FPCOA CAPECITABINE-VISTA 500 TABS-18a

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

s

Remedica

UKRAINE

Name of product / Hazea nponykry

(strength, dosage form, package size and type /
A03YBAKRHA, Nixapceka thopma, posmip i Tun

YNaKoBKY)

Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
(10x12) in blisters / Kaneuutasiu - Bicta, rabnetku, Brkpuri
NnigkoBoo 06050HKO0, fio 500 mr, Ne120 (10x12) y 6nictepax

Active substance / Potency/ Qiova pevosuHa/l

BMIGT Afl0vol pevoBrHK

Capecitabine 500 mg/ KaneuuTabii 500 mr

Manufacturing ceuntry / kpaina BNPOGHMK

Cyprus / Kinp

MA number / Homep PeecTpauiiHore NocsiaYeHHs

UA/19757/01/02, valid till 04.03 2028 /
UAM9757/01/02, pie ao 04.02.2028

Code Ne/ Kop, npeaykTy Ne

FO733TA500

Batch number and number of packs / Homep cepif

Ta KinbKkicTb navck

108895
3000 packs/ 3000 navok

Batch size / Poamip cepii

480 000 tablets / 480 000 TaGneTtok

Date of manufaciure / fata BupobHuLTea

12/04/2023

Expiry date / Tepmin npuaaTHOCTI

12/04/2026

Name, address / Hazea, appeca

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

PEMEIKA NTA, Byfl. AxapHoH, Rimacon IhnacTpian Ecteiir, Bynisna 10 -
NPOTHUNYXNUHHI, iMyHoMoaymoioui npenapaty, Nimacon, 3056, Kinp

GMP certificate, license number of. manufacturing
site / GMP, nomep nieusii BUPGOHUYOT AinbHML

REM10/2022/001, 029

TESTS/METHODS /
TECTH / METOAM

SPECIFICATIONS /
CIMEUW®IKALIS

RESULTS /
FE3YNLTAT

Description / Onue

Peach, cblong capsule-shaped film-coated tableis
embossed with "500” on one side.

Of approximate dimensions 171 mmx8,1mm/
Tabnerky NEPCHKOBOTD Konbopy, floaracTol thopmis,
BKPUTI NNiekoBOK 0BOSIGHKOIO, 3 TUCHEHHSM «500p 3
onHoro Gory. Mpuinvsui posMipn 17,1 MM x 8,1 mm

Conforms / Bianosinae

Identification (tH) / laenTudikanin (BM}

- HPLGC /BEPX

- IR/ cnexrpotporomerpin

Rt corresponds to that of the standard / Rt
BiAnoBifae pisHio cranaapty

Spectra corresponds to that of the standard /
Cnextpa signoeigae craHgapTy

Conforms / Bignosinae

Conforms / Binnoeipae

identification of fetric oxides (IH) 7
laeHTMhikaLia Gkeuais saniaa (BM)

Blue colour appears / 3'aensietuce SriakuTHuit Konip

Identification of titanium dioxide {IH) 7
laeHTuikauin Tutany Aiokcray (BM)

Conforms / Bianosinas

Yellowish-orange colour is produced /
MpossnsicTben KOBTYBATO-NOMAPAHYEE MU KONip

Uniformity of Mass (EP method 295/
OaHopinnicTs mMack (E¢ 2.9.5)

£ 2 units > AW + 5,0 % / He Binotwe 2 0fuHuLE >
cepeaHs maca 15,0%

Conforms / Bignosigae

None / XogHoi

Disintegration (EP method 291}/
Posnapatus (€0 291)

Water content (IH) [KF)/
BmicT Bogw (BM) (Ka)

and None > AW+ 10,0 % ! Wopra oaunuys > None / XogHoi
cepesHa maca +10,0%

= 30 min / He 6inslte 30 XBANWH 9min/9xe
=3 % / He Ginblue 3 % 1.2 %

/3”,@{?" /J/Z;//é{;ﬁ £ nta
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FPCOA CAPECITABINE-VISTA 500 TABS-18a

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT SIKOCTI

Remedica

UKRAINE

Name of product/ Hazsa NpoayKTy

{strength, dosage form, package size and type /

Ao3yBakHA, nikapcoka hopma, posmip f Tun
YakoBku)

Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
(10x12) in blisters f KaneunTtabiu - Bicra, Tabnetkmn, skputi
NniBKoBO 060/10HKO0, No 500 mr, Ne120 (10x12) y 6nictepax

Aclive substance / Potency/ fitoya pevoByHa/

BMICT AiK40i peyosuHN

Capecitabine 500 mg/ Kaneyurabin 500 mr

Manufacturing country / kpaina BUPOOHUK

Cyprus / Kinp

MA number / Homep peecTpauiiHoro noceigdeHHs

UAM9757/01/02, valid 4ill 04.02.2028 /
UA/19757/01/02, aie go 04.02.2028

Code No/ Kon npoayrry Ne

FO733TA500

Batch number and number of packs / Homep cepii | 108895

Ta KilNsKICTE Navyok 3000 packs/ 3000 navok

Batch size / Posmip cepii 480 000 tablets / 480 000 TabneTok
Date of manufacture / lata BUpoBHMLTES 12/04/2023

Expiry date / Tepmin npuaarHocTi 12/04/2026

Name, address / Hassa, ajpeca

REMEDICA LTD, Aharnon Street, Limassal Industrial Estate, Building 10 -
antineoplastic & immunormodulating products, Limassol, 3058, Cyprus /

PEMELIKA NTL, ByIT. AxapHoH, Nimacon IupacTpian Ecreiir, Hynisna 10 -
NPOTUNYXNUHEH, iMyHOMOAYI0IOYI NpenapaTh, Nimacor, 3056, Kinp

GMP certificate, license number of manufacturing
site / GMP, nomep niuenaif BUPOOHWUYOT AinLHULi

REM10/2022/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW ! METOLN CNEYNDIKALIA PE3YNLTAT
Related substances {IH) (HPLC) /
Cynyvri Domiwkn (BM) (BEPX):
- Capecitabine related compound A/ 203% 0.04 %
CynyTss fomiwxa A
- Capecitabine related compound B/ =03% < LOQ/ < Mexd ginbkicHor
CynyTua nomiuma B
- Capecitabine related compound € / £03% < LOQ/ < Mexd kinekicHor
CynyThHa gomiwxa C
- Any individual unknown impurity / =010% < LOQ/ < Mexi KifibxicHor
Inamsiayansha HEBM3HaYeHa aoMituka
- Total impurities / 3aransha cymMa =15% 0,04 %
AOMILLIOK
Dissolution (IH) [HPLC]/ (Q) = 80 % in 20 minutes / 94,8 %

PosuuHerng (BM) (BEPX)

He metiwe 80% (Q) 3a 30 xaunun

Uniformity of dosage units (EP method
2.9.40) / OpnopiaHicTe 4030BaHMX
0anHMLE (ED MeTop 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 dasage units and calculate the acceptance
value.

The requirements are met if the final acceptance
value of the 30 dosage units is tess than or equal
to L1 and no individual content of the dosage unit
is less than (1-L.2 x 0,01 or more than (1+ L2 x
00NM. L1is 15,0 and L2 is 25,0/ MpwitmaneHe
Hueno nepumx 10 aozopannx OdWHWLE meHwe abBo
AopieHice L1 igcoTkie. Ao NpudmMansHe yucno
Oinewe L1 sigcois, nepesipAlTL HacTynHi 20
A030BAHWX 0AMHVLb | PO3PAX0BYIOTE IHAUSHHS
NPUAManbLHOro Yuena, Bumorit AOTPUMAHI, AKLLO
OCTAaTOHE SHaveHHs NpuiManLHoro yucna ans 30
A030BZHUX OUHKLIbL MeHLite abo Aopierioe L1
BIRCOTKIB | opeH iHaWBIgyanbHMi BMiCT y
A030BaHil oanHuL He Mae ByTu MeHLIe His (1-12
x 0,01) i He Ginbwe 3a (1+ L2x0,01) M. L1
Aopisdiee 15,01 L2-25 0

3,8 % {on 10 units) /

3.6 % (Ha 10 oanuk)
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FPCOA CAPECITABINE-VISTA 500 TABS-18a Re medica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT SKOCTI UKRAINE

Name of product/Hazsa npopyry Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
{strength, dosage form, package size and type / (10x12) in blisters / Kaneuura6in - Bicta, Tabneriu, BKpuTi

eﬁgzg:fgﬂ' fikapevka hopwa, posmip i Tun NNIBKOBOK 060M10HKO0, No 500 mr, Ne120 (10x12) y Bnicrepax

Active substance / Potency/ [liioua pevyoBuHal

c e Capecitabine 500 mg/ Kaneuwrabiy 530 mr
BMICT 0400 DeYOBHHK

Manufacturing country / kpaina BUPOGHMK Cyprus / Kinp

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

MA number / Homep peecTpauifinore nocsinueHHs UA/9757/01/02. nie no 04.02 9028

Code No/ Koa npoaykry Ne FO733TA500

Batch number and number of packs / Homep cepii | 108895

Ta KiNbkicTh navok 3000 packs/ 3000 nauok

Batch size / Paawmip cepii 480 000 tablets / 480 000 TaBneTok
Date of manufacture / Qata BUPOBHUUTBA 12/04/2023

Expiry date / Tepmin npunatrocri 12/04/2026

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, Building 10 -
antineoplastic & immunomodulating products, Limassol, 3056, Cyprus /
Name, address / Haaea, aapeca
PEMEZLIKA NTA, syn. AxapHou, Nimacon Inpacrpian Ecveitr, ygizns 10-
NPOTUIYXAMHHI, IMYROMOAYFICIov npenapaty, Mimacon, 3056, Kinp

GMP ceriificate, license number of manufacturing
site / GMP, Homep nigeHsif BUROGHUNOT ginbHuLf

REM10/2022/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS/
TECTW ! METOLMU CHAEUM®IKALIA PE3YALTAT

Assay (IH) IHPLC] / KinbkicHe BMIHAUYCHHA o a o

(BM) (BEPX) 95,0% - 105,0 % 100,5 %

Microbiclogical Examination

{EP method: chapter 2.6.12 —2.6.1 3

(Every 5% batch, provided the time period

from the previously tested batch and the new

batch is no longer than 6 months} /

MikpoSionoriune pocrinkenns {€P MeTop:

maea 2.6.12 - 2.6.13) (Komua 5-a naprist 3a

YMOBM Nepiony Hacy Bif nonepeanrso

Bunpobysanol napTii Ta HosoT napTii He

Binbule 6 Micauis)

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

KiNkKicTs aepoBHux MikpoHia He Ginbtue 10° KYOIr (make. npusinaTra < 100 KYO/r

KiNbKiCTE=2000)

- Total combined yeasts/moulds count / 10? cfu/g {max. acceptable count = 200) /

3aranbHa KinbkicTe kKOMBIHOBAHMUX apiwgads /| He Binswe 102 KYO/r {makc. npuiinaTHa <10 cfu/g

usini KinbKicTE=200) < 10 KYO/r

- Escherichia coli Absent/g / BigoyTra/r Absent/g / Bincytusifc

EP: EP 11™ Edition /€eponeichka Papmarones: €O 11 Buganns
[H: In House Method No.: MTH-0326B, MTH-0218 and MTH-0355 I Cneundikauis supobuuka: CB Meton Ne: MTH-03268,
MTH-0218 ra MTH-0355

We hereby cerlify 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 nigTeepaxyemo, wo sasHaueHa ck pia Gyna suroToBReHa, ylaKoBaHa Ta

~
Signature: = P QLL._‘E-}Q\

Name: Dr. Gg&q\%e ristou '‘QE Manager or
{Qualified Person) Authorised Senior Analyst
Released on / Bunyck: 26/05/2023 Test Date / \ata ananiay: 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

Remadica 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, Cyprus-EU
Mailing address: Remedica Ltd, P.O,Box 51706, 3508 Limassol, Cyprus-EU
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