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FPCOA CAPECITABINE-VISTA 500 TABS-16

Remedica 79/

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT SKOCTI

Name of product / Hazea nponykry
(strength, dosage form, package size and type /
A03yBaHHA, Nikapcobka dopma, poamip i Tun
YNaKOBKW)

UKRAINE

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMEBICTA, Tabrnerxu, BKpUT |
nniskoBor obonoHkok, no 500 mr, Net20 (10x12) y 6nicrepax

Active substance / Potency/ [lioya pevosuHa/
BMICT AIi0M0T peyoBUHN

Capecitabine 500 mg/ Kaneumtabin 500 mr

Manufacturing country / xpaiHa BUpoBHMK

Cyprus / Kinp

MA number / Homep peectpalifiHoro noceinueHHs

UA/M7936/01/02, valid till 17.02.2025 /
UA/17936/01/02, pie go 17.02.2025

Code Ne/ Kog npoaykTy Ne

FO733TA500 f

Batch number and number of packs / Homep cepii
Ta KINBKICTE. NayokK

107751
1560 packs/ 1560 navok

Batch size f Poamip cepii

480_ Q00 tablets _I 480 000 TabneTok

Date of manufacture / JaTa BupoBHuuTBa

02/2023

Expiry date / TepmiH npuaaTtHocTi

02/2026

‘Name, address/ Hasga, aapeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, Building 10 -

antineoplastic & immunomodulating products, Limassol, 3056, Cyprus /

PEMELIKA NITA, syn. AxapHoH, [Nimacon lHgactpian Ectent, Byaisna 10 -
APOTUNYXINWHHI, iIMyHOMOZyNIoosi npenapatw, Nimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, nomep niuensil BupoSauyot AinbHuui

TESTS/IMETHODS /
TECTWU / METOOM

REM10/2022/001, 029

SPECIFICATIONS /
CMEUUDIKALIS

RESULTS /
PE3YNLTAT

Description / Onuc

Peach, oblong, fim-coated tablets embossed with
“500" on one side.

Of approximate dimensions 17,1 mm x 8,1 mri /
TabneT«u CRITNO-NePCUKCEOIG KONBOPY, ACBIAETOI
hopmMu, BKPUTE NNIBKOBOIO 0BONOHKOK, 3 TUCHEHHSM
«500» 3-0aHoro Hoxy. Mpubnnani posmipn

17,1 mMmx 8,1 mm

2 "

Conforms / Biganosinae

Identification (I'H) / Iﬁemmdﬁixauiﬂ (CB) h

- HPLC { BEPX

- IR/ 14 cnekTpohoTomeTpin

Rt corresponds to that of the standard / Rt
BIANOBINAE PIBHIO CTAHQAPTY

Spectra corresponds to that of the standard /
CnekTpa siganosigae craHaapTty

Conforms / Bignosigae

Conforms -/ Bignosigas

Identification of ferric oxides (IH) /
laeHTndixatis okcuais 3aniza (CB)

Blue colour appears / 3'sBnsetbea GnakuTHrA Konip

Conforms / Binnosigae

Identification of titanium dioxide (IH) /
lpeHTudikalia TutaHy giokeuay (CB)

Yellow arange colour is produced / Nposienactbes
KOBTYBATO-NOMaPAHYEBUA Konip

Conforms / Bignoaiaae‘

Uniformity of Mass (EP method 2.9.5) /
OpHopigHicTs Macu (Ed 2.9.5)

=2 units > AW+ 50 % / He Binblie 2 oauHuub >
cepeaHsa mMaca +£5,0%

and None
cepens Maca i‘lD e

None / >KosiHob

> AW 2 10,0.%.L

2 D,EI,HEI OAUHMUA >

None / XKoaHoT

Disintegration (EP method 2.9.1 J
Posnanaris (€d 2.9.1)

Water content (iH) [KF] 7 BmicT Eﬁﬂ,m (CB)

Papge 1.6f3




FPCOA CAPECITABINE-VISTA 500 TABS-16

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

Name of product / Hazea nponyxkry

(strength; dosage form, package size and type /
AO3YBAHHA, NiKapcbka dopma, po3mip i T1n

YNaKkoBKW)

Fl

UKRAINE

CAPEVISTA, film-coated tablets, 500 mg, N2120
(10x12) in blisters / KANEBICTA, TabneTku, BKPUTI
NNiBKOBOO 0BCNOHKO0, No 500 mr, Ne120 (10x12) y Briictepax

Active substance / Potency/ [livoua peuosunal

BMICT Ail04ol peyoBKHM

Capecitabine 500 myg/ Kaneuurabin 500 mr

Manufacturing country / xpaita BupoBHuk

Cyprus / Kinp

UA/17936/01/02, valid till 17.02.2025 /

MA number / Homep peectpauiiioro ljocal,n,qEHHﬂ UAM7936/01/02. aje a0 17.02.2025
Code Ne/ Koa npoaykry Ne FO733TA500
Batch number and number of packs / Homep cepii | 107751

Ta KINBKICTb Navyok

1560 packs/ 1560 navok

Batch size / Poamip cepif

480 C00 tablets / 480 000 tabneTok

Date of manufacture / flara BupobHuuTBA

02/2023

Expiry date / Tepmin npuaaTROCTI

02/2026

Name, address / Hasea, afipeca

NPOTVAYXNNHHI, imyromogynolodi npenapaTyu, Nimacon, 3056, Kinp

REMEDICA LTD, Aharnon. Street, Limassol Industrial Estate, Building 1(} - f
antineoplastic & immunomodulating products, Limasso! 3056, Cyprus /

PEMELIKA T, syn. Axapton, Nimacon lspactpian EcreiT, 6yaisns 10 -

TESTS/METHODS ¢/
TECTW/ METOON

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BUpoBHUYOT AINbHUL|

REM10/2022/001, 029

SPECIFICATIONS /
CMEUNDIKALIS

RESULTS /
PE3YIIBTAT

Related substances (IH) [HPLC)/
CynyTH| Homiwkun (CB):

]

(CB)

30 XxBUNKUH

- Capecitabine related compound A/ <03 %. 0,10 %
CynyTHs gomilnka A |
< Capecitabine related compound B/ =0,3% 0,01 %
CynyTHA pomika B
-- Capecitabine related compound C / 120,3% < LOQ/ < Mexi kinskicHor
CynyTtHa gomiwka C ) .
- ‘Any individual unknowh impurity / <0,10 % | < LOQ/ < Mexi kinbkichor
lHaMBIgyaneHa HeBu3HAYEeHa AOMILIKE |
- Total impurities / 3aransHa cyma <1,5% 0,11 %
pOMiwok b .
Dissolution (IH) [HPLC] / Po3uynHeHHs (Q) =80 % in 30 minutes / He menwwe 80% (Q) 3a 93,2 %

Uniformity of dosage units (EP method
2.9.40)/ O,D,HD[.)I,ELHIGTI:. A030BaHUX
OAWVHULb (E‘, -_-.-"-;;_"'ﬁ Pais..

acceptance value is greater than L1, test the next

~AopieHioe L1 BIACOTKIB. AKWO npuiimansHe Yncno

- IPUAMAnNsHOro Yucna. Bumory goTpumani, Akwo

The acceptance value of the first 10 dosage units 4,5 % (on 10 units) /
is less than or equal to L1 per cent. If the |
4.5 % -(Ha 10 oanyb)
20 dosage-units and calculate the acceptance
value.

The requirements are met if the final acceptance
value of the 30 dosage units is less than or equal
to L1 and no individual content of the dosage unit
is less than (1-L2.x 0,01)M or more than: (1+ L2 x
0.01)M. L11is 15,0 and L2is. 25,0 / NpunmManoHe

4ucno nepumnx 10 40308aHNX 0AMHULL MeHLe abo

Oinbie L1 sigcoTkie, nepesipsioTs. HacTynHi 20
AO30BAHUX OAUHNULUL | PO3PAxoBYIOTb 3HAUEHHSA

OCTaTOMHE 3HaueHHs NMpuiManbroro Yvena ons 30
AQ30BaHUX CAMHNUL MeHrile abo aopisrioe L1
BIICOTKIB [ 0AeH iHAUBIAYaNbHUR BMICT y
AO030BAKIN OANHWLI Be Mae ByTh MeHLe ki (1« L2
x 0,01) i He Binbwe 3a (1+ L2x0,01) M. L1
AopisHiwe 15,01 L2-25,0

Page 2 of 3




FPCOA CAPECITABINE-VISTA 500 TABS-16

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

Name of product / Hassa npoaykty

(strength, dosage form, package size and type /
A03yBaHHA, nikapceka Gopma, po3mip i tin
YNaKkoBKu)

Remedica

UKRAINE

CAPEVISTA, film-coated tablets, 500 mg, Ne120

(10x12) in blisters / KAMEBICTA, Tabnetku, BkpuTi

nNiBkOBOK. 0607I0HKOK; N0 500 mr, Ne120 (10x12} y Gnictepax
. . i

Active substance / Potency/ [litoua pevyosmHa/
BMICT AikO4Ol peyoBUHU

Capecitabine 500 mg/ Kaneunrabir 500 mr

‘Manufacturing country / kpaiHa BMpoGHUK

Cyprus / Kinp

MA number / Homep peecTpauifiHoro noceigYeHHs

UA/17936/01/02, valid tilf 17.02.2025 /
UA/17936/01/02, pie go 17.02.2025

Code Ne/ Kon npoaykry Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KIAbKICTH NaYyok.

107751
1560 packs/ 1560 na4ok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / flata BUpoBHULTBA

02/2023

Expiry date / Tepmin npupaTtHocTi

0272026

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, Building 10 -
antineoplastic & immunomodulating products, Limassol, 3058, Cyprus /

PEMEIKA JITA, syn. AxaptoH, Jlimacon lHaacrpian Ectedt; Byaisns 10-
ApOTUNYXNUWHKI, iIMyHOMOAy N0l Npenaparty, Nimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsil Bupofxuaoi ainsHKL

REM10/2022/001, 029

TESTS/IMETHODS / SPECIFICATIONS / RESULTS/
TECTWU /I METOOW CNELINOIKALIIA PE3YNLTAT
Assay (IH) [HPLC] / KinbricHe su3nauerna (CB) 95,0 % - 105,0 % 100,1 %
Microbiological Examination
(EP ‘method: chapter 2.6.12 — 2.6,13)
(Every 5" batch, provided the time period
from the previously tested batch and the new
batch is-no longer than 6 months) / |
MikpobionorivHe pocnimxkerds (€0 Meton;
rnasa 2.6.12 - 2.6.13) (KoxHa 5-a napris aa
YMOBY Mepioay 4acy Bia noneperso
BUnpobysaHol napTil Ta Kosol napTii He
Ginblie 6 MicsLis)
- Total aerobic microbial count / 3aranbua’ 10° cfu/g (max. acceptable count =-2000) / Not Applied
KIFIbKICTE aepolHMxX Mikpofis He binsiwe . 10° KYO/r (makc. npuitaTha N
KINbXICTL=2000) 'He'_npoa?’ﬂM”DCb
1 - Total combined yeasts/moulds count / 107 cfu/g (max. acceptable count.=200) / Not Applied
JaranbHa KinbKicTe kombiHoBanux Apixakie / | He Ginbwe 102 KYO/r (Make. NoWiHATHE He nposognaock :
LIBinN KinbKicTe=200}. - Al
- Escherichia coli Absent/g / BiacyTHa/r Not Applied
| He npoBogunocey

| EP: EP 10" Edition !'Els.pnneﬁbbxa tDapmakdnen: €® 10 Buaanusn

1 IH: In House Method No.: MTH-03268-5, MTH-0218-2 and MTH-0355-0 / Cneuudpikauiss BupoGHuka: CB MeTog Ne; MTH-0326B-5,
MTH-0218-2 ta MTH-0355-0

We hereby certify that the above batch has been manufactured, packaged and tested in accordance with the requirements of its
marketing authorisation and the principles and guidelines of EC Good Manufacturing Practice and has been released by
Remedica’s designated Qualified Person. / Mu nigTeepaxyemo, U0 3a3HaYeHa cepis Gyna BUWOTOBIEHA, ynakosaHa Ta
BMNPODYBaHA BIZNOBIAHO A0 BUMOT A03BOMY Ha NPOAAX Ta NPUHUMIIB Ta BKA3IBOK HanexHo! BUPOOHUYO] npakTuky €C 1a Byna

BUNyweHa yNnoBHOBaXeHoK ocoboto Pemenika. .’7 tt ¥
| Signature: : \ -:,;\ L N ey e s ,P“{‘-L-.;-,,-AEL'-.
Name: Dr. Georgia-Christou QC Ma ”é'gﬁff‘?ff:{? SR N
(Qualified Person) Authorised Senigf Apatyst—{ + °
'Release Date: 06/03/2023 Test Date: 28/g2/2023 Y
T L T PR !

L .l!

j,f d as per the English version of the Ie%;jﬁ;c{z@gp{ﬁere{n and po ]
: Wi non-Lnglish text of which the signatory has no knowledge of = /

Sheglien, CaTRey, Tel.: +357 25553000, Fax: +357 25390192, Web: wwwremedica, gy .-/

Site address: Remedica Ltd, Aharnon Street, Limassol Industrial Estate, 3056 Limassol, Cyprus-Etc .. 7w
Mailing address: Remedica Ltd, P.0.Box 51706, 3508 Limassol, Cyprus-EU
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