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CERTIFICATE OF QUALITY

CEPTHOIKAT SIKOCTI
Certificate No.: | b ~K2301588 Page 1 of 6
L Ceprudikar Ne: Cropinka 136
Product name: ’_CAPECIBEX 3400 Manufacturing country: | United Kingdom
Hazsa npoaviwii: KATIEHMBEKC 500 Kpaina-snpotunux: | Beanka bpirranin

Strength/potency: | 1 tablet contains: 300 mg of Capecitabine

Cujra giifagrusuicrs: | 1 rabaerica sictirn: 500 v Kaueuutadiny
Pharmaceutical form, dose: film-coated tablets, 500 nig
Ulirapebka dopata, nosysanns: TABAETRI, BRPHTI HHBKOBOKO sloionroe, no S0 mr
Type and size of packaging: | 10 tablets in a blister; 12 blisters in a carton pack with the Iabelling in
Ukrainian language
Buxit posyip ynaworku: | o 10 tagaeron ¥ Daicrepi; no 12 Guicrepin ¥ Raprouniit xopotui 3
MAPKYBRNHAM VEPATUCLKOH MOBOIW

Hatch No.: atch Size: {
B‘ltt? No P2302306 Batfu SIZE 3148 packs
Cepin Nov: Poamip eepii: YRAKOBOK
Mfg. Date: xpiry Date:
| fg. Date: 0005 Expiry Date: | o) 6
Hara supobuunrea; Bikurn jo:
coistrati ertificate: alid : ite
R(,giﬂ:iﬂtl()ll Ce‘l tificate UA/14799/01/02 V&?i( up to Ifideﬁnlte
Pecerpaniiine smocsiguenn: Hiiicue no: | Beserpoxono .
iP Prim. Sec.  [Batch quality| Batch License GMP Neo, .
Manufacturer name and address: manut/] Pack’ | pack.s control release No. Cepradisear:
Halbvenynanna T4 aapeca BNpobnnK: Bup-so| Ifeps. | Brop. Kowmpoae [Bunyex| Jluewsin HBI X
i3 Rak-# | nak-a | siocti cepii | cepii Ne

Intas Pharmaceuticals Limited ey
Plot No. 457, 458, Sarkhej-Bavla Highway, -
Matoda, Tal. Sanand, Abmedabad-382210,
ndia

lerac Papaacsioticans Tivivea

382210 wrrar I'vimxapar, ORpYT Axamexabaa,
wioce Capres-Barita, ¢. Martosa, supoGssmi
AlsHKn Ne 457, 438, lnais

Intas Phurmaceuticals Limited

Plot No. 5. 6 and 7, Pharmez-Special Economy
Zone, Near Village Matoda, Ahmedabad-
382210, Gujaral, India (alternative
manufacturer)

OGYE/472
82-3/2022

IWSF.403.6
3.2023.1P.1.

X . . + + + - T GA25/1883 1
Inrac apyaceioricans JdiriTesy : WTC0614
382210 wrar Dymapar, OKpyr Axaenadan, 01 dl Nod’
Papues-Creitianbia excronivia soua Ging c, -
Martoaa, supodivei ainarke No 5, 6 1a 7, 1usis '
| {@ALTEPHATHBHIIE BHROGHMK) L T_:“‘-Q_g\ !
Accord Healtheare Limited e RN
Edgelicld Avenue, Neweastle Upon Tyvne, s . 3 b%ﬁqu
NE2 3NB, United Kingdom o _ ) 1Hl('é( MIA - | 0 ﬁﬁ?\i P
ARwopa Xesewea Jiarirey (200967 ¢ é‘%—(’}ié’:wé* 38
Emacipizn Apeno, IIbfoxac.f]-r\mmmTaF:H, R B \‘. el ) by éiffqt.j()‘
_NE3 INB. Benura Bpireauin : b +,) ALY
DHL Supply Chain, Italy SPA o O S/
Viale Detle Industrie. 2 - Settala (M1, aly N T '“/‘3)"‘5 {"’20*
A Canai Yedin, Iragin CTIIA 3 = - -
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Certificate No.: Page 2 of 6 {
! Cepradiikar No: BRCUK2301588 Cropinka 216
?y;zw. Heme heayerpie, 2 - wm. Cerrdana G
| {(mposinnis Misaw), ltazin
SK Pharma Legisties GmbH | | =
Remusweg §, Bielefeld, Nordrhein-W estfalen, E:
33729, Germany DE NW 02
CK ®apata Jlomxncrine TmEX _GMP_2022
Pemycner 8, Binedene, [Tinnivuit Peits- _0023
Becrunin, 33729, Hiveuunua
Synoptis Industrial Sp. z o.0.
UL Rabowicka 15, Swarzedy, wielkopolskie, IWSF.405.8
: 62-020. Poland - Tors
| Cumorus tsactpian Cn. 3 0.0 | 036104491 1 7.2021.1P.1
1 P o 5 WTC/0449
Bya. Padosiuxs 15, Ceaxenms, 0l 01,217
Beaiwonoaneske BocpojcTRO, 62-020, -

[onbiua

i

Astron Research Limited

68, 12-14, lHayCTpiansha 300a Bigbua 30Ha,
bapcenonad, Bapeenoua, B8040, [enanis

2nd & 3rd Floor, Sage House, 319 Pinner UK GMmp
Road. Harrow, HAT 4HE. United Kingdom 62877 Insp
Actpon Pesbopu Tistives o NA GMPIMP
Apyruii ra tperiit nosepx, Ceifmx Xaye, 319 62877/80567
ITinnep Poyu, Xeppoy, HAT 4HF. Besiira | -0017
Bputanis
ALS Laberateries (UK) Limited
2 BARTHOLOMEWS WALK, ANGEL UK GMP
DROVE, CAMBRIDGESHIRE BUSINESS 15936 Insp
PARK, ELY. CB7 4ZE, United Kiugdom NA GMPIIMP
AJC Jadopatepic (FOKeii) Jimiven | 5§36:‘9:)’>3(J
2 BAPTOAOM 103 BOJIK. EHIDKEN “[)Dig“'
APOYB, KEMBPUDKILWP BI3HEC HAPK, )
LI, CB7 4ZE. Beanxa Bpurasis
Laboratori Fundacio DAU
Cie, 12-14 Pol, Ind. Zona Franea, Barcelona,

¢ Burcelona, 08040, Spain P47 NCF/2268/0
Jadeparepi hbvanacio JAY OL:CAT

Pharmadox Healtheare Lid,

KW20A Kordin industrial Park, Paola
PLA3000, Malta

Duprsiore Xeacken Jit,

KW20A Koprin (hazetpiar Flape, M. Naosa
PLAJ0G0. Maneyra

Accord Healtheare Limited

Ground Floer, Sage House, 319 Pinner Road,
Harrow, HAT 4HF, United Kingdom
Axxopa Xeackea Jlimiren

HMepuiit nosepx, Cefiz Xaye, 319 [Miuwep
Poya, Xeppoy, HAT 4HF. Bema bpiTania

oGP
1007528139
T8-0005
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Analysis procedurc results / P

CIVILTATH NpoBedeH HHRJTiCiy

N R ceeptable limits / Honverumi mesxi
Quality indicators / Accept Aony L Test methods / '
0. . Release / Results / |
Mokazuukn skocri MeToas . }
/ Ha mostent sunycxy o Pesyaepraru !
No KOHTPOIIO
L. | Appearance Light pink coloured. oblong  shaped, | p. | MQC
biconvex, film-coated tablets, debossed with Comptlies
"500 on one side and plain on other side.
e Tadnerxn nosracTot dopau, ABOONYRI, § 1. | M
BKPHTI  TBKORBOIO  0GONOHKOI, CBITRO- . .
: ey Binnosisac
{ POXEBOIO KONBOPY, 3 CpariloBanuam 500
Ha OJIHIH cTOpoui i pigni Ha inwil cropon
2. | Average weight of tablet 650.0 mg & 3 % (630.5-669.5 mg) Ph. Eur. 295 -
631.4 mg
p. 2 MQC =
Cepenns Maca Tabaerkn 630.0 s 3 %0 (630,5-669,5 mr) Ph. Eur. 2.9.5 "y
' 6514 M1
1. 2 MKs
3. | Identification
A) By IR A} The infrared spectrum of the substance Ph. Eur.
speetrophotometry being examined should be in accordance 2.2.24, Complies
with the infrared spectrum of Capecitabine p. 3A MQC phes
working standard.
B)Bv LC B) In the test of Assay, the retention fime of USP <621>
Capecitabine peak in the chromatogram of | p. 3B MQC
the assay preparation should corresponds to Coniplies
that in the Capecitabine peak in the
chromatogram of the standard preparation.
C) Titanium dioxide A yellow-orange color shauld appear p. 3C MQC Complies
during a qualitative reaction. pHes
[3) Ferric oxide red and A red color should appear during a p. 3D MQC Complics
Ferric oxide yellow qualitative reaction. P
laeHTHbikauis
A) Y-crexrpodiotomerpis A} ludpauepeonuii ciexrp sunpedysaroro | Ph. Eur.
: npenapaty KaneunraGisy nosuaen 2.2.24, . .
i et . Binnosiaae
| BLAROBLAATH i patepBoHOMY cnext Ny n. 3A MKHA
' cranidapraoro spasky Kanerwradiny .

b) Piaunna xpomarorpadis

b) Ipr nposenenni kisbkicnoro smnaveny
ac yrpimanns nicy Kaneuurabiny na
XPOMATOTPaMi BHIPOSOBYRAHOrO po3dUny
MAE BIATOBIHATH YACY VIPUMAHHS 1Y
KameunraGiny ua XPOMATOrPAMi PO3UHHY
HOPIBH KLY,

n 36 l\ﬁzﬁ T

R
i /

USP <62} 171"

i E

HMpu nposencuui sxicuol peariii mac
3’ HBASTUCD SKOBTE-OPAHMKEDRE salaprreHns.

I') 3anisa okenn uepsonmit
Td 383138 OKCHIT 3KORTHIT

Hpu nposesenni axicHot peariit aac
3’ SABJATHCE YEpBOHE 3a0aprienHs.

Biznosigae

i
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next 20 tabiets and calculate the acceptance
value, The final acceptance value of the 30
tablets should be less than or equai to 15.0
and no individual content of the dosage unit
should be iess than (1-25x0.01)M or not
more than (] 125x0.01)M,

4. | Disintegration time Not more than 30 minutes Ph. Eur, 2.9.1 11 minutes
p. 4 MQC )
Posnasaris tabnerox He Ginnime 30 xBunun Ph. Eur. 2.9.1
. 4 MK ST 11 xBunun
5. | Water Not more than 3.5 % Bh, Fur.2.5.12 1%
p. 6 MQC )
Bu3naueHns soau He Ginsue 3,5 % Ph. Bur.2.5.12 1.0 %
. 6 MKSI ’
a. | Dissolution Not less than 75 % (Q) in 30 minutes ~ Min.: 103 %
USP <711> i o
p. 7 MOC Max.: 105%
L. Avg: 1049%
Posumsetis He senme 75 % (Q) a 30 xeumuu USP <71 1> Min.: 103 %
. 7 MK Make.: 105%
Cep.; 104%
7. | Related substances
Related substance A Not more than 0.3 % USP <62 1> 0.03 %
Related substance B Not more than 0.3 % p. 3 MQC (.04 %
Related substance C Not more than 0.3 % <LOQ
L [LOG=0.020%]
Individual unknown Not more than 0.1 % Not Detected
impurity
Total impurities Not more than 1.5 % 0.67 %
- Cyviyeri aomiun:
| Cynyrhs gominka A He Sinbwe nin 0,3 % USP <62 1> 0,03 %
Cynynis gomitixa B He Binkise wik 0,3 % m. § MK 0,04 %
Cyiryras aomiwka C He Sinblue nix 0,3 % < LOQ
_ [LOG=0.020%]
famsinyansia neanwsnavenalHe 6in bue Hin 0.1 %
1513 He suanncuo
JoMILERa
3araahH CYME OMITUOK He Ginvie nie [.5 9% 0,07 %
8.1 Uniformity of dosage units | The acceptance value of the first 10 tablers  : Ph. Eur,
should be fess than or equal to 15.0, If the 2.9.40
acceptance value is greater than 15.0, test p. 9 MQC

Oanopianicts go30Ba1m1x
OHHHHE

Binnosiaae sumoram OnHOPLAHOCTI
JO30BAHUN OUHHUL, SKILG HPHITMATILHE
U0 nepwnx 10 radietok Gyae menwe
abo aopismosarume 15.0. Skwo
NpUAMAILEE YHeno Bikime 15.0.

NepesipaoTy HacTviHi 20 Tabierox |
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POZPANOBYIOTE 3HAYECHHS NPHITMATLHOTO
qrcaa, Octarouile 3HaveHHs
TPHEMATTEHONO Yreaa Titt 30 TabneTox mac
OyTu Meniwe abo gopisnosaTHMeE (5.0 i
HOUCH IHMBidYansHRE BMICT ¥ A030BaHif
OAMIHII He Mac OyTH Mete B (1-
25x0.013M i e Ginntue 2a (1+25x0.01M
9. | Assay From 95.0% to 105.0% of label claim USP <621> 0
103.1 %
p. 10 MQC
Kinngicse susnavenns Bia 95,0% no 105.0% six sxasanoro na USP <621> o
. . - 1031 %%
YHAKOBUI . 10 MKH
10,1 Microbiological purityés
A) Total viable count Ph. Eur, .
Ty e } . o o T 5 )
[) Total Aerobic Microbial | Not more than 10 ciuig _.6.!:, <50 cfurg
Count 2.6.13,
i) Total combined Yeasts | Not more than 10 cfufg p. 11 MQC e
_ z <530 ctu/g
and Moulds Count
Test for specified micro-organism
N E. coli | Should be absent in 1 g Absent
MikpoGiooriuria uncrotads
A) 3arannua xinsxicTs MIKpOOPraniamis Ph. Eur.
@ iIBKi Ie i e 1)° . 2.6.12
1y SdEaf:sHa KIBKICTE _ He Binbuse 10° xyo/r , <50 ryosr
HePODHYX MIKDOOPraHizMiB 2.6.13,
i) 3araneha kizekicrs He Binsioe 107 kyo/r n 11 MK4
IrpHOIR (APDKAKOBHX Ta <50 Kyo/r
FHICHERHX ) .
f | Tect s okpeMux s KpOOprasisais
L D E. coli Hoeunit Sy pincythi g | Bincyrui
| Labelling: | Should correspond to the requirements, Complies
Mapkysannun: | [Tosunio BIZIFIOBIAATH BUMOran. Binnosinac
Packaging: | Should correspond to requirements of MQC. Complics
Hakysanun: | TIoBuuHO BIANOBI2aTH BiMOran MEE, Bignosinae

HTesting should only be performed for the first three industrial series. / Teetyanus nosnsno BIKOHYBaTICE THIBKI VIR MepILHx
TPBUX HPOMHCTOBHN cepiit.

Comments / Komenrapi: -

/

I hereby certify that the above information is anthentic and accurate. This barcii oﬁpiﬁgq{m}[ fugb & !
mannfactured, including puckaging/labeling and qualit 'y control at the above men tioned'site i il }:ompl féi:gé;wéﬂf
the GMP requirements of the local Regulatory Authority and with the specification aw"ri_ };_fj?e‘.-'\{: regisiraf n j?gig*sier.

The batch processing, puckaging and analysis records were reviewed and Sound to be ffzcanr})?mnté/wgtfi FMP,
L s saceiduyo, mo naeedena sunte indopaaiin ¢ docmosiprow ma moun. Lo "c"epir'{c_rhﬁmﬂ?igﬂ" ayio
SHPODERD (8RO G0 B arysanna/vMapiyaaina) ma KOMINPpOAL T AKocH e fmtt.gem:fmﬁiEIﬁ‘ffEl:[JﬂﬁMzttn’z?

Olasruyi nposedeno y noruiii eidnosidnocn ¥ ginnecan GMP, scmanasaenusin micuesum pezpsmoepiiust opzaron,
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0 MGKONC 6IONG8ISHE Do CRequiRa i,

o Miciumes ¢ pecempaniiinoy ¥ doche,

E

Hpomoroau supotnuremsa,

RARYBAINA ma ana:isie Gy.10 nepezinuymo ma ecmanoeieso sionocionicni, GMP.

Name | Santosh Shet ﬁ'
Position of person authorising the batch release | Qualified persen
Iipiapmme | Cagromr et

Hocaza ocobn, ska smaaaa 103gin ua BHITYCR Cepii

YnoBuoramena ocota

Batch release date/gara BRIYCRY ¢cepil

27.10.2023

Signature of person authorising the batch releasc
Thianue ocobn, sxca siaana RO3BIT 1A BHOYCR cepil

Santosh Shet

Digitaliy signed by Santogh
Shet

Date; 2024.01.26 10:55:35 Z

Date of signature
dara aignucanny

26.01.2024




