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Cepis nikapenkoro 3aco6y Ne 94401 Kinskicts BBesenoro sikapeskoro sacody 1000

Bupo6ruk Pemenixa JIta, Kinp

(HaitMenyBanis supoBunka aikapehkoro zacoly, kpaina HOXOIKCHHS)
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FPCOA CAPECITABINE-VISTA 500 TABS-14A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE

Name of product/ Ha3ssa npoaykry

(strength, dosage form, package size and type /
AO3yBaHHS, Nikapcbka dopMa, poamip i Tun
ynakosku)

CAPECITABINE-VISTA, film-coated tablets, 500 mg, Ne 120
(10x12) in blisters / KATIELIWTABIH-BICTA, tabnetu, BkpuTi
nniskoBoio 06010HKOW, no 500 mr, Ne120 (10x12) y GnicTepax

Active substance / Potency/ [itoua pevosural
BMICT AiIOHOT peYOBUHN

Capecitabine 500 mg/ Kaneuurabid 500 mr

Manufacturing country / kpaiHa supobruk

Cyprus / Kinp

MA number / Homep peecTpauiftHoro noceigHeHHs

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

Code No/ Kog npogyxry Ne FO733TAS00

Batch number and number of packs / Homep cepii | 94401

T4 KinbKicTL NAYOK 2000 packs/ 2000 nadok

Batch size / Poamip cepii 480 000 tablets / 480 000 rabnerok
Date of manufacture / Hara supobuuyrea 0472021

Expiry date / Tepmin npugatHocTi 04/2024

Name, address / Hasgea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building
5-hormones &  corticosteroids, building  10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus / PEMEIKA NT[,
Byn. AxapHoH, [liMvacon IHgacTpian Ectent, 6ynisng 5-ropMoHM Ta

KopTukocTepoiay, Oyaiena  10-NpoTunyxnuHHi,  iMyHOMOZYMIQHOY
npenaparu, llimacon, 3056, Kinp
GMP certificate, license number of manufacturing
site / GMP, Homep nileHsii BupobHuyol ginsHuu REM 5&10/2019/001
TESTS/IMETHODS / SPECIFICATIONS / RESULTS/
TECTW /! METOOW CTELM@IKALIA PE3YILTAT

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 nNniskosow 060NOHKOIO, oBanbHO!
ropmMy, CRITIIO-NEPCUKOBOIO KONLOPY, 3
rpasiioBadHaM «500» 3 ogroro Boky. Mpubnussi
poamipn 17,1 MM x 8,1 mm

Conforms / Bignosigae

identification (IH) / InenTudikauia (CB)

- HPLC/BEPX

~ IR /M cnexTpodoTomeTpin

Rt corresponds to that of the standard / Rt
BiANOBigac PIBHIO CTAHAAPTY

Spectra corresponds to that of the standard /
CnexkTpa BignoBifae CTAHAAPTY

Conforms / Bianogigae

Conforms / Bipnosigag

Identification of ferric oxides (IH)/
IneHtudbikauin okeupis 3anisa (CB)

Blue colour appears / 3'asnseTsca BnakuTaui konip

Conforms / Binnosigae

Identification of titanium dioxide (IH) /
inentudikauia Tutany piokcuay (CB)

Yellow orange colour is produced / [posBnaeTsca
MOBTYRATO-NOMAPaHYEBWI KoMip

Conforms / Bipnosinae

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

< 2 units > AW £ 5,0 % / He Binslue 2 oanuHMlb >
cepeaHn maca 15,0%

and None > AW 4 10,0 % / XoaHa ogubnus »
cepepHa maca £10,0%

None / XogHol

None / XoaHol

Disintegration (EP method 2.9.1) / < 30 min / 1e Binbwe 30 xBunux 11 min/ 11 x8
Poznaaanua (€D 2.9.1)
Water content (IH) [KF] / Bmict sogu (CB) £3%/HeBinbwe 3 % 0,9 %
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FPCOA CAPECITABINE-VISTA 500 TABS-14A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE

Name of product/ Hassa nponykty

(strength, dosage form, package size and type /
A03yBaHHs, Nikapckka opma, poamipi tun
ynakoBKu)

CAPECITABINE-VISTA, film-coated tablets, 500 mg, Ne 120
(10x12) in blisters / KAMNELIUTABIH-BICTA, Tabnertxu, sBrpuTi
nNiBKOBOK 0GOMOHKOK, no 500 mr, N2120 (10x12) y BriicTepax

Active substance / Potency/ Qiroua pevosunal
BMICT AH0MO] PEHOBUHN

Capecitabine 500 mg/ Kaneuurabin 500 mr

Manufacturing country / kpaiHa supobHuk

Cyprus / Kinp

MA number / Homep peectpauiiiHoro noceigyeHHs

| UA/17936/01/02, pie o 17.02.2025

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

Code Ne/ Kog npogyxry N2

FO733TA500

Batch number and number of packs / Homep cepii
Ta KiNLKICTE NavoK

94401
2000 packs/ 2000 navok

Batch size / Poamip cepil

480 000 tablets / 480 000 Tabnetok

Date of manufacture / ara supobruyrsa

04/2021

Expiry date / TepMid npuaaTHOCTI

04/2024

Name, address / Haaga, aapeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building
5-hormones &  corticosteroids,  building  10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus / PEME[LIKA NTL,
Byn. AxapHoH, JliMacon IHgactpian Ecreitt, 6yaiBna S-ropMoHu Ta

KopTuKocTepoigy, Oyaisna  10-NpoTUNYXNUHHI,  iIMyHOMOAYIIHOHY]
npenapatu, Jlimacon, 3056, Kinp
GMP certificate, license number of manufacturing
site / GMP, Homep niueHsii BupoBHUMOT AinbHWLi REM 5&10/2019/001
TESTS/IMETHODS / SPECIFICATIONS / RESULTS/
TECTW /I METOAU CNEUUOIKALLIA PE3Y/ILTAT
Related substances (IH) [HPLC}/
Cynyrai Domiwm (CB):
- Capecitabine related compound A/ $03% 0,03 %
CynyTHa pomiwka A .
- Capecitabine related compound B / 203 % <L0Q/< Mexi
CynytHa gomiwxa B KINbKICHOrOBU3HAYEHHA
- Capecitabine related compound C/ £0,3% <L0Q/< Mexi KinbkicHOr
CynyTtHa gomiwka C BU3HAYEHHA
- Any individual unknown impurity / £0,10% <L0Q/< Mexi KinbKicHor
IHauBIgyansHa HeBMaIHaueHa AoMiluka
- Total impurities / 3aransHa cyma £15% g%%H;quHﬂ
AOMILIOK ’
Dissolution (I1H) [HPLC] / PosuurerHs (Q) = 80 % in 30 minutes / He mene 80% (Q) 3a 97.5 %

(CB)

30 xBunuH

Uniformity of dosage units (EP method
2.9.40) / OaHOPIAHICTE A030BEHUX
ofuHuyb (€M 2.8.40)

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 (1-1.2 x 0,01)M or more than (1+ L2 x
0,01)M. L1is 15,0 and L2 is 25,0 / [pniAmansHe
wucno nepuinx 10 40308aHUX OAMHNLL MeHwe abo
popisHie L1 BigcoTkis, Ao npuiMansHe Yueno
Binsie L1 sigcoTkis, nepesipaioTs HacTynHi 20
AO30BAHUX OAMHULIL | PO3PAXOBYIOTL SHANEHHA
NpUAMEnLHOTo Yuena. Bumory aoTpumani, AKWo
ocTaToMHe 3HaYeHHA NpuiMansHoro yucna ana 30

| fososaHnx oaMHULEL MeHLWe abo gopisHioe L1
| BigcoTkis i KoaeH iHguBigyansHuil BMmiCT y

[0308aHIN ognHNUi He mae Byt MeHwe Hixk (1- L2
x 0,01) i He Binswe 3a (1+ L.2x0,01) M. L1
aopisnoe 15,017 L.2-250

1,4 % (on 10 units) /
1,4 % (Ha 10 oanub)
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FPCOA CAPECITABINE-VISTA 500 TABS-14A Remed ica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI
UKRAINE

Ni‘"‘: ‘t’; %""d”‘“f’ hrasea MPOYKTY o ce; | CAPECITABINE-VISTA, film-coated tablets, 500 mg, Ne 120
(strength, dosage form, package size andtype/ | (409,42 in blisters / KANMELUTABIH-BICTA, TabneTku, BKpUTi

cg;zz:;:)g‘ BIRGRCHEE QIopMS, PRl T nniskosow o6onoHkolo, no 500 mr, Ne120 (10x12) y Bnicrepax

Active substance / Potency/ [litoda pevosuHa/

BMICT Aii0HOT PEOBMHY Capecitabine 500 mg/ Kaneyurabin 500 mr

Manufacturing country / kpaiHa BUpoBHMK Cyprus / Kinp

MA number / Homep peectpauifnoro UA/17936/01/02, valid till 17.02.2025 /
NOCBIAYEHHA UA/7936/01/02, pie po 17.02.2025
Code Ne/ Kog npogykry Ne FO733TA500

Batch number and number of packs / Homep 94401

cepil T8 KiNbKICTL NAYoK 2000 packs/ 2000 navok

Batch size / Poamip cepii 480 000 tablets / 480 000 Tabnetok
Date of manufacture / flata supobuvurea 0412021

Expiry date / Tepmid npuaatHoOCTI 04/2024

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building
5-hormones &  corticosteroids,  building  10-antineoplastic &
immunomodulating agents, Limassol, 3056, Cyprus / PEMEOIKA NT[,
Name, address / Hasea, appeca Byn. AxaphoH, lNimacon IupacTpian Ecreiit, Gynisng 5-ropMoHu Ta
kopTukocTepoign, Oyaisna  10-npoTunyximHHi,  iMyHoMoOZyRioou
npenapary, flimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHsii REM 5&10/2019/001
anpoBHUUDT ainsHuL

TESTSIMETHODS / SPECIFICATIONS / RESULTS /
TECTU I METOOW CINEUNOIKALIA PE3YIILTAT
Assay (IH) [HPLC) / KinbxicHe BusHavewHa (CB) | 95,0% - 105,0% 100,5 %

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) /
MikpoGionoridne pocnipmenus (€ Metoa:
rnaea 2.6.12 - 2.6.13) (KoxHa 5-a napris
33 yMOBYM nepioay Hacy s nonepeaHso
Bunpobysarol napTii Ta Hosol napTii He
Binwiue 6 micauis)

- Total aerobic microbial count / 3aranena | 10° cfu/g (max. acceptable count = 2000) / Not Applied
KinbKicTb aepoBhux mikpobis He Ginbwe 10° KYO/r (make. npuinaTHa

KinekicTs=2000) g npoeg,u,mnow
- Total combined yeasts/moulds count/ 102 cfu/g (max. acceptable count = 200) / Not Applied
3aranbHa KinbkicTs koMOBiHOBaHUX He Ginblue 10 KYO/r (maxc. npuinaTHa He nposogunoch
ApDRAXiB / ysini KinbricT=200) + :
- Escherichia coli Absent/g / BiacyTHs/r Not Applied)

He nposoaunock

EP: EP 10" Edition /Esponencuka Papmakones: E® 10 Bugauus
IH: In House Method No.: MTH-0326A-5, MTH-0218-2 and MTH-0355-0 / Cneuudiikauin supotinuka: CB Metop Ne: MTH-0326A-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 £C Good Manufacturing Practice and has been released by
Remedica's designated Qualified Person. / Mu nigteepaikyemo, 110 3a3nadera cepis Syna aurotossneHa, ynakosaHa Ta
BunpoBysaHa BigNOBIAHO A0 BUMOT A03BOIY HA NPOAAXK Ta NPUHUKNIB Ta BKasisok HanexHo! BupobHn4oi npakTuky €C Ta
Byna BunyuieHa ynosHoBaxeHoo ocoboo Pemeaixka.

Signature: Ni\ﬁri_;{;gi‘b \ Z,~ ~ ._: I%“:x

3

Name:  Dr, Georaia Chiristo Qd M’&x@ger or~
(Qualified Person) Authorised Sehior Analyst
Released on : 28/05/2021 Test Date: 28/04/2021

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

Remedica Ltd, E-maitinfo@remedica.com.cy, Tel.: +357 25553000, Fax: +357 25390192, Web: www remedica ey
Site address: Remedica Ltd, Aharnon Steeet, Limassol Industrial Estate, 3056 Limassol, Cyprus-EU
Mailing address: Remedica Ltd, P.Q.Box 517086, 3508 Limassol, Cyprus-EU
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FPCOA CAPECITABINE-VISTA 500 TABS-14A Remedica

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCTI

UKRAINE
Name=of praductd idsam upayKey CAPECITABINE-VISTA, film-coated tablets, 500 mg, Ne 120
(strength, dosage form, package size and type /| (14,42 in blisters / KAMELIUTABIH-BICTA, Ta6nerku, BKpuTi
,D.OSyBaHH)Fl, e el R ppiAEy, [ B[ Ve nniskoBow 06010HKO, Mo 500 mr, Ne120 (10x12) y GnicTepax
YNakoBKu
Active substance / Potency/ [itoya pevosuna/ Capecitabine 500 mg/ KaneuuraGin 500 mr
BMICT AiYOT pEYOBUHMN
Manufacturing country / kpaina BupoGHuK Cyprus / Kinp

s i UA/17936/01/02, valid till 17.02.2025 /
MA number / Homep peecTtpauiiHoro noceigyeHHs UA/M7936/01/02. pie Ao 17.02.2025

Code Ne/ Kop npogykry Ne FO733TA500

Batch number and number of packs / Homep cepii | 89871

Ta KinbKIiCTb Navok 3000 packs/ 3000 na4ok

Batch size / Posmip cepif 480 000 tablets / 480 000 TabneTok
Date of manufacture / JaTa supoBHuLTEa 09/2020

Expiry date / Tepmin npugaTHocTi 09/2023

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 1-
main, building 2-penicillins, building 4-cephalosporins, building 5-horm. &
cort., building 10-anti-neoplastic, immunomodulating, Limassol, Cyprus,
Name, address / Haspa, agpeca : 3056 / PEMENIKA NTA, syn. AxapHon, Jlimacon lnpactpian Ecretir,
Bynisns 1-ronosHa, Gypisna 2-newiunning, Gyaisns 4-uedanocnoputn,
Oyaiens 5-ropm. Ta kopr., Byaisns 10-npoTunyXnuHHi, IMYHOMOAY KO HOYI,
Nimacon, Kinp, 3056

GMP certificate, license number of manufacturing
site / GMP, Homep niLieHsil BUPOGHNYOT AinbHAL REMO00/2018/001

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTU ! METOON CTELUNDIKALIA PE3YNILTAT

Related substances (IH) [HPLC]/
CynyTni Jomiiku (CB):

- Capecitabine related compound A / £03% 0,04 %
| CynyrHs gomituka A
1 - Capecitabine related compound B/ £03% <LOQ/<« Mexi
gynyﬂ_*tﬂ é{OM'wTat Bd - cha0 KiNbKICHOrOBU3HaYeHHA
' C?sifr::;:g;irszec R SiP <LOQ/< Mexi kinbkicHor
- Any.individual unknown impurity / £0,10 % BUSHAHEHHH
IHavBiayanbHa HeBU3HaueHa JOMILLKa 0,03 %
- Total impurities / 3aransna cyma £15%
[OMiLLIOK 0,07 %
Dissolution (IH) [HPLC] / PosuinttenHs (Q) = 80 % in 30 minutes / He meHwe 80% (Q) aa 100,3 %
(CB) 30 xBunuH
Uniformity of dosage units (EP method | The acceptance value of the first 10 dosage units 3,0 % (on 10 units) /
2.9.40) / OgHopiaHICTbL A030BAHUX is less than orequal to L1 per cent. If the 3,0 % (Ha 10 ogguup)
oanHULb (€D 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
0,01M. L1is 15,0 and L2 is 25,0 / [TpuiimansHe
uneno nepumx 10 [o30BaHUX OAVHULE MeHWwe abo
dopisHioe L1 sigcoTkis. Akuio npuitManbHe Yucno
Ginbwe L1 igcoTkis, nepesipsioTs HacTynHi 20
H030BaHNUX OAMHULL | PO3PAXOBYIOTh 3HAYEHHS
NpUAManbHOro Yuena, Bumorn 4oTpumMani, aKio
OCTaTouHe 3HAUYEHHS NpuiimansHoro Yucna ans 30
A030BaHMX 0ANHULIL MeHLLe abo aopieHioe L1
BIZACOTKIB i )oAeH iHauBigyanbHuil BMmicT y
£[030BaHii oavHNL| He Mae ByTy MeHLwwe Hix (1- L2
x 0,01) i He Binblue sa (1+L2x0,01) M. L1
popisHioe 15,01 L2-25,0




FPCOA CAPECITABINE-VISTA 500 TABS-14A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE

Name of product / Haasa ripoaykry

(strength, dosage form, package size and type /
[I03YBaHHS, riikapcbka dopma, poamip i Tin
YIaKkoBKW)

CAPECITABINE-VISTA, film-coated tablets, 500 mg, Ne 120 .
(10x12) in blisters | KANELUTABIH-BICTA, Tabnerku, BKpUTI
nniBKOBO 000NOHKOKD, No 500 Mr, Ne120 (10x12) y 6nicTepax

Active substance / Potency/ Litoua peyosuxal
BMICT Zil0401 peYOBUHI

Capecitabine 500 mg/ Kaneuwntabin 500 mr

Manufacturing country / kpaina BupoBhvKk

Cyprus / Kinp

MA number / Homep peecrpaliiiHoro
nocBiaYeHHs

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

Code Ne/ Kop npoaykry Ne

FO733TA500

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

89871
3000 packs/ 3000 na4yok

Batch size / Posmip cepil

480 000 tablets /480 000 Tabnerok

Date of manufacture / JaTta supoGHuutsa

09/2020

Expiry date / TepmiH npupatHocTi

09/2023

Name, address./ Hassa, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 1-
main, building 2-penicillins, building 4-cephalosporins, building 5-horm. &
cort., building 10-anti-neoplastic, immunomodulating, Limassol, Cyprus,
3056 / PEMELIKA NTO, syn. AxapHoH, Nimacon lugacrpian Ecredit,
Byanisns 1-ronosHa, Byaisns 2-nexiuvniny, Byaiens 4-uedanocnopuniu,
Oyaisna 5-ropm. Ta kopT., Byaisns 10-npOTUNYXITUHHI, IMYHOMOZYOI0Y],
Jlimacon, Kinp, 3056

GMP certificate, license number of
manufacturing site / GMP, Homep niueHsil
BUPOBHUYOT AiNbHULI

REMO00/2018/001

TESTS/METHODS / SPECIFICATIONS / RESULTS/
TECTU / METOOU CNEUMOIKALIA PE3YINbLTAT
Assay (IH) [HPLC] / KinbkicHe BuaHauerra (CB) | 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) /
MikpoOionoriune pocnigxeHHs (€D Meton:
rnasa 2.6.12 - 2.6.13) (KoxHa 5-a napris
3a yMmOBM nepioay Yacy Bif nonepeaHbo
sunpoByearxoi naptii Ta HoBol napTii He
GinbLue 6 micauiB)
- Total aerobic microbial count / 3aransHa | 10° cfu/g (max. acceptable count = 2000) / Not Applied
KinbkicTb aepaBHUX Mikpobis He 6inblwe 10° KYO/r (makc. npuiiHaTHa
KinbkicTe=2000) g npOB(?AMOCb
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3araneHa KinbKicTe KoMBiHOBaHMX He Ginsbwe 102 KYO/r (Make. npuitHsaTHa He nposogunock
apixaekis / uini KinbkicTs=200) :
~ Escherichia coli Absent/g / BincytHsir L
He nposoaunock

EP: EP 10" Edition /EBponeiicbka dapmaronen: €D 10 BuganHsa
IH: In House Method No.: MTH-0326A-5, MTH-0218-2 and MTH-0355-0 / Cneuucpikauis supobuunka: CB MeToa Ne: MTH-0326A-5,

MTH-0218-2 1a 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. / My rigrsepaxyemo, o sasHavyeHa cepisi Byna BUroTOBMEHA, yrnakosaHa Ta

BunpoBysana BifNOBIAHO A0 BUMOr A03BOMY Ha NPOAAXK Ta NPUHLMNIE Ta BKasziBok Hanemuo'r;
Oyna sunyulexa ynosHoBaxeHo ocoboio Pemepaika.

Signature: ,:( A Ao C_}L‘w\;%\

Name:

DL CeoptiA CHALSDS

Qualified Person

Released on : 15/10/2020

npobHuvoi npakTukn €C 1a

QC Manager or
Authorised Senior Analyst

Test Date: 30/09/2020

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-mailinfo@remedica.com.cy, Tel.: +357 25553000, Fax: +357 25390192, Web: www.remedica.eu
Site address: Remedica Ltd, Aharnon Street, Limassol Industrial Estate, 3056 Limassol, Cyptus-EU
Mailing address: Remedica Ltd, P.0.Box 51706, 3508 Limassol, Cyprus-EU




JIEPAKITTKCITY KBA
JEPKABHA CHIYVIKBA 3 JIKAPCHKUX 3ACOFBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU v m. KUEBI
pyst. Bepesnskiseska, 29, Kuis, 02098, rea./aic: (044) 550-23-55, e (044) 550-20-55
Li-mail: dls.kyivi@dls.gov.uahttps:/iwww.dls.gov.ua, Kojg €JPIIOY 37079055

BUCHOBOK
NPo SAIKICTE BBE3CHOIO'B Y Kpainy JiKkapebKoro 3acoby

12.04.2021 No 18968/21/26

KANEIWTABIH-BICTA

(nuiMenyBang FrapCHrOro 3acoly BN § peccrpaifium ocsiguénnsam)
TabJe Ty, BRPHTI INIIBKOBO10 06010HK010, 110 500 Mmr, 110 10 Tabneror y Gaicrepi; mo 12
faicrepis B mavid 3 Kaprony

{hopaa BHITYCKY, A3y BATIIs, BN TAKYBAHS NIKAPCHRKOTO 3ac00y)
Howmep pecerpauiitnoro nocsinuents UA/17936/01/02 crpox nii peectpaniiinoro nocsinuenns 17.02.2025
Cepis aikapeikoro sacody Ne 89871 Kigsricts sesenoro nikapeskoro sacody 1150

Bupobimk Pemenixa Jlrn, Kinp

(naiivenynanus BipoGryka JaKkapekkore sacoBy, Kpaiia HoXooKeHis)

Bhezeno B Yrpainy Tosapucrso 3 06MeREN0I0 BIAOBIIANLIICTIO
"MAPMALIEBTHYHA KOMIIAHISI BICTA", inenr. xoa: 37642513

(Haksenysams ra ko 3a CHAPIOY opnamtnol ocodn abo npiznuure; iM's, 1o Garsroni
isEunaT deodu - nixuprenmiis, T Micue nposikuBaHi Ta peecTpatitunit noMep obuixonol
KApTIH TR KE ToaTkin abo cepis fa HoMep tacnopra)

Hporoxod sisyansroro kowrposo sin 30,03.2021 X 1002/4.

3a  peaynpraraMy  JICpKABHoro  KOWIPONIO -BCTAHOBHGHO, IO Jikapeskumit 3aci6 BBeseHo B Ykpainy 3
JOTPAMAHIAM sUMOr 3aK0HONABCTBA OO sabesrneyentst skocTiaikapenux 3acobip.
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FPCOA CAPECITABINE-VISTA 500 TABS-14A

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE

Name of product/ Hasea npogykry

(strength, dosage form, package size and type /
[03yBaHHA, nikapceka hopma, poamip i Tun
YriakoBKu)

CAPECITABINE-VISTA, film-coated tablets, 500 mg, Ne 120
(10x12) in blisters / KAMELUUTABIH-BICTA, tabnerku, BXpUTi
nniskoBOK 0GoNOHKOK, ro 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ [itoua pevosuHal
BMICT Ai04H0T peHOBUHU

Capecitabine 500 mg/ Kaneuutabin 500 mr

Manufacturing country / kpaiHa BUPOBHUK

Cyprus / Kinp

MA number/ Homep peectpauiiHOro nocsigyeHHs

UA717936/01/02, valid till 17.02.2025 /
UA/17936/01/02, gie ao 17.02.2025

Code No/ Ko npopykry Ne

FO733TA500

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

89871
3000 packs/ 3000 nadok

Batch size / Poamip cepil

480 000 tablets / 480 000 TabneTox

Date of manufacture / flara supobHuursa

09/2020

Expiry date / TepmiH npupatHocTi

09/2023

Name, address / Hasea, appeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 1
main, building 2-penicillins, building 4-cephalosporins, building 5-horm. 8
cort., building 10-anti-neoplastic, immunomodulating, Limassol, Cyprus
3086 / PEMEOIKA NITA, Byn. AxapHoH, Jlimacon |ugactpian Ecreit
Byaisns 1-ronosHa, Bynisns 2-neHiuunivg, Gyaisns 4-uedanocnopuHu
Gyaisnst 5-ropm. Ta kopT., Byaisna 10-NpoTUNyXNUHHI, IMYHOMOAYIOIOM
TNimacon, Kinp, 3056 )

GMP certificate, license number of manufacturing
site-/ GMP, Homep niueHsit BupoBHuYol ainbHuL

REMO00/2018/001

TESTS/METHODS /
TECTWU / METOOWU

SPECIFICATIONS /
CMEUMOIKALIA

RESULTS /
PE3YNLTAT

Description / Onuc

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

Of approximate dimensions 17,1 mm x 8,1 mm /
TabneTky, BkpUTi NNiEKOBOIO 0GOMOHKOI0, OBANKLHOT
(hopMU, CBITMNO-NEPCHUKOBOTO KONbOPY, 3
rpasitoBatHam «500» 3 ogHoro Goky. Mpubnuski
poamipu 17,1 mm x 8,1 Mm

Conforms / Bignosinae

Identification (IH) / |geHTudbikauia (CB)

- HPLC /BEPX

- IR/ M cnektpachoTomeTpis

Rt corresponds to that of the standard / Rt
sinnosinae piBHIO cTaHaapTy

Spectra corresponds to that of the standard /
Cnexrpa sinnosigae craHaapTy

Conforms / Bianosizae

Conforms / Bignosipnae

Identification of ferric oxides (IH) /
lnenTudikauis okeuais sanisa (CB)

Blue colour appears / 3'asnseTocs GnakutHui konip

Conforms / Binnosigae

Identification of titanium dioxide (IH) /
|laeHTuchikauia Tutany giokeugy (CB)

JKOBTYBATO-NOMapaHYeBui Konip

Conforms / Bignosigae

Uniformity of Mass (EP method 2.9.5) / < 2 units > AW * 5,0 % / He Binblue 2 oguHns > None / XXogHoi
OpHopigHicTe Macu (€D 2.9.5) cepeaHs maca +5,0%
and None > AW +10,0 % / XKoaHa oaunuus > None /XogHoi
cepeaHs maca +10,0%
Disintegration (EP method 2.9.1)/ £ 30 min / He Ginble 30 XxBUnuH 10 min /10 x8
Posnaganun (€D 2.9.1)
Water content (IH) [KF] / Bmicr Boau (CB) £3%/Heb6inbwe 3 % 1,6 %
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