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«.o Finished product specification : Capecitabine tablet (USP &o)

4o Test items Specifications

&.6.6 | Identification Meet the requirement

.o - @o.0% of labeled amount of

&.6.lo | Assay
the labeled amount of capecitabine
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| D Test items Specifications
‘;
&a.m | Uniformity of dosage unit Meet the requirement
&.0.& | Dissolution Not less than @o% (Q) of the labeled
amount of capecitabine is dissolved in
mo minutes
«.0.¢ | Related substance

- Capecitabine related compound A
- Capecitabine related compound B
- Capecitabine related compound C
- Individual unspecified degradation
product

- Total degradation products

Not more than @.0%
Not more than @.0%
Not more than o.¢%

Not more than o0.@%

Not more than lv.0%

&lo Drug substance specification : Capecitabin

e (USP &o)

U Test items Specifications

&lb.e | ldentification Meet the requirement

&bl | Assay .0 - ®@.0% of C HuFN.O, ,
calculated on the anhydrous
and solvent free basis

&l.o | Residue on ignition Not more than o.%

&lo.e | Heavy metals Not more than wo ppm

&b.¢ | Specific rotation +oo.0 N +600.0

&l.o | Water Not more than o.m%

@lb.e | Related substances

- Capecitabine related compound A

- Capecitabine related compound B

-0’ o' -Di-O-acetyl-&'-deoxy-¢-
fluorocytidine

- & -Deoxy-&-fluoro-Ne-
(lo-methy-e-butyloxycarbonyl)

cytidine + ¢&'-Deoxy-&-fluoro-Ne-
(en-methyl-e-butyloxycarbonyl) cytidine

Not more than o.;m%
Not more than o.:%

Not more than o.@%

Not more than o.¢%
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U9 Test items Specifications
- [@-[&-Deoxy-m-O- (&-deoxy-ﬂD- Not more than o.:n%
ribofuranosyl) —ﬂD-ribofuranosyl]-d:—
fluoro-lo-oxo-a,-dihydropyrimidin-
«-yl]-carbamic acid pentyl ester

{o-[€Deoxy-b-O-&-deoxy-FD- Not more than o.0%
ribofuranosyl)-ﬂD-ribofuranosyl]-c:—
fluoro-b-oxo-e,-dihydropyrimidin-a-
ylJ-carbamic acid pentyl ester

- Capecitabine related compound C Not more than o.:%

- [@-[&-Deoxy-m-O- (&-deoxy-OL-D- Not more than o.en%
ribofuranosyl) -ﬂD-ribofuranosyl]—d‘-
fluoro-w-oxo-e lo-dihydropyrimidin--
ylJ-carbamic acid pentyl ester

- on’-Di-O-acetyl-¢'-deoxy-&-fluoro- | Not more than 0.0%
Ne- (pentyloxycarbonyl) cytidine

- Individual unspecified impurity Not more than o.%
- Total impurity Not more than e.&%
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