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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT SIKOCTI JIKAPCEKOI'O 3ACOEY

Name of the Manufacturer & Address/
Hasea Ta azpeca eupo6uuka

Name of Importer and Address/
Haspa Ta anpeca iMrioprepa

Which Consignment of product is delivered/
Bt nponysatii, mo nocrasaerscs

Pharmaceutical form/Jlikapenka ¢bopma

Name of the Product/Hazsa JIKaPCHKOro 3acofy
Dosage / Cuiia git

Type and size of packaging/Buz ta po3Mip ynakorku

Finished product batch number/
Homep cepii rorosoro stikaperkoro sacofy

Manufacturing date//lara BupoGHULITEA
Expiry date/Tepmin npunarrocri
Batch size/Kinexicts y cepii

Manufacturing Licence number/
Howmep niuensii Ha supoSauyTeo

Registration Number/Pecctpariiine mocainuenus

Les Laboratoires SERVIER Indusirie 905, route
de Saran 45520 Gidy France/Jla6opatopii
Ceps'e Inmactpi 905 pyr ne Capan, 45520
ACiai, Opanuis

Servier Ukraine LLC/TOB "Ceps'e Yrpaina"
41, Nabe1'ezhno~K_hreshchatytska St/

BYJL. Habepexno-Xpemarnpka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Ykpaina

Pharmaceutical Product/Jlixapchkuit 2aci6
Film-coated tablets/Ta6neticu, Bxpuri
ITIBKOBOIO 0BOROHKOI0

CORAXAN®5 mg / KOPAKCAH®5 mr
Smg/5mr

14 tablets in the blister; 4 blisters in the carton
box / o 14 Tabnerok y Gnicrepi; o 4 Gnictepu

B xopobui 3 kapTony

6108321

0572024
05/2027
71 000 boxes/ynaxkorox

2022_188_1_2 dated 20.12.2022
2022_188_1 2 six 20.12.2022

UA/3905/01/01

siége sociol : 905 routs de Saran - 18520 GIDY - france : +33{0)2 38 2387 00 - WWW.sENVIET.Comy
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Referenee methud Tloeimnn a sy - DTC_s01 6257 _PF_T_CTR_BO8Y EN_30)
Refuretice spreilications * loctisum ng cnemipisatie : DTC_SO16237_PF N_SPE BO77_EN 440
NAME ' 1tAIBA CORAXANY 5 mp / KOPAKCAIIS mr
Lo Film-coed ablets Tadaereu, BEPITT AR RUBDIG BERTONEGIO
Frabradine 5 g/ Inabpon 5 sr

——

Manulaesuring progfuet bateh number Homep anpodinuai cepif Asapeniwro TEcody 6143512
Analysts 7 ssaais 30/07/2024

Finished produet bateh number 7 | foseq cenif rotanoro “HKapes aro aneody GH18331

TESTS / NIOIKA3HNKIE STANDARDS / CTAHIAPTH RESULTS PEIVILTATI *
Appearanee / Ivwaimwndi suray Salmon coloured, rod-shaped, [ilm-conted whlels, scored on boih Passes | Bizmomitac

edaes, engraved with "5 on one fuce and "c:yb an e other fuce
Tufiaerra nosrucrot hopa, RERUTA NAimcosm0 ofojonsmo
ONRIBKERG-POELATD KARLORY, 3 IRATIsIAs T I OBUN kpany
- 3 e, .
VTHEIEHIAN teSn 3 0010T0 GORY Ta 45 » - 3 fjupara

Identification of drug substanee /
Leuvudietuin ghnaor prusnmng:

= Ligifd chmmasngrﬂphy S aETounM piannngg The ritio of the retention times of the principal peak Trom tie (esy 1.003
Xpostrorpaay (% sotation ard fram the relerence soluion must be betsween 0.95 and

105/ Biauommenes sacy ypistamm GEUOIHON K 1
XPOSATOPOMGN AotRiLky naiorg POZLINY TO poseTiy nogpinsms
e cTananir 0,.95-1,05

- Thin-layer clhwomatography / veroaom Torkowapusel  |Main spol identical in pasition, colowr and size for test pnd reference Posnive / odtrrunno
Npestdrorpalfit (TIHX) Ocrienri uansts inerrrnyig +n NOADKEIHAN, KOALOPES T3 JRT s ipos
HUIR AOTALLKYRINOID POy T POONEY BOpiaa
Average mass () / Cepennm atnes (M1} 6.9 19 167.1 (95 % 10 105 % of theotetical mass af 102 ) j0z.1
96,9-107,1 (95-105 %4 nig TECPRTIHNOT Mien ¥ 112 sr)
Distntenration time (min} / Ponwgunm {xo,) <15 3
Microbivlopient qunlity {skip tegiing) / “Total acrobic mitrobinl epunt (TAMC) £ 3uranta winnwicn, 5kip test - Passey
Mikpaficagrivan duerora (butipeose BePOGHIX Mikpooprisyig (TAMCY: 3
winpoliy ) S 10 CFUfg - 2 107 YO
Total combined yeasts/moulds court (TYMC) Skdp tost - Pagses
3nriutan KikicTh SpiCDRONIX T3 rfcene bl (TYMC): = <1
10° CFikig - £ 107 KYO# _
Escherielia coli: nbsencer1p - BiAEyTHicEn/ |y Skip test - Pusges
Absentg
Brug substenee emitent {LC) {mp expressed-as 7510 335 (95 %10 103 % of the teoreticul content af' 3 mg} <4960
hasefublet) 7 Kisutene momaeny aliownf 4,75-5,25 (95-105 % nix TEORETIMIGD BAHCTY IRRDPLAIIY 1 5 w1}

pesosinn (PX) (ar/enbaerey)

Degrudlation produiets content (LE3 1% medm) £ Darier
HpIEYICHit podmaay (PX)Y 1o RIZ:TIH

-Y 633 =02 “0.10
- degmdation produst of RRT = .57 NPBAYKT Nty =02 «0, 10
JRRT =0.53
~ALS3372, 833173, 533174 <03 . <{L 1D
-Y H0i6 . Z{},2 <0,10
-Y 2] 0.2 =010
- individus! other degmdution product maifer i <03 =010
TpOXYEHD poamwy . :
- sum of degadation products surasndndd icr ={.6 “( 1)
NPEYETIH potnnay
Unilornity of dosage anits (Eur. L, 294445/ Stuge Number tested[Accepance entern, Tons ey Passes / Bianonizue:
O.ueptariers rotnamx uarnnus Cr (2 9 40) Crivzin  Kinskeee lprLiepif
= tontent unifonnily (LC): o tabel claim / autipindcnn Hocaimrysanm
wavieTy (PN (% izt smacnor KLTLKRC1) X GaInHn
: St 10 AV L1509
s 2030 | AV e 158 24
0,75 M < each unitkowsing
o 5 1,35 M

Batcl: neeeped” Cepis apniing

“Notdeicered e i - Ny appticatde - M gocoisogi < St ost - Pusses < Hurigriztae soapwaen - Bedasione - Tieens T Munimem oo

Shap fest - Nodappticahle - Hiteegsaanie: suppoiseams - He ngissienhivine s .
Hespunsible for Conformity Cantral Labo mories . Hionosidwnmui 1 Hoemouipmer [T L e T
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L 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/ Ium 5 saceiguyio, oo HaBe/lena sulue inGOpPMALis € AOCTOBIPHOIO Ta TOUHOIO. o cepiro npomyxuii 6yno
BUpobNEHO (BKTIOYaouy NaKyBaHHA/MaPKYBaHHA) TA IPOBEAEHQ KOHTPOJIE 1f AXOCTI HA BHINezasHauewil yinpuwni y
NoBHi# BignoniggocTi 3 RuMoramy GMP, BeTaHOBMCHMMYM MicHeBIM PeryJsTOpHUM OpraHoM, a TaKosK BiAROBIAHO Ko
cnewrdixauit, mo MictaTees y peecTpauiiinomy jocke, [IpoTokonu BHPOGHHI(T88, NTAKYBAHHS Ta aHA3iB Gyno
HEPErJIAHYTO Ta BCTAHORNIEHO BiAnoeinuicrs GMP '

Date of batch release / Jlata BUmycky cepii : 02/08/2024
Name and Position/Title of person authorising the Batch Release/ pizeuwe 1a nocana/ spanun ocobH, gKa BHAAMA

N03Bin Ha Bunyek cepii
Emmanuelle LORANS, Qualified Person/VrosHosaxena ocofia

Audrey PEGUILHE

Signature/Tlinnue: 2{‘3 ;fgﬁc'te?)&&ﬁ’@@ able Date/flata: _ 7S {08 /7 G
- nterimaire '

—

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

Sidge social: 305 1oule de Saran - 45520 GIGY - france : +33 {012 38 23 87 06 - www.servier.com
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