HAEPKABHA CJIYKBA 3 JIIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

Byn. Bepesnskisceka, 29, Kuis, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dIs.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Npo SIKICTb BBE3€HOro B Y KpaiHy JikapcbKoro 3acody

23.06.2023 Ne 32062/23/26

KAIIELIUTABIH-BICTA

(HaliMeHyBaHHA Nikapcbkoro 3acoly 3riaHo 3 peccTpauiifHUM NocBiAYeHHAM)
TabaeTk, BKPUTi niiBkoBo1o 06os0nK010, no 500 mr mo 10 Tabaerox y 6aicrepi; no 12
OaicrepiB B mavyili 3 KAPTOHY

(popma sunycky, n03yBaHHsA, BUA NAKYBaHHA NiKapckkoro 3acoly)
Homep peectpauiiinoro nocsinuenns UA/19757/01/02 crpox aii peectpauiiinoro nocsinuenns 04.02.2028
Cepis nikapcekoro 3acoby Ne 108894 KinbkicTs BBe3eHOro nikapeskoro sacody 1 780

Bupobiuk Pemenika Jlta, Kinp

(Hafisenynanng BUPoOHHKA AikapchKoro 3acody, KpaiHa nOXOKeNIA)

Bseseno B Ykpainy TOBAPHUCTBO 3 OBMEXEHOIO BIANMOBIIAJIBHICTHO
"BYCT ®APMA", inent. kon: 44107410

(HalimeHysanHs T2 koa 3a €[IPTIOY 1opuau4noi ocoby abo npissuute, im's, no Gatbkosi (hiznunol
ocobu - nianpueMus, 1 Micue npoxkueanHs Ta pecctpauilinuii Homep 0bnikoBoT KapTkK naaTHHKa
noaartkis a6o cepis Ta HOMEp nacnopra)

IMpoTtokon Bisyansnoro kourposto sin 23.06.2023 Ne 1750/4.

3a pesy/jbTaTaMH JEpPKABHOrO KOHTPONIO BCTAHOBEHO, WO Jfikapchkuit 3acib BBeseHo B Ykpainy 3
AOTPHMAHHSM BHMOT 33KOHOJABCTBA OO 3a6e3neyeHHs SKOCTI Jiika y& 3acobis.

HauanbHuk Muxkona XOJIOJAEHKO

(ni;umc) (ininians Ta npisnuie)




FPCOA CAPECITABINE-VISTA 500 TABS-18a

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCTI

Remedica

UKRAINE

Name of product / Hazea npogykry

(strength, dosage form, package size and type /
[03yBaHHA, Nikapcbka dopMa, po3mip i Tun
ynakoBKu)

Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KaneuyuTabin - Bicta, TabneTtku, BKpuTi
nniBkoBoK o6onoHkoto, no 500 mr, Ne120 (10x12) y 6nicTepax

Active substance / Potency/ [itoua peyosnHa/
BMICT Ajl040i pe4oBUHU

Capecitabine 500 mg/ Kaneyutabin 500 mr

Manufacturing country / kpaisa BupoBHUK

Cyprus / Kinp

MA number / Homep peecTpauiiiHoro Nnoceig4eHHs

UA/19757/01/02, valid till 04.02.2028 /
UA/19757/01/02, nie no 04.02.2028

Code Ne/ Kog npogykty Ne

FO733TA500

Batch number and number of packs / Homep cepii
Ta KinbKiCTb Na4ok

108894
1780 packs/ 1780 nadok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / lata eupobHuuTEa

12/04/2023

Expiry date / TepmiH npupaTHocTi

12/04/2026

Name, address / HasBsa, agpeca

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

PEMEQAIKA NTA, syn. AxapHoH, Jlimacon IHaacTpian Ecteiit, 6ygiens 10 -
MPOTUMYXNWHHI, iMyHOMOAyniotodi npenapaty, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep nileH3ii BupobHu4oT AinbHWLi

REM10/2022/001, 029

TESTS/METHODS /
TECTWU / METOOMU

SPECIFICATIONS /
CMNEUN®DIKALIA

RESULTS /
PE3YNLTAT

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 NepcyUKoOBOro KONbOpY, AoBractoi chopmu,
BKpWTi NniBkoBoK 060NOHKO0, 3 TUCHEHHAM «500» 3
opHoro 6oky. Mpubnuaxi poamipn 17,1 MM x 8,1 mm

Conforms / Bignoeigae

Identification (IH) / |aeHTudikauis (BM)

- HPLC/BEPX

- IR /M cnekTpochoTomeTpis

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

Spectra corresponds to that of the standard /
Cnektpa Bignosigae craHgapTty

Conforms / Bignoeigae

Conforms / Bignogigae

Identification of ferric oxides (IH) /
laeHTudikauis okcuais 3aniza (BM)

Blue colour appears / 3'aBnseTbea 6nakMTHUA Konip

Conforms / Bignoeigae

Identification of titanium dioxide (IH) /
laeHTudpikauis TutaHy giokcuay (BM)

Yellowish-orange colour is produced /
[MpoABnsAETLCA XKOBTyBaTO-NOMapaHYEBUiA konip

Conforms / Bignoeigae

Uniformity of Mass (EP method 2.9.5) / < 2 units > AW £ 5,0 % / He Binbwe 2 oanHULL > None / XoaHoi
OpHopiaHicte macu (EP 2,.9.5) cepenHa maca +5,0%
and None > AW £ 10,0 % / >KoaHa oanHuus > None / »KogHoi
cepegHsa maca +10,0%
Disintegration (EP method 2.9.1) / < 30 min / He GinbLe 30 XBUNWH 9 min/9xe
PoanagaHus (EP 2.9.1)
Water content (IH) [KF]/ <3 % /He Binbwe 3 % 1,0%

Bwmict Boay (BM) (K)
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FPCOA CAPECITABINE-VISTA 500 TABS-18a

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE

Name of product / Hazea npogykry

(strength, dosage form, package size and type /
[03yBaHHA, nikapcbka dopma, po3amip i Tun

YNaKkoBKK)

Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / KaneuyuTaGiH - Bicta, TabneTku, BKpuUTi
nniskoBolo o6onoxko, no 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ [itoua peyosuHa/

BMICT Aito40T pe4oBUHU

Capecitabine 500 mg/ Kaneuutabin 500 mr

Manufacturing country / kpaiHa Bupo6HUK

Cyprus / Kinp

MA number / Homep peectpauiiiHoro nocsigyeHHs

UA/19757/01/02, valid till 04.02.2028 /
UA/19757/01/02, pie no 04.02.2028

Code Ne/ Kog npoaykty Ne

FO733TAS00

Batch number and number of packs / Homep cepii

Ta KiNbKiCTb Na4yoK

108894
1780 packs/ 1780 nayok

Batch size / Poamip cepii

480 000 tablets / 480 000 TabneTok

Date of manufacture / [lata BupobHuuTEa

12/04/2023

Expiry date / TepmiH npuaaTtHocTi

12/04/2026

Name, address / Hasea, agpeca

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

PEMEQLIKA NTA, syn. AxapHoH, llimacon IHaacTpian Ecteitr, 6ygiena 10 -
NPOTUNYXNKHHI, iMyHOMOAyNtoloYi NpenapaTw, Mimacon, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep niueHsil BUpoGHWYOT AinbHULI

REM10/2022/001, 029

TESTS/IMETHODS /
TECTW / METOOMU

SPECIFICATIONS /
CNEUU®IKALIA

RESULTS/
PE3YINLTAT

Related substances (IH) [HPLC]/

CynyTHi Jomiwku (BM) (BEPX):

- Capecitabine related compound A /
CynyTHs gomiwka A

- Capecitabine related compound B /
CynyTHs gomilka B

- Capecitabine related compound C /
CynyTHsa gomiwka C

- Any individual unknown impurity /
IHoMBiAyansHa HEBM3HA4YeHa AOMiLLKa

- Total impurities / 3aransHa cyma
AOMIiLLOK

=03%
=03%
=03%
0,10 %

=15%

0,05 %

< LOQ/ < Mexi kinbkicHor
< LOQ/ < Mexi kinekicHor
0,022 %

0,07 %

Dissolution (IH) [HPLC]/
Po3a4uHeHHs (BM) (BEPX)

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

93,3 %

Uniformity of dosage units (EP method
2.9.40) / OgHopigHicTe A030BaHMX
oanHuLe (EP meTopg 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 / MpwuitmankHe
yucno nepwmx 10 go3oBaHux oauHULL MeHLwwe abo
popiexioe L1 siacoTkie. AKWO npuimansHe Yucno
6inblwe L1 BigcoTkie, nepeeipsitoTe HacTynHi 20
[030BaHWUX OAVHULL | PO3PaxX0oBYHOTb 3HAYEHHS
npuimansHoro Yncna. Bumoru gotpumani, sikwo
OCTaToOYHe 3HaYeHHA npuiMansHoro Yucna ans 30
[1030BaHUX OAUHULE MeHLwWe abo gopiBHioe L1
BiACOTKIB | )0OAEH iHAVBIAYanbHWIA BMICT y
[1030BaHiin oAuHULI He Mae ByTu MeHLwe Hix (1- L2
x 0,01) i He Ginbwe 3a (1+ L2x0,01) M. L1
popieHioe 15,0 i L2-25,0

1,4 % (on 10 units) /

1,4 % (na 10 oguup)
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FPCOA CAPECITABINE-VISTA 500 TABS-18a R eme d i ca

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI UKRAINE

g‘;‘r‘:ﬁ A e g s O woe, | Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
£, darad { BRI it (10x12) in blisters / KaneuuTa6i - Bicta, TaGneTku, BKpUTI

?ﬁ:ﬁg::;')g' fllkapobia; hopma, poamip Frum nniBKOBOK 0605OHKO, No 500 mr, Ne120 (10x12) y 6Gnicrepax

Active substance / Potency/ [litoua peyosuHa/

EaiT i0MG] DESOBMHA Capecitabine 500 mg/ Kaneuutabin 500 mr

Manufacturing country / kpaita BUpoBHuK Cyprus / Kinp

UA/18757/01/02, valid till 04.02.2028 /

MA number / Homep peecTpaujiiHoro noceig4eHHs UAM9757/01/02. aie po 04.02.2028

Code No/ Koa npoaykty Ne FO733TA500

Batch number and number of packs / Homep cepii | 108894

Ta KinbKiCTb Na4ok 1780 packs/ 1780 nayok

Batch size / Poamip cepii 480 000 tablets / 480 000 TabneTok
Date of manufacture / [lata BupobHuuTBa 12/04/2023

Expiry date / TepmiH npugaTtHocTi 12/04/2026

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, Building 10 -
antineoplastic & immunomodulating products, Limassol, 3056, Cyprus /
Name, address / Hasea, agpeca
PEMELIKA NTA, syn. AxapHoH, lNimacon IHgacTpian Ecreiit, 6ygisna 10-
NPOTUNYXNNHHI, iMyHoMoayniotodi npenapatu, Jlimacon, 3056, Kinp

GMP certificate, license number of manufacturing

site / GMP, Homep niueHzii BUpoBHUYOT ginbHUL REM10/2022/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW / METOOMU CNELU®DIKALIA PE3YINbTAT

Assay (IH) [HPLC] / KineKicHe BU3HauyeHHsA B = 5
(BM) (BEPX) 95,0 % - 105,0 % 99,9 %

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) /
MikpobGionoriyHe gocnimkeHHsa (E® MeTopa;
rnasa 2.6.12 - 2.6.13) (KoxHa 5-a naprtis 3a
YMOBM nepioAy Yacy Big nonepeaHso
BunpoByBaHol napTii Ta HOBOT NapTii He
Ginblue 6 micauis)

- Total aerobic microbial count / 3aransHa 10° cfu/g (max. acceptable count = 2000) / Not Applied
KinbKicTb aepobHux Mikpobi He Ginble 10° KYO/r (Makc. npuitHATHa

KinbKicTb=2000) He nposonock
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3aranbHa kineKicte kombiHoaHux apixaxis / | He Ginblwe 102 KYO/r (makc. npuiAHATHA He npoBogunock
usini Kinbkicte=200) ;
- Escherichia coli Absent/g / BiacyTHalr HISEARplIER

He npoBogunocb

EP: EP 11" Edition /EBponeiickka ®apmakonesn: €D 11 Buaanhs
IH: In House Method No.: MTH-0326B, MTH-0218 and MTH-0355 / Cneumndikauis BupobHuka: CB Metoa Ne: MTH-0326B,
MTH-0218 Ta MTH-0355

We hereby certify that the above batch has been manufactured, packaged and tested in accordance with the requirements of its
marketing authorisation and the principles and guidelines of EC Good Manufacturing,Practice and has been released by
Remedica’'s designated Qualified Person. / Mu nigTeepmxyemo, WO 3a3HadveHa cepin Gyna BUroToBMeHa, ynakoeBaHa Ta
sunpobyeaHa BignosigHO A0 BUMOr [03BOMNY Ha NPOAAX Ta NPUHUMNIB Ta BKaliBok Hanexho! BUpoGHW4Yoi npakTuku €C Ta byna
BUNYyLLEHa ynosHoBa)eHot ocoboio Pemegika.

Signature: L %
Name: Dr. Geor ristou QOG-Manager or

(Qualified Person) Authorised Senior Analyst
Released on / Bunyck: 31/05/2023 Test Date / [laTa aHanisy: 28/04/2023

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

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