, BCTRHOBNEHHMH MIiCLIGBHM PeryJIATOPHHM OPraHoM, 2 TAKOX BiANORIZHO a0
crielrikalliii, o MiCTATECA Y peecTpaLifiHOMY JOChE. ITporokony BupoOHULTE, NAKyBAHHS TA aHanisis 6yno
IepernAHyTO Ta BCTAHOBICHO Bianoeiggicts GMP

Date of batch release / [lata BHIIYCKY cepif :-06/10/2023
Name and Position/Title of person authorising the Batch Release/ IIpizsunie Ta nocana/ 3sasgns oco0u, fika BHIATA

A03BLT HA BANYCK cepil
Pierre GENOT, Qualified Person/Vnosrosaxena ocoba

. . L .- . "f{ ﬁ -_‘:;.-
GENOT - e AT

14 é Onable ) !, R ST '...h .o

“Date/mara: 1 0 0CT. 2023

Signature/Tligmmic:

Finished product batch number/ Homep cepii roToBoro nikapcskoro sacoBy: 6089096

-Sldge social : 905 raute de Sardn - 45520 GIDY - France & +33 (0Y2 38 23 87 00 - wivw s6VIS.com
8.AS, au coapital de 3 080 00 eurss - 402 222 483 RCS Orléans
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