AEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU y m. KHEBI

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

BUCHOBOK
Nnpo SAKICTHL BBE3€HOro B YKpaiHy JikapcbKoro 3acody

08.01.2025 Ne 275/25/26

KAIIEIIUTABIH-BICTA
(naliMenyBanns nikapeskoro 3acoBy 3rinno 3 peectpauifiunm nocBiAMEHHAM)
TabJeTKH, BKPUTI ILIIBKOBOIO 000/10HK010, 110 S00 Mr no 10 Tabserox y daicrepi; no 12
OJiicTepiB B naulli 3 KAPTOHY
(thopma BuNyCKy, A03yBaHHs, BHL NAKyBaHHs Jikapckkoro 3aco0y)

Howmep peectpauiitioro nocsinuenns UA/19757/01/02 ctpok aii peectpauiiinoro nocsindenns 04.02.2028

Cepis nikapcskoro 3acoby Ne 110939 KinbkicTh BBe3eHoro nikapcbkoro 3acody 1000

BupoGHuk Pemenika JIta, Kinp
(naiimenyBanis BupoGiHKa Jikapenkoro 3acoby, KpaiHa noxXomkenHs)

Bseseto B Ykpainy Tosapuerso 3 oomexenoio Bianosinaasuicrio "BYCT ®APMA",
inenT. kon: 44107410

(naiimenysaiia Ta koa 3a C/IPTIOY opuanunoi ocobu abo npissuie, im's, no GaTbKoBi
diznunoi 0cobH - nianpuems, 1i Micue npoxHBanHA Ta peccrpauilinuii Homep obnikonoi
KapTKM M1aTHHka noaatkis aGo cepis Ta HOMEp nacnopra)

INpoTokon BisyanasHoro kontpoio sia 08.01.2025 Ne 3/01.10-25/23.

3a pesynbTaTaMu NEPKABHOTO KOHTPOMIO BCTAHOBNEHO, 11O Jlikapchknii 3aci6 BBe3eHo B VYKpaiHy 3

JAOTPHMAHHSIM BHMOT 3aKOHO/2BCTBA L1010 3aBe3neuenns sKocTi AikapChbkux 3acobis.

Mukona XOJIOJIEHKO

(ninnue) (ininianm Ta npissuiie)




FPCOA CAPECITABINE-VISTA 500 TABS-18a

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE

Name of product / Haasa npoaykry
(strength, dosage form, package size and type /
[A03yBaHHSA, nikapcbka hopma, poamip i Tun
yNaKoBKK)

Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / Kaneuuta6in - Bicta, Tabnetku, BKpWTi
nniekoBol o6onoxkoto, no 500 mr, Ne120 (10x12) y Gnictepax

Active substance / Potency/ [iio4a peqosuHa/
BMICT Ail040i pe4oBUHK

Capecitabine 500 mg/ Kaneuwtabix 500 mr

Manufacturing country / kpaiHa BUpoBHuk

Cyprus / Kinp

MA number / Homep peectpauiiHoro noceiguyeHHs

UA/19757/01/02, valid till 04.02.2028 /
UA/18757/01/02, aie no 04.02.2028

Code Ne/ Koa npoaykty Ne

FO733TAS500

Batch number and number of packs / Homep cepil
Ta KinbKiCTb Na4yok

110939
3000 packs/ 3000 na4ok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / lata supobHuuTea

28/07/2023

Expiry date / TepmiH npuaaTHocTi

28/07/2026

Name, address / Ha3ea, agpeca

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

PEMEQIKA NTA, syn. AxapHoH, llimacon IHgactpian EcteiT, Byaisns 10 -
npoTMNYXNWHHI, iMyHoMoayniolodi npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHaii Bupo6Huyol ainbHWU

REM10/2022/001, 029

TESTS/METHODS /
TECTW/ METOOW

SPECIFICATIONS /
CNEUNDIKALIA

RESULTS /
PE3YIIbTAT

Description / Onuc

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

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

Conforms / Bignosigae

TaBneTkn nepcukoBOro Konsopy, Aosractol gopmu,
BKPUTI NNiBkoBOl 060NOHKOID, 3 TUCHEHHAM «500» 3
oaHoro Goky. Mpubnuani poamipn 17,1 mm x 8,1 Mm

Identification (IH) / laeHTudikauis (BM)
- HPLC /BEPX

- IR /Y cnekTpodoTomeTpin

Rt corresponds to that of the standard / Rt
BiANOBIAAE piBHIO CTAHAAPTY

Spectra corresponds to that of the standard /
CnekTpa signosigae craHaapTy

Conforms / Bignosinae

Conforms / Bignosigae

Identification of ferric oxides (IH) /
laeHTudpikauis okcugis aanisa (BM)

Blue colour appears / 3'aenaetbcs GnakuTHWiA konip

Conforms / Bignosigae

Identification of titanium dioxide (IH) /
IneHTudpikauia Tutany aiokeway (BM)

Yellowish-orange colour is produced /
MposBNAETLCA XOBTYBATO-NOMapaH4eBuit konip

Conforms / Bignosigae

Uniformity of Mass (EP method 2.9.5) /
OpHopigHicTe macu (E® 2.9.5)

< 2 units > AW £ 5,0 % / He Ginblwe 2 oguHuLle >
cepegHs maca +5,0%

None / XogHoi

and None > AW + 10,0 % / YKoaHa oanHuus > None / XogHoi
cepefHs maca +£10,0%
Disintegration (EP method 2.9.1) / < 30 min / He Ginbwe 30 xBunuH 8 min/8xse
PosnapanHs (E® 2.9.1)
Water content (IH) [KF] / <3 % / He 6inbwe 3 % 1.2%

BmicT Bogu (BM) (Kd)
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FPCOA CAPECITABINE-VISTA 500 TABS-18a

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE

Name of product / Haaea npoaykry
(strength, dosage form, package size and type /
[03yBaHHA, nikapcbka hopma, poamip i Tun
YNaKoBKu)

Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KaneuutabiH - Bicta, TabneTtku, BkpuTi
nniekoBow o6onoHkot, no 500 mr, Ne120 (10x12) y GnicTtepax

Active substance / Potency/ fiiova pedosunal/
BMICT ZiK040| PEYOBUHM

Capecitabine 500 mg/ Kaneuwtabin 500 mr

Manufacturing country / kpaiHa BupoBHuK

Cyprus / Kinp

MA number / Homep peecTpalliiiHoro noceigueHHs

UA/19757/01/02, valid till 04.02.2028 /
UA/197567/01/02, pie Ao 04.02.2028

Code N/ Koa npoaykry Ne

FO733TAS500

Batch number and number of packs / Homep cepif
Ta KiNBKICTb Navok

110939
3000 packs/ 3000 navok

Batch sizé / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / [lata supoGHuurea

28/07/2023

Expiry date / Tepmin npugaTHocTi

28/07/2026

Name, address / Hassa, agpeca

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

PEMEQAIKA NTA, syn. AxapHoH, Jlimacon IHpgactpian EcteiiT, 6yaisns 10 -
NPOTUNYXNWHHI, iMyHoMoayntoodi npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BupoBHuyoi ginsHuui

REM10/2022/001, 029

TESTS/METHODS /
TECTW / METOOW

SPECIFICATIONS /
CNEUU®IKALIA

RESULTS /
PE3YNbTAT

Related substances (IH) [HPLC]/

CynyTHi Jomiwku (BM) (BEPX):

- Capecitabine related compound A /
CynyTHa gomiwka A

- Capecitabine related compound B /
CynyTHa gomiwka B

- Capecitabine related compound C /
CynyTHa gomiwka C

- Any individual unknown impurity /
IHavBiayaneHa HeBnaHa4eHa foMmilka

- Total impurities / 3aransHa cyma
[OMILLOK

£03%
<03%
<03 %
<0,10 %
£15%

0,05 %

0,01 %

< LOQ/ < Mexi KinbkicHor
0,053 %

0,18 %

Dissolution (IH) [HPLC] /
PoaduHeHHs (BM) (BEPX)

(Q) = 80 % in 30 minutes /
He meHwe 80% (Q) aa 30 xaunud

92,7 %

Uniformity of dosage units (EP method
2.9.40) / OgHopigHicTe Ao30BaHMX
oavHuus (ED meTog 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 / MpuiimanbHe
yucno nepwux 10 4o30BaHUX OAMHMLEL MeHWwe abo
nopiexioe L1 igcoTkis, AkWwo npuiimansHe Yynucno
Binblue L1 sigcoTkis, nepesipsoTs HAcTynHi 20
[030BaHNX OAVHWLb | PO3Pax0OBYHOTE 3HAYEHHA
npuiiMankHoro Yucna. Bumorn gotpumani, Ko
OCTaTO4HEe 3HauYeHHs npuiiMansHoro yucna ans 30
[030BaHMX 0AWHWLE MeHLwe abo gopieHioe L1
BI4COTKIB i )OAEH iHAMBIAYyansHWA BMICT ¥
A030BaHiin oguHuLi He mae ByTn meHwe Hix (1- L2
x 0,01) i He Binbwe 3a (1+ L2x0,01) M. L1
aopiexioe 15,01 L2-25,0

4,5 % (on 10 units) /

4.5 % (na 10 oauus)
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FPCOA CAPECITABINE-VISTA 500 TABS-18a R em ed i ca

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI UKRAINE

Name of product / Hasea nponyxry Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
(strength, dosage form, package size and type /

5 S (10x12) in blisters / KaneuuTtabiH - Bicta, TabneTku, BKpuTi
':ﬁ;i::::;' IO PN, Doselp Tl nniekosot 060noHKow, no 500 mr, Ne120 (10x12) y Gnicrepax

Active substance / Potency/ [liroya pevosuHal/

BMICT ZjioMOl PEHOBMHH Capecitabine 500 mg/ Kaneuura6bin 500 mr

Manufacturing country / kpaiia supoBHuMk Cyprus / Kinp

UA/19757/01/02, valid till 04.02.2028 /

MA number / Homep peecTpauiiHoro noceigYyeHHs UA/19757/01/02. pie Ao 04.02.2028

Code Ne/ Koa npoaykry Ne FO733TA500

Batch number and number of packs / Homep cepii | 110939

Ta KiNbKiCTe Navyok 3000 packs/ 3000 navok

Batch size / Poamip cepii 480 000 tablets / 480 000 TabneTok
Date of manufacture / flata eupobHuurea 28/07/2023

Expiry date / TepmiH npugartHocTi 28/07/2026

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

antineoplastic & immunomodulating products, Limassol, 3056, Cyprus /
Name, address / Ha3sea, agpeca

PEMEJLIKA NTA, eyn. AxapHoH, Jlimacon Inaactpian Ecreitr, Byaisna 10-
NPOTUNYXNUHHI, iIMmyHomoaynoodi npenapaty, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing

site / GMP, Homep niueHsii BupoBHU4OT AinbHUL REM10/2022/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU / METOOU CNEUUDIKALIA PE3YJIbTAT
Assay (IH) [HPLC] / KinbkicHe BuaHadenHn (BM) (BEPX) | 95,0 % - 105,0 % 99,7 %

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) / MikpoGionoriuxe
pocnigxeHHsa (E® Metog: rasa 2.6.12 - 2,6.13)
(KoxHa 5-a napTia 3a ymoBMW nepiogy 4acy Big
nonepeaHeo BunpobysaHoi napTil Ta Hosol napTil
He GinbLle 6 micauis)

10? cfu/g (max. acceptable count =2000)/ | Not Applied

- Total aerobic microbial count / 3araneHa kinekicte | He Ginbwe 10° KYO/r (Makc. npuiiHATHA He npoBoaMnocs

aepobHux mikpobie KinbkicTe=2000)
102 cfulg (max. acceptable count = 200)/ | Not Applied
- Total combined yeasts/moulds count / 3aransHa He 6inbwe 10? KYO/r (makc. npuidHATHa He npoeoaunocs
KinbkicTe KomBiHOBaHWX gpixakis / Lgini KinbkicTe=200) Not Applied
- Escherichia coli Absent/g / BipcytHa/r

He nposogunocs

EP: EP 11'" Edition /€Bponeiiceka ®apmakonen: E® 11 BuaaHHs
IH: In House Method No.: MTH-0326B, MTH-0218 and MTH-0355 / Cneuucpikauis supo6Huka: CB Metoa Ne: MTH-0326B,
MTH-0218 Ta MTH-0355

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labelling and
quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP” and has been released by Remedica’s designated Qualified Person. / Lium A 3aceiguyio, Wo HaseaeHa sule iHpopmauin
€ AocTOBipHOIO Ta TouHow. Lo cepilo npoaykuii 6yno BupobaeHo (BKAOMAIOMM NAaKyBaHHA/MapKyBaHHA) Ta NPOBEAGHO KOHTPOAL Ti AKOCTI Ha
BULLe3a3HaYeHIi AinbHUAL Y noBHIl BignosigHocTi 3 BUMoramu GMP, BCTAHOBABHUMM MICUEBUM PEryNATOPHUM OPraHom, a TaKoM BianosiaHo Ao
cneundikauiii, wWo MICTATLCA y peecTpauilHomy aockeé abo Toproeii niuewsii kpaivu-eupobHuka abo KpaiHu-iMnopTepa, AKWO npoAayKuilo
imnoprosaHo. Mpotokon BMpPoOGHWLTBA, NakyBaHHA Ta aHanisie Gyno mepernAHyTO Ta BCTaHOBAEHO BignosigHicts GMP T1a Gyna sunywewxa

ynosHoBameHow ocoboio Pemeaika.
Signature: % T

QC Manager or / ‘Meue;.wup 3 AKocri abo

Name: Dr. Georgia Christou Authorised Senior Analyst / YnosHoBa)<eHWit CTaplimii aHanitmk
(Qualified Person/YnosHosaeHa Ocoba)
Released on / flata sunycky: \ A \ 09 \Qo2d 2 Test Date / flara ananisy: 21/08/2023

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.

Remaedica Ltd, E-mail:info@remedica.com.cy, Tel.; +357 25553000, Fax: +357 25390192, Web: www.remedica.ey
Site address: Remedica Ltd, Aharnon Street, Limassol Industrial Estate, 3056 Limassol, Cyprus-EU
Mailling address: Remedica Ltd, P.O.Box 51706, 3508 Limassol, Cyprus-EU
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JEPXKABHA CJIYKBA 3 JIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €APTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3eHOro B Y KpaiHy JlikapcbKoro 3acoby

20.08.2025 Ne 41254/25/26

KAIIEIIMTABIH-BICTA

(HaliMeHyBaHHs JlikapcbKOro 3aco0y 3riHo 3 peecTpalifHUM NOCBII4EH HAM)
Tab/ieTkn, BKPHUTI IUIIBKOBOIO 000/10HK010, 10 500 mr o 10 Tabaerok y Haicrepi; no 12
OJaicrepiB B maulli 3 KApTOHY

(dopma BUNYCKY, 103yBaHHA, BH/I NaKyBaHHA JliKapcbKoro 3acoby)
Homep peectpauiiinoro nocsimuenns UA/19757/01/02 crpoxk aii peectpauiiinoro nocsinuenns 04.02.2028
Cepis nikapcekoro 3acoby Ne 123921 KinbkicTs BBe3eHOr0 nikapchkoro 3aco6y 870

BupoGHuK Pemenika JIta, Kinp

(HaiMenyBanHa BupoOHKKa NiKapebkoro 3acoly. KpaiHa NOXOMKCHHS )

Bseseno B Ykpainy ToapucTBo 3 0o0mesxkenoio BianosinaasnicTio "BYCT ®APMA",
inent. kox: 44107410

(HalimeHyBaHus Ta koa 3a €/IPTIOY opuamn4noi ocodbu abo npizeuuie, iM's, 1o daTLkoBi
thiznunoi ocobm - nianpuemiis, Ti Miclle NPoXkUBaHKS Ta peccTpauiinuil HoMmep 061ikoBoT
KapTKH NJaTHUKa nojarkis abo cepis Ta HOMep nacnopra)

IpoTokoa BizyansHoro koutposo sin 20.08.2025 Ne 3051/01.10-25/9.

3a pesynbTaTamMH IEpKABHOTO KOHTPONKO BCTAHOBJAEHO, WO ikapchkuil 3aci6 BBe3eHo B Vkpainy 3
AOTPHMAHHSIM BUMOr 3aKOHOAABCTBA LONO 3a0e3neyeHHs AKOCTI JiKapcbkuX 3acobis.

(nianue) (ininianm Ta npissuiie)




FPCOA CAPECITABINE-VISTA 500 TABS-19a

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE

Name of product / Hazsa npogyxkry

(strength, dosage form, package size and type /
[03yBaHH#A, nikapcbka dpopma, po3mip i Tun

YNakoBKK)

Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KaneuuTaGiu - Bicta, TabneTku, BKpUTi
nniekoBoto o6onoxkolo, no 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ [itoua peyosunHa/

BMICT A1il040T pe4OBUHM

Capecitabine 500 mg/ Kaneuwtabin 500 mr

Manufacturing country / kpaiHa BupoBHuK

Cyprus / Kinp

MA number / Homep peecTpauiiHoro noceig4eHHs

UA/M19757/01/02, valid till 04.02.2028 /
UA/M19757/01/02, aie no 04.02.2028

Code Ne/ Kog npoaykty Ne

FO733TA500

Batch number and number of packs / Homep cepii

Ta KiNbKiCTe Naqyok

123921
870 packs/ 870 nayok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / Jata supobHuuTea

30/06/2025

Expiry date / Tepmin npuaaTHocTi

30/06/2028

Name, address / Hassa, agpeca

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

PEMEQLIKA NTL, syn. AxapHoH, llimacon IHgacTpian Ecreiit, Byaiens 10 -
NpOTUNYXNWHHI, iIMyHOMOaynioodi npenapatw, Nlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BupobHuyol ginbHuui

REMBUILDING10/2024/001

TESTS/METHODS /
TECTW /| METOOW

SPECIFICATIONS /
CMNEUM®IKALIA

RESULTS /
PE3YIILTAT

Description / Onuc

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

Of approximate dimensions 17,1 mm x 8,1 mm /
TabneTkn nepcUKOBOro KONbOpPY, AOBracToi hopmu,
BKPUTI NMiBKOBOK 060MNOHKOW, 3 TUCHEHHAM «500» 3
oaHoro Boky. MpubnuaHi poamipn 17,1 mm x 8,1 mm

Conforms / Bignoeigae

Identification (IH) / |lgeHTudikauis (BM)

- HPLC /BEPX

- IR /M cnekTpodhoTOoMeETpInA

Rt corresponds to that of the standard / Rt
BiANOBIAAE PiBHIO CTAHAAPTY

Spectra corresponds to that of the standard /
CnekTpa Bianosigae ctaHaapTy

Conforms / Bignosigae

Conforms / Bianosinae

Identification of ferric oxides (IH) /
laeHTndbikauis okcugis 3anisa (BM)

Blue colour appears / 3'aBnseTbca BnakuTHWA konip

Conforms / Bignoeigae

Identification of titanium dioxide (IH) /
laenTndikauis Tutany giokeuay (BM)

Yellowish-orange colour is produced /
[MposBnseTbes MOBTYBATO-NOMapaHYeBUiA Komip

Conforms / Bignosigae

Uniformity of Mass (EP method 2.9.5) /
OpHopigHicTe Mack (EP 2.9.5)

< 2 units > AW £ 5,0 % / He Binblue 2 ognHWLb >
cepeaHs maca +5,0%

and None > AW + 10,0 % / XogHa oguHuus >
cepeaHs maca +10,0%

Disintegration (EP method 2.9.1) /
PoanagaHusa (EP 2.9.1)

< 30 min / He Ginblue 30 XBUNuH

Water content (IH) [KF] /
BmicTt Bogan (BM) (Kd)

<3%/He6inbwe 3% |

[15%

None / YogHol

None / YogHoi

'9min/9xs
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FPCOA CAPECITABINE-VISTA 500 TABS-19a

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

Remedica

UKRAINE

Name of product / Hasea npogyxkry

(strength, dosage form, package size and type /

[[03yBaHHs, nikapceka chopma, po3mip i Tun
YNaKkoBKuW)

Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KaneuutabiH - BicTa, TabneTku, BKpUTI
nniBkoBoK 06onoHKoe, no 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ [itoua peyosuHa/

BMICT Ail040l peHOBUHN

Capecitabine 500 mg/ KaneuuTabin 500 mr

Manufacturing country / kpaiHa Bupo6GHUK

Cyprus / Kinp

MA number / Homep peectpaujiitHoro nocsigyeHHs

UA/M19757/01/02, valid till 04.02.2028 /
UA/18757/01/02, pie no 04.02.2028

Code No/ Kog npoaykty Ne FO733TA500

Batch number and number of packs / Homep cepii | 123921

Ta KiNbKICTb Naqvok 870 packs/ 870 na4ok

Batch size / Poamip cepii 480 000 tablets / 480 000 TabneTtok
Date of manufacture / [lata sBupobHuuTEa 30/06/2025

Expiry date / TepmiH npuagaTHocTi 30/06/2028

Name, address / Haaea, agpeca

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

PEMEQJIKA NTJ, syn. AxapHoH, Jlimacon IHgacTpian EctenT, 6ygiens 10 -
NPOTUNYXMWHHI, iMyHOMoayniotodi npenapatu, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BUpoGHUYOT AiNbHUL

REMBUILDING10/2024/001

TESTS/METHODS /
TECTW / METOOW

SPECIFICATIONS /
CNEUN®IKALIA

RESULTS /
PE3YIIbTAT

Related substances (IH) [HPLC]/

CynyThi Jowmiwku (BM) (BEPX):

- Capecitabine related compound A /
CynyTHs agomiwka A

- Capecitabine related compound B /
CynyTHAa gomiwka B

- Capecitabine related compound C /
CynyTHa gowmiwka C

- Any individual unknown impurity /
IHamBigyansHa HeBU3Ha4YeHa AoMillKa

- Total impurities / 3aransHa cyma
OOMILLIOK

£0,3%
=0,3%
=03%
£0,10%

=1,56%

0,08 %

< LOQ/ < Mexi kinbkicHor
< LOQ/ < Mexi kinbKicHor
0,038 %

0,12 %

Dissolution (IH) [HPLC]/
PosuuHeHnHs (BM) (BEPX)

(Q) = 80 % in 30 minutes /
He meHwe 80% (Q) 3a 30 xeunuH

95,2 %

Uniformity of dosage units (EP method
2.9.40) / OnHopigHICTE 4030BaHNX
oamHuub (EP meTon 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 / MNpuitmanbHe
yncno nepwmnx 10 Ao30BaHKWX 0ANHWULIL MeHwe abo
popieHioe L1 BigcoTkie. AKWo npuiimansHe Yicno
6inbLwe L1 BiacoTkiB, nepeBipsAloTb HAacTynHi 20
[030BaHNX OOMHWLb | PO3Pax0BYIOTb 3HAYEHHSA
npuiMansHoro Yucna. Bumoru goTpumani, Ko
OCTaTOYHE 3HAYeHHA npuimansHoro yucna ana 30
[030BaHNX oANHULE MeHLwe abo aopieHioe L1
BiACOTKIB | )OAEH iHAMBIAYaNbHWIA BMICT y
[030BaHii 0aguHUL He mae ByTi MeHLwe Hix (1- L2
x 0,01) i He BinbLue 3a (1+ L2x0,01) M. L1
popieHioe 15,0 L2-250

2,5 % (on 10 units) /

2,5 % (Ha 10 oguub)
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FPCOA CAPECITABINE-VISTA 500 TABS-19a Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI UKRAINE

g?g: ?: ‘:jmd“‘;t f"' ';';3526"'(2"“)";'2’7 oy Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
-3, SUREPS 61T, POGSEIN S BEIC s (10x12) in blisters / KaneuutabiH - Bicta, TabneTku, BKpuUTi

o3yBsa i ipi A &
?naEa::)ﬂ' TP SopiR et v nniBkoBolo o6onoHKoo, no 500 mr, Ne120 (10x12) y GnicTepax

Active substance / Potency/ [itoua pevosuHa/

e Capecitabine 500 mg/ KaneuuTtabin 500 mr
BMICT [jl040T pe4oBUHU

Manufacturing country / kpaiHa BupoBHuMK Cyprus / Kinp

MA number / Homep peecTpadiiiHoro noceig4eHHs UA19797/01/02, valid tll 04.02.2025/
B BERCA A UA/19757/01/02, aie Ao 04.02.2028

Code Ne/ Ko npogykTy Ne FO733TA500

Batch number and number of packs / Homep cepii | 123921

Ta KiNbKICTb MNay4ok 870 packs/ 870 nayok

Batch size / Poamip cepii 480 000 tablets / 480 000 TabneTok
Date of manufacture / Jarta BupobHulTRa 30/06/2025

Expiry date / Tepmin npugatHocTi 30/06/2028

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, Building 10 -
antineoplastic & immunomodulating products, Limassol, 3056, Cyprus /
Name, address / Haasa, agpeca
PEMEJLIKA NTA, syn. AxapHoH, Jlimacon IHgactpian Ecrteit, 6yaisns 10-
NPOTUNYXIMHHI, iIMyHOMoaynioroudi npenapatu, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BupobHU4oi ginbHMUi REMBUILDING 1/2024/001

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW /| METOOW CMNELUMDIKALIA PE3YNNBTAT
Assay (IH) [HPLC] / KinbkicHe Busnauenns (BM) (BEPX) | 95,0 % - 105,0 % 98,2 %

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) / MikpoGionoriyHe
pocnigxeHus (E® Metoa: rnasa 2.6.12 - 2.6.13)
(KoxHa 5-a napTisa 3a ymoBW nepiogy 4acy Big
nonepeaHbL0 BUNpobyBaHoi NapTii Ta HOBOI NapTii
He Binbwe 6 micauis)

10? cfu/g (max. acceptable count =2000)/ | Not Applied

- Total aerobic microbial count / 3aranbHa kinokicte | He Binbwe 10° KYO/r (Makc. npuidHATHA He npoBoaunocs

aepobHux mikpobis KinbkicTb=2000) 3
102 cfulg (max. acceptable count = 200)/ | Not Applied
- Total combined yeasts/moulds count / 3aransHa He Binbwe 10? KYO/r (Makc. npuiHATHA He npoBoaunnock
KinbKicTb koMBiHoBaHMX Apbxaxis / usini KinekicTe=200) Not Applied
- Escherichia coli Absent/g / BigcyTHsal/r

He nposognnocbk

EP: EP 11" Edition !Caponeﬁ'cbna ®apmaronen: €D 11 Buganta
IH: In House Method No.: MTH-0326B, MTH-0218 and MTH-0355 / Cneuudikauis supobHuka: CB MeTtog Ne: MTH-0326B,
MTH-0218 Ta MTH-0355

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labelling and
quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP" and has been released by Remedica’s designated Qualified Person. / Lum s 3acsiguyio, Wo HaBegeHa BULLEe iHbopmauia
€ AocTosipHOW Ta TouHoo. Lo cepilo npogykuii 6yno evpobneHo (BKNKOYAKYM NaKyBaHHA/MAapKYBaHHA) Ta NPoOBEAEHO KOHTPONL fi AKOCTI Ha
BMLLE3a3HaYeHIN AinbHULU Yy NoBHIK BignosigHocTi 3 BMmoramu GMP, BCcTaHOBAEHMMM MICLEBMM PEryIATOPHWUM OPraHoM, @ TAKOX BiANOBIAHO A0
cneundikauii, WO MICTATbCA Y peecTpauiiHoMy gocke abo TOproeil AiueHsil KpaiHW-BMpoBHMKa abo KpaiHu-iMnopTepa, AKIWLO NPOAYKLIID
imnoptoBaHo. lNpotokonu BupoBHWMUTBA, NMaKyBaHHA Ta aHanisis 6yno nepernaHyTo Ta ch?aeHo _BignosigHicte GMP Ta 6yna eunyweHa

Vnoaumﬁﬁﬂoﬁﬁ%g@u
udlified Pers .
Signat .e:._’_héb_; ied ’ré_?n M\’U*\‘&f@r

o BT
TICLITLT

e /xw-ﬂ\ : '%lol}[?_(}?.i

Qc nﬁmge/or / MeHegHp 3 akocti abo

Name: Marig'Roussou Authorised Senior Analyst / YnosHoBaMeHMiA cTapwinii aHanitmk
(Qualified Person/YnosHosaxeHa Ocoba)
Released on / flata sunycky: 34 \)’4\&-}&5 Test Date / flata aHanisy: 18/07/2025

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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