AEPIKABHA CJIYIKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMU y M. KHEBI

npos, Hanit Csitnuunot, 3, 02099, ren, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €PTIOY 37079055 )

BHCHOBOK
npo siKicTh BBe3eHoro B Ykpainy JikapebKroro 3acoby

15.04.2024 Ne 19993/24/2611

KATIEHUBEKC 500

(HadiMenysans aikapeskoro 3acody 3riano 3 pecerpanilinmm nocaiateHHsM)
TabueTkn, BRPHTI IUBKOBOIO 060J101K010, 110 500 Mr ro 10 Tabuerox y Ouicrepi; o 12
Oaicrepin y kaprouuiit KopoOui

(hopma niuycKy, H03yDanis, BHA HAKYBAHIS Kikapebkoro 3acoly)

Homep peecrpauiiinoro nocsinuenns UA/14799/01/02 crpox nii peecrpauiitioro nocsinuenis HeoOMexeHu

Cepia nikapcukoro sacoby Ne P2302306 Kinbkicts Bnesenoro xikapcukoro sacoby 2848
Bupobiisk Axxop Xenckea Jlimiten, Besuka Bpuranis
(nakimenysanns nupoGuuka sikapeskoro sacofy, KpalHa NoXo/RKCHHS)
Beeaeno B Ykpaiuy Tosapucrso 3 omemenoro signopinanonicrio "AT-ODAPMA", inenr.
won: 42210926

(uaiiMenysai Ta kol 3a €APITOY opuanHiol ocobn abo npissiule, im'a, 1o Gatokoni
(hizmunol ocobu - nigupuemu, it Micue upoxupanns ra peeerpauiimii nomep abuixonol
KAPYTKH (ITHIHKA noaaTkis 860 cepis T8 HOMEP nacnopra)

Mporoxon Bisyansuoroe konrposo sin 15.04.2024 Ne 1309/3.

3a  pesyinraTamMu  AEMKABHOIO  KOHTPOMO  BCTAHOBJICHO, 170’ viikapebknit  3aci6  speseno B Yipainy 3

JOTPHMANHAM : aBeTBa oo 3abesneue s Sll(();(’:ﬂ sikapebicnx 3acobis.
' al
//‘—_/
B.o. naua , /’”’/ Ipan 3AJIBOPHUX
3.0, " :
o TP Ll
NOCIOBA ¢ - THJHIHE) (ininiany ra npissuine)
(noes P /
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CERTIFICATE OF QUALITY

- CEPTH®IKAT SIKOCTI
Certificate No.: Page 1 of 6
- Ceprugixar Ne: BRCUK2301588 Cropinka 136
Product name: | CAPECIBEX 500 Manufacturing country: | United Kingdom
Haszea npoayienii: KANIEIMBEKC 500 Kpaina-supo6uni;: Besmka Bpuranis

Strength/potency:
Cwira git/akTuBnicrs:

1 tablet contains: 500 mg of Capecitabine
1 Tabaerka micrure: 500 mr Kaneuuradiny

Pharmaceutical form, dose;
Jlikapeska gopma, AO3YBAHHSI:

film-coated tablets, 500 mg

TabJIeTKu, BRpuTi IBKOBOIO 000J10HK010, 110 500 MI

Type and size of packaging: | 10 tablets in a blister;
Ukrainian language

Bua i posmip ynakorkn: | no 10 rabaerox y Oaicrepi; mo

12 blisters in a carton pack with the labelling in

12 Gaicrepis y kapronuiii KopoGii 3
MAPKYBAHHSIM YRPAIICHLKOI0 MOBOIO

Batdf No.: P2302306 Bat.ch bm’(':.. 3148 | Packs
Cepin No: Po3mip cepit: YIAKOBOK
Mfg. Dat@: F— Expiry Date; 06/2026
Jara BupoGunurea: Baxurn go:
Regxst'tu ation Ce'l.txﬁcate. UA/14799/01/02 Va'hud up to: | Indefinite
Peecrpaniiine NOCBIMCHHT; Hiiicue no: | Beserpokoso
FP | Prim, Sec. |Batch quality| Batch | License GMP No.
Manufacturer name and address: manuf/| Pack/ | pack./ control | release No, Ceprudixar
Haiimenyrauns ta aapeca supobunka; Bup-so | ITeps. Brop. | Koutpons Bunyck| Jlinensin HBIT Ne
J3 MaK-s | nak-n1 | axocri cepif cepif Ne
Intas Pharmaceuticals Limited
Plot No. 457, 458, Sarkhej-Bavla Highway,
Matoda, Tal. Sanand, Ahmedabad-382210, ,
India OGYEl/472
Iurac ®apmacsioricans Jimiren ) ) ) i Rizartisg 82-5/2022
382210 wrrar ymwwapar, OKpyr Axmenabaz,
woce Capkex-Banna, c, Marona, BupoGuuui
AinAHKn No 457, 458, Iunis
Intas Pharmaceuticals Limited
Plot No. 5, 6 and 7, Pharmez-Special Economy
Zone, Near Village Matoda, Ahmedabad- .
382210, Gujarat, India (alternative ?2155341(::16
mz’mufactuxer‘) _ o @ " % } G/25/1883 :
lwrac Mapmaceiorikans Jlimiren s WTC/0614
382210 wrrar M'ymxapar, OKpyr AxMenaGan, e ‘ 01 01/124
Dapmes-Criewiansia EKOHOMIMHA 30Ha Ging ¢, XX,
Maropna, BUpoGHMUi tinsnky Ne 5, 6 a 7, Innis W
(aNILTePHATHBHU I BHPOOHIK)
Accord Healtheare Limited
Edgefield Avenue, Newcastle Upon Tyne, 23’(’)55]\?;121,
NE3 3NB, United Kingdom o UK MIA -
Axkopa Xesekea Jlimire | 20075 OMP/IME
pa Xenexe 1ren o 20075/16488
Emxding Asenio, | Ibiokaca-Anon-T; aiiH, 5 800-0006
| NE3 3NB, Bennka Bpuranis
DHL Supply Chain, Italy SPA ' ;
Viale Delle Industrie, 2 - Settala (M), Italy A l] 183/20 ”/52/; 20z
Y Cani Yeiin, Itanis CITA
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Oyawe. [lenne lugycrpie, 2 - ar, Cerrdana
nposinuis Minaw), Itasnis

SK Pharma Logistics GmbH ' I
Remusweg 8, Bielefeld, Nordrhein-Westfhlen, :
33729, Germany

CK ®apma Jlomkuerice M'mEX
Pemycner 8, Binedens, Miniumuii Peitn-
Becrdanis, 33729, Himeuunna

Synoptis Industrial Sp. z 0.0,
UL, Rabowicka 15, Swarzedz, wielkopolskie,
62-020, Poland

Cunonus Iunactpian Cn. 3 0.0,

Byu. Pa6osiuxa 15, Craxenms,
Bennkononscrke BO€BOZCTRO, 62-020,
[onswa

Astron Research Limited

2nd & 3rd Floor, Sage House, 319 Pinner
Road, Harrow, HA1 4HF, United Kingdom
Actpon Pesvopy Jlimiren

HApyruit ta tperiit nosepx, Ceitok Xayc, 319
[Tinnep Poyn, Xeppoy, HAI1 4HF, Bemuka
Bpuranis

ALS Laboratories (UK) Limited

2 BARTHOLOMEWS WALK, ANGEL
DROVE, CAMBRIDGESHIRE BUSINESS
PARK, ELY, CB7 4ZE, United Kingdom
AJIC JlaGopaTopic (FOKeit) Jlimiren

2 BAPTOJIOM’103 BOJIK, EHJDKE
APOYB, KEMBPYDKLLIMP BI3HEC TIAPK,
EJIl, CB74ZE, Benuxa Bpuranis
Laboratori Fundacio DAU

Cle, 12-14 Pol, Ind. Zona Franca, Barcelona,
Barcelona, 08040, Spain

JlaGoparopi dyupacio JAY

6/8, 12-14, lupycrpiansha soua Bijbua 30Ha,
Bapcenona, Bapcenona, 08040, Icranis
Pharmadox Healtheare Ltd,

KW20A Kordin Industrial Park, Paola
PLA3000, Malta

Papmanoxe Xesickea Ji,

KW20A Kopgin 1 Huactpian Mapk, m. Taona
PLA3000, Manbra

Accord Healthcare Limited

Ground Floor, Sage House, 319 Pinner Road,
Harrow, HA1 4HF, United Kingdom
Axrkopa Xenckea Jimiren

IMepumit nosepx, Cefipic Xayc, 319 IMinuep
Poys, Xeppoy, HA L 4HF, Bemuka Bpuranis

| DE_NW 0 DE_NW 02
| 2 MIA_20 | _GMP 2022
| 23_0020 _0023

IWSF.405.8
| 036/0449/1 | 7.2021.1P.]
| S WTC/0449_
01_01/217

UK GMP
62877 Insp
NA GMP/IMP
62877/89567

-0017

UK GMP
15936 Insp
NA GMP/IMP
15936/92250
-0013

NCF/2268/0
01/CAT

78-0005
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Analysis procedure results / Pesynbrarn i

pPoBenenns ana.rli:;y

T8 34JTI38 OKCHJT %OBTHI

3 ’?IBH}YTHCL HepPBOHE 3&68[7[3}16}-{!-151.

Ny S 1 g imits Hmi i
N Quality indicators / Acceptable limits [ Donycr HOK Test methods /
0. . Release / Results /
/ Hoxazuuku sixocri H ; Meroau
9 4 MOMCHT BHITYCKY KOHTpOTIO YIIbT
l. | Appearance Light pink coloured, oblong shaped, | p. | MQC
biconvex, film-coated tablets, debossed with Complies
‘500’ on one side and plain on other side.
Onue Tabnerku posracrof hopmu, asoonykni, | . | MKS]
i 1Bk : BiTJI0- . ;
BKPHTI  TUIBKOROIO oGongnko&o, c ‘rrno’ Binnosinae
POXEBOro KonLopy, 3 rpasioBanuam ‘500
Ha ONHIA CTOPOHI i piBHI Ha iHwH CTOPOHI
2. | Average weight of tablet 650.0 mg + 3 % (630.5-669.5 mg) Ph. Eur. 2.9.5
651.4 mg
p. 2 MQC
Cepenna maca taGneriu 650,0 Mmr+3 % (630,5-669,5 wmr) Ph. Eur, 2.9.5
: 651,4 mr
n. 2 MKJ1
3. | Identification
A) By IR A) The infrared spectrum of the substance | Ph, Eur,
spectrophotometry being examined should be in accordance 2.2.24, Complies
with the infrared spectrum of Capecitabine p. 3A MQC P
working standard.
B)By LC B) In the test of Assay, the retention time of USP <621>
Capecitabine peak in the chromatogram of p. 3B MQC
the assay preparation should corresponds to Complies
that in the Capecitabine peak in the
chromatogram of the standard preparation.
C) Titanium dioxide A yellow-orange color should appear p. 3C MQC Compliss
during a qualitative reaction. P
D) Ferric oxide red and A red color should appear during a p. 3D MQC ;
o o " Complies
Ferric oxide yellow qualitative reaction.
Lnenrndikanis
A) lLl—cnempod)omme'rpin A) Indpavepponnit criexrp sunpobysatoro | Ph. Eur,
Npenapaty Kaneuurabiny nosuuen 2.2.24, Brestons
BiJoBiaTH indpauepsonomy CrIeKTpy n. 3A MKs e
CTAHIAPTHOrO 3pasKy Kaneuwra6iny a3k
b) Pinunna Xpomarorpadis | B) Ilpu nposenerin KUIbKICHOTO Bu3HaYeHHs| USP <621> -
Hac yrpuManns iy KaneuuraGiny a . 36 MK/
Xpomarorpami BUNpoGoByRaHoro posuun i | ? )
POMATORpa: BHIT YBBHOTO poayiiy Binnogizae
Mage BIAMOBIZATH uacy yTpumManus miKy
Kaneuura6iny na Xpomarorpami posuuny
MOPIBHAHHS, Ney
B) Tutany niokcup Hpu nposenenni axicrol peaxuii mae 1. 3B MKSJ - ) 2
) Binnosinae
3 ABJATHCE JKOBTE-0paHIKeBe 3a6apBiIeHHs.
I') 3anisa oxenn ueprormit | 11 1 MIPOBEIEHHI AKICHOT peakuii m 3 . .
) 3amisg 1 uep pw npoeeaen Ol peakuii mae I' MK Binnosinge
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a6o nopisHiosarume 15.0. Skimo
NpUAMAalILHE YUeo Ginbie 15.0,
nepesipsaioTy HacTymnHi 20 TabJeToK i

Certificate No.: ; Page 4 of 6
Ceprudirar Ne: BRCUK2301588 Cropinka 43 6
4, Disintegration time Not more than 30 minutes Ph. Eur, 2.9.1 T
p. 4 MQC )
Posnananns Ta6nerox He 6Ginbwe 30 xsumun Ph. Eur. 2.9.1 1 s
1. 4 MK
5. | Water Not more than 3.5 % Ph. Eur.2.5.12 1%
p. 6 MQC )
Busnavenus somu He Ginbe 3,5 % Ph. Bur.2.5.12 1.0 %
n. 6 MKJ] ’
6. | Dissolution Not less than 75 % (Q) in 30 minutes USP <711> Min.:. 103 ;%;
p. 7MQC Max.: 105%
* Avg.: 104%
Posunnenns He menwe 75 % (Q) 3a 30 xpunun USP <711> MiHTi 103 ‘:’A)
. 7 MKSI Make.: 105%
Cep.: 104%
7. | Related substances
Related substance A Not more than 0.3 % USP <621> 0.03 %
Related substance B Not more than 0.3 % p. § MQC 0.04 %
Related substance C Not more than 0.3 % <LOQ
[LOG=0.020%]
Individual unknown Not more than 0.1 % Not Detected
impurity
Total impurities Not more than 1.5 % 0.07 %
Cynyrhi gomiticu;
CynyTHs nomiuka A He 6inbiue nix 0,3 % USP <621> 0,03 %
Cynyrhs gomimka B He Ginbiue nix 0,3 % n. 8§ MKJI 0,04 %
Cyuyrns nomiuka C He Ginbwe nix 0,3 % <LOQ
LOG=0.020%]
InauBinyansna nesusnavena|He Ginbue nix 0,1 % H
PN € BUSIBJIGHO
JoMiluka
3arabHa cyma 1oMitnok He Ginbie nixc 1,5 % 0,07 %
8. | Uniformity of dosage units | The acceptance value of the first 10 tablets | Ph. Eur.
should be less than or equal to 15.0. If the 2.9.40
acceptance value is greater than 15,0, test p. 9 MQC
next 20 tablets and calculate the acceptance
value. The final acceptance value of the 30 3.0
tablets should be less than or equal to 15.0 .
and no individual content of the dosage unit
should be less than (1-25x0.01)M or not
more than (1+25x0.01)M. {9
Oxnopignicts nososanux Binnosinae sumoram OUHOPIIHOCTI Ph. Eur, .\
OAAHHHLB AOG3OBAHNX OMHHULE, AKINO NPHitMaJIbHe 2.9.40 :
Hneno nepunx 10 Tabnerok 6yne memre m 9 MK 3 0
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] PO3PaxoByIoTL 3HaueHHs NpuiiManbHOro
urena. Ocraroune sHayenns
NpUAMAaNbHOro yncna mis 30 Tabnerok mMae
OyTn Menwe a6o HopiBHioBatume 15.0 i
HOMCH IHIUBITYabHUH BMicT Y 1030BaHif
OJIHHUUI He Mae 6yTH MeHwe Hix (1-
25x0.0)M i me Ginbme 3a (1+25x0.01)M
9. | Assay From 95.0% to 105.0% of label claim USP <621> 103.1 %
B ()
p. 10 MQC
Kinbkicne Busnavenns Bin 95,0% no 105,0% Bill BKA3aHOTO Ha USP <621> 103.1 %
v » (1]
YIaKoBIi i, 10 MK
10.| Microbiological purity&s
A) Total viable count Ph. Eur.
) Total Aerobic Microbial | Not more than 10° cfu/g 2.6.12, <50 ofu/g
Count 2.6.13,
D 'Total combined Yeasts | Not more than 10° cfu/g p. 11 MQC <50 cfg
and Moulds Count
Test for specified micro-organism
D E. coli | Should be absentin [ g Absent
MikpoGionoriuna uncrora
A) 3aranpua kinbkicTs MiKpooprauizmis Ph, Eur,
I) Baransua KinbKicTh .| HeGinbue 107 kyo/r 2.6.12, B
acpobHMX MiKkpoopranizmis 2.6.13,
II) Baranbua kinbkicTs He Ginswe 10% kyo/r 1. 11 MK
rpudiB (UphIIOKOBHX Ta <50 xyo/r
IUICHEBUX)
Teer s okpemux MiKpooprauizmin
N E. coli Tosuuui 6yv Bigcyrhi s 1 Bincyrthi
Labelling: | Should correspond to the requirements. Complies
Mapkysanus: ITosuHHO Bigrosinary BUMoOram, Binnosinac
Packaging: | Should correspond to requirements of MQC. Complies
Haxysanns: | Iopuuuo BiANOBIZaTH Bmoram MICS, Bixnosinae

&Testing should only be performed for the first three industrial series, / Tecrysanus nosuumo BHKOHYBATHC TIJIbKH JUIA nepiuux
TPBOX [IPOMHUCIIOBHX Cepii,

Comments / Komenrapi: -

1 hereby certify that the above information is authentic and accurate, This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance with
the GMP requirements of the local Regulatory Authority and with the specification available in registration dossier,

The batch processing, packaging and analysis records were reviewed and Sfound to be in compliance with GMP,
Lum 5 3aceioupro, 1o nasedena ¢unqe indhoprayin ¢ docmosipnow ma mounoi. L cepirn npoodykyii Gyno
supobneno (eromovarouy nakysanns/maprysannn) ma Kormpono it akocmi na suwesaznaveniii eupobHuyil
dinenuyi nposedeno Y noauiii 6idnocionocmi 3 gumozan GMP, scmanosnenumu micyesum peyrsmopnum opzanom,
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a4 maxode 6ionoeiono Qo cneyudhinanii, wo micmumocs ¢ peccmpaiiinomy docve. Ipomoronu supobruymea,
haxysanna ma ananisie 6yno nepeanan ymo ma ecmanoeneno sidnosionicmy GMP.

Name

Position of person authorising the batch release
IpizBume

Iocana ocobu, sika BHAAJIA 03B HA BHNYCK cepii

Santosh Shet
Qualified person
Canrom Wler
Ynosnosamxkena ocoGa

Batch release date/nara BHIYCKY cepil

27.10.2023

Signature of person authorising the batch release
Hianuc ocobu, sika Bugasa AO3BII HA BHITYCK cepil

Digitally signed by Santosh

Santosh Shet shet

Date: 2024.01.26 10:55:35 7

Date of signature
Jdara nignucanns

26.01.2024
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