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Capecitabine 500 mg tablet
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3.1 Finished product specification: Capecitabine tablets, USP 41

D) AuauUAntamaile Specifications

1. | Identification NTIMIY

2. | Ysnaushendadty 93.0 - 105.0% of the L.A. of capecitabine

3. | Dissolution NLT 80.0%(Q) of the L.A. of capecitabine
(time 30 min.)

4. | Uniformity of dosage units NTIMY
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3.1 Finished product specification: Capecitabine tablets, USP 41 (sia)

13 ey
U9 AnduUANIIAlla Specifications

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 - NMT 0.1%
product

- Total degradation products - NMT 2.0%

3.2 Drug substance specification: Capecitabine, USP 41

LD AuduAnvaila Specifications
1. | Identification MSITE
2. | Bushend Aty 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- - NMT 0.1%
fluorocytidine

- 5’-Deoxy-5-fluoro-Ng-(2-methyl-1- - NMT 0.5%

butyloxy-carbonyl)cytidine + 5’-Deoxy-5-
fluoro-Na4~(3-methyl-1-
butyloxycarbonyl)cytidine
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3.2 Drug substance specification: Capecitabine, USP 41 (sig)

g ASy
U0 AuRIUANIINALlA Specifications

6. | Related compounds (sie)
- [1-[5-Deoxy-3-0-(5-deoxy-3-D-ribofuranosyl)-3- | - NMT 0.3%
D- ribofuranosyl]- 5-fluoro-2-oxo-1,2-

dihydropyrimidin-4-ylJ-carbamic acid pentylester
- [1-[5-Deoxy-2-O-(5-deoxy-R-D-ribofuranosyl)-R- | - NMT 0.2%
D- ribofuranosyl]- 5-ﬂuoro—2-oxo—.1,2—

dihydropyrimidin-4-yl]-carbamic acid pentylester
- Capecitabine related compound C - NMT 0.3%
- [1-[5-Deoxy-3-0-(5-deoxy-A-D-ribofuranosyl)-3- | - NMT 0.3%
D- ribofuranosyl]- 5-fluoro-2-oxo-1,2-

dihydropyrimidin-4-y{J-carbamic acid pentylester

- 2’,3’-Di-O-acetyl-5’-deoxy-5-fluoro-N4- - NMT 0.1%
(pentyloxycarbonyl)cytidine

- Individual unspecified impurity - NMT 0.1%
- Total impurities - NMT 1.5%

3.3 wan13AT1eY Elemental impurity 3ail Risk assessment report (Wend@nans

dsznav)
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