il

NEPXKABHA CJIVIKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJTIO 3A HAPKOTHKAMH y m. KHEBI

npos. Hanii Ceitauunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Koa €EIPIIOY 37079055

BUCHOBOK
npo AKiCTL BBE3€HOro B Y KpaiHy JiikapcbKoro 3acody

11.10.2023 Ne 51565/23/26

KAIIEBICTA

(HaliMeHyBaHHS Nikapcbkoro 3acoby 3riHo 3 peccTpauifHUM NOCBIAYEHHAM)
Tab/eTKH, BKPHUTI IIiIBKOB01I0 000/10HK010, 0 500 Mr, o 10 Ta6nerok y Gaicrepi; no 12
OJricTepiB B navii 3 KAPTOHY

(dopma BunycKy, 103yBaHIig, BH/I NaKyBaHHA JiKapcbkoro 3acoGy)
Homep peectpauiiivoro nocsizsenns UA/17936/01/02 ctpok aii peectpauifinoro noceinuenns 17.02.2025
Cepis nixapcbkoro 3acoby Ne 108897 KinbkicTs BBe3eHoro nikapcskoro 3acoby 1000

Bupo6uux Pemenika JIta, Kinp

(HalimeHyBalia supoGHHKa AikapcbKkoro 3acoby, kpaiHa NOXOMKEHHS)

Bseseo B YkpaiHy TOBAPUCTBO 3 OBMEX>XEHOIO BIIAINOBILIAJIBHICTHO
"BYCT ®APMA", inenr. xon: 44107410

(HaiiMenyBanHs Ta koA 32 €JIPTIOY wopuan4Hoi ocobu abo npizsuiue, im's, no GaTtekosi (iznyHol
0coGH - mianpuemus, 1T Miclie NpoXHBaHHA Ta peecTpauifnui HoMep 06/1iKoBOT KapTKM NIaTHHKA
noaartkie aGo cepia Ta HOMep nacnopTa)

Iporokon Bisyansuoro konrtpoato sia 11.10.2023 N 3163/2.

3a pe3ynbTaTaMH EpKABHOTO KOHTPOJIO BCTaHOBJCHO, 1O Jikapcbkuit 3aci6 BeeseHo B VYkpainy 3
T-3aKOHOJABCTBA 1110/10 3abe3neueHHs AKOCTi JKapcbKHX 3acobiB.

”

Mukona XOJIOAEHKO

(nianue) (iniuianu Ta npizsuine)




FPCOA CAPECITABINE-VISTA 500 TABS-17

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

Remedica

UKRAINE

Name of product / Haszea npogykry

(strength, dosage form, package size and type /

[03yBaHHsA, nikapcebka chopma, po3mip i Tun
YNaKoBKM)

CAPEVISTA, film-coated tablets, 500 mg, N2120
(10x12) in blisters /| KAMEBICTA, Tabnetku, BKpuUTi
nniskoBor o6onoHkoto, no 500 mr, Ne120 (10x12) y 6nicTtepax

Active substance / Potency/ [liova pevosuHa/

BMICT Ailo40i pe4oBUHU

Capecitabine 500 mg/ Kaneuurabin 500 mr

Manufacturing country / kpaiha BupoGHuk

Cyprus / Kinp

MA number / Homep peecTpauiiiHOro noceig4eHHs

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

Code Ne/ Kog npoaykrty Ne

FO733TAS500

Batch number and number of packs / Homep cepii | 108897

Ta KinbKiCTb Navyok

2507 packs/ 2507 nayok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / lata Bupo6HuuTEa

19/04/2023

Expiry date / TepmiH npuaaTtHocTi

19/04/2026

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, Building 10 -
antineoplastic & immunomodulating products, Limassol, 3056, Cyprus /

PEMELIKA NTA, syn. AxapHoH, Jlimacon IHaactpian EcteiT, 6yaisnsa 10 -
NPOTUNYXNUHHI, iIMyHOMoZyniolodi npenapaty, Nlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BUpoBGHMYOT AinbHUL

REM10/2022/001, 029

TESTS/METHODS /
TECTU / METOOM

SPECIFICATIONS /
CNEUM®IKALIA

RESULTS/
PE3YNBTAT

Description / Onuc

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

Of approximate dimensions 17,1 mm x 8,1 mm /

TabneTku ceiTno-nepcukoBoro Konsopy, gosracrof
chopmu, BKpUTI NNIBKOBOIO 0BONOHKOIO, 3 TUCHEHHAM
«500» 3 ogHoro 6oky. Mpubnuati poamipu

17,1 Mmm x 8,1 mm

Conforms / Bignoeigae

Identification (IH) / |laeHTudikauis (CB)

- HPLC /BEPX

- IR /4 cnektpodpoTomeTpin

Rt corresponds to that of the standard / Rt
BiANOBiAaE piBHIO CTaHAAPTY

Spectra corresponds to that of the standard /
Cnekrtpa Bignosinae ctaHaapTy

Conforms / Bignogsigae

Conforms / Bignosinae

Identification of ferric oxides (IH) /
laenTudikauis okcuaie 3aniza (CB)

Blue colour appears / 3'aensetbcs GnakuTHWiA konip

Conforms / Bignosipnae

Identification of titanium dioxide (IH) /
lneHTudikauia TutaHy piokcuay (CB)

Yellow orange colour is produced / MposienaeTbecs
JKOBTYBATO-NOMapaH4eBuin kKonip

Conforms / Bignosigae

Uniformity of Mass (EP method 2.9.5) / < 2 units > AW % 5,0 % / He Binblue 2 oguHULL > None / XXogHoi
OpHopigHicTs macu (ED 2.9.5) cepeaHa maca +5,0%
and None > AW £ 10,0 % / XogHa oguHuus > None / XKogHoi
cepegHsa maca +10,0%
Disintegration (EP method 2.9.1) / < 30 min / He Ginbwe 30 XBUNKH 8 min/ 8 xe
PoanagaHnHsa (EP 2.9.1)
Water content (IH) [KF] / BmicT Bogu (CB) <3 % / He Ginbwe 3 % 1,3%
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FPCOA CAPECITABINE-VISTA 500 TABS-17

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

Remedica

UKRAINE

Name of product / Hazea npogykry

(strength, dosage form, package size and type /
[003yBaHHs, nikapcbka opma, poamip i Tun

YNaKoBKu)

CAPEVISTA, film-coated tablets, 500 mg, N2120
(10x12) in blisters / KAMEBICTA, TabneTku, BKpUTi
nniskoBoto o6onoxkoto, no 500 mr, N2120 (10x12) y 6nicTepax

Active substance / Potency/ [litova pevosuHa/

BMICT AjH0401 pe4oBUHN

Capecitabine 500 mg/ Kaneuurabin 500 mr

Manufacturing country / kpaiia BUpo6HUK

Cyprus / Kinp

MA number / Homep peecTpauiiiHOro noceig4eHHs

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

Code Ne/ Koa npoaykTy Ne

FO733TAS500

Batch number and number of packs / Homep cepii

Ta KinbKicTe Navyok

108897
2507 packs/ 2507 na4ok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / [lata eupobuuurea

19/04/2023

Expiry date / Tepmid npugatHocTi

19/04/2026

Name, address / Haaea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, Building 10 -
antineoplastic & immunomodulating products, Limassol, 3056, Cyprus /

PEMELIKA NTA, syn. AxapHoH, Jlimacon IhgacTpian Ecrent, 6yaiena 10 -
NpOTUNYXIUHHI, iMyHOMOoAyniotodi npenapartu, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BupobHW4OT ginbHUUi

REM10/2022/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW / METOQU CNELUNDIKALIA PE3YIILTAT
Related substances (IH) [HPLC]/
CynyTHi Jomiwku (CB):
- Capecitabine related compound A / £0,3% 0,04 %
CynyTHs aomiwka A
- Capecitabine related compound B / =03% < LOQ/ < Mexi kinbKicHor
CynyTHA fomiwka B
- Capecitabine related compound C / £03% < LOQ/ < Mexi kinbkicHor
CynyTHs pomiwka C
- Any individual unknown impurity / 0,10 % < LOQ/ < Mexi KinbkicHor
IHaWBiAyanbHa HeBU3Ha4YeHa AoMmillika
- Total impurities / 3aransHa cyma =15% 0,04 %
LOMILLIOK
Dissolution (IH) [HPLC] / Po3unHeHHs (Q) = 80 % in 30 minutes / He meHwe 80% (Q) 3a 93,0 %
(CB) 30 xBunuH

Uniformity of dosage units (EP method
2.9.40) / OpgHopigHicTb AO30BaHWUX
oauHuub (ED 2.9.40)

The acceptance value of the first 10 dosage units
is less than or equal to L1 per cent. If the
acceptance value is greater than L1, test the next
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. L1is 15,0 and L2 is 25,0 / MpuitmanbHe
yucno nepwmx 10 fo3oBaHux oanHULE MeHLwe abo
popisHioe L1 BigcoTkie. AKWO npuiimanbHe Yyucno
Ginblwe L1 BigcoTkie, nepesipsaioTe HacTynHi 20
[030BaHUX OAMHWL | PO3PaxOBYIOTE 3HAYEHHS
npuimanbHoro Yucna. Bumorn AoTpumaHi, AKWo
OCTaTOYHE 3HAYEHHA NpuiMansHoro Yyucna ans 30
[030BaHuX ognHuLe meHwe abo popieHioe L1
BIACOTKIB i XOA€eH iHAUBIAYanbHWIA BMICT y
[030BaHin oguHuli He mae ByTn meHwe Hix (1- L2
x 0,01) i He Binbwe 3a (1+ L2x0,01) M. L1
popiexioe 15,01 L2-25,0

4.6 % (on 10 units) /

4.6 % (Ha 10 oguup)
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FPCOA CAPECITABINE-VISTA 500 TABS-17

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCTI

Remedica

UKRAINE

Name of product / Haasa npoaykry

(strength, dosage form, package size and type /
[03yBaHHA, Nnikapceka dopmMa, po3mip i Tun
ynaKkoBKu)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMEBICTA, TabneTku, BKpuTi
nniBkoBow oGonoHkot, no 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ [litoya peyoeuna/
BMICT Ail040l PEHOBUHU

Capecitabine 500 mg/ Kaneuutabin 500 mr

Manufacturing country / kpaiHa BUpoGHuMK

Cyprus / Kinp

MA number / Homep peecTpauiiiHoro noceig4eHHs

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

Code Ne/ Kog npoaykty Ne FO733TA500

Batch number and number of packs / Homep cepii | 108897

Ta KiNbKiCTb Navok 2507 packs/ 2507 navok

Batch size / Poamip cepif 480 000 tablets / 480 000 TabneTok
Date of manufacture / [lata BupobHuuTBa 19/04/2023

Expiry date / Tepmid npugaTtHocTi 19/04/2026

Name, address / Ha3ea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, Building 10 -
antineoplastic & immunomodulating products, Limassol, 3056, Cyprus /

PEMEAIKA NTA, Byn. AxapxoH, Jlimacon Inaactpian Ecteiit, Byaiens 10-
NpOTUNYXNWHHI, iMyHoMoayniotodi npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueH3ii BupoBHW4OT AinbHUUI

REM10/2022/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU / METOOMU CMEUUDIKALIA PE3YNbTAT
Assay (IH) [HPLC] / KinbkicHe suaHaueHHa (CB) 95,0 % - 105,0 % 978 %
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) /
MikpobionoriyHe gocnigxeHnuna (E® Metog:
rnasa 2.6.12 - 2.6.13) (KoxHa 5-a napTisa 3a
YMOBW nepiofy 4Yacy Big nonepeaHbo
BunpoByeaHoi napTil Ta HoBOT NapTii He
6insLue 6 micsauis)
- Total aerobic microbial count / 3aransHa 10° cfu/g (max’. acceptable count = 2000) / Not Applied
KinbkicTb aepobHux mikpobis KH;bﬁxlig::u:ez;gO)KYOfr (makc. npuiHATHA He I"IpOB(-),D,HJ'IOCb
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3aranbHa kinbKicTb kombBiHoBaHux apixaxie / | He Ginbwe 10? KYO/r (Makc. npuiHaTHA He npoBogunock
ysini Kinbkictb=200) :
- Escherichia coli Absent/g / BigcyTHs/r Not Applied
He npoBogunocb

EP: EP 11" Edition /EBponeiicbka ®apmakones: €O 11 BugaHHa
IH: In House Method No.: MTH-0326B, MTH-0218 and MTH-0355 / Cneuudikauis sBupo6Huka: CB Metog Ne: MTH-0326B,

MTH-0218 Ta MTH-0355

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 niatsepaxyemo, Lo 3a3HayeHa cepis byna BurotoeneHa, ynakosaHa 1a
sunpobyeaHa signoBigHo A0 BUMOr 403BONY Ha NPoAaxX Ta NPUHLMNIB Ta BKasiBok HanexHo! BupobHu4oi npaktuku EC T1a byna

BUMNyLLIEHa YNoBHOBaXkeHol ocoboio Pemepika.

Signature: _CAc o o C‘LL&C&\;\‘

Name: Dr‘.\Gxémgé Christou
(Qualified Person)
Release Date: 24/05/2023

S~
; -——
~ " QC Manager or

Authorised Senior Analyst

Test Date: 28/04/2023

This certificate has been completed, verified and signed as per the English version of the text included herein and no
representations are made as to the accuracy of the non-English text of which the signatory has no knowledge of.

Remedica Ltd, E-mail:info@remedica.com.cy, Tel.: +357 25553000, Fax: +357 25390192, Web: www.remedica.eu
Site address: Remedica Ltd, Aharnon Street, Limassol Industrial Estate, 3056 Limassol, Cyprus-EU
Mailing address: Remedica Ltd, P.O.Box 51706, 3508 Limassol, Cyprus-EU
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