FPCOA CAPECITABINE-VISTA 500 TABS-17

Remedica

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCTI

UKRAINE

Name of product / Haaea npoaykry

(strength, dosage form, package size and type /
BAO03YBaHHA, nikapceka copma, poamip i Tun
ynakoBKu)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMEBICTA, TabneTku, BKpUTI
nniBKoBOK 060noHKo, No 500 mr, N2120 (10x12) y 6nictepax

Active substance / Potency/ ditoua peyosuxa/
BMICT Ail040T pe4OBUHM

Capecitabine 500 mg/ Kaneyurtabit 500 mr

Manufacturing country / kpaiHa Bupo6HuK

Cyprus / Kinp

MA number / Homep peecTtpauiiiHoro noceig4eHHs

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

Code Ne/ Koa npogykTty Ne FO733TAS500

Batch number and number of packs / Homep cepii | 110374

Ta KiNbKICTb Na4Yok 3000 packs/ 3000 na4ok

Batch size / Poamip cepil 480 000 tablets / 480 000 TaGneTok
Date of manufacture / flata eupobHuuTea 29/06/2023

Expiry date / TepmiH npugatHocTi 29/06/2026

Name, address / Ha3sBa, agpeca

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

PEMEAIKA NTA, eyn. AxapHoH, Jlimacon IHgactpian EcreiiT, 6yaisnsa 10 -
NPOTUNYXNUHHI, iMyHOMoAyniooYi npenapartw, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, HoMmep niueHsii BUpoBHUYOT ginsHWUi

REM10/2022/001, 029

TESTS/METHODS /
TECTW / METOOU

SPECIFICATIONS /
CMELUU®IKALIA

RESULTS /
PE3YNbLTAT

Description / Onuc

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

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

Conforms / Bignosigae

TabneTk1 NepCcUKOBOro KONbLOpy, AoBracToi hopmu,
BKPUTI NNiBKOBOK 0BONOHKOI, 3 TUCHEeHHAM «500» 3
opgHoro Boky. Mpubnuani poamipn 17,1 MM X8,1 mm

Identification (IH) / lnenTudikauia (CB)

- HPLC /BEPX

- IR /M cnekTpochoTomeTpin

Rt corresponds to that of the standard / Rt
BiAnoBigae piBHIO CTaHAapTY

Spectra corresponds to that of the standard /
CnekTpa eignoeiaae ctaHgapTy

Conforms / Bianosiaae

Conforms / Bignosigae

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

Blue colour appears / 3'aBnscTscA 6MakUTHUA Konip

Conforms / Bignosigae

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

Yellow orange colour is produced / MposienseTscs
XOBTyBaTO-NOMapaH4eBuid Konip

Conforms / Bignosigae

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

< 2 units > AW + 5,0 % / He Ginblue 2 oAVHULL >
cepegHa maca +5,0%

and None > AW + 10,0 % / XKoaHa oguHuLiA
cepegHa maca +10,0% VA&

None / XogHoi

“"|'None¥ KoaHot

Disintegration (EP method 2.9.1) /
PosnagaHHsa (EP 2.9.1)

< 30 min / He Ginbwe 30 xeunuH

Water content (IH) [KF] / Bmict Bogu (CB)

<3 % / He Ginblwe 3 %
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FPCOA CAPECITABINE-VISTA 500 TABS-17

CERTIFICATE OF ANA

Remedica

LYSIS/ CEPTU®DIKAT AKOCTI UKRAINE

Name of product / Hassa npogykry

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

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMEBICTA, Ta6neTtku, BKpUTi
nniBKOBOK 06050OHKOK, No 500 mr, Ne120 (10x12) y 6nicTepax

Active substance / Potency/ [itoya peyosuHa/
BMICT [il0MO| pevyoBUHK

Capecitabine 500 mg/ KaneuuTta6ii 500 mr

Manufacturing country / kpaiHa BupoBHuk

Cyprus / Kinp

MA number / Homep peecTpauiiiHoro noceigyeHHs

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

Code Ne/ Koa npoaykTy Ne FO733TA500

Batch number and number of packs / Homep cepii | 110374

Ta KinbKIiCTb Navyok 3000 packs/ 3000 nayok

Batch size / Poamip cepil 480 000 tablets / 480 000 TabneTok
Date of manufacture / [lata BupoGHuuTEa 29/06/2023

Expiry date / TepmiH npuaatHocTi 29/06/2026

Name, address / Hasea, agpeca

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

PEMEAIKA NTA, syn. AxapxoH, Jlimacon IHgacTtpian Ecteit, 6yaisna 10 -
NPOTUNYXNUHHI, iMyHoMoayniolodi npenapatu, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BUpoBHMYOT AinbHULi

REM10/2022/001, 029

TESTS/METHODS /
TECTWU / METOOU

SPECIFICATIONS /
CNELUNPDIKALIA

RESULTS/
PE3YINbTAT

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

- Capecitabine related compound A / =03% 0,03 %
CynyTHa aomiwka A

- Capecitabine related compound B / <0,3% < LOQ/ < Mexi KinkkicHor
CynyTHsa gomiwika B

- Capecitabine related compound C / =03% < LOD/ < Mexi BusiBneHHs
CynyTHs pomiwka C

- Any individual unknown impurity / 0,10 % < LOQ/ < Mexi kinskicHor
IHAMBIAYyaneHa HEBU3HAYEHa AOMILLKa

- Total impurities / 3aransHa cyma <15% 0,03 %
AOMILIOK

Dissolution (IH) [HPLC] / Po3unHeHHsa (Q) = 80 % in 30 minutes / He meHwe 80% (Q) 3a 91,8 %

(CB) 30 xBunuH

Uniformity of dosage units (EP method
2.9.40) / OgHopigHICTE A030BaHMX
oauHuLb (ED 2.9.40)

is less th

value.

is less th

x0,01)i

The acceptance value of the first 10 dosage units

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. L1is 15,0 and L2 is 25,0 / MpuiimansHe
yucno nepinx 10 gos3osaHuX oguHULE MeHwe abo
popisHioe L1 BigcoTkie. Axwo npuiimansHe 4mcno
Ginbwe L1 sigcoTkis, nepesipAlTL HACTYNHI 20~
N030BaHNX OOUHWLIB | PO3PaxoBYIOTh 3Ha'-|e|-|wﬂ
npuiMansHoro Yyucna. Bumoru gotpumadi, & m.m
OCTaTO4YHE 3HAYEeHHs NpUiiMansHoro qucna oA 3{]
[030BaHuX 04uHULUbL MeHwe abo .ElOpIBHIO(- L1 ;z,é»
BI,E[CDTKIB i HoaeH IHﬂHBIﬂyaﬂbHHH BMiCT y
0030BaHih oguHULi He mae ByTu MeHLe HH( 1 L2

popisHioe 15,01 L2-25,0

3.8 % (on 10 units) /
an or equal to L1 per cent. If the
3,8 % (Ha 10 ogunub)

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

| "k

He Binbwe 3a (1+ L2x0,01) M. L1
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FPCOA CAPECITABINE-VISTA 500 TABS-17 R eme d i ca

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI UKRAINE

gﬂ‘e ?: F;g’;“':fg 'j;’aac"'(';“":y'i‘z“ dtoe, | CAPEVISTA, film-coated tablets, 500 mg, Ne120
HEN R PRI s A PR (10x12) in blisters / KANEBICTA, Tabnetku, BKpUTi

03 , i ; ipi : .
?na:g:::}ﬂ Tikapchka hopua, posmip | im nniBkosoto o6ononkoro, no 500 mr, N2120 (10x12) y 6nicTepax

Active substance / Potency/ Jitoua pevosuxal

BMICT Zl040T PEUOBUHM Capecitabine 500 mg/ KaneuuTta6is 500 mr

Manufacturing country / kpaiHa BupoBHwk Cyprus / Kinp

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

MA number / Homep peecTpauiiHoro noceig4eHHs UA/17936/01/02. aie ao 17.02.2025

Code Neo/ Kog npoaykrty Ne FO733TA500

Batch number and number of packs / Homep cepii | 110374

Ta KinbKiCTb Na4oK 3000 packs/ 3000 nayok

Batch size / Poamip cepii 480 000 tablets / 480 000 TabneTok
Date of manufacture / Jata supobHuuTBa 29/06/2023

Expiry date / Tepmin npuaatHocTi 29/06/2026

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, Building 10 -
antineoplastic & immunomodulating products, Limassol, 3056, Cyprus /
Name, address / Hasea, agpeca
PEMEQLIKA NTA, eyn. AxapHoH, Jlimacon IngacTpian Ecteiit, 6yaiens 10-
NPOTUNYXNUHHI, iIMyHOMoZyntotoui npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing

site / GMP, Homep niueH3ii BUpoBHUYOT AinbHUL REM10/2022/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU /| METOOU CNEUMDIKALIA PE3YNLTAT
Assay (IH) [HPLC] / KinbkicHe Bu3naverHa (CB) 95,0 % - 105,0 % 96,8 %

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) /
MikpobBionoriyse gocnigxeHHs (ED Metog;
rnaea 2.6.12 - 2.6.13) (KoxHa 5-a napTis 3a
yMOBM nepioay 4acy Big nonepenHbLo
BunpoByBaHol NapTii Ta HOBOI NapTil He
GinbLwe 6 micauis)

- Total aerobic microbial count / 3aransHa 10° cfu/g (max. acceptable count = 2000) / < 100 cfu/g /

KinbKicTb aepobHKx Mikpobis He Ginblwe 10° KYO/r (Makc. npuitHaTHa <100 KYOrr
KinekicTb=2000)

- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / <10cfu/g/

3aranbHa KinbkicTs kombiHoBaHux apixakis / | He Ginswe 102 KYO/r (Makc. npuiHATHA <10 KYOfr

ueini KinbkicTe=200) .

- Escherichia coli Absent/g / BigcyTHs/r Absent/g / Biacythsa/r

EP: EP 11" Edition /EBponeiicbka ®apmakones: EP 11 BugaHHs
IH: In House Method No.: MTH-0326B, MTH-0218 and MTH-0355 / Cneumdikauis eupo6Huka: CB Metop 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 Pragtice and has been released by
Remedica's designated Qualified Person. / Mu nigTeepaxyemo, Lo 3asHadeHa cepisi 6yna Burotoenexa, ynakosaHa ta
sunpofyBaHa BigNOBigHO 40 BUMOT 403BOMNY HA NPOAAX Ta NPMHUMMIE Ta BKa3iBOK HanexHoi BMpo6HuYol npakTuku €C Ta 6yna
BUyLUeHa yNoBHOBaxeHoW ocoboto Pemesika. ’h/ b

Signature: pi«w;._ QJ«..,,C)&'L& /b”
Dr

i\ K rA . A
Name: . Georgia Christou Q\.‘ Manager or

(Qualified Person) Autlicrised Senior Analys
; ; - 1= [ 4ELITA
Released on: 3a|0R(A 043 Tesl:,_l'ialé{z"}? 9712024/ 7/]

This certificate has been completed, verified and signed as per the English version of ihe text included heyéin and no
representations are made as to the accuracy of the non-English text of which the Signatery has no. -lcﬁ__'tgf’p'('i,'fedge of

Remedica Ltd, E-mail:info@remedica.com.cy, Tel.: +357 25553000, Fax: +357 25390192, Web:waww.rerzdica.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-17

Remedica

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCTI

UKRAINE

Name of product / Haaea npoaykry

(strength, dosage form, package size and type /
BAO03YBaHHA, nikapceka copma, poamip i Tun
ynakoBKu)

CAPEVISTA, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KAMEBICTA, TabneTku, BKpUTI
nniBKoBOK 060noHKo, No 500 mr, N2120 (10x12) y 6nictepax

Active substance / Potency/ ditoua peyosuxa/
BMICT Ail040T pe4OBUHM

Capecitabine 500 mg/ Kaneyurtabit 500 mr

Manufacturing country / kpaiHa Bupo6HuK

Cyprus / Kinp

MA number / Homep peecTtpauiiiHoro noceig4eHHs

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

Code Ne/ Koa npogykTty Ne FO733TAS500

Batch number and number of packs / Homep cepii | 110374

Ta KiNbKICTb Na4Yok 3000 packs/ 3000 na4ok

Batch size / Poamip cepil 480 000 tablets / 480 000 TaGneTok
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Expiry date / TepmiH npugatHocTi 29/06/2026
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PEMEAIKA NTA, eyn. AxapHoH, Jlimacon IHgactpian EcreiiT, 6yaisnsa 10 -
NPOTUNYXNUHHI, iMyHOMoAyniooYi npenapartw, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, HoMmep niueHsii BUpoBHUYOT ginsHWUi

REM10/2022/001, 029

TESTS/METHODS /
TECTW / METOOU

SPECIFICATIONS /
CMELUU®IKALIA

RESULTS /
PE3YNbLTAT

Description / Onuc

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

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

Conforms / Bignosigae

TabneTk1 NepCcUKOBOro KONbLOpy, AoBracToi hopmu,
BKPUTI NNiBKOBOK 0BONOHKOI, 3 TUCHEeHHAM «500» 3
opgHoro Boky. Mpubnuani poamipn 17,1 MM X8,1 mm

Identification (IH) / lnenTudikauia (CB)

- HPLC /BEPX

- IR /M cnekTpochoTomeTpin

Rt corresponds to that of the standard / Rt
BiAnoBigae piBHIO CTaHAapTY

Spectra corresponds to that of the standard /
CnekTpa eignoeiaae ctaHgapTy

Conforms / Bianosiaae

Conforms / Bignosigae

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

Blue colour appears / 3'aBnscTscA 6MakUTHUA Konip

Conforms / Bignosigae

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

Yellow orange colour is produced / MposienseTscs
XOBTyBaTO-NOMapaH4eBuid Konip

Conforms / Bignosigae

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

< 2 units > AW + 5,0 % / He Ginblue 2 oAVHULL >
cepegHa maca +5,0%

and None > AW + 10,0 % / XKoaHa oguHuLiA
cepegHa maca +10,0% VA&

None / XogHoi

“"|'None¥ KoaHot

Disintegration (EP method 2.9.1) /
PosnagaHHsa (EP 2.9.1)

< 30 min / He Ginbwe 30 xeunuH

Water content (IH) [KF] / Bmict Bogu (CB)

<3 % / He Ginblwe 3 %
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JAEPKABHA CJ1YXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

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

BUCHOBOK
Npo sIKiCTH BBE3€HOI0 B YKpaiHy JiKapCcbKOro 3acody

17.05.2024 Ne 25752/24/26

KAIIEBICTA

(HaiiMeHyBaHHA JIIKAPChKOro 3acody 3rijHO 3 peecTpalliiHUM MOCBLIYCHHAM )
TA0JIETKH, BKPHTI IIIBKOBOI0 000,10HK010, 10 500 Mr o 10 Tadaerox y daicrepi; mo 12
OJricTepiB B na4yui 3 KAPTOHY

(popma BHIyCKy, MO3YBaHHSA, BH/L NAKYBaHH JIIKapCBKOTo 3acody)
Homep peectpaniitnoro moceiguenns UA/17936/01/02 crpox nii peecrpauiiinoro moceiguenns 17.02.2025
Cepis nikapcbkoro 3aco6y Ne 110374 KinbkicTh BBe3eHoro gikapebkoro sacoby 500

BupoGHuk Pemenika JIta, Kinp

(HaiiMeHyBaHHA BHPOOHHKA JT1KapChbKOTO 3acoly, KpaTlHa MOXODKEHHS )

Bseseno B Ykpainy ToBapuctio 3 oome:xkenoro BianosigaiabHictio "BYCT ®APMA",
inent. kom: 44107410

(naiimenyBaHH4 Ta ko 3a €/IPIIOY ropuanyHoi ocobn abo npiseuile, iM'a, no GaTbkoBi (izHyHOT
oco0u - manpueMus, ii Micile NpoKHBAHHA Ta peecTpaliiiHuil HoMep oBJIKOBOI KApTKH IJIATHHKA
nojarkis abo cepist Ta HOMep NnacnopTa)

Iporokoa Bisyansnoro konrpomo eix 17.05.2024 N 1690/7.

3a pe3ynbTaTaMH JIEPXKABHOTO KOHTPOJIKD BCTAHOBIEHO, 110 JIKapchbKWil 3acid BRe3eHO B YKpaiHy 3

JAOTPHMAHHAM BHMOT 3aKOHOJIABCTBA 11010 3a0e3eueHHs AKOCTI JIIKapChKHX 3aco0iB.

HauanpHHUK Mukona XOJIOJJEHKO

(nmocanoBa ocoba opraHy JiepKaBHOTO KOHTPOIIO) (migmuc) (iniiany Ta npisBHIIe)

M.IL
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