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TEazIBUAAMANYMSIANIZEN
Capecitabine 500 mg tablet

1 192,000 Liia w38 1,600 naee ndesaz 120 Lin

Tsangunavauunu
1. Foen Capecitabine 500 mg tablet
2. AuauTANIlY
2.1 uuuy \Huudiaiedouiisy (film-coated tablet) dm¥usuussniu
2.2 d@ulsznau lu 1 WinUsenaumesen Capecitabine 500 mg
2.3 ANYUTUTIY UsTlunsegiiflounssd wie blister pack Unadin
2.4 aa1n - svylienn, dauuszneufendduazenuuss, Susde, Tununey,
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3. auduliniumain
Han13n5993AsziauanUuluay finished product specification wae drug
.. N o v a o o e s a s = 14 = ' (%
substance specification #9198991nIadusFvatufeiu Feldaanzidoudediineu
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3.1 Finished product specification: Capecitabine tablets

1o AuauUANIuaia USP 41

1. | Identification AU

2. | WndendAty 93.0 - 105.0% of the L.A. of Capecitabine

3. | Dissolution NLT 80.0%(Q) of the L.A. of Capecitabine
Tuan 30 uii

4. | Uniformity of dosage units ATV
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tia AusuUANIamaia USP 41

5. | Related substances - Capecitabine related compound A : NMT 1.0%

- Capecitabine related compound B : NMT 1.0%

- Capecitabine related compound C : NMT 0.5%

- Individual unspecified degradation product : NMT
0.1%

- Total degradation products : NMT 2.0%

3.2 Drug substance specification: Capecitabine

) AududANIImaia USP 41
1. | Identification ATIWUY
2. | PBundamndrey 98.0 - 102.0% of Capecitabine (calculated on the
anhydrous and solvent-free basis)
3. | Residue on ignition NMT 0.1%
4. | Optical Rotation +96.0° to +100.0°
5. | Water Determination NMT 0.3%
6. | Related compounds - Capecitabine related compound A : NMT 0.3%
- Capecitabine related compound B : NMT 0.3%
- 2°,3’-Di-O-acetyl-5’-deoxy-5-fluorocytidine : NMT
0.1%
- 5’-Deoxy-5-fluoro-N4-(2-methyl-1-butyloxy-
carbonyl)cytidine + 5°-Deoxy-5-fluoro-N4-(3-methyl-
1-butyloxycarbonyl)cytidine : NMT 0.5%
- [1-[5-Deoxy-3-O-(5-deoxy--D-ribofuranosyl)--D-
ribofuranosyl]- 5-fluoro-2-oxo-1,2-dihydropyrimidin-
4-ylJ-carbamic acid pentylester : NMT 0.3%
ARIZNITUNIINTNUATIENTALIDYAAMANHASIANISHATTIAINGNY
....................................................... =) \V f/?
(Wanine wedlve) (wsamguuug Wolusty) (wadeyed SHuigana)
WBUANEFIugnIsRLee WgUnVEtIuIYNg indunstungnisfivee

(Weaausiun |AAvaING) (wadseln 535u973)
Wndunstrungnisivee WndvNsTIwIgns




3.2 Drug substance specification: Capecitabine

) AuduUANamala USP 41

6. | Related compounds - [1-[5-Deoxy-2-O-(5-deoxy-B-D-ribofuranosyl)-R-D-
ribofuranosyl]- 5-fluoro-2-oxo-1,2-dihydropyrimidin-4-
yll-carbamic acid pentylester : NMT 0.2%

- Capecitabine related compound C : NMT 0.3%

- [1-[5-Deoxy-3-0O-(5-deoxy-Q-D-ribofuranosyl)-3-D-
ribofuranosyl]- 5-fluoro-2-oxo-1,2-dihydropyrimidin-4-
yl-carbamic acid pentylester : NMT 0.3%

- 2’,3’-Di-O-acetyl-5’-deoxy-5-fluoro-N4-
(pentyloxycarbonylcytidine : NMT 0.1%

- Individual unspecified impurity : NMT 0.1%

- Total impurities : NMT 1.5%

3.3 wan133LA312 Elemental impurity %383 Risk assessment report (WEALBNENS

dsenav)
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