LES LABORATOIRES SERVIER INDUSTRIE

/
SERVIER_;

mowvird Dy you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®RIKAT AKOCTI NIKAPCHEKOI'0O 3ACOBY

Name of the Manufacturer & Address/
Hazea Ta afipeca supoGHuka

Namie of Importer and Address/
Hazga Ta ajpeca iMmoprepa.

Which Consignment of produet is delivered/
But nipogyxnit, o nocravaeroes

Pharmaceutical form/JTikapcexa dopma

Name of the Product/Haspa HKapCLKOro 3acoby
Dosage / Cuna it

Type and size of packaging/Bux ta poamip ynaxoniu

Finished product batch number/
Homep cepii rotosoro ftikapesKoro 3acofy

Manufacturing date//{ara BHpOGHULTEA
Expiry date/Tepmin npunarrocri
Batch size/Kinekicts y cepit

Manufacturing Licence number/
Howmep niensii va rpoGHuLeo

Registration Number/Peecpaniiie noceinuenus

Les Laboratoires SERVIER Tndustrie 905, route
de Saran 45520 Gidy F rance/Jla6oparopit
Ceps'e Ingactpi 905 pyT ze Capan, 45520
ACini, ®Opannis

Servier Ukraine LLC/TOB "Cepr'e Vkpaiua"
41, Naberezhno-Khreshchatytska St/

BYIL Haﬁepemno-){pemamuska, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Ykpaiua

Pharmaceutical Product/Jlixapcrkuit zaci
Film-coated tablets/Tatnerxu, BICPUTI
I1iBKOBOIO 0B0NOHKOIO

CORAXAN®5 mg { KOPAKCAH®5 mr
smg/5mr

14 tablets in the blister; 4 blisters in the carton
box / no 14 tabnerok y Gaicrepi; o 4 Gnictepu

B kopobui 3 kapToHy

6108321

05/2024
05/2027
71 000 boxes/ynaxopok

2022_188_1_2 dated 20.12.2022
2022_188_1 2 ix 20.12.2022

UA/3905/01/01

Sigge socigh: 905 raute de Saran - 15520 GIDY - France : 433 {0)2 38 23 87 0G - WWW.SEIVIer.comy
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LES LABORATOIRES SERVIER INDUSTRIE

Referense method  ocianng i sen - DTC_s 6157_PF_T_CTR_BN87 LN 30
Referenee specilications * Moctizumm ng crewphirauino ; DTC_SO16237_FF_N_SPE ROT7_EN 4.0

Analysts / apaniy 072024

NAME - 11A3IRA CORANANY 5 mpg / KOPAIRCAIINS ne
Fitm-caated tnbicts  Tad:eri, BERITI AAIRRCASIG DB0I0INDIO
babradinge 5 mg / sadpiun 5 wr
Manulacturing protiict bateh nuniber Honep aupebnnuny CEQIT AtRagealre Hcaby 6103512

Finished produet batel number / Ifostep cepil rotanero Aikapesiaro Jacedy

6108331

TESTS / NTOICAIHEICH

STANDARDS / CTAMZAPTH

RESULTS PEIVALTATI >

Appeursnee ! Josriuii surng

ldentification of drug substanee /
Laewmidirnuin ghonor pUuBIL:

- Liguid chromatogrply / asetouny plannngy
XpuskrroIpaii { PN

- This-iayer ohsomatogriphy 7 seroaom TOHEOWIpoROT
Xpustarorpaii (TN}

Average mass (nyr) / Cupeann anen gaer)

Disintepration time (min) / Povrannng (x,)
Micrabiolopleal quality (skip tesiing) /
Mikpofiotoriang suerora (nuliprose
Ripaliyna )

Brog substince emitent {LC) {mp expressed us
haseftablet) / Kiauitene Bvmeren g sty
pesosng (PR} (ar/rnGaerey)

Desrwdation produrets cantent (LC) 1% i) £ Bariey
UnoayIcrie pasigay (PX) % RIZLTTH
- Y 6353

- degrudation product of RRT = 41,53
3 RRT = 0.53
~A(S3317,531173, 8 33174
-Y 10i6

=Y 13!

- individug] oiher degradation produet  nasier inwirs
npezsyitn ponmy

- sum of degredation groducts surendng sjcr
NPOLYETIH oty

Unifarnity of dosage wnits {Eur.Ph. 2.9.4(5/

O mopinders 1030nmm uannnL Cir (2 8 40

- conient uniioanity (LC: % label claim / nuggianicay
gaiery (PN (%9 izt sunsaenos RiZnE0CIE)

SEADAYET Notny

Sahmion coloured, rod-shaped, [ilm-comed tubls, scored on bl
3 B, B
edpes, engraved with 3" on one fuce and =7 anlheother face

Tufnetsa nosracyor thopsn, BEPINES nhiskostio elosanEme
OPIGREBU-ROWEROrD KUAKDRY, 3 HACTSKEMIL L 050X wpany

2 [+ Ny .
FPTUCHEHNAM «Sn 3 O1nore Goky Ta L w1 TTV 4]

The ratio of the rotention times of the principal peak Irom the tess
solation and fram the relecence solution must be between 0.95 and
105! Bisyiomeis HECY YTRHMBINIE celoniore niga
NPOAUTOIPOAY HOLTITLIYLIOre possy Ta POt opEmsm I

] M eranoairr 0.95-] 05

Main spol identical in position, colosr and size for tesg il reference

Qcasomn s ey o NEADIRCITAN, KOALGPOS T4 i istipas]
ST SOLHSBRYIUNOND POy PO BT BOpinR

96.9 to 107.1 {95 % 1o 108 % of theorelival mass af 102 me)
94,9-107,1 (95-105 9% iy TEOPEFTINOT Mact v 102 i1
<15
Tolal avrobic microbial cownt {TAMC) / 3urantam siniic
HepoBHIN MikpoOpFaNiIAo (TAMC):
103 CFUE - £ 1R KV O
Tota] combined yessis/moulds count [TYMC)
Sarwman kimsicicrn Jpismkosax T anicenen i (TYMC):
10® CFilig - = 107 IKYO/r
Esclierichia coli: shsencertpg - iteyitera iy

S50 3,25 (95 %10 103 % of the theoreticul content o} 5 mz}
d4,75-5,25 (95-105 %, uiyg TEORETIMUOD BMICTY Iy b 5 Mr)

0,2
=02
=032
=02
302
=02
= 0.0
Stage: Number tested [Aceeptance cniern Jom e
Crauain IR IETRTTATY lprisepif
RocalmRv ST
X 0T
St 16 AY 1549
R +20 (30} AV o 150
0,75 M £ cach BIL KOG
oA 5 1,25 N

Passes | Bimmie

100

Pasnive { Rotrrumin

1021

3
5Kip test - Pagsey
3

Skipt test - Pagyes
<10

Skip 1est - Pasges
Absenlip

496

“0,10
<0, 10

(.10
<0, 10
{110
< 10

“(3.H)

Passes 7 Bianoizue

Buch neeemed” Cepist apnfinn s

T Notdeiectod Mo sivog g - Ny upplicalle - v ipecodisoce « 8Ein 1052 - Passrs < Burlypioune srapinvianan - Beitsiso . Ao lo  Hunimmemy. 4.
Ship st - Nod ppplicably - Huibgzniic sanpodivig - He Rttt

Hespunsible for Conformiry Comtrol Labos aiories Bignasiowrsnisic 1 ﬂﬂﬂ‘mﬂfﬂ]’lm.fﬁ_.:.’.d'_iﬂf-h'#ﬂﬁ; I v
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER;

teneed Dy you

[ hereby declare that the ahovementioned 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 loca) regulatory authority as well as according to the specifications contained in the

crienubikanii, mo Mictarecs y peecTpauiiHoMy focke. [poTokonu BupoGHuLTEa, NaKyBaHH: Ta aHanisis Gyno
'HEPEVIIHYTO TA BCTAHOBIEHO BigmoBiuicTe GMEP '

Date of batch release / Jlata BHITySKy cepii : 02/08/2024
Name and Position/Title of person authorising the Batch Release/ 1Ipiseume ta wocana/ spanns 0co0H, gKa BRgaa

MO3BiA Ha BUNYeK cepil
Emmanuelle LORANS, Qualified Person/V- TIOBHOBAKEHA 0OcoBa

Audrey PEGUILHE

; . Qpa macier,
‘Signature/Tlignue: 4 vwf ) ime?)é&gsfp@%s able Date/lata: __ S 0% /20(
- Jntérimaire o

Finished product batch number/ Homep cepii rotosoro nikapceKoro 3acoby: 6108321

fiege social: 905 ioaie de Saran -« 45520 GIDY - France : +33 {0]2 38 23 87 00 - www sarvier.cam

548, ou copital de 3 080 000 euros — 402 222 483 RCS Crléans Page 3 of3




AEPIKABHA CJIYIKBA 3 JIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon E€JIPIIOY 37079055

BHCHOBOK
PO AKICTH BBE3EHOrO B Ykpainy nikapebkoro 3acody

26.08.2024 ; ‘ Ne 43295/24/26

KOPAKCAH® 5 MI'
_ (HabiMenyBanns nikapcokoro 3acoly 3rinno 3 peectpauitinum NOCBIYEHHAM)
TabJeTKH, BKPHTI INTIBKOBOIO 000J10HK010, 110 5 Mr; o 14 TaéaeTox Y Guticrepi; mo 4 GuticTepu
B KOpobui 3 kaprony
(thopma unycky, nosysauns, sux NaKyBaHHs Jikapebkoro 3acoby)

Howmep peectpauiiiroro nocsinuenns UA/3905/01/01 CTpOK Aii peecTpauiiinoro nocsinuenHs HEOOMEKEHIE

Cepis mixapeskoro saco6y Ne 6108321 KinekicTs BBE3eHOrO Nikapcskoro sacoby 3280
BupoGuux JlaGoparopii Ceps’e Innacrpi, Dpannis
(HafiMeHyBaNHA BUPOBHUKA JiKApCEKOTrD 3acoBy, kpaiHa 10xoMKenH:)
Bgeseno B Vipainy ToBapucTBo 3 06MexREHOIO BizmoBinansnicrio "CEPB'C VKPATHA",
inenT. xon: 33643340 :

(nalimenyBaHms Ta kog 3a CIPIIOY fopunuinoi ocobu abo npissuiLe, iM's, no 6aTbkos (hizuuiol
0cobH - mignpHemus, i Micue npoxuBanHs Ta peectpauituuii HoMmep 0G1ikoBoT KapTKH TIIATHHKA
nonarkis aGo cepis Ta Homep nacrnopra) .

IlpoTokon BisyanLuoro xonrposo six 26.08.2024 Ne 2878/13.

3a  pesyibTaTaMH  JePKABHOrO  KOHTPOMIO BCTAHOBNCHO, WO Jikapcekui 3aci6 BBesewo B Vkpainy 3

00iB,

e

Muxona XOJIOJIEHKO

(ininiany Ta npisesue)




JIEPYKJIKCIIYBA YKPAIHU
JEPXABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMU y m. KHEBI

npos. Hanii Caitanuuoi, 3, 02099, rein. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
npo IKicTHL BBe3enoro B YKkpainy JlikapebKoro 3acoby

21.11.2024 Ne 61789/24/26

KOPAKCAH® 5 MI'

(traiivenyBanns nikapchkoro 3acoby 3riftHo 3 peecTpaitiiiiuM nOCBinYeN M)
Ta6JIeTKH, BKPHTI 1J1iIBKOBO0 060/1011K010, 110 5 mr; o 14 Tadaerox y Gnicrepi; mo 4 OgicTepu
B Kopobui

(dopma BHIYCKY, 103y BAHHS, BWI IAKYBAHHA JIKAPCLKOTO 3acoby)

Howmep peectpauifinoro nocsinsenss UA/3905/0 1/01 ¢rpox mii peecTpauiifHoro nocsinyerHs HeOOMEeXKeHHH

Cepin nikapcbkoro sacoGy Ne 6109814 KinbkicTs BaeseHoro jikapebkoro 3acoby 4480
BupoGHuk JlaGoparopii Ceps'e Inmactpi, Ppanuis

(natimMeHyBaHHA BUPOOHHKA nikapcbkoro 3acoby, kpaita NOXOMKCHHS)

ToBapucTBo 3 06MCIKCHOIO siznosigansuicrio "CEPB'E YKPAIHA",

B .
BESEHEIR MXRRILy inenr. kox: 33643340

(aitmeriynaniig Ta ko 3a €LPTIOY jopuiMaioT ocoGu abo npissuuie, im's, 1o GatLkosi (Biznynol
ocolu - nianpueMus, if Micue npoXHBaNNA Ta pecerpauiftnni HoMep 06iKOBOT KaPTKK NIIATHUKE
noaarkin ao cepis Ta HOMEp 11acnopTra)

TpOTOKOJ Bi3YalbHOTO KOHTPOJIIO Bill 21.11.2024 N 3999/12.

32 pesysibTaTaMi  ACPKABHOTO  KOHTPOMO  BCTAHOMICHO, wo xapcekuit saci6  speseno B YkpaiHy 3

JOTPHMAHHIIM puMor 3aKOHOLARCTBA W00 3abe3netcis 4 Ti IKapChKHX 3acobis.

Mukosna XOJIOAEHKO

2 ) R
> o o o TNy 5 S 2
(nocz é;‘f’q%zr op AepBaNgro koHTpomo) (ninnwc) (iniviand Ta npissime)
£/ tfb(,. P
JI5E 875 N







LES LABORATOIRES SERVIER INDUSTRIE ~ SERVIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHDIKAT JAKOCTILJIKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hassa Tta agpeca spobHuka

Name of Importer and Address/
Hazsa Ta ajpeca imnoprepa

Which Consignment of product is delivered/
Buz npoaykuit, uio nocravaeTses

Pharmaceutical form/Jlikapcska (opma

Name of the Product/Hassa nikapeskoro sacofy
Dosage / Cuna mii

Type and size of packaging/Bua ta po3mip ynakosku

Finished product batch number/
Homep cepil rotoBoro aikapeskoro sacoGy

Manufacturing date/Jlata sBupoGHuuTsa
Expiry date/Tepmin npunarsocti
Batch size/Kinbkicts y cepii

Manufacturing Licence number/
Homep ninensil va snpobunurso

Registration Number/Peectpaniiine nocsinyenus

LES LABORATOIRES SERVIER INDUSTRIE

[+ QU8 rol 818}

- Téd 02

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGopartopii
Cepg'e Innactpi 905 pyt ne Capan, 45520
Aini, Opanuis

Servier Ukraine LLC/TOB "Ceps'c Ykpaina"
41, Naberezhno-Khreshchatytska St./

By, Habepexxno-Xpeiariubia, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaina

Pharmaceutical Product/JTixapchkuit 2aci®
Film-coated tablets/TabneTku, BRpuTi
MiBKOBOIO 06ONOHKO

CORAXAN® S mg / KOPAKCAH" 5 mr
S5mg/5wmr

14 tablets in the blister; 4 blisters in the carton
box / no 14 Tabnerok y Gnicrepi; no 4 Gricrepn

8 Kopobui 3 kKapToy

6109314

08/2024
08/2027
71 000 boxes/ynakosok

2022_188_1_2 dated 20.12.2022
2022_188_1_2 sin 20.12.2022

UA/3905/01/01

38.25.87 .00~ www serviaroom
Page | of 3
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER ,

Referenee wethod  Tlocioam na werays DTC S010257 PF T CTR 8067
Rebeeence specifications. Hoenaasin e - DTC_SBH25Y PE N BPE R0
NAMIL TEAZBEA CORANAN! 5 mg / KOPAKCAN A mr
Film-coated ablets  Fatiein, spurt poaiisasma oo o
vabradine 3 g ladpaant 3 sn

Shnufovtenng product bateh number Flostep supolinis cepi . BEApUBkoto ey A 1tR766

Apalysis - amure 19092024

Finiched product bateh muntier © FRosep eepii o rosons asapehiuro weody 61094144

TESTS ¢ THORAZHAKL STANDARDS

CTAMAAPTHL

Appearance ? Jonuiwmili s Sulman eoloured, rad-shaped, iloeeoated tablews . seared nn bath

S PEAYILTATH *

< Bianotngae

. Y . [+ X st
edges, engraved with "5 on ane fiee and <27 on the other facs

Tadhiie rRa ANREBETal QOPAL BEPITE ATUKDROO 0B0IUIKMG
OPMTRERO-POHEROTD KOALOPY. 1 HCTHEIAIL i oloN RPN
x W - B
{rnenenisag «Gn s aanurs GoRY 1 «<5F e g
tdentification of drug substanee /
Laenripinaitiy abonol penoninn:
- Liquid chromatography / sweroon pranimul The ratio of the retention times of the poneipal peak from the et Lo
xponsruepaiy (PX) solution sud from the reference solution must be between .95 und
§ 057 BianomcHHs 1acy YIPUMAing ocHOBiuIa (ki i
NPOAGH O PUAKLY A0CHLDIRYBRIOTY POSITY T3 posny NOpispaain
e cranomiri 0.95-1,05
CThin-liver chromatogaphy 7 $1C R0 TOHROUERONAT Main spot identical in position, colour and size Jorestand refeeence Possive - Plowmmuo
spantatorpuii (TUEX) CICHOBHE A LTI REIOAMREHSAL KOALOJIOAL T POIsIpus
AT L0LATERY BRHOTO PDOSUHIY T POIMIIE Hopisnsin

Averaue mass (rug) / Cepeanst st (sr) 96.9 10 107 1193 "ato 103 % of theoretical miss of 102 mg) 20
G,9-H07,F {93103 P i reopetiial sty 102w
Disintegration time (min) £ Posnsiasng (Xng <18 0
NMicrobiological quallty (skip testing) / Total aerobic nucrobial countd TAMC) 7 3o i guiskicn, Skip test - Not Applicable
Sikpobivaorvinn wierorn (wnfiprose aepolin sikpoopraanin (TAMC)
wanpobysanumy S CFU -« 10V KYOr
Totsl combined yeasts mounlds count (TYMO) Skip fuat - Not Applicable

SariL L RLKE T Apiikosis v najceiesus rpodn {TYMCY
107 CFU g - ¢ HF KYQer

Escherichia coliz absence Tg - uiaeytuicin Skip test - Not Applicable
Drug substanee content (LC) (my expressed as 47510 5,25 (95 " t0 105 % af the theoretical content nf 5 my 498
basc/tablet) / Kiancicne nasvsennn gimuol 475525 (95105 %y ni L reape rIne e BTy mOpeInny 1 5 a g

pestunm (PX) (arfraficerncy)

Depradation products comtent (LC) (Y% man) 1 Baier
npayicein porngay (PX) (s adu)e

Y % (L2 RURIY

- degmadation product of RRT < 0.53 opuyky peioaiy B ALY

5 0.2 EALY

- Y 1014 w02 RN

Sy 021 o U2 010

individuil othuer depradation produet asicy s 202 S
TPOJY KT DO Ly

sum of degradation produsts bl nsict LA AL

SPOLIY KT PORTEY

Uniformity of dosage units (EurPh. 2040}« Stage !Nx.nnhcr tested |Aceuplitie crierss e Pusses . B
O.opiutiv i 10308 X o nunnn O (2.9.40) Gt Kemwkicn, ppstepn
- vanent uailormity (LCE % Tabel chum 7 vanopizmict, JOCTHGRS B
ity (PN 0 B nmm kol gUnkoery) N oML H

$1 10 :

§2- =20 (3 H

75 M - caelounit st
1 RORTITIITITC I PRI Y
Batch aceepted. Ceply upuinists
Nrsien vt My i s - Sozapptindle 1 it e s S aese s Passes B o daip szt Qemsvica i de e oz
Seysjevt Wavppifrable B gecitsi s o ppmasi gt it
Kosprnsihie i Corfurmige Control Ladvratarics Binogma et et ORI RS CIRG BN i I

Pascide MASSON
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LES LABORATOIRES SERVIER INDUSTRIE ~ SERVIE

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/ Llunm s 3acBifuyio, wo Hasesexa BuLe iHpopMaLis € focToBiproio Ta ToYHotw. Llio cepiio npogykuii 6ymno
BHPOBAEHO (BKIIOHAIOUN NAKYBAHHS/MAPKYBAHHS) Ta TPOBEAEHO KOHTPONb 1T fKkocTi Ha BuilesazHatenill JinsHuul y
nosaiii sianosinnocti 3 BuMoramn GMP, BCTAHOBNEHHMI MiCI{@BUM PErYISTOPHHM OPraHOM. a TaK0IK BIANOBIAHO 1O
crieww(ikalliit, Wo MicTaTeea y peecTpauiiinomy gocke. [1poTokoni BUpoBHULTEA, RaKyBaHHA Ta ananisis 6y o
neperisHyTo Ta BCTasoBneHo BianosianicTs GMP

Date of batch release / ara surnycky cepit : 27/09/2024

Name and Position/Title of person authorising the Batch Release/ Ilpisgue Ta nmocaja/ ssanus ocodi, sika BHAANA
03BN HA BITYCK cepil
Emmanuelle LORANS, Qualified Person/Ynortosaxena ocoba

lsabe le' LOMBARD

{ ;o
Signature/TTigmic: Date//lara: DAl ,/{-Df Ay

Ph@:ﬂ%acien Adjoint

Finished product batch number/ Homep cepil rotoBoro fikapcekoro 3acoby: 6109814

LES LABORATOIRES SERVIER INDUSTRIE
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