FPCOA CAPECITABINE-VISTA 500 TABS-16A

GERTIFICATE OF ANALYSIS/ cEPTleAT AKOCTI

Remedica

UKRAINE

Name of product / Hassa npogykry

(strength, dosage form, package size and type /
AosysanHs, nikapcbka hopma, posmip | n
yriaKoeku)

s

CAPEVISTA, film-coated tablets, 500 mg,jﬂ
(10x12) in blisters | KATIEBICTA, Tabnerky,

nniBkoBOI 060N0HKOD, 1o 500 Mr, Ne120 (10x12) y 6nicrepax

2120
BKPUTI

Active substance / Potency/ [liloua pevosnHal
amicT Ailoyol pevosnHi

Capecitabine 500 mg/ Kaneumaﬁin 500 mr

Manufacturmgcqunt_ry / KpaiHa BUPOBHUK

Cyprus / Kinp

MA number / Homep pescTpauiiiore nocaiauets

UA/17936/01/02, valid till 17.02,2025 /
UA/7836/01/02, aie no 17.02.2025

_Code Ne/ Kog npoaykry Na FO733TAS500
Batch number and number of packs / Homep cepﬁ 101391
Ta KiftbriCTh NavoK 2000 packs/ 2000 navox - :
Batch size / Poamm cepii. 480 000 tablets / 480 000 'ra6ne'rox
Date of manufacture / Jata BUpoSHuLTE 0412022
Expiry date { Tepmid npuaaTHOCTI 04/2025

| Name, address / Hasea, appeca

: imyHomoayrioui npenapat, Jlimacon, 3058, Kinp

REMEDICA LTD, Ahamon Street, Limassol Indut
hormones &  corticosteroids,  building

trial Estate, building 5-
10-antineoplastic &

Immunomodulating agents, Limassol, 3056, Cyprup /

rOpMOHU  Ta  KopTukocTepolan,  Byaisn,

| PEMEAIKA NIITA, syn. AxaptoH, Nimacon lupacrplan Ecrelir, 6yaisna 5-
10-npoTURYXNUHHI,

GMP certificate, license number of manufacturmg
site / GMP, Homep nitiensit BUpoGHMYOT AinbHULI

REM 6&10/2019/001, 029

TESTSIMETHODS /
TECTU | METOAM

SPECIFICATIONS /
CNELIM®IKALIIA

RESULTS /
PE3YIBLTAT

Description / Onuc

Light peach, oval, film-coated tablets embossed with | Cpnforms / Binnosinae
500" on one side.

Of approximate dimensions 17,1 mm x 8,1 mm/
Tabnetku, axpwﬂ NNIBKOBOID 0GONOHKOIO, OBANLHOT
chopmu, CAITIO-NEePCUKOBOrO KOMbOPY, 3
rpasitoBanHsaM «500» 3 oaHoro Boky. npm6nu3m

| poamipn 17,1 mm x 8,1 mm

Identification (IH) / Tnentuchikadlist (CB)

- HPLC /BEPX

« IR/ M enexTpodoTomeTpist

Rt corresponds to that of the standard / Rt
sianosigas pisHio cranaapty

Spectra corresponds to that of the standard /
Cnexrpa Bignoslpae cravnapry

0. 0

onforms / Blanosisae

pnforms / Bignosigae

Identification of ferric oxides (IH)/
lneHTudikauin okeugie sanisa (CB)

Blue colour appears / 3'ssnseThcn BrakvrHuiA konip | Cpnforms / Bianosinae

identification of titaniui’n dioxide (IH)/
Inenrudbikanis Turany plokcuay (CB)

Yellow orange colour is produced / [posBnaeTsca
XOBTYBATO-NOMapaH4eBNA Konip

‘—Cvrnforms I Bignosinae

Uniformity of Mass (EP method 2.9.5) /
OgHopiguicTs Macy (€ 2.9.5)

<2 units > AW + 5,0 % / He Ginblue 2 oAuHnLe >
cepepHs maca £5,0%

Ntne 1 WonHof
> AW & 10,0:% / XoaHa ogunHuLs > Noone / WogHot

and None
: : cepests maca £10,0%
Disintegration (EP method 2.9.1) / < 30 min / He GinbLue 30 XBUAWUH 8|min /8 xa
Posnapants (€9 2.9.1) »
Water content (IH) [KF] / Bmict Boau (CB) | s 3 %/ He binbwe 3 % 1_ 2%
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FPCOA CAPECITABINE-VISTA 500 TABS-16A

CERTIFICATE OF ANALYSIS! CEPTUDIKAT HKOCTI

s

Remedica

UKRAINE

Name of product/ Haaaa nponyxry

(strength, dcsage form, package size and type /
A03YBAHHA, Nikapchka dopma, poamip i Tun

YIaKoBkw) -

CAPEVISTA, film-coated tablets, 500 mg,
{10x12) in blistersl KAMEBICTA, rabneTkp, skpuri
nniskoBow oGonownkol, no 500 mr, Ne12¢

N2120

{10x12) y 6nicrepax

Active substance / Potency/ Lioya peuosunal

smicT plloyol peyosuru

Capecitabine 500 mg/ Kaneuura6in 500 mr

Manufacturing country / kpaiHa supoBHuK

Cyprus / Kinp

MA number / Homep peecTpauifnHoro noceigueHHs

UAIM7936/01/02, valid till 17 02,2025/
- UAI7938/01/02, pie 1O 17 02,2025

Code Ne/ Koa npopykry Na FO733TA500
Batch number and number of packs / Homep cepit | 101391
“Ta KinsKicTe nadok 2000 packs/ 2000 niavok
Batch size / Posmip cepii 480 000 tablets / 480 000 TabrieTok
Date of manufacture / Jata BUpoBHULTEA 04/2022
| 04/2025

Exp!ry date / Tepmin npugaTtHocet!

Name, address / Hassa, agpeca

hormones &  corticosteroids,

FOPMOHU  Ta  KOpTUKOGTEPOIAW,

REMEDICA LTD, Ahamon Street Limassol Ind
building

‘immunomodulating agents, Limassol, 3056, Cypr
PEMEQLIKA NTA, syn. Axaphow, Nivacon Iugactpian Ecreir, Gyaisns 5-
Oynisns
imyHomoaysiolodl npenapary, Jlimacon, 3056, Kinp

10-antineoplastic &

]:strial Estate, building 5-
s/

10-NpoOTUNYXNUHHI,

GMP certificate, license number of manufacturing
site / GMP, HoMep nitlensii supoBHudol AinsHULY

, 'REM 5&10/2019/001, 029

TESTS/METHODS / : SPECIFICATIONS I RESULTS /
TECTU I METOON CHEUVODIKALISA PE3YINBTAT
Related substances (IH) [HPLC]/ ‘
CynyrHl )ilowmxn CB):
- Capecitabine related compound Al s03% - 0,05|%
CynyTHs gomiluka A
-~ Capecitabine related compound B / £038% < LQQ/ <« Mexd kinsricuor
Cynytua gomiwka B : :
= Capecitabine related compound € / 503% < LAD/ < mexi BusisnenHs
CynyTHs gomitika C
- Any individual unknown impurity / 250,10% < LQQ/ < Mexi KinskicHor
lHguslayansHa HesusHaveHa AoMillika
- Total impurities / BaraneHa cyma £185% : 0.05(%
AOMILLIOK : :
Dissolution (IH) [HPLC]/ PoausHenns (Q) = 80 % in 30 minutes / He menwe 80% (Q) sa | 93,2|%
(CB) 30 xeunud
Uniformity of dosage units (EP method | The acceptance value of the first 10 dosage units 38 zo (on 10 units) /
2.9:40) / OAHOPIBHICTL A030BAHUX is less than or equal to L1 per cent. {f the 3,6 % (Ha 10 opnue)

ORUHULL (ED 2.9.40)

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-L.2 x 0,01)M or more than (1+ L2 x
‘0 LO1)M. L1 Is 15,0 and L2 is 25,0 / INpuitmansxe

| 4ueno nepuinx 10 A030BaHUX OAMHULIL MEHLIG abo

nopistwe L1 sigcorkie. qum npunManbHe Yueno
Binewe L1 sigcoTkis, nepesipsioTs HacTynHi 20
£A030BaHNY OAUHULIL | POIPAXOBYIOTL SHAYSHHS
npuiiManbHoro Yuena, BuMory A0TPUMEHI, SKWO
OCTaTOUHE SHAYEHHA NpuAMansHero Yucna ans 30
[OSORAaHUX oAnHNLEL MeHue abo fopisHioe L1
BigcoTis { woaeH iHpuBinyansHul BMicT y
L030BaHIN opvauLl He Mae Byry meHwe Hix (1- L2
x:0,01) i He Binbwe 3a (1+ L2x0,01) M. L1

gopistioe 15,01 £2-250
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FRCOA CAPECITABINE-VISTA 500 TABS-16A S e R

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCT

emedica

5 _ UKRAINE
‘Name of product / Hassa npoaykr s : - :

(strength, dosage form..packgggysizg and type { CAPEV!? TA’ film-coated tablets, 500 mgj Ne120 .

R0SyBaHHS, nikapobka thopMa, poswip | T | (10x12) in blisters / KAMNEBICTA, Tabneriu, BKpUTI

ynakoska) : : nniskosoio 060M10HKo0, 1O 500 mr, Ne120 (10x12) y Gnicrepax
Active subs ' iloua pevo :

e ;mq;fg:%s:ifmw Hiioua peuoazaﬁa/ : Capecitabine 500 mg/ Kaneuura6in 500 mr

Manufacturing country / kpaita ampoﬁﬁm Cyprus / Kinp

UA/17936/01/02, valid till 17.02,2025 /
UA/7936/01/02, nle rio 17.02.2025

MA number / Homep peecrpayiiiHoro nocaiguenns

Code No/ Kog npogykry No L FO733TAB00 .
Batch number and number of packs / Howmep cepii | 101391 :
Ta KiNbKICTL NAaYoK : 2000 packs/ 2000 navok
Batch size / Poamip cepii 480 000 tablets /480 000 rabnerok
Date of manufacture / lata BupoGHuLTea 04/2022
Expiry date / Tepmin npuparHocyi 04/2025

hormones &  corticosteroids,  building
Name, address / Hassa, anpeca

TOPMOHU Ta KopTukocTepoian, Gyalans
iMyHOMoAYHoloY NpenapaTty, Tlimacon, 3056, Kirjp

REMEDICA LTD, ‘Aharnbn Street, Limassol Industrial Estate, building 5-

immunomodulating agents, Limassol, 3056, Cyprus [ -
PEMELIKA NIT, syn. AxapHoH, Jlimacon Igacrpian Ecteitr, Gypisns 5-

10-antineoplastic &

10-npoTUNYXnnHHI,

GMP certificate, license number of manufacturing

site / GMP, Homep nitiensit BupoBruyol ginsHuu REM G&10/2010/001, 028

TESTSIMETHODS / SPECIFICATIONS / RESULTS /
TECTW I METOOU CHEUNDIKALIA PE3YJ/ILTAT
Assay (IH) [HPLC] / KinbKicHe BUSHAUEHHS (CB) .| 950%-1050% 98,9 %
Microbiological Examination o ' : ;
(EP method: chapler 2.6.12 — 2.6.13)
(Every 8" batch, provided the time period
from the previously tested batch and the new
batch 18 no longer than 6 months) /
Mikpobignoriure pocniokents (€0 Meron;
rnamsa 2.6,12 - 2,6.13) (KoxHa 5-a naptia 3a
YMOBU Nepioay Hacy Bif nonepesiHso
sunpoBysaHoi napTii Ta HoBOY napTil He
Binble 6 micsiuis)
- Total aerobic microbial count/ 3araneHa 108 cfulg (max. acceptable count = 2000) / Nt Applied
KinbkicTe aepobHix Mikpobis He 6Ginuue 10° KYO/r (make, npuiinsiTia ;
i : KiNbKiCTE=2000) Henp o.ac?p,mnocs

- Total combined yeasts/moulds count / 102 cfuly (max. acceptable count = 200) / Not Applied
SaransHa KinbKicTs komBiHosarux apbkaxia / | He Ginbiwe 102 KYO/r (Make. npuithsitHa He nposogunock
gele - o . KinbkicTe=200) ‘ v Not Applied

Escherichia coli Absent/g / BipcyTHalr Hé naoBoAMOCs
EP: EP 10" Edition /€Bponeticuka Qapmakonen: 6® 10 Buaanna

IH: In House Method No.: MTH-0326B-5, MTH-0218-2 and MTH-0355:0 / Cneundikauis aupobHuka: CB MeTog|Ne: MTH-03268-5, MTH-

0218-2 T8 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 Heen released by
Remedica's designated Qualified Person. / Mu ninTeepaxyeMo, Wo sasHauena cepis 6yna BuroTosneud, ynakosaxa Ta
BunpobysaHa BIANOBIAHO A0 BUMOT [O3BONY Ha NPOAANK Ta NPUHLMNIE Ta BKASIBOK HANEXHO! BYPOBHUUAY npakruk €C 1a Byna

sUnyLieHa ynosHoaxeHalo ocoboi Pemenika.: /

Signature: 2, = (1

Name:  Dr. G rg?a‘ ristou : Qc Ex%?ge\:’“
(Qualified Person) Authorised Senior Analyst

Released on . 24/06/2022 Test Date: 06’05/20: 2

This certificate has been“complelea’, verified and signed as per the English version of the text ir_zc]uded herein and ho

~ representations are made as to the accuracy of the non-English text of which the signatory has

no knowledge of.

Remedica Ltd, E-mailinfo@remedica.com.cy, Tel.: +357 25553000, Fax; +357 25390192, Web: www.rerhedica.eu

Site address: Remedica Ltd, Aharnon Street; Limassol Industrial Estate, 3056 Limassol, Cyprus-EY
- Mailing address: Remedica Ltd, P,O.Box 51706, 3508 Limassel, Cyprus-EU
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AEPXKJHKCITYXBA
AEP>KABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By.N. bepesnsaxkisceka, 29, Kuis, 02098, ren. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon € IPTTIOY 37079055

BUCHOBOK
NMpo AKICTL BBe3eHOro B YKpaiuy JlikapcbKoro 3acody
04.11.2022 Ne 47322/22/26
KAIEBICTA

(nafimenyRrarug nikapcbkoro 3acoQy 3rifHO 3 peecTpallifiHum NOCBIYEHHAM)
TabneTKn, BKPHTI IJ1iBKOBOI0 000.10HK010, 110 S00 Mr no 10 Ta6aerok y baicrepi; no 12
faicrepiB B mavili 3 KApTOHY

((popma BHNyCKY. 103y BaHHA, BUI 1AKYBaHHA 1iKAPCLKOTO 3aC08y)
Homep peecrpauiiitoro nocsinuenns UA/17936/01/02 crpok aii peectpauiitioro nocsinuenns 17.02.2025
Cepia nikapcekoro 3acofy Ne 103854 KinekicTs BBE3€HOIrO Nikapeskoro 3acoby 2650

Bupo6Huk Pemenika Jltn, Kinp

{HaBMeHy BaHHA BUPOOHHKA JiKAPChKoro 3aco0y. kpaiHa MOXOAMHCHHS )

Beeseno B Yipainy TOBAPUCTBO 3 OBMEXKEHOIO BIIINTOBIJIAJIBHICTHO
"BYCT MAPMA", inent. kon: 44107410

(Halimenynanns Ta kot 3a €JIPTIOY opuananoi ocobu abo npizauie, iM'a, no 6aTbkosi
(iznunoil 0coBH - nianpuemus, i Micue NpoxkHBaHts Ta peectpauiiiuil Homep obiikonoi
KapTKH njaTHWKa nojarkis abo cepis Ta Homep nacnopra)

3a pe3synbTaTaMM EPKABHOTMO KOHTPOJIO BCTAHOBAEHO, WO Jikapcbkuit 3aci6 Beeseno B YKpainy 3
BHMOT 3aKOHOABCTBA W00 3a0e3reteHHa SKOCTI JliKapebKkux 3acobis.

/ Muxkona XOJIOOEHKO

= i . .
b KOHTPOIIO) (nianuc) (iHinianu Ta npi3sduLe)



FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCTI

UKRAINE

Name of product / Hazea nponykry

(strength, dosage form, package size and type /
[03yBaHHA, nikapcbka dopma, posmip i Tvn
YNaKoBKM)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMEBICTA, TabneTku, BKpuTi
nniekoBor 060noHKow, no 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ Jitoua pevuosuHa/
BMICT Ai0M0T pEYOBUHM

Capecitabine 500 mg/ KaneuuTtabid 500 mr

Manufacturing country / kpaiHa BupoBHWK

Cyprus / Kinp

MA number / Homep peecTpauiiiHOro noceig4yeHHs

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

Code No/ Kop npopykTy Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KiNbKICTE Na4oK

103854
2650 packs/ 26850 navok

Batch size / Posmip cepii

480 000 tablets f 480 000 TabneTok

Date of manufacture / Jara supabHuurea

08/2022

Expiry date / TepmiH npuaaTtHocTi

08/2025

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMELIKA NTA, syn. AxapHoH, Jlimacon |Hpactpian EcteiT, Byniena 5-
rOpMOHN Ta KOpPTUKOCTEPQIAN, Byniens 10-npoTrUnyxnuHHI,
iMyHomopyriowodi npenaparw, llimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, HoMep niueHsiT BupobHUYOT AinsHUL

REM 5&10/2019/001, 029

TESTS/METHODS /
TECTW/ METOOWN

SPECIFICATIONS /
CNEUWPIKALIA

RESULTS /
PE3YNbTAT

Description / Onuc

Light peach, oval, film-coated tablets embossed with
“500" on one side.

Of approximate dimensions 17,1 mm x 8,1 mm /
TabneTkn, BKpUTI NNIBKOBOK 0BONOHKOK, OBaNEHOI
chopmMu, CBITNO-NEPCUKOBOro KOMbOpPY, 3
rpasitoBaHHAM «500» 3 ogHoro Goky. MpuGnuaHi
posmipu 17,1 MM x 8,1 Mm

Conforms / Bignosipae

Identification (IH) / |laeHTudikauis (CB)

- HPLC/BEPX

- IR / M cnekrpodoTameTpia

Rt corresponds to that of the standard / Rt
BignoBigae piHI0 CTaHaapTy

Spectra corresponds to that of the standard /
CnekTpa BinnoBsigae ctaHaapTy

Conforms / Bignosigae

Conforms / Bignoeigae

Identification of ferric oxides (IH) /
lnenmudbikauin okcuaie 3anisa (CB)

Blue colour appears / 3'sapnsetbes GnakuTHWiA konip

Conforms / Bianoeinae

Identification of titanium dioxide (IH) /
IneHTUdbixauis Tutany aiokcuay (CB)

Yellow orange colour is produced / MNposiBNseTLCH
JOBTYBATO-NOMapaHyeBui Konip

Conforms / Bignoeigae

Uniformity of Mass (EP method 2.9.5) / < 2 units > AW + 5,0 % / He Ginblue 2 oguHULG > None / XogHoi
OpHopigHicTs macu (E® 2.9.5) cepegHa maca £5,0%
and None > AW + 10,0 % / XoaHa oguHuus > None / »Koawnot
cepeaHs maca +10,0%
Disintegration (EP method 2.9.1) / < 30 min / He Binbwe 30 xBUnNuH 10 min /10 xe
PoanapgaHus (€ 2.9.1)
Water content (IH) [KF] / Bmict sogu (CB) =23 % / He Binbwe 3 % 1.0 %

Page 1 of 3




FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE

Name of product / Hasea npogykry

(strength, dosage form, package size and type /
[03yBaHHA, Nnikapcbka opMa, poamip i Tun
YaKoBKKY)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMEBICTA, TabneTtku, BKpUTi
nniekoBol obonoHkoto, no 500 mr, N2120 (10x12) y bnicTepax

Active substance / Potency/ [liloua pevosura/
BMICT Aito40l peYoBUHNW

Capecitabine 500 mg/ Kanevuurabid 500 mr

Manufacturing country / kpaita BUpoBHUMK

Cyprus / Kinp

MA number / Homep peecTpaujitHoro noceigveHHs

UA/17936/01/02, valid till 17.02.2025 /
UA/17936/01/02, pie no 17.02.2025

Code Ne/ Kog npoaykty Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KiNbKICTb Na4oK

103854
2650 packs/ 2650 nauok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / [lata BupoBHMUTBA

08/2022

Expiry date / TepMiH npuaaTHoCTI

08/2025

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMEQLIKA NT[, Byn. AxapHoH, Jlimacon Ingactpian Ectent, 6yaisns 5-
TOPMOHK Ta KopTUKOCTEpoian, Oyaisns 10-NpoTUNYXIWHHI,
iMmyHomoayniotodi npenapaty, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BUpoBHWMOT AinbHMLI

REM 5&10/2019/001, 029

TESTS/METHODS /
TECTWU/ METOON

SPECIFICATIONS /
CMNEUNDIKALIA

RESULTS /
PE3YJIbTAT

Related substances (IH) [HPLC]/
CynyTHi Jomiwku (CB):

- Capecitabine related compound A / <03% 0,05 %
CynyTHA gomiwika A

- Capecitabine related compound B / <03% < LOQ/ < Mexi KinbkicHor
CynyTHs gomiwka B

- Capecitabine related compound C / =03% < LOD/ < mexi BUABNEHHS
CynyTHs gomiwka C

- Any individual unknown impurity / 0,10 % < LOQ/ < Mexi KinbKicHOr
lHoMBigyansHa HeEBWU3HaYeHa OMilLKa

- Total impurities / 3aranbHa cyma £15% 0,05 %
[OMILLOK

Dissolution (IH) [HPLC]/ PosunHerHs {Q) = 80 % in 30 minutes / He meHwwe 80% (Q) 3a 94,3 %

(CB) 30 XeunuH

Uniformity of dosage units (EP method
2.9.40) / OpHopigHICTE A030BaHMX
oauHWUb (EP 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. L1 is 15,0 and L2 is 25,0 / MNpuiAmMansHe
yucno nepwmx 10 fo30BaHKMX 0AVHMLE MeHLe abo
popieHioe L1 eigcoTkis. AkwWo npuiimansHe yueno
Ginbwe L1 sigcoTkis, nepesipaloTb HacTynHi 20
JAO30BaHWUX OAMHWUb | PO3Pax0BYIOTb 3HAYEHHS
npuiaMansHoro Yucna. Bumory aoTpumadi, AKWO
OocTaToMHE 3HaYeHHs NpuAMansHoro Yucna ans 30
[A030BaHWMX 0aMHULb MeHLwe abo gopieHioe L1
BiACOTKIB | soAeH inanBeigyantHWil BMICT Y
[030BaHIN oguHULI He Mae ByTn meHwe Hix (1- L2
x 0,01) i He BinbLue 3a (1+ L2x0,01) M. L1
popieHioe 15,01 L2-250

2,8 % (on 10 units) /
2,8 % (Ha 10 oguuk)
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FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE

Name of product / Hazea npogykry

(strength, dosage form, package size and type /
A03yBaHHA, Nikapceka hopma, poamip i Tun
YNaKoBKM)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMNEBICTA, Tabnetku, BKpUTI
nniskoBoK 060MoHKo0, No 500 mr, Ne120 (10x12) y 6nicTepax

Active substance / Potency/ Hilouwa pedosuxa/
BMICT BiK040T pEYOBWHU

Capecitabine 500 mg/ KaneuuTabin 500 mr

Manufacturing country / kpaiHa supoBHUK

Cyprus / Kinp

MA number / Homep peecTpauiiiHoro nocBif4eHHA

UA/17936/01/02, valid fill 17.02.2025 /
UA/17936/01/02, gie po 17.02.2025

Code Ne/ Kog npogykty Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KiNbKiCTb madvok

103854
2650 packs/ 2650 nayok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / [lata BupobHuLTEa

08/2022

Expiry date / TepmiH npugaTHoCTI

08/2025

Name, address / Hassa, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMEZOIKA NTH, Byn. AxapHoH, Jlimacon IHgacTpian EcteiT, bynisns 5-
rOpMOHN Ta KOpPTUKOCTEPOIaX, Byaisnst 10-nNpOTUNYXTUHHI,
imyHomogyniotodi npenapath, llimacon, 30586, Kinp

GMP certificate, license number of manufacturing
site / GMP, HomMep niueHsil BUpoBHUYOT AinsHUL

REM 5&10/2019/001, 029

TESTS/METHODS f SPECIFICATIONS RESULTS/
TECTW / METOOU CMNEUUDIKALIA PE3YNLTAT
Assay (IH) [HPLC] / KinekicHe BuanauerHs (CB) 95,0 % - 105,0 % 98,7 %
Microbioclogical 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 gocnimkenHs (€ MeTog;
rnaea 2.6.12 - 2.6.13) (KoxHa 5-a naprtisa 3a
YMOBM NepioAy Yacy Big nonepeaHbo
BunpobyeaHoi napTii Ta Hosoi NapTii He
Binble 6 micauis)
- Total aerobic microbial count / 3aransHa 10? cfu/g (max. acceptable count = 2000) / Not Applied
KinsKicTe aepobHmx Mikpobie He Ginbwe 10° KYO/r (makc. npuidHATHA He nposoaunock
Kinbkictb=2000) :
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3arankHa kinbKicTe koMmGiHoBaHWX Apixaxie / | He Binewe 102 KYO/r (Makc. npuiiHaTHA He npoBoaunock
usini KinbKicTb=200) :
- Escherichia coli Absent/g / BincyHsir Mtk pplied
He npoBoaunocb

EP: EP 10" Edition /€Bponeickka Papmakones: €P 10 BugaHHa
IH: In House Method No.: MTH-0326B-5, MTH-0218-2 and MTH-0355-0 / Cneyudikauia BupoGHuka: CB MeToa 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 nigTeepaxyemMo, Lo 3a3HayeHa cepia Byna BuroToBneHa, ynakosaHa 1a

BunpobyeaHa BiANOBIAHO 40 BUMOT A03BONY HA NPOAAX Ta NPUHLMMIE T BKA3iBOK HANEXHOT BUP

BUNyLWweHa YNOBHOBaXeHOo ocoboto Pemeqika.

Signature: Q{ififg g:s!“_ﬁk;-—_\
Name: Dr. Gg gia-CGhristou

(Qualified Person)
Released on : 03/10/2022

HW40oi NpakTukn €C Ta 6yna

Qc Meﬁé\—g&r

Authorised Senior Analyst

Test Date: 01/09/2022

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.: 4357 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.0.Box 51706, 3508 Limassol, Cyprus-EU
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JEPXUIIKCITYXXBA
AEPKABHA CJIYKBA 3 JIIKAPCHBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

By.1. bepe3nakisebka, 29, Kuis, 02098, ten. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https:/www.dls.gov.ua, Koa €ZAPI1OY 37079055

BUCHOBOK
Nnpo sIKiCTh BBE3eHOro B YKpaiHy JikapcbKoro 3acoly
04.11.2022 Ne 47323/22/26
KAIIEBICTA

(naliMenyBaHna nikapchkoro 3aco0y Irizno 3 pecerpaiitium NOCBiAYCHHAM)
TabJeTKH, BKPHTI NAIBKOBO10 006010HK010, 10 500 mr mo 10 Tabaerox y daicrepi; no 12
GJricTepiB B nauui 3 KAPTOHY

(popma BunycKky, 103yBaHHA, BHI NAKyBalns fikapcskoro 3acoby)

Homep peectpauiiinoro nocginuenns UA/17936/01/02 crpok aii peecrpauiiinoro nocsiauenns 17.02.2025

Cepis nikapcbkoro 3aco6y Ne 103855 KinbkicTs BBe3eHOro nikapcskoro 3acoby 1130
BupoGHuk Pemenixa JIta, Kinp

(HafMey Banis BUpoBHUKA J1iKapehkoro 3acofy. Kpaila NOXOLKEHNs)
Beeseno B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIAINIOBIAAJIBHICTHO

"BYCT MAPMA", inenr. xon: 44107410

(naimenysanns Ta ko 3a CIAPTIOY opuanunoi ocoGu abo npizsuie, iM'a, o arbkonsi
(hizuuHoi 0coOH - niANpUEMLE, 1T MiCLE NPOKHBAHNA Ta peccTpauiiunit Homep oBaikosol
KapTKH NJaTHAKA nojarTkis abo cepis Ta Homep nacnopra)

3a pesyjbTatamud JIEPKABHOIMO KOHTPOMIO BCTAHOBAEHO, WO Jikapcbkuil 3aci6 BeeseHo B VYkpaiHy 3
AOTPHMAHHSAM BHMOr 3aKOHOAABCTRA 110210 3a6€3NeYEHHA AKOCTI NiKapChKux 3acobis.

%’ ]
Muxkona XOJIOJIEHKO

.rr:uo) (nianme) (iniwianm Ta npissuie)




FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCTI

UKRAINE

Name of product / Hasea npoaykry

(strength, dosage form, package size and type /
[03yBaHHA, nikapcbka popma, po3mip i Tun
ynakoBku)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMEBICTA, TabneTku, BKpMTi
nniekoBow o6onoHkow, no 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ [liioua peyosuHa/
BMICT Ail040T pe4OBUHN

Capecitabine 500 mg/ Kaneuurabin 500 mr

Manufacturing country / kpaixa Bupo6HuK

Cyprus / Kinp

MA number / Homep peecTpaLiiiHOro Noceig4eHHs

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

Code N¢/ Koa npogykty Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KiNbKIiCTb Na4oK

103855
1130 packs/ 1130 navok

Batch size / Poamip cepii

480 000 tablets / 480 000 Tabnetok

Date of manufacture / [lata Bupo6HuuTea

08/2022

Expiry date / Tepmin npuaartHocTi

08/2025

Name, address / Ha3sea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMEJIKA NTA, syn. AxapHoH, Jlimacon Ihaactpian Ecteiit, 6yaisns 5-

roOpMOHHM Ta KOpTUKOCTEpOoign,

byaiena
imyHomoayntoioyi npenapatu, Jlimacon, 3056, Kinp

10-NpOTUNYXINHHI,

GMP certificate, license number of manufacturing
site / GMP, Homep niueH3il BupoBHuYoT AinbHUUI

REM 5&10/2019/001, 029

TESTS/METHODS /
TECTWU / METOOW

SPECIFICATIONS /
CMNELUNDIKALIA

RESULTS /
PE3YIbTAT

Description / Onuc

Light peach, oval, film-coated tablets embossed with
“500" on one side.

Of approximate dimensions 17,1 mm x 8,1 mm /
TabneTku, BKpUTI NNiBKOBOK 060NOHKOID, OBaNbLHOT
thopmu, CBITNO-NEPCUKOBOrO KONbOpY, 3
rpaeitoBaHHsam «500» 3 ogHoro Goky. MNpubnuaki
po3mipu 17,1 Mm x 8,1 mm

Conforms / Bignoeigae

Identification (IH) / |laeHTudikauis (CB)

- HPLC /BEPX

- IR/ M cnektpodoTomeTpis

Rt corresponds to that of the standard / Rt
Bignosigae pisHiO cTaHaapTy

Spectra corresponds to that of the standard /
CnekTpa Bignosinae craHaapTty

Conforms / Bignogipae

Conforms / Bignoeigae

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

Blue colour appears / 3'sensetbcs BnakutHwia konip

Conforms / Bignosigae

Identification of titanium dioxide (IH) /
lnenTudikadis Turany piokeuay (CB)

Yellow orange colour is produced / lNposensetbca
XOBTYBaTO-NoOMapaH4yeBuil Konip

Conforms / Bignosinae

Uniformity of Mass (EP method 2.9.5) / < 2 units > AW % 5,0 % / He 6inblue 2 oguHUL > None / XXoaHoi
OpaHopiaHicTe Macu (EP 2.9.5) cepegHsa maca +5,0%
and None > AW % 10,0 % / XXoaHa oguHuus > None / XogHof
cepegHa maca +10,0%
Disintegration (EP method 2.9.1) / < 30 min / He Ginbwe 30 xBUnNuH 10 min /10 x8
Posnagannsa (E® 2.9.1)
Water content (IH) [KF] / BmicT Bogu (CB) < 3 % / He Ginblwe 3 % 1,2 %
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FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE

Name of product / Hazea npoaykry

(strength, dosage form, package size and type /
Jl03yBaHHs#, Nikapcbka hopma, poamip i Tun
ynakoBku)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KATNEBICTA, TabneTku, BKpUTI
nniBkoBo 060noHKoo, no 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ itoua pevoeuHal/
BMICT Ait040i pe4oBUHW

Capecitabine 500 mg/ Kaneuurabin 500 mr

Manufacturing country / kpaiHa BupoBHuK

Cyprus / Kinp

MA number / Homep peecTpauiiiHoro noceig4yeHHs

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

Code Ne/ Kog npoaykry Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KinbKicTb Navyok

103855
1130 packs/ 1130 nayok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / [lata eupobuuurea

08/2022

Expiry date / TepmiH npuaatHocTi

08/2025

Name, address / Haaga, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMELIKA NTA, syn. AxapHoH, Jlimacon IHgactpian Ecreiit, byaisna 5-

ropMoHu Ta KOpPTUKOCTEpOiaW, Bypisna 10-npoTUNYXNUHHI,
imyHomoayniowodi npenapatu, Jlimacon, 3056, Kinp
GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BupoBHMYOT AinbHUUI REM 5&102019/001, 029
TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU / METOOU CNEUUNDIKALIA PE3VYINbTAT

Related substances (IH) [HPLC]/
CynytHi Jomiwkm (CB):

- Capecitabine related compound A / <03% 0,04 %
CynyTHsa gomiwka A

- Capecitabine related compound B / <03% < LOQ/ < Mexi KinbkicHor
CynyTHsa gomiwka B

- Capecitabine related compound C / £03% < LOQ/ < mexi kinbkicHor
CynyTHa gomiwka C

- Any individual unknown impurity / <0,10% < LOQ/ < Mexi kinbkicHor
IHaMBigyansHa HeBU3IHa4YeHa AoMilKa

- Total impurities / 3aranbHa cyma =15% 0,04 %
[AOMILLIOK

Dissolution (IH) [HPLC] / PosynHeHHs (Q) = 80 % in 30 minutes / He meHwe 80% (Q) 3a 91,9 %

(CB)

30 xBunuH

Uniformity of dosage units (EP method
2.9.40) / OgHopiaHicTbL A030BaHUX
oavHuUe (EP 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 / MNpwuitmansHe
yucno nepwux 10 go3oBaHUX 0ANHULL MeHLue abo
popisHioe L1 sigcoTkie. Axwo npuiMansHe yucno
6inbwe L1 siacoTkis, nepesipsitoTe HacTynHi 20
[030BaHNX OANHULIL | PO3PaxoBYIOTb 3HAYEHHS
NpuiMansHoro Yucna. Bumory goTpumai, AKwo
0OCTaTOMHE 3Ha4YeHHs npuimansHoro Yvcna ans 30
[030BaHUX 0AuHULE MeHwe abo fopisHioe L1
BiAACOTKIB i XOAEH iHAUBIAYanbHUIA BMICT y
[l030BaHii oanHULi He mae ByTn MeHLe Hix (1- L2
x 0,01) i He Ginbwe 3a (1+ L2x0,01) M. L1
aopiexoe 15,0 L2-25,0

1,9 % (on 10 units) /
1,9% (Ha 10 oguub)
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FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCTI

UKRAINE

Name of product / Haasa npoaykry

(strength, dosage form, package size and type /
A03yBaHHA, nikapcbka hopma, po3mip i TMn
ynaKkoBKK)

CAPEVISTA, film-coated tablets, 500 mg, N2120
(10x12) in blisters / KAMEBICTA, TabneTku, BKpUTi
nniBkoBok o6onoHkor, no 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ [itoya peyosuHa/
BMICT Aik040T pe4OBUHW

Capecitabine 500 mg/ Kaneuutabit 500 mr

Manufacturing country / kpaisa BUpoBHMK

Cyprus / Kinp

MA number / Homep peecTpauiiiHoro nocsig4eHHs

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

Code Ne/ Kog npoaykty Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KinbKicTe navok

103855
1130 packs/ 1130 nayok

Batch size / Po3amip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / [lata Bupobruurea

08/2022

Expiry date / TepmiH npugaTHocTi

08/2025

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic = &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMELAIKA NTAO, syn. AxapHoH, Jlimacon Ihpactpian Ecrteiit, 6yaisna 5-

rOpMOHM Ta KOpTUKOCTEepoiaw, byaiens 10-NpOTUNYXNUHHI,
iMyHomoayniotoui npenapatu, Jlimacon, 3056, Kinp
GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BupobHu4oi ginbHuui REM 5&10/2018/001, 029
TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW | METOOM CNELU®IKALIA PE3YNLTAT
Assay (IH) [HPLC] / KinbkicHe BusHaueHHa (CB) 95,0 % - 105,0 % 97,9 %
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) /
MikpoGionoriyse pocnigxeHHs (Ed Metop;
rnaea 2.6.12 - 2.6.13) (KoxHa 5-a napris 3a
yMOBHU nepioay yacy Bia nonepeaHsLo
BunpobyeaHoi napTii Ta HoBoI napTii He
BinbLue 6 micauis)
- Total aerobic microbial count / 3arankHa 10° cfu/g (max. acceptable count = 2000) / Not Applied
i, : : g % .
KinekicTe aepobHux mikpobis I-!e 6|_nblu_e 10® KYO/r (Makc. NnpuiaHaTHa He NpoBoAMnoch
Kinbkictb=2000) !

- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3aranbHa KinbkicTe koMmBiHoBaHwx apkaxis / | He Ginbwe 10? KYO/r (Makc. npuiHATHa He nposogunock
ugini KinbkicTb=200) i
- Escherichia coli Absent/g / BiacyTHsir Not Apphed

He npoBogunochb

EP: EP 10™ Edition /E€sponeiticbka ®apmakones: E® 10 BugaHHa
IH: In House Method No.: MTH-0326B-5, MTH-0218-2 and MTH-0355-0 / Cneumncpikauin eupobuuka: CB Metop 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, Lo 3a3HayeHa cepis ﬁyna BUrOTOBMEHa, ynakoeaHa Ta
aunpoGyBaHa BIAI‘IOBIAHD A0 BUMOr A03BONY Ha npodax Ta npnuuunla Ta BKa3iBOK Hanex

BUNYLLEHa ynoBHOBaXeHoIo ocobolo Pemegika.

Signature: :
ra
Name: Dr. Ge hristou

(Qualified Person)
Released on : 03/10/2022

i BupoBbHuyoi npaktukm EC Ta 6yna

/
QC Manager or
Authorised Senior Analyst

Test Date: 14/09/2022

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.0.Box 51706, 3508 Limassol, Cyprus-EU
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JEEPXIJIIKCJIY)XXBA
HAEPKABHA CJIYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KUEBI

Byn. bepesnskiscebka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dIls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3€HOro B Y KpaiHy JiikapcbKoro 3acody

22.12.2022 Ne 55773/22/26

KATIEBICTA

(HaFAMEHYBAHHA Nikapckkoro 3acoly 3riZiHO 3 peecTpattiiiHiM MocsiAveHnsM)
Ta0IeTKH, BKPHTI ITIBKOBO10 060/10HK010, M0 500 Mr mo 10 Tabaerok y Guicrepi; no 12
OJiicTepiB B navui 3 KAPTOHY

(thopma sunycky, 103yBaHHs, BU NaKyBaHHs Nikapcskoro 3acoby)

Homep peecrpauifinoro nocsiauenus UA/17936/01/02 crpok nii peectpauiiinoro nocsinuenns 17.02.2025

Cepin nikapcskoro 3aco6y Ne 105633 KinukicTs sBE3€HOrO Nikapcbkoro 3acoby 874
BupoGuuk Pemenika Jltz,, Kinp

(HaliMeHyBaHHA BHPOOHHKA NliKApChKOIo 3acoly. KpaiHa NOXOKEHHSA )
Beeseno 8 Vipainy TOBAPUCTBO 3 OBMEXXEHOIO BIAMMOBIAAJIBHICTHO

"BYCT ®APMA", inenr. kon: 44107410

(naiimenysanus ta kox 3a CJIPIOY opuanynoil ocobu aGo npissuiie, iM's, 1o 6arekoBi PiznuHoT
ocolu - nianpuemun, T Mictie nposkHBanyg Ta peccrpatifuuit nomep 06AikoBOT KAPTKM NaaTHUKA
l]fl,1ﬂTKil| ado L‘l._‘piﬂ Ta HOMEP IIHCI]OpTﬂ]

KOHTPOJIIO  BCTAHOB/JEHO, WO fikapcbkui 3aci® BBeseHo B VYkpainy 3

HOABCTBA 1010 3a6e3neyeHHA AKOCTI AikapchKuX 3acobiB,

Mukona XOJIOJJEHKO

KOHTPWIIO) (riznume) (initianu Ta npissuue)




FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE

Name of product / Hazsa npoaykry

(strength, dosage form, package size and type /
[003yBaHHS, nikapcbka gopma, po3mip i Tun
ynaxkoBku)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMEBICTA, Tabnetku, BKpuTi
nniekoBoto 060noHKo, no 500 mr, Ne120 (10x12) y Gnictepax

Active substance / Potency/ [litoua pedosuHa/
BMICT A1il0401 PEYOBUHM

Capecitabine 500 mg/ Kaneuuta6bin 500 mr

Manufacturing country / kpaiHa BUpoBHUMK

Cyprus / Kinp

MA number / Homep peecTpalljiiiHoro noceigueHHs

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

Code Ne/ Koa npoaykty Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KiNbKICTb Navyok

105633
874 packs/ 874 navyok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / Jata eupo6HuuTBa

11/2022

Expiry date / TepMiH npuaatHocTi

11/2025

Name, address / Hasga, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMEJIKA NTA, syn. AxapHoH, Jlimacon Iigactpian Ecreiit, 6yaisna 5-
ropMoHu Ta KOpPTUKOCTEpOoiaw, Byaiena 10-npoTUNYXNUHHI,

imyHomoayntotodi npenaparu, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niLeHsii BUpoBHWUYOT AinbHML

REM 5&10/2019/001, 029

TESTS/METHODS /
TECTW / METOOMU

SPECIFICATIONS /
ClNEUNDIKALIA

RESULTS /
PE3YINbLTAT

Description / Onuc

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

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

TabneTku CBITNO-NEPCMKOBOro KONbLOPY, AOBracToi
chopmu, BKpUTI NNiBKOBOIO 0BONOHKOIO, 3 TUCHEHHAM
«500» 3 ogHoro Goky. MpuBnuaHi poamipu

17,1 mm x 8,1 mm

Conforms / Bignosigae

Identification (IH) / |aeHTudikauis (CB)

- HPLC /BEPX

- IR /M cnektpodhoTomeTpis

Rt corresponds to that of the standard / Rt
BiAnoBsiaae pisHio cTaHaapTy

Spectra corresponds to that of the standard /
CnekTpa BignoBigae ctaHaapTy

Conforms / Bignosinae

Conforms / Bignosigae

Identification of ferric oxides (IH) /
IneHTudikauis okcupais 3anisa (CB)

Blue colour appears / 3'aBnseTbca 6GnakuTHuiM Kornip

Conforms / Bignosigae

Identification of titanium dioxide (IH) /
lneHTudikauis TutaHy giokcuay (CB)

Yellow orange colour is produced / MNposenseThea
XOBTYBaTO-NOMapaH4eBui konip

Conforms / Bignosigae

Uniformity of Mass (EP method 2.9.5) / < 2 units > AW £ 5,0 % / He Ginblue 2 oguHULL > None / KogHoi
OpHopigHicTe Macu (EP 2.9.5) cepefHs maca +5,0%
and None > AW + 10,0 % / »KogHa oguHuus > None / ogHoi
cepeaHsa maca +10,0%
Disintegration (EP method 2.9.1) / < 30 min / He Ginblue 30 XBUNUH 10 min /10 x8
PosnaaaHus (EP 2.9.1)
Water content (IH) [KF] / BmicT Boau (CB) < 3 % / He 6inbwe 3 % 1,0 %

Page1of3



FPCOA CAPECITABINE-VISTA 500 TABS-16A

CERTIFICATE OF ANA

Remedica

LYSIS/ CEPTU®DIKAT AKOCTI
UKRAINE

Name of product / HasBa npogykry

(strength, dosage form, package size and type /
A03yBaHHA, nikapceka dopma, poamip i Tun
yrnaKkoBku)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMEBICTA, TabneTku, BKpUTi
nniBkoBoI 060mn0oHKo10, no 500 mr, Ne120 (10x12) y Gnictepax

Active substance / Potency/ [lioua peuosuHa/
BMICT Ail040i pe4OBUHU

Capecitabine 500 mg/ Kaneuuta6in 500 mr

Manufacturing country / kpaiHa BUpoBHHK

Cyprus / Kinp

MA number / Homep peecTpaujiiHoro nocsigyeHHs

UA/17936/01/02, valid till 17.02.2025 /
UA/17936/01/02, aie no 17.02.2025

Code Ne/ Koa npoaykty Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KinbKiCTb Navok

105633
874 packs/ 874 naqok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / lata Bupo6HuUTBa

11/2022

Expiry date / TepmiH npuaaTtHocTi

11/2025

Name, address / HasBa, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMEQIKA NTA, sByn. AxapHoH, Jlimacon Ingactpian Ecreiit, 6ygisna 5-

rOpMOHU Ta KOPTUKOCTEpOiaK, Byniens 10-npoTUNYXNUHHI,
iMmyHomogyntotovi npenapatwu, flimacon, 3056, Kinp
GMP certificate, license number of manufacturing
site / GMP, Homep niyeHsii BUpoBHWYOT AinbHUL REM 5&10/2019/001, 029
TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU / METOOU CNEUMDIKALIA PE3YINbTAT

Related substances (IH) [HPLC]/
CynyTHi Jomiwku (CB):

- Capecitabine related compound A / <03% 0,06 %
CynyTHa gomilka A

- Capecitabine related compound B / <03% < LOQ/ < Mexi kinbkicHor
CynyTHsa gomiwka B

- Capecitabine related compound C / £03% < LOQ/ < Mexi kinbkicHor
CynyTHs gomiwwka C

- Any individual unknown impurity / =0,10% 0,020 %
IHoMBigyansHa HEBU3HAYEHa AOMILLKa

- Total impurities / 3aransHa cyma =15% 0,08 %
[OMILLOK

Dissolution (IH) [HPLC] / Po3unHeHHs (Q) = 80 % in 30 minutes / He meHwe 80% (Q) 3a 921 %

(CB) 30 xBunuH

Uniformity of dosage units (EP method
2.9.40) / OpHopigHicTb A030BaHUX
oauHuLL (EP 2.9.40)

value.

is less th

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

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

0,01)M. L1 is 15,0 and L2 is 25,0 / MpuiimanksHe
yucno nepwwux 10 fo3oBaHWX OAUHULIL MeHLwe abo
AopisHioe L1 BigcoTkis. AKLo npuiiMansHe Yucno
GinbLie L1 eigcoTkis, nepesipstoTb HacTynHi 20
[A030BaHWX OAWHULL | PO3PaxoBYIOTh 3HAYEHHS
npuimansHoro Yucna. Bumoru oTpumadi, SKwo

3,2 % (on 10 units) /

3,2 % (Ha 10 oguub)

an (1-L2 x 0,01)M or more than (1+ L2 x

OCTaTo4YHe 3Ha4yeHHs npuiMansHoro Yyucna ana 30
[1030BaHUX OAUHULIE MeHLWe abo gopiBHioe L1
BiACOTKIB i }XOAEH iHAVBIAYaNbHWIA BMICT Y
[l030BaHiit oguHUL He Mae ByTi MeHwe Hix (1- L2
x 0,01) i He Binbwe 3a (1+ L2x0,01) M. L1
popieHioe 15,0 L2-25,0
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FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE

Name of product / Hazea npogykry

(strength, dosage form, package size and type /
[Do3yBaHHs, nikapcebka gopma, po3mip i Tun
ynakoBkm)

CAPEVISTA, film-coated tablets, 500 mg, N2120
(10x12) in blisters / KAMEBICTA, Tabnetku, BKpUTI
nniBkoBolo 06onoHkoto, no 500 mr, Ne120 (10x12) y Gnicrepax

Active substance / Potency/ [litoua pedoeuHa/
BMICT Ail040i peYOBUHU

Capecitabine 500 mg/ KaneuuTabid 500 mr

Manufacturing country / kpaiHa BupoBHuUK

Cyprus / Kinp

MA number / Homep peecTpaujiiHoro nocsigyeHHs

UA/17936/01/02, valid till 17.02.2025 /
UA/17936/01/02, aie no 17.02.2025

Code Ne/ Koa npoaykry Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KiNbKiCTb Na4voK

105633
874 packs/ 874 naqok

Batch size / Poamip cepii

480 000 tablets / 480 000 Tabnetok

Date of manufacture / Jarta Bupo6HuuTEa

11/2022

Expiry date / Tepmin npugaTtHocTi

11/2025

Name, address / Ha3ea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMELIKA NTA, syn. AxapHoH, Jlimacon Ivgactpian Ecreiit, 6yaisna 5-
FOPMOHHN Ta KOpTUKOCTEPOIaM, Bypisns 10-npoTUNYXIWHHI,
iMmyHomopynioiovi npenapatw, Jlimacon, 3056, Kinp

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

REM 5&10/2019/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU / METOOWN CNEUWDIKALIA PE3YNbTAT

Assay (IH) [HPLC] / KinbKicHe BuaHaueHHa (CB) 95,0 % - 105,0 % 99,2 %
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) /
Mikpobionoriuse gocnigkeHHs (E® MeToa;
rnaea 2.6.12 - 2.6.13) (KoxxHa 5-a napris 3a
YMOBY nepiofy Yacy Big nonepeaHsbo
BunpoBbysaHoi naptii Ta HoBOT NapTii He
BinbLue 6 micsuis)
- Total aerobic microbial count / 3aransHa 10* cfu/g (max. acceptable count = 2000) / Not Applied
KinbKicTe aepoBHux Mikpobis He Ginbwe 10° KYO/r (Makc. npuiiHATHA

KinbKICTB=2000) He nposogunoce
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3aranbHa kinbkicte kombiHoBaHux apixmkis / | He Ginbwe 102 KYO/r (Makc. npuitHaTHA He npoBogunock
usini KinbKicTb=200) :
- Escherichia coli Absent/g / BincytHsir Not Applied

He npoBogunocsk

EP: EP 10" Edition /EBponeiickka ®apmakonesn: € 10 BugaHHs
IH: In House Method No.: MTH-0326B-5, MTH-0218-2 and MTH-0355-0 / Cneuucikauis BupoGuuka: 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 niaTBepmaxyemo, Lo 3a3HadyeHa cepisi Gyna BUroTosnexa, ynakoeasa ta

eunpobysaHa BignosiaHO A0 BUMOT 403BOMY HA NPOAAX Ta NPUHLIMMIB Ta BKA3iBOK HANEXHOT

BUMYyLLEHa yNnoBHoBa)keHow ocoboio Pemeaika.

®
Sig"atum:ﬁ@&%
Name: Dr. Georgia-Christou

(Qualified Person)
Released on : 07/12/2022

npobHuyoi npakTuiu €C Ta byna

QC Manageror ~ '\
Authorised\Senior Analyst

Test Date: 29/11/2022

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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FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE

Name of product / Hazea npogykry

(strength, dosage form, package size and type /
[03yBaHHs, nikapcebka gopma, poamip i Tun
yrnaKkoBkm)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMEBICTA, TabneTku, BKpUTI
nniekoeo o6onoHkoto, no 500 mr, Ne120 (10x12) y 6nicTtepax

Active substance / Potency/ [itoua pevoBuna/
BMICT Ail040i pe4OBUHW

Capecitabine 500 mg/ Kaneuuta6in 500 mr

Manufacturing country / kpaiHa BupoBHuK

Cyprus / Kinp

MA number / Homep peecTpauiiiHoro noceig4eHHA

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

Code Ne¢/ Koa npogykty Ne FO733TA500

Batch number and number of packs / Homep cepii | 105634

Ta KiNbKiCTb Navyok 2126 packs/ 2126 navok

Batch size / Poamip cepii 480 000 tablets / 480 000 TabneTok
Date of manufacture / Jata BupobHuyTBa 11/2022

Expiry date / Tepmih npuaaTHocTi 11/2025

Name, address / Hassa, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic = &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMEQLIKA NTAO, eyn. AxapHoH, Jlimacon IHgacTtpian Ecteir, 6yaisns 5-
TOPMOHMN Ta KOpTUKOCTEpOoigwn, 6ynienn 10-NpOTUNYXINHHI,

imyHomogayniotodi npenaparty, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BupoBHW4OT AinbHWUUI

REM 5&10/2019/001, 029

TESTS/METHODS /
TECTU / METOAM

SPECIFICATIONS /
CMNEUN®IKALIA

RESULTS /
PE3YIILTAT

Description / Onuc

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

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

TabneTku CBITNO-NEPCUKOBOro KONLOPY, AOBracTol
chopmu, BKpUTI NNiBKOBOK ODOMNOHKOK, 3 TACHEHHAM
«500» 3 ogHoro Goky. MprbnuaHi poamipu

17,1 MM x 8,1 mm

Conforms / Bignoeigae

Identification (IH) / |aeHTudikauis (CB)

- HPLC /BEPX

- IR /M cnekrpodhoTomeTpin

Rt corresponds to that of the standard / Rt
BiANOBiAa€ PiBHIO CTaHAAPTY

Spectra corresponds to that of the standard /
CnekTpa Bignosigae craHgapty

Conforms / Bianosigae

Conforms / Binnoeigae

Identification of ferric oxides (IH) /
IneHTudikauis okcuais 3anisa (CB)

Blue colour appears / 3'aBnseTscst BnakuTHuiA konip

Conforms / Bignogigae

Identification of titanium dioxide (IH) /
laenTudikauis TutaHy piokcugy (CB)

Yellow orange colour is produced / lNposenseTsca
KOBTYBaTO-NOMapaH4esnid konip

Conforms / Bignoeigae

Uniformity of Mass (EP method 2.9.5) / < 2 units > AW = 5,0 % / He Ginblie 2 oguHULE > None / YKogHol
OpHopigHicTe macu (€ 2.9.5) cepegHa maca +5,0%
and None > AW £ 10,0 % / >KoaHa oguHuua > None / XoaHoi
cepegHsa maca +10,0%
Disintegration (EP method 2.9.1) / < 30 min / He GinbLue 30 XBUNUH 10 min /10 xe
PoanapaHusa (EP 2.9.1)
Water content (IH) [KF] / Bmict Bogu (CB) <3 % /He 6inbwe 3 % 1,0%

Pasa 1 nf3



FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE

Name of product / Hassa npoaykry

(strength, dosage form, package size and type /
003yBaHHA, nikapceka opmMa, po3amip i Tun
ynaKoBKm)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KANEBICTA, Tabnetku, BKpuTi
nniskoBoo o6onoHKow, no 500 mr, Ne120 (10x12) y 6nicTepax

Active substance / Potency/ [litoua pevosuHa/
BMICT Ait040l peqoBUHU

Capecitabine 500 mg/ Kaneuwrabid 500 mr

Manufacturing country / kpaiHa BupoBHuK

Cyprus / Kinp

MA number / Homep peecTpauiiiHoro nocsig4eHHs

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

Code Ne/ Kog npoaykTy Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KinbKicTb Navyok

105634
2126 packs/ 2126 nayok

Batch size / Poamip cepil

480 000 tablets / 480 000 TabneTtok

Date of manufacture / [lata BupoBHuUTBa

11/2022

Expiry date / Tepmid npugaTtHocTi

11/2025

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones &  corticosteroids, building 10-antineoplastic = &
immunomodulating agents, Limassol, 3056, Cyprus /

PEME[LIKA NTA, eyn. AxapHoH, Jlimacon IHaactpian Ecreiit, Byaisnsa 5-
rOpPMOHHU Ta KOpTUKOCTEpOiaW, 6yaisns 10-NpOoTUNYXIUHHI,
iMmyHomogyntotoui npenaparw, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsiT BMpoBHUYOT AinbHUL

REM 5&10/2019/001, 029

TESTS/METHODS /
TECTW / METOOM

SPECIFICATIONS /
CMNEUNDIKALIA

RESULTS /
PE3YINBLTAT

Related substances (IH) [HPLC]/
CynyTHi Jomiwku (CB):

- Capecitabine related compound A / <03% 0,07 %
CynyTHs aomiwka A

- Capecitabine related compound B / <03% < LOQ/ < Mexi kinbkicHor
CynyTHs pomiwka B

- Capecitabine related compound C / <03% < LOQ/ < Mexi kinbkicHor
CynyTHs gomiwka C

- Any individual unknown impurity / <0,10% 0,028 %
IHauBiayansHa HeBU3HaYeHa AoMillka

- Total impurities / 3aranbHa cyma <15% 0,12 %
[OMILLOK

Dissolution (IH) [HPLC] / PoaunHeHHs (Q) = 80 % in 30 minutes / He meHwe 80% (Q) 3a 96,4 %

(CB)

30 XBUNWH

Uniformity of dosage units (EP method
2.9.40) / OaHOpigHICTL AO30BAHUX
oauHuue (EP 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. L1 is 15,0 and L2 is 25,0 / MNMpuitmansHe
yucno nepumx 10 4O30BaHMX OAUHULIL MeHLue abo
fdopieHioe L1 eigcoTkie. Akwo npuiimanbHe yncno
Ginbwe L1 BigcoTkis, nepeeipsaoTe HacTynHi 20
[030BaHNX OAMHULb | pPO3PaxoBYOTb 3HAYEHHS
npuiimansHoro yucna. Bumoru goTpumai, sKLo
OCTaTOYHe 3Ha4YeHHs npuimansHoro Yuecna ans 30
[030BaHuX 0AuHMLL MeHwe abo aopisHioe L1
BiACOTKIB i XXO4EeH iHAUBIAyanbHWA BMICT y
[030BaHiin oaMHULi He mae ByTu meHLe Hix (1- L2
x 0,01) i He Binbwe 3a (1+ L2x0,01) M. L1
popisHioe 15,01 L2-25,0

1,8 % (on 10 units) /

1,8 % (Ha 10 oguup)

Pare 72 nf 2




FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE

Name of product / Hasea npogykry

(strength, dosage form, package size and type /
[o3yeaHHs, nikapcbka opma, poamip i Tun
YyNakoBKK)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMNEBICTA, TabneTku, BKpUTi
nniBkoBo o6onoHKo, no 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ [litoya pevyosuHa/
BMICT Ail0401 PEYOBUHU

Capecitabine 500 mg/ Kaneuuta6id 500 mr

Manufacturing country / kpaiHa BupoBHuMk

Cyprus / Kinp

MA number / Homep peecTpauiliHoro nocsig4yeHHs

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

Code Ne/ Kog npoaykTty Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KiNbKiCTb Nayok

105634
2126 packs/ 2126 nadok

Batch size / Poamip cepii

480 000 tablets / 480 000 Tabnerok

Date of manufacture / [lata Bupo6HuuTBa

11/2022

Expiry date / TepmiH npugatHocTi

11/2025

Name, address / HasBa, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic = &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMELIKA NTA, syn. AxapHoH, Jlimacon Ingactpian Ecreiit, 6yaisns 5-
rOPMOHHN Ta KOpTUKOCTEpOign, Byaisns 10-npoTUNYXIWHHI,
iMyHomoayntotovi npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BUpo6HWYOT AinbHWLY

REM 5&10/2019/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW / METOQU CNELUN®IKALIA PE3YNbLTAT

Assay (IH) [HPLC] / KinbkicHe BusHaueHHs (CB) 95,0 % - 105,0 % 100,2 %
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) /
MikpobionoriuHe gocnipxenHs (E® MeToa:
rnasa 2.6.12 - 2.6.13) (KoxHa 5-a naprTis 3a
yMOBW nepioay 4acy Bia nonepegHLo
BunpobyeaHoi napTii Ta HOBOI NapTii He
BinbLue 6 Micsuis)
- Total aerobic microbial count / 3aransHa 10° cfu/g (max. acceptable count = 2000) / Not Applied
KinbKicTb aepobHux mMikpobie He 6inbwe 10° KYO/r (Makc. npuitHATHa

KinbKICTB=2000) ( He nposopunoce
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3aranbHa KinbKicTb kKombGiHosaHux apixaxie / | He Ginblwe 102 KYO/r (Makc. NnpuiHATHa He nposogunock
ugini KinbkicTb=200) ;
- Escherichia coli Absent/g / BiacyTtHs/r ot Applied

He nposogunocb

EP: EP 10" Edition /€Bponeiicbka Papmakones: €P 10 BuganHa
IH: In House Method No.: MTH-0326B-5, MTH-0218-2 and MTH-0355-0 / Cneuudikauina BupobHuka: 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 nigTeepmxyemo, o 3asHayeHa cepis 6yna eurotoenexa, ynakpsaHa Ta

sunpobysaHa BiANOBIAHO A0 BUMOr A03BOMY HA NPOAAX Ta MPUHLMNIB Ta BKA3IBOK HanexHol

BUNYyLLEHa ynoBHoBaxeHow ocoboro Pemegika.

Signature: mz QI,’%&'
Name: Dr. Georgta-Christou

(Qualified Person)
Released on : 07/12/2022

inﬁnon npagTuku €C ta byna

Qc an\agferb‘f”. \\

Authorised'Senior Analyst

Test Date: 29/11/2022

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.0.Box 51706, 3508 Limassol, Cyprus-EU
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JEEPXJIIKCJTYXXBA
JAEPKABHA CJY)XKBA 3 JTIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

ByJ1. Bepesnskiscoka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
Npo AKICThL BBE3eHOro B YKpainy JiKapcbKoro 3acody

22.12.2022 Ne 55774/22/26

KATIEBICTA

(HaliMeHYBAHHA NiKAPCLKOTO 3aC00Y 3riIHO 3 PECCTPAILIAHHM NOCBIAYCHHAM)
TabJIeTKH, BKPHTI IJIiBKOBOI0 000/10HK010, 10 500 Mmr o 10 Tabaerok y onicrepi; no 12
GuicTepiB B nayui 3 KAPTOHY

((hopma BHIYCKY, J103YBaHHA. BHJI NAKYBaHHS Nikapchkoro 3acoby)
Homep pecctpauiiitoro nocsinuenns UA/17936/01/02 crpox aii peectpauiiitoro nocsinuenns 17.02.2025
Cepis nikapebkoro 3acoby Ne 105634 KinbkicTh BBE3€HOr0 fikapchkoro 3acoby 2126

BupoGHHK Pemenika Jltz,, Kinp

(nakmenysanns sBupoBinka nikapcskoro 3acoy. Kpaita NoXoKeHH:)

Bee3eno B Ykpaity TOBAPUCTBO 3 OBMEKEHOIO BIAMOBIJTAJIBHICTHO
"BYCT MAPMA", inenr. kon: 44107410

(naiiMenysaiis Ta koz 3a C/IPTIOY 10pranyHoi 0coGH abo npissuine, iM'a, no Garekosi disnunol
0coBH - nignpuemus, i Micie NpOYKKBAIINS Ta PEECTPaLliiHKA nomep ofnikoBOT KapTKH 1IATHHKA
noaarkis abo cepin Ta nomep nacnopra)

3a pe3ynbTaTaMH  AEPKABHOIO KOHTPOJK  BCTAHOBACHO, UIO nikapcbkuii  3aci® BBeseHo B Ykpainy 3

AOTPHMAHHSHA KOHOAABCTBA 11010 3abe3neueHHs SKOCTi NiKAPCLKUX 3ac00iB.

Mukona XOJIOJIEHKO

(nianuc) (iniuianu Ta npizsuuie)




JEPXJIIKCITYXBA
AEPXXABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

ByJ1. bepesnsakiscbka, 29, Kuie, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €EPIIOY 37079055

BUCHOBOK
Npo sAKiCTh BBe3eHOro B YKpaiHy JlikapchbKoro 3acody

22.12.2022 Ne 55775/22/26

KAIIEBICTA

(HaiiMeHyBaHHA nikapchkoro 3acofy 3riJHO 3 peccTpalifHUM 1IOCBLAYEHHAM)
TabNeTKH, BKPHTI N1iBkoBoI0 0600HKO0I0, 0 S00 Mr, no 10 Tabaerok y GJicTepi; no 12
OJricTepiB B nayui 3 KapTrony

(opma BUNYyCKY, 103yBaHHA, BHA NaKyBaHHA JikapcbKoro 3acody)
Homep peectpauiiinoro nocsizuenna UA/17936/01/02 crpok aii peectpauiiinoro nocsiauenna 17.02.2025
Cepis nikapcekoro 3aco6y Ne 105973 Kinbkicts BBe3eHOr0 nikapcbkoro 3acoby 1730

Bupo6Huk Pemenika JItn, Kinp

(HaiiMenyBaHHA BUpoOHHKA AikapckKkoro 3aco0y, kpaiHa NoXoAKCHHS)

Baesero B Ykpainy TOBAPHUCTBO 3 OEMEXEHOIO BIIIMMOBIAAJBHICTHO
"BYCT MAPMA", inenr. von: 44107410

(nakiiMenysanns ta ko 3a C/IPTIOY opuanynoi ocobu abo npizsuue, im's, 1o 6aTLKoBi (isnunol
ocolu - nianpuemus, i Miclie NpoXUBaHHA Ta peccTpaillifHWi HoMep 00/1iKOBOT KAPTKH NJaTHHKA
noaatkis abo cepis Ta HOMEP nacnopTa)

3a pesynbraTaMd OEpKABHOMO KOHTPOJIKO BCTAHOB/EHO, WO JliKapcbkuii  3acid Beezeno B Ykpainy 3
AOTPHMAHHAM BMMOr 3aKOHOAABCTBA WO/0 3abe3neqeHHs AkpCti NikapchKHX 3acobiB.

'5.‘\C05T=3E?\;X
“OMTIPTECN -
QQ‘&‘ Ty ) ‘bc
Hauanp Mukona XOJIOJEHKO
(noc HTPOIO) (nianuc) (iHinianu Ta NpizBULLE)



FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCTI

UKRAINE

Name of product / Haaga npogykry

(strength, dosage form, package size and type /
[03yBaHHsA, nikapceka chopma, poamip i Tun
YNaKoBKM)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KANEBICTA, Tabnetku, BKpUTi
nniskoeor obonoHkow, no 500 mr, Ne120 (10x12) y bnicTepax

Active substance / Potency/ [itoua pevoBuHa/
BMIiCT Ail040I peYOBUHN

Capecitabine 500 mg/ KaneuuTtabin 500 mr

Manufacturing country / kpaiHa BUpOBHUK

Cyprus / Kinp

MA number / Homep peecTpauiiiHOro noceig4yeHHs

UA/17836/01/02, valid till 17.02.2025 /
UA/17936/01/02, pie go 17.02.2025

Code Ne/ Kog npogykTy Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KifbKiCTb Na4yok

105973
1730 packs/ 1730 navok

Batch size / Poawmip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / [lata Bupo6HulTea

11/2022

Expiry date / TepmiH npuaaTtHocTi

11/2025

Name, address / Hazea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic = &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMEAOIKA NT[, syn. AxapHoH, Jlimacon IHpacrpian Ecreiit, 6yaisna 5-
rOPMOHM Ta KOPTUKOCTEpOian, Oyaiensa 10-NpoOTUNYXIUHHI,
imyHomoZayntowdi npenapatu, Nimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsil BMpoBHUYOT AinbHWLI

REM 5&10/2019/001, 029

TESTS/METHODS /
TECTU / METOIM

SPECIFICATIONS /
CNEUNPIKALIA

RESULTS /
PE3YIILTAT

Description / Onuc

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

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

Conforms / Bianosigae

TabneTku CBITNO-NEePCUKOBOro KONMbLOPY, AOBracTol
chopMuK, BKpMTI NNiBKOBOIO 000MNOHKOK, 3 TUCHEHHAM
«500» 3 ogHoro Boky. MNpubnuadi posmipw

17,1 MM x 8,1 mm

Identification (IH) / |nenTudbikauis (CB)

- HPLC /BEPX

- IR /4 cnekTpochoTomeTpin

Rt corresponds to that of the standard / Rt
BiANOBiAaE piBHIC CTAHAAPTY

Spectra corresponds to that of the standard /
CnekTpa Bignosigae ctaHgapty

Conforms / Bignoeigae

Conforms / Bianoeigae

Identification of ferric oxides (IH) /
laeHTudbikauin okcuais 3anisa (CB)

Blue colour appears / 3'saBnseTsca BNakMTHWA konip

Conforms / Bignoeigae

Identification of titanium dioxide (IH) /
laeHTudbikauis Tutany aiokcuay (CB)

Yellow orange colour is produced / NposiBNAETECH
YKOBTYBaTO-NOMapaH4eBUiA Konip

Conforms / Bianoeigae

Uniformity of Mass (EP method 2.9.5) / < 2 units > AW + 5,0 % / He BinbLue 2 oauHULL > None / »oaHoi
OpnHopigHicTs Macu (Ed 2.9.5) cepenHs maca +5,0%
and None > AW + 10,0 % / XopgHa oanHuus > None / >ogHoT
cepeaHs Maca £10,0%
Disintegration (EP method 2.9.1) / < 30 min / He GinbLue 30 XBUNWH 10 min /10 x8
PoanagaHus (E$ 2.9.1)
Water content (IH) [KF] / Bmict sogun (CB) <3 % / He Ginblue 3 % 1,0 %
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FPCOA CAPECITABINE-VISTA 500 TABS-16A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE

Name of product / Hazea npoaykty

(strength, dosage form, package size and type /
[o3yBaHHA, Nikapceka copma, posmip i Tun
yNaKkoBKK)

CAPEVISTA, film-coated tablets, 500 mg, N2120
(10x12) in blisters / KAMEBICTA, TabneTtku, BKpUTI
nniBkoBOK 0BG0MoHKow, no 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ [itoda pevosuHa/
BMICT Ajiro40i pevoBUHN

Capecitabine 500 mg/ KaneuwTabin 500 mr

Manufacturing country / kpaiHa BMpoBHMK

Cyprus / Kinp

MA number / Homep peectpauiiiHoro noceig4eHHs

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

Code Nef Kog npoaykty Ne

FO733TAS00

Batch number and number of packs / Homep cepii
Ta KiNbKICTb Na4yoK

105973
1730 packs/ 1730 nadvok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / [lata eupoBHuULTEA

11/2022

Expiry date / TepmiH npuaaTHOCTI

11/2025

Name, address / Haaea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMEAIKA NTAO, eyn. AxapHoH, Jlimacon IHaacTtpian Ecteiit, Bygiena 5-
rOpPMOHU Ta KOpTUKOCTEPOIAM, 6yaisnA 10-npoTUnYXNUHHI,
iMmyHoMoZyniowdi npenapaty, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueH3il BrupoBHWUYOT AinbHWLI

REM 5&10/2019/001, 029

TESTSIMETHODS /
TECTHW / METOAM

SPECIFICATIONS /
CNELUPIKALIA

RESULTS /
PE3YNbLTAT

Related substances (IH) [HPLC]/
CynyTHi Domiwkn (CB):

- Capecitabine related compound A / <03% 0,07 %
CynyTHs fomiika A

- Capecitabine related compound B / £0,3% < LOQ/ < Mexi KinbKicHor
CynyTHs fomilka B

- Capecitabine related compound C / £03% < LOQ/ < Mexi kinbKicHor
CynyTHs fomiwka C

- Any individual unknown impurity / 0,10 % 0,028 %
IHoMBigyansHa HEeBM3HAYeHa AOMiLLKa

- Total impurities / 3aransHa cyma <15% 0,12 %
[OMILLOK

Dissolution (IH) [HPLC] / Po3uuHeHHs (Q) = 80 % in 30 minutes / He meHwe 80% (Q) 3a 96,4 %

(CB)

30 XBUNWH

Uniformity of dosage units (EP method
2.9.40) / OpHopigHICcTE fo30BaHNX
oavHuUb (EP 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 mare than (1+ L2 x
0,01)M. L1is 15,0 and L2 is 25,0 / TpuiimansHe
yucno nepmnx 10 ao3oBaHKX oAMHULE MeHWe abo
nopisHioe L1 BigcoTkie. AKWO npuiAManbHe YMcno
Binblwe L1 BigcoTkis, nepepipsioTb HacTynHi 20
0030BaHNX OAMHNMLb | PO3PaX0oBYKTe 3HAYEHHS
npuAManbHOro Yucna. Bumoru goTpymadi, SKwo
OCTaTOYHe 3Ha4YeHHs npuimansHoro Ywena ans 30
[030BaHNX oavHnLL MeHwe abo gopieHioe L1
BiZICOTKIB i XOAEeH iHAMBIAYaNbLHWA BMICT ¥
[030BaHIn oguHULI He mae ByTu MeHLue Hik (1- L2
% 0,01) i ve 6inblwe 3a (1+ L2x0,01) M. L1
popieHwe 15,0 L2-25,0

1,8 % (on 10 units) /

1,8 % (Ha 10 oguue)
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FPCOA CAPECITABINE-VISTA 500 TABS-16A Rem ed ica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI
UKRAINE

?";““e ';"rf ':j"’d”"ff’ “33"-‘36':(';"”!"?’5’ dtvoe; | CAPEVISTA, film-coated tablets, 500 mg, Ne120
SIEGTIFISE SEGEG= TR, TS Sk A (10x12) in blisters / KAMEBICTA, TabneTku, BKpUTi

?ﬁgzg:::)n, nikapceka hopma, poamip i Tin nniBkoBok o6onoHkoro, no 500 mr, N2120 (10x12) y Gnictepax

Active substance / Potency/ [itoua peuosuHa/

BMICT Ajl0HGT PEYOBMHY Capecitabine 500 mg/ Kaneuutabin 500 mr

Manufacturing country / kpaiHa BUpo6HUK Cyprus / Kinp

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

MA number / Homep peecTpaljifiHOro noceigyeHHs UA/17936/01/02. nie no 17.02.2025

Code Ne/ Kog npogykty Ne FO733TAS500

Batch number and number of packs / Homep cepii | 105973

Ta KinbKicTb Na4yok 1730 packs/ 1730 naqok

Batch size / Poamip cepii 480 000 tablets / 480 000 TabneTok
Date of manufacture / [Jata BupoBHuyTea 11/2022

Expiry date / Tepmin npugaTtHocTi 11/2025

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 5-
hormones & corticosteroids, building 10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus /

PEMEAOIKA NTA, syn. AxapHoH, llimacon IHgactpian Ecrent, Gyaiens 5-
rOpPMOHU Ta KOPTUKOCTEPOIAW, Byniens 10-NpoTUNYXIMHHI,
iMmyHomMoAyntodi npenapartu, Jlimacon, 3056, Kinp

Name, address / Haasa, agpeca

GMP certificate, license number of manufacturing

site / GMP, HoMep niueHsii BMpoBHUYOT AinbHALI REM 5810/2019/001, 020

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU / METOOW CNEUNDIKALUIA PE3YNbTAT
Assay (IH) [HPLC] / KinbkicHe Bu3HaueHHs (CB) 95,0 % - 105,0 % 100,2 %

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) /
MikpobionoriuHe pocnigikeHHs (€ Metog;
rmaea 2.6.12 - 2.6.13) (KoxHa 5-a napTis 3a
YMOBU nepioay Yacy Bif nonepegHbo
BunpobyBaHoi NapTii Ta HOBOT NapTiT He
Ginble 6 micsauis)

- Total aerobic microbial count / 3aransHa 10° cfu/g (max. acceptable count = 2000) / Not Applied
KinbKiCTe aepobHMX Mikpobis He Binbuie 107 KYO/r (makc. npuitHaTHA

KinbKicTb=2000) He nposoaunock
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3aranksHa KinbKicTe KoMBiHOBaHUX Apixaxis / | He Binble 102 KYO/r (Makc. npuiiHaTHa He nposogunoch
ugini KinbkicTe=200) :
- Escherichia coli Absent/g / BipcyTHa/r Not Applied

He npoBogunoce

EP: EP 10" Edition /EBponefickka ®apmakonen: €@ 10 BugaHHs
IH: In House Method No.: MTH-0326B-5, MTH-0218-2 and MTH-0355-0 / Cneuudikauia Bupo6Huka: CB MeTtog No: 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 niaTeepmxyemMo, Wo 3a3HaveHa cepis Byna BUroTOBNEHa, yNakosaKa Ta
BUNpoByBaHa BigMNoBigHO A0 BUMOr 403BOMY HA NPOAAX Ta MPWHLMMIB Ta BKA3IBOK HANEMHOI B poﬁanm NpakTUKKM G:C Ta byna
BUNYyLIEHa ynoBHoBaxeHo ocobor Pemegika. -

Signature:

- h
e
Name:  Dr. Gecrga Christou QC'Miapager or
(Qualified Person) Authorised Senior Analyst

Released on : 07/12/2022 Test Date: 29/11/2022

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.0.Box 51706, 3508 Limassol, Cyprus-EU
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