JEPKABHA CJIVKBA 3 JIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

ByNl. bepesnskincoka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kop €IPIIOY 37079055

BUCHOBOK
NMpo AKICTL BBE3€HOro B YKpaiHy Jikapchbkoro 3acoby

23.06.2023 Ne 32062/23/26

KAIIEIMTABIH-BICTA
(HalimeHyBaRHA Nikapcbkoro 3acoby 3riHO 3 pecCTPALINHMM NOCBIAYEHNAM)
TabJieTKH, BKPHTI naiBKoBoIo 060/10HK010, o 500 Mr o 10 TaéneTox y Oaicrepi; mo 12

OaicTepis B navui 3 kapToHy o
(tbopwma Bunycky, n03yBanHA, B NAKyBaHNA AIKAPCHKOro 3ac06Y) E

Homep peectpauiftioro nocsinuenns UA/19757/01/02 ctpok nii peectpauiiinoro noceinuenns 04.02.2028

Cepin nikapcukoro 3acoGy Ne 108894 KinbkicTs BBE3€HOr0 Nikapeskoro 3acoby 1780

BupoGuuk Pemenika Jita, Kinp |
(nakimenypauiia supoOnmka nikapceekoro 3acofy. kpaitia NOXOKCHIR)

BeeseHo B Ykpainy TOBAPHUCTBO 3 OBMEXEHOIO BIANMOBLIAJBHICTIO
_"BYCT ®APMA", inent. xon: 441 07410

(HaliMeHyBaHHsa Ta xoa 3a €/IPITOY 1opuanuHoi ocobu abo npissuie, iM'a, no 6atbkosi (izuynol
ocobu - nianpuemus, il Micle NPoXHBaHHS Ta peccTpallifHMil HoMep oOniKOBOT KAPTKH NAaTHKKa
monarkis abo cepia Ta HoMep nacnopra)

MpoTokon Bisyansuoro xonrpoao sin 23.06.2023 N 1750/4.

3a pesynbTaTaMH [EPKABHOTO KOHTDOMO BCTAHOBJIEHO, LU0 nikapcbkui  3aci6 BBeseHo B VYkpalhy 3
AOTPHMAHHSM BuUMOr 3aKOHOAABCTEA LO/A0 3a6e3NeyeHHR AKOCTI Jﬁic 3acobis,
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ﬁ@ﬁﬁ”ﬁ? KOHTPOMO) (niztmc) (initiam Ta npisaunie)
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FPCOA CAPECITABINE-VISTA 500 TABS-18a

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCTI

Name of product / Haasa npogyxkrty
(strength, dosage form, package size and type /
Ao3ysaHHA, nikapcuka copma, posmip | Tun
YNaxoBKu) )

7

Remedica

UKRAINE

Capecitabine - Vista, film-coated tablets, 500 mg, Ne120
(10x12) in blisters [ KaneyuTabin - Bicta, Tabnerku, BKpuTi
niiBkoBOK 060510HKO10, No 500 Mr, N2120 (10x12) y Gnicrepax

Active substance / Potency/ Jiioua pevosnHa/
BMICT alioyol pevosiHK

Capecitabine 500 mg/ Kaneugratin 500 mr

Manufacturing country / kpaiia BupoGHKK

Cyprus / Kinp

MA number / Homep peectpauiitHoro noceigueHHs

UA/19757/01/02, valid till 04.02.2028 /
UA/19757/01/02, aie 0 04.02.2028

:'-Code Ne/ Kog npoaykry Ng

FO733TA500

Batch number and number of packs / 5Homep'cepﬁ
Ta KinbkicTE NaYoK

108894
1780 packs/ 1780 navok

Batch size / Poamip cepii

480 000 tablets / 480 000 Tabretox

_Date of manufacture / Aata supobHuLTea

12/04/2023

Expiry date / Tepmis npuaatHocrti

12/04/2026

Name, address f HaaBa, aapeca

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

PEMERIKA NTA, eyn. AxapHoH, flimacon IHgacrpian Ecteiit, Sygians 10 -
NPOTUAYXNNHHI, iIMyHOMOAY TN npenapaTy, limacon, 30586, Kinp

GMP certificate, license number of manufacturing
site / GMP, Homep riiLleH3iT BuUpoBHItUOT ainbHuLj

REM10/2022/001, 028

Water content (IH) [KF] /
Bmicr sBogn (BM) (Kd)

£ 3 % / He 6inktue 3 %

TESTSIMETHODS / SPECIFICATIONS / RESULTS /
TECTU /| METOOK CHEUUDIKALIA PE3YNLTAT
Description / Onuc Peach, oblong capsule-shaped film-coated tablets { Conforms 7 Biariosinae
embossed with *500" on one side.
Of approximate dimensions 17,1 mm x 8,1 mim /
TabneTku nepcukoBoro konkopy, AoBracTol (opmy,
BKPUTI NNIBKOBOKO 0GONOHKOW, 3 TUCHEHHAM: «500» 3
oaHoro Goky. [Npubnuani posmipn 17,1 MM x 8,1 mm
Ildentiflcation (IH) / igexTucikauia (BM)
- HPLC / BEPX Rt corresponds to that of the standard / Rt Conforms / Binnosigae
BiAnOBigae piBHIO cTaHRapTy
= IR /M cnexTpodoTOoMeTpinA Spectra corresponds fo that of the standard / Conforms / Bignaeinae
_ Cnexrpa signosinae craHaapty |
f .Identiﬁc#tian of ferric oxides (IH) i Blue colour appeafs / 3'ssnsethest GnaxuTanii konip | Conforms / Bignosigae
lgewmndbikanin oxcnais aanisa (BM)
‘Identification of titanium dioxide (IH) / Yellowish-orange colour is produced 7 Conforms / Bignoeipae
lpermudikauis Turawy giokcuway (BM) T1pOsABNAETLCA MHOBTYBATO-NOMAPAKYEBUIA KOTIp
“Uniformity of Mass (EP method 2.9.5) / £ 2 units > AW £ 5,0 % / He Ginbiue 2 oanumub > None / XKoaHoi
OpHopinsicts Macu (E® 2.9.5) cepeaHa maca +5,0%
and None. > AW+ 10,0 % / XXopHa opuhnua > None / »KoaHot
cepenHA maca +10,0%
.' Disintegration (EP method 2.9.1} / s 30 min / He 6inblue 30 xarnuH Smin/9xs
Posnananua (€ 2.9.1) ==
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FPCOA CAPECITABINE-VISTA 500 TABS-18a

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT SSKOCTI

Name of product / Hasgsa npoayxry
(strength, dosage form, package size and type /
| Ao3yBanHs, nikaposka chopma, posmip i Tun
YRaKoBKW)

Remedica

UKRAINE

Capecitabine - Vista, film-coated tablets, 500 mg, N2120
(10x12) in blisters / KaneuuraGin = Bicra, Tabnetku, sxputi
nniekoBoo oGonoHxoto, no 500 mr, Ne120 {10x12) y 6nicrepax

Active substance / Potencylﬂ,uima pevosuHa/
BMICT filouoT pedoBUHn

Capecitabine 500 mg/ Kanewuurabid 500 mr

Manufacturing country / KpaiHa BBpOGHUK

Cyprus / Kinp

MA number / Homep peecTpauiiiHoro noceigueHHs

UA/18757/01/02, valid il 04.02.2028 ]
UA/19757/01/02, sie no 04.02.2028

Code Ne/ Kopt nponykTy Ne FO733TAS00

Batch number and number of packs / Homep cepit | 108894

Ta KinbKicTe Navyox 1780 packs/ 1780 na4ox

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

Expiry date / TepmiH npuaaTHocTi 12/04/2026

Name, address / Haasa, anpeca

REMEDICA LTD, Ahamon Street, Limassol Industrial Estate, Building 10 -
antineoplastic & immunomodulating products, Limassol, 3058, Cyprus /

PEMEZIKA NT[, syn. AxapHon, Jlimacon Haactpian Ecrefr, Gyaisns 10 -
npoTuAyXnuMkHI, iIMyHOMORYNioloYi npenapaTtw, Jlimacon, 3056, Kinp

| Related substances (IH) [HPLC]T

GMP certificate, license number of manufacturing
site / GMP, Homep niuensii BupobHudol ginbHuy|

TESTS/METHODS /
TECTW | METOU

REM10/2022/001, 028

SPECIFICATIONS /
CNEUN®IKALIA

RESULTS /
PE3YNbTAT

CynyTHi Jowmituku (BM) (BEPX):
- Capecitabine related compound A / £03% 0,05 %
CynyTHA gomiwka A |
- Capecitabine related compound B 7 203% < LOQY < Mexd kinskicHor
I CynyTHs gomiluka B |
- Capecitabine related compound ¢/ £0,3% < LOQY < Mexi kinekicHor
CynyTHa aomitka C |
- Any individual unknown impurity 7 <0,10 % 0,022 %
IHAMBiRYankHa HeBU3HaueHa goMillka
I - Total impurities / 3aransHa cyma 21,5% 0,07 %
LOMILIOK
Dissolution (iH) [HPLC) / {Q) = 80 % in 30 minutes / 93,3 %

Posunnenns (BM) (BEPX)

‘He meHiue 80% (Q) 3a 30 xpunvd

Uniformity of dosage units (EP method
2.

- OAMHNLIL (EP meTon 2.9.40)

9.40) / OpgHopinHicTL aosOBaKNX

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 ara 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 niore than (1+ L2 x
0,01)M. L1 is 15,0 and L2 is 25,0 / MpuitmancHe
4ucno nepiukx 10 fo3oBaHNK OZUHMLIE MeHwe 260
AopieHioe L1 sigcoTkis. Akiwo npuitmaiibiie uwicno
binbiwe L1 sincorkia, heperipstots HacTynxi 20
A030BAHVX OAUHULEL | POIPAXOBYIOTE 3HAYEHHS
npuiManbHoro uncsia. Buumomm aotpumMai, akiyo
OCTaTOuHe 3HaUYEeHHN NPUAMaNbHOTO Yyuena anst 30
AO30BaHMX 0AVHULL MeHwe abd gopiekice L1
BICOTKIB | Xoaen inavsigyansHui BMicT y |
A030BaHii oAMHULI He Mae GyTu MeHwe Hix (1- L2
x 0,01) i He Binsble 3a (1+ {2x0,01) M. L1

EOEiBHIOE: 16,01 12-25,0

1,4 % (on 10 units) /

1,4 % (Ha 10 oguub)
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FPCOA CAPECITABINE-VISTA 500 TABS-18a R eme di ca

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT SAKOCTI UKRAINE

Name of product / Haasa nponykry y Capecitabine - Vista, film-coated tablets, 500 mg, N2120
{strength, dosage form, package size and type /

T 2 {10x12) in blisters / Kaneuura6iH - Bicta, Tabnerku, BKpuTi
S erony R HaEMS, PO ETAE nniBKoBolo 060f10HKO0, No 500 Mr, Ne120 (10x12) y 6nicTepax

Active substance / Potency/ [iioua pedosuna/
_BMICT AjioyoT peuoBrHY L
Manufacturing country / xpalHa BUpoGHMK Cyprus / Kinp
UA/19757/01/02, valid till 04.02.2028 /
| UAM9757/01/02, pie po 04.02.2028
_Code Ne/ Kop npoaykry Ne FO733TAS500

Batch number and number of packs / Homep cepit | 108894

Ta KinbXiCTb NAYOR | 1780 packs/ 1780 navok

Batch size / Poamip cepii | | 480 000 tablets / 480 000 rabnetok

Date of manufacture / flata BupobHuTea 12/04/2023

Expiry date / Tepmin npupatHocTi | 12/04/2026

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

Capecitabine 500 mg/ KaneLi#Ta6iH 500 mr

MA number / Homep peccrpatiiivioro nocaigueHHs

' Name, address / Haspa, agpeca

PEMELIKA: NTA, eyn. AxapHoH, Jlimacon luaacrpian Ecteitt, 6yaisns 10-
MPOTUNYXANHHI, iIMYHOMOAY NIGIOu npenapat, flimacon, 3058, Kinp

'GMP certificate, license number of manufacturing
“site / GMP, nomep: niensii BupoBruyot ainsRuui

REM10/2022/001, 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTU I/ METOOQM _ CNEUUOIKALIA | PE3YNLTAT
Assay (IH) [HPLC] / KinbKicHe susHayeHis ; 53 § "
(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) /
Mikpobionoriune gocnigxkeHns (€Ed Meton:
rnasa 2.6.12 - 2.6.13) (KoxKa 5-a naprin 3a
yMOBM Nepioay Yacy Bin nonepeaHso
eunpobysatol naprii Ta HoBo! napTii He
GinbLlue 6 micauis)
- Total aerobic microbial count / 3araneua 10° cfu/g (max. acceptable count = 2000) / Not Applied
KINbKICTL aepoBHUX Mikpobis He Binbwe 102 KYO/r (Make. npuithaTHa .
KinbKicT=2000) ( H;e npOB?ﬂﬁnO{:b

- Total combined yeasts/moulds count / 10* cfu/g {max. acceptable count = 200) / Not Applied
3arancha KinbkicTb komGiHoBaHux gpikaxia / | He Ginblie 102 KYO/r (MaKc. npUrHSATHA He apoBoauaocs
UBini o xinbxic‘ri:=_2{}'_0) Not Applied

Escherichia coli Absent/g / BigcytHs/r Hé HEGREHHHEEE

EP: EP 11" Edition /€Bponeiickka ®apmakonen: € 11 Bupanns o
IH: In House Method No.: MTH-0326B, MTH-0218 and MTH-0355 / Creyudixauls supoBiuka: CB MeTos Ne: MTH-03268,

MTH-0218 Ta 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. / Mu NIATBEPIKYEMO, L0 3a3Hayeda cepifi Gyna BWIOTOBNEHa, ynakoeaHa Ta

BunpoOyBaHa BIANOBIAHO RO BUMOT £103BONY KA NPOLAX Ta NPUHLIANIS Ta Brasisok Hanexdiol BUPOBHWOT npakTuky €C T1a Gyna
BUNyLIEeHa ynoBHoBaKeH00 ocoboie Pemenika, L

Signature: A e o =

Name: Dr. Gaord ﬁ ristou
(Qualified Person)

~QB-Manager or
Authorised Senior Analyst

Test Date / flara avanisy; 28/04/2023
This certificate has been com} ﬂ!}{ VerifirARd e gnoa }I" per the English version of the text included herein and rio
representations are made al \& “kh 1259 English text of which the signatory has no knowledge of;
" Remedica Ltd, E-maili \‘f ST al;;P' 57 25553000, Fax; +357 25390192, Web: www.remodica.eu

Site address; RemNSe Y0, 55208 Nereet, Limassol Industrial Estate, 3056 Limassol, Cyprus-EU
Mailing adaresiTRem¥dica Ltd, P.O.Box 51706, 3508 Limassol, Cyprus-EU
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