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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT IKOCTI JIKAPCLKOI'O 3ACOBY

Name of the Manufacturer & Address/
Haspa Ta agpeca supoSuuka

Name of Importer and Address/
Hasea 1a anpeca imrroprepa

Which Consignment of product is delivered/
Bun nponykuit, mo nocrauaerses

Pharmaceutical form/JTixapeska dopma

Name of the Product/Hassa TKapCEKOro 3acoby
Dasage / Cuna aii

Type and size of packaging/Bux ta posmip YIIAKOBKH

Finished product batch number/
Howmep cepii rotosoro NKApPCRKOro 3acofy

Manufacturing date//Tata BHPOGHUNTEA
Expiry date/Tepmin npugatnocri
Batch size/Kinskicrs y cepii

Manufacturing Licence number/
Howmep niuensii na supoSumurso

Registration Number/Peecrpaniiine MOCBIAYEHHS

Les Laboratoires SERVIER Industrie 905, route

de Saran 45520 Gidy France/JTaGopatopii
Cepre'e Inmactpi 905 pyr ne Capan, 45520
Kini, Gpannis

Servier Ukraine LLC/TOB "Ceps'e Vkpaiua"

41, Naberezhno-Khreshchatytska St./
By Habepeno-Xpemaruska, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Yxpaiua

Pharmaceutical Product/JTikapcokuii 3aci6

Film-coated tablets/Ta6aerin, BKPHTI
TIiBKOBOIO 0BONOHKOIO

CORAXAN®7.5 mg/KOPAKCAH® 7,5 mr

T.5mg/ 7,5 mr

14 tablets in blister, 4 blisters in the carton box/

o 14 tabnetox y Gaicrepi; no 4 Gnictepu B
KopobLi 3 kaprony

6106635

0372024
03/2027

71 000 boxes/ymaxorok

2022 188 1 2 dated 20.12.2022
2022_188_1 2 mix 20.12.2022

UA/3905/01/02
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LES LABORATOIRES SERVIER INDUSTRIE SE RVF ER

Reference method / Mocsnarn na meroq ; DTC_816257 PF_T_CTR_5612 EN_3.0
Reference specifications / [oenaanms pa cnewsdigauio : DTC_SI 6257 PF_N_SPE_1260_EN_4.0

NAME - HA3BA CORAXAN® 7,5 mg / KOPAKCAH® 7.5 nor
Film-—ceated tablets . Tadnersn, BEPLITE TAIAK0BOIO 0B0NOHKGI0
abmdine 7,5 mg / loatipanin 7,5 arr

Manuiacturing product batch number / Howsep anpo6uniai cepii aikapenkoro 3acoby 6096523
Analysis f ananiz 03/04/2024

Finished product batch number/ Homep cepif ro1osero nixapenkoro Iacody 6106635
TESTS / TTOIA3ZHMIKH STANDARDS / CTAHJAPTH RESULTS/ PEIVIILTATH *
Appearance f Josriwwii surnng Saimon coloured, triangular-shaped, film-coated 1oblels. engraved with "7.5" on Passes § Biunosinac
one face and ?v on the otlicr [ee - TaBnersa puryrri dopas, aKpima
nAikKOUCI eOsNbHKMO DP2EAKEBO-ROXEACI D KONROPY, 3 THEHENISN «7.5» 3
e ”
oaroro Goky T W=7  »-1inmore
identificniton of drig substance/
faenTudrivngin gieuot pesosmg ¢
- Liguid chromatography / metodon PLANIHIOT xpOMATOrPatnT The ratio ol il selention timas of e prircipat peak from the fest solution and 1.06
IPX} feom the refecence solution mugt be befween 0.95 asd § .05/ Bignowenns vacy
FTRURSIILL OCHIBNONO fTIKD 15 XPOMOTOMPANGY ACCH MY BIIOC POVHILY T
BOMIENY NopisyamIge Mae cTanobyTy G 95-1.05
- Thin-layer clzomatography ! seTonon TOHKGIANBEY Main spol identieal in position, cotowr and size for test and reference/ Ocnosi Posttive ! {lovummnn
Nposatorpatii {THIX) RAAMK IMEHTINE 30 NoneweHs M, ROALONOA T POIMINOM ANx NOCNI TR 81 16rD
ROIMIAY Ta POIUNLY mopinnaHIR
Average mass (mg) / Cepeans maca {mr) 96.9 12 107.1 (95 %% 1o 103 % of ilworetical inass of 162 ) 1017
96.9-107,9 (95-1D5 % nin TeogeTisnol aaci y 102 wr)
Disimegragon time {min) / Posnoapins (xn.) 515 3
Microbialuglesd quudity (skip fosling) / Total serobic wicrobial count {TAMC) ¢ Zzraannn KHLKICTE 2epaisx Skip 45t - Nat Applicabls
Mikpofianurivin wcrors tenbiprune viipradynanun) Mikpoopraviamis (TAMC):
£ 10T CFUg— 5107 KYOir
Tolal combined yeasts/moulls count {TYMC) Skip test - Mot Applicadie
JIrANLNA KiALKICT) DPINAKORN T mnicel s pufis {TYMC): £ 10° CFU- s -
S I KKYOr
Escherichls cati: absence'1g - vincyTHiCTI ¢ Skip fest - Not Applicabie
Drug substance content (LC) {mg expressed as baseftublet) / 7.13 1o 7.B8 {95 °% to 105 % ol the thearetical conlent of 7.5 mg} - 7,11.7.88 {95. 741
Kinukicee guasmuesny piwvoy peseninne (BX) (uriTaBaersy) 105 °4 nin trapemusiors anicTy soabpaziny s 7,5 air)
Negradntien prodnets content (L6) (% a/m} { Barier
itpodykrie posnoay (FX) (%5 aiuh
- Y 655 £ {1 <010
- degradaiion product af RRT - 0,53 - NPGAYKET oLy 1 RRT = £0.2 -0.10
0.53
SA 3372533173, 8 3217) 502 0190
-Y 106 =02 <0.10
=Y {02 £0. (.10
- ndividua{ other depradstion product / puier QLN FponyKTiB =02 <0.10
po3nany
- stin of degradation products  3aransinii aict APOAYRTIS s 0.6 <0.10
pounaay
Uniformity ef dusoge anits (Eur,Ph. 2.9.40}/ Omapinnicre Staper Numiber tested Acceplance crilerin Jonyemiag Passes - Biunasizag
HOTBUBRLNN OieIUL €13 (2.9,40) Craain Kinnxicns KpUTepi
+ eontent uniformity {I.C); 4 fabet claim ORGPLANICTE uiricTy ROChimsyanHix
(PX) (“6 nig 20nmnenol KLihRoeTy) ORHIlLL
51 ¢ AV =150%
527 +20 {34 AV £ 150% 3.0
0.75 M £ exeh ont/Xosna o «
135 M
Batch aceepled! Cepin npasitanta ;
* Mot descersd Be oateans - Noe applicudle - He ipnaanhicmen - Skip trst - Passes = By T ~ fue) ~dbzenily  Hegeymmem § s

Shigs 050~ Nor nppticable = Berthignene eanespaoniyianms — Hy Hpnaet
Responsible for Confarmity Contral Laboratories - Bionasidarsui 3a Hocmoaipiticos Hadepamoprioso k 1o
Julie BERNARD
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established/ 1Tum # 3ACBI/YI0, IO HABCACHA BHIIE IHdopMaLia € ZOCTORIPHO0 Ta ToUHOO. Lo cepito npomyxuii 6yno
BHPOGJIEHO (BKITIGUAIOYH TIaKYBaHHA/MAPKYBAHH) Ta IPOBEIEHO KOHTPOJE 1T KOCTI Ha BHINE3a3HAYeHIH finmbuuL y
TIOBHUA BIATIOBIHOCTI 3 BUMOTaMHU GMP, BCTAHOBNEHUMU MicTleRuM PeTY/LITOPHEM OPraHOM, a TAKMK BiAMORINHO 10
cnenudikaLi, mo Mictarbes y peccTpanifinomy nocee. Iporokonn BHPOOHUITBA, TAKYBAHHS Ta AHAN{3iB Byno
HCPErNIAHYTO Ta BCTAHORIECHO BignoBinuicTs GMP

Date of batch release / Jlata BHIYCKY cepii: 19/08/2024

Name and Position/Title of persen authorising the Batch Release/ Hpizenme Ta wocana/ spauns ocobn, aka Bagana
AO03BLI HA BHIYCK cepii
Emmanuelle LORANS, Qualified Person/V HOBHOBaMKeEHa ocoba

Signature/ITinnuc: ’ n (\ Date//Tata: f,9 @“A/Cb}(‘p\/ 09\9&(4

CA=—

Finished product batch number/ Homep cepif rotosoro nikapckKoro 3acoby: 6106635
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AEPXKABHA CJIYIKBA 3 JIIKAPCHBKUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KHEBI

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

BUCHOBOK
npo AKicTh BBe3eHoro B Ykpainy JIiIKapcbKOro 3acoby

16.09.2024 Ne 47415/24/26

KOPAKCAH® 7,5 MI'

g (naiimenysanus nixapckkoro 3ac00y 3rinno 3 peecTpauiiinuy noceinuelsm)
Ta0/IeTKH, BKPUTI MIiBKOBOIO obostonKoI0, 0 7,5 Mr; 110 14 Tadaerox y Guricrepi; no 4
Oaicrepn B Kopobui 3 kKapTony

(hopma Bunycky, A03yBalllls, BHL NAKYBAHHA NiKAPCLKOro 3acaby)

Homep peectpauiiitoro nocsinuenns UA/3905/01/02 CTpoK 4if peecrpauiiinoro nocsinickia HEOBMEKEH M

Cepis nikapcekoro sacoby Ne 6106635 KinkkicTs Bresenoro sikapebkoro sacody 862 |
BupoGHuxk JTaGopatopii Ceps'c Inpacrpi, Dpanis

(rafimMeHyBating BapoBHHKa AIKAPCLKOID 3aC00Y. KpaiHa HOXOJCH s )

Tosapuctso 3 06meskenoro Bixnosizansmicrio "CEPB'C YKPATHA™",
izent. koa: 33643340

(rafimeiiyBanns Ta xoa 3a CJIPITIOY I0PHAHYHOT 0co0H abo npizsuiLe, iM'8. 110 GaTLKORI pisnunoy
ocofu - mianpuemus, if Micue npoxuBsanns Ta peecTpauiiini nomep 06AikoBOT KapTKK 1:ATHHEA
nosaTkie ado cepis Ta Homep nacnopra)

Bseseno B Yrpainy

Tporoxoa Bisyansroroe konrpomo sin 16.09.2024 N 3094/9,

32 pesynbTatamMH  AepKABHOrO KOHTPONIO  BCTAHOBACHO, WO  NiKAPChK 3aci®  smeseno B Ykpainy 3

AOTPHMAHHAM BHMOT 3aKOHOAARCTEA OO0 3a6e3NeCHIS AKOCTI J1iKa KX 3acofin.
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