JAEP)KABHA CJIYKBA 3 JIIKAPCHBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

ByN. bepesnskiscbka, 29, Kuis, 02098, ten. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dIs.kyiv@dls.gov.ua, Ko €JIPTIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3EHOro B Y KpaiHy JiikapchbKoro 3aco0y
12.04.2023 Ne 17662/23/26
KAIIEBICTA

(HaliMenyBanns nikapcbkoro 3aco0y 3riiHo 3 peceTpauifHuM nociadenHsm)
TabJ1eTKH, BKPHTI MJIiBKOBOI0 060/10HK0I0, 110 150 mr o 10 Tabuerok y Gaicrepi; mo 6
GuicTepiB B mauni 3 KAapTroHy

(hopma BHIyCKY. A03YBAHHA. B NAKYBaHHSA NiKapCcLKOro 3acoby)
Homep peecrpauiiiioro nocsiauenns UA/17936/01/01 crpok aii peectpautiiivoro nocsiauenns 17.02.2025
Cepis nikapeskoro sacody Ne 106780 KinbkicTs Baesenoro nikapeskoro 3acoby 190

BupoGuuk Pemenika Jlta, Kinp

(HaAMeHYBAHHS BUPOOHUKA NiKAPCLKOro 3acoly. KpaiHa NOXoIKeHHA )

BseseHo B Ykpainy TOBAPUCTBO 3 OBMEXKEHOIO BIAINOBIZAJIBHICTIO
"BYCT ®APMA'", inenr. kon: 44107410

(Haiimenynanns Ta koa 3a €JIPIIOY opuansnol ocoGu aGo npizeuiie, iM'A, 1o GarbkoBi
(pizmunoi ocobu - nianpuemus, ii Micue NpokHBaHHA Ta peecTpauifinui nomep obaikonol
KAPTKM niaTHuka noaarkis aGo cepis Ta nomep nacnopra)

3a pesysbTaTamu AepWaBHOro KOHTPO/IKO BCTAHOBNIEHO, WO Jlikapchkuii 3acid BeeseHo B Ykpainy 3
IIOTpHMﬂ HHHM BHMOT PEQROHOARBCTEA W00 3abe3neueHns AKOCTi NikapebKUX 3aco0is.
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FPCOA CAPECITABINE-VISTA 150 TABS-15 Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI UKRAINE

Name of product / Hasea nponykry CAPEVISTA, film-coated tablets, 150 mg, Ne 60 (10x6) in blisters /

S;;?ggat:,_',: 0;?23;:,?;‘ aizc:: g;' Osalnzn? aian“;ype L KATEBICTA, Tabnetku, BKpUTi NniBkoBo o60noHKow, no 150
ynakosKu) ' ' . mr, Ne60 (10x6) y Gnictepax

Active substance / Potency/ [itoua pedosuHa/

BMICT SiiOVOT pEYOBHHN Capecitabine 150 mg/ Kaneuutabin 150 mr

Manufacturing country / kpaiHa BupoGHuK Cyprus / Kinp

MA number / Homep peectpauiiiHoro UA/17936/01/01, valid till 17.02.2025 /
nocBigYeHHs UA/17936/01/01, gie o 17.02.2025
Code Ne/ Kop npoaykry Ne FO733TA150

Batch number and number of packs / Homep 106780

cepii Ta KiNnbKiCTb Na4yok 190 packs/190 navok

Batch size / Po3amip cepii 200,000 tablets / 200,000 TabneTok
Date of manufacture / lata BupobHuLTBa 01/2023

Expiry date / TepmiH npuaaTtHocTi 01/2026

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, Building 10 -
antineoplastic & immunomodulating products, Limassol, 3056, Cyprus /
Name, address / Hasea, agpeca
PEMEQOIKA NTA, sByn. AxapHoH, Jlimacon |HgacTtpian Ecteiit, 6yaisna 10
-NPOTUNYXMUHHI, iIMyHOMOAYMooYi npenaparty, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing

site / GMP, Homep niueHsii BupoBHu4oT AinbHWUI REM10/2022/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS"/
TECTW /METOOU CNELUOIKALIA PE3YNbLTAT
Description / Onuc Light peach, oval, film-coated tablets embossed with | Conforms / Bianosiaae

“150" on one side.

Of approximate dimensions 11,4 mm x 5,9 mm /
TabGneTku, BKpUTI NniBkoBOK 0BONOHKO0, OBANBLHOI
chopmu, CBITNO-NEPCUKOBOTO KONLOPY, 3
rpasitoBaHHaM «150» 3 ogHoro Goky. MpubnuaHi
poamipu 11,4 mm x 5,9 Mm

Identification (IH) / |laeHTudikauin (CB)

- HPLC /BEPX Rt corresponds to that of the standard / Rt Conforms / Bignogigae
BignoBiAae piBHIO CTaHAAPTY

- IR /1Y cnektpochoTomeTpis Spectra corresponds to that of the standard / Conforms / Bignosiaae
CnekTpa Bignosiaae ctaHAapTy

Identification of ferric oxides (IH) / Blue colour appears / 3'aBnsieTbca BnakuTHuii konip | Conforms / Bianosigae
laeHTudbikauia okcuaie 3anisa (CB)

Identification of titanium dioxide (IH) / Yellow orange colour is produced / MNposBnAeTsLCA Conforms / Bignogipae

laeHTudikauia Tutary diokeuay (CB) XOBTYBATO-NOMapaH4YeBnin konip
Uniformity of Mass (EP method 2.9.5) / < 2 units > AW = 7,5 % / He Binblue 2 oouHWLb > None / KogHoi
OpHopigHicTs Mmacu (EP 2.9.5) cepeaHs maca +7,5%
and None > AW % 15,0 % / >XogHa oguHuus > None / XXogHoi
cepegHs maca £15,0%
Disintegration (EP method 2.9.1) / < 30 min / He Ginbwe 30 XxBUnNuH 7 min/7 x8
Posnapanxs (€P 2.9.1)
Water content (IH) [KF] / BmicT Bogun (CB) | <3 % / He 6inble 3 % 0,7 %
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FPCOA CAPECITABINE-VISTA 150 TABS-15

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

Remedica
UKRAINE

Name of product / Hasea npogykry

(strength, dosage form, package size and type /
[A03yBaHHs, nikapcbka chopma, po3mip i Tmn

ynaxkosKu)

mr, Ne60 (10x6) y Gnictepax

CAPEVISTA, film-coated tablets, 150 mg, Ne 60 (10x6) in blisters /
KANEBICTA, TabneTtku, BKpUTi nniekoeok o6onoHkoto, rno 150

Active substance / Potency/ [litova pevosuHa/

BMICT Ail040T pEe4OBUHM

Capecitabine 150 mg/ Kaneyutabin 150 mr

Manufacturing country / kpaiHa BMpoGHUK

Cyprus / Kinp

MA number / Homep peecTtpauiittoro
NocBig4YeHHs

UA/17936/01/01, valid till 17.02.2025 /
UA/17936/01/01, gie no 17.02.2025

Code Ne/ Koa npoaykty Ne

FO733TA150

Batch number and number of packs / Homep

cepil Ta KinbKiCTb Na4oK

106780
190 packs/190 navok

Batch size / Poamip cepii

200,000 tablets / 200,000 Tabnetok

Date of manufacture / Jata BupobHuyTBa

01/2023

Expiry date / TepmiH npuaartHocTi

01/2026

Name, address/ Hazea, agpeca

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

PEMELIKA NTA, eyn. AxapHoH, Jlimacon IHgacTpian Ecteiit, 6yaisnsa 10 -
NPOTUNYXITMHHI, iIMyHOMOoZyntokodi npenapatu, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHsit
BUPOBHUYOT AiNbHULL

REM10/2022/001, 029

TESTS/METHODS /
TECTW / METOM

SPECIFICATIONS /
CMNEUNDIKALIA

RESULTS /
PE3YINbTAT

Related substances (IH) [HPLC]/

CynyTHi Jomiwkn (CB):

- Capecitabine related compound A /
CynyTHsa goMiwka A

- Capecitabine related compound B /
CynyTHsa gomiwka B

- Capecitabine related compound C /
CynyTHs gomiwka C

- Any individual unknown impurity /
IHavBiAyanbHa HEBU3HAYEHA JOMilLka

- Total impurities / 3aranbHa cyma
OOMILLIOK

£03%
£0,3%
<0,3%
0,10 %

£1.5%

0,05 %

< LOD/ < mexi BUSBNEHHSA
< LOQ/ < mexi KinbkicHor

< LOQ/ < Mexi kinbkicHor

0,05 %

Dissolution (IH) [HPLC] / Po3uyuHeHHs
(CB)

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

98,8 %

Uniformity of dosage units (EP method
2.9.40) / OgHopigHICTE f030BaHNX
oauHuub (ED 2.9.40)

The acceptance value of the first 10 dosage units
is less than or equal to L1 per cent. If the
acceptance value is greater than L1, test the next
20 dosage units and calculate the acceptance
value.

The requirements are met if the final acceptance
value of the 30 dosage units is less than or equal
to L1 and no individual content of the dosage unit
is less than (1-L2 x 0,01)M or more than (1+ L2 x
0,01)M. L1is 15,0 and L2 is 25,0 / MNpuiimansHe
yucno neplumx 10 [030BaHUX OAUHULL MEHLIE
abo popieHioe L1 BigcoTkie. AKWo npuiiMansHe
yucno Ginbwe L1 BiacoTKis, NepesipAloTe HACTYMHI
20 [1030BaHUX OAWHULL | PO3PaXOBYIOTE 3HAYEHHS
npwiiMansHoro Yucna. Bumoru aoTpumasi, skwo
OCTaTo4He 3HaYeHHs NpUiManLHOro Yucna Ans
30 posoBaHux oguHKLL MeHLwwe abo popieHioe L1
BiACOTKIB i XXOAEH iHOMBIAYaNbHUIA BMICT y
[030BaHii oauHULi He mae ByTu meHLwe Hix (1- L2
x 0,01) i He 6inbLue 3a (1+ L2x0,01) M. L1
popieHioe 15,01 L2-25,0

2,3 % (on 10 units) /
2,3 % (Ha 10 oguup)
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FPCOA CAPECITABINE-VISTA 150 TABS-15

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

Remedica
UKRAINE

Name of product / HasBa npogykTy

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

CAPEVISTA, film-coated tablets, 150 mg, Ne 60 (10x6) in blisters /
KAMEBICTA, TabneTku, BKpuTi NniBkoBok 060MoHKo, no 150
mr, Ne60 (10x6) y GnicTtepax

Active substance / Potency/ [Jitoua peuosuHa/
BMICT Ait040i pe4oBUHU

Capecitabine 150 mg/ Kaneuutabin 150 mr

Manufacturing country / kpaiHa BUpoBHUK

Cyprus / Kinp

MA number / Homep peecTpauifiHOro noceig4yeHHs

UA/17836/01/01, valid till 17.02.2025 /
UA/17936/01/01, gie no 17.02.2025

Code Ne/ Kog npoaykty Ne

FO733TA150

Batch number and number of packs / Homep
cepil Ta KinbKicTb navok

106780
190 packs/190 nadok

Batch size / Po3amip cepii

200,000 tablets / 200,000 TabneTok

Date of manufacture / lata Bupo6HuLTBa

01/2023

Expiry date / Tepmin npugartHocTi

01/2026

Name, address / Hasea, agpeca

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

PEMEQJIKA NTA, Byn. AxapHoH, llimacon IHaacTpian Ecteit, 6yaisna 10 -
NPOTUMNYXSIMHHI, iMyHOMoAyNtoloYi npenapatw, Nimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueH3il BupoBHUYOT AinbHUL

REM10/2022/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW / METOQW CMNELMDIKALIA PE3YINBTAT
Assay (IH) [HPLC] / KinbKicHe BuaHaueHHa (CB) 95,0 % - 105,0 % 100,6 %
robiological 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 gocnigxeHHs (E® MeTopa;
rmaea 2.6.12 - 2.6.13) (KoxHa 5-a napTisa 3a
YMOBW nepioay Yacy Bif nonepeaHbo
sunpoBysaHol napTii Ta HOBOT NapTil He
6inblwe 6 micauis)
- Total aerobic microbial count / 3aransHa 102 cfu/g (max. acceptable count = 2000) / Not Applied
KinbKicTb aepobHuUX Mikpobis He Binbwe 10® KYO/r (Makc. npuiHATHA

KinbKicTe=2000) ' e HEAEO Ak
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3arankHa Kinekicts kombiHoBaHux Apbxaxis / | He Ginbwe 102 KYO/r (Makc. npuitHATHA He nposogunocb
ugini KinbKicT=200) 2
- Escherichia coli Absent/g / BigcyTHa/r Not Applied

He npoBogunoch

MTH-0218-2 and MTH-0355-0

EP: EP 11 Edition / €eponeiicbka ®apmakones: €P 11 BugaHHs
IH: In House Method No.: MTH-0326B-5, MTH-0218-2 and MTH-0355-0 / Cneundikauin BupobHuka: CB MeTtog Ne: MTH-0326B-5,

BUNYyLLIEHa YroBHOBaXEHOK ocobolo Pemesika.

Signature: ___ o} . covan lpx:x\j"“—‘

' ﬂc,\{ﬂ
DR Q- THE (S
Qualified Person
Released on: 23/03/2023

Name:

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 niaTeepaxyemo, Lo 3a3Ha4eHa cepis Byna BUroToBnexa, ynakoeaHa Ta
BunpobysaHa BiANOBIAHO A0 BUMOT 103BONY HA NPOAAX Ta NPUHLUMMIB Ta BKA3IBOK HaNeXHoi BUpoBHuYoi npaktukm EC Ta Gyna

QC Manager or
Authorised Senior Analyst

Test Date: 13/01/2023

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

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