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Capecitabine 150 mg, 500mg per tablets
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Adjuvant Colon Cancer:

Capecitabine Teva is indicated for the adjuvant treatment of patients following surgery of stage Il (Dukes
stage C) colon cancer.

Colorectal Cancer:

Capecitabine Teva is indicated for the treatment of patients with advanced or metastatic colorectal cancer.
Advanced gastric cancer:

Capecitabine Teva is indicated for first line treatment of advanced gastric cancer in combination with
chemotherapy.

Breast Cancer Combination Therapy:

Capecitabine Teva in combination with docetaxel is indicated for the treatment of patients with metastatic
breast cancer after failure of prior anthracycline-containing chemotherapy.

Breast Cancer Monotherapy:

Capecitabine Teva is also indicated for the treatment of advanced or metastatic breast cancer after failure of
standard therapy including a taxane unless therapy with a taxane is clinically contraindicated.
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4.4 Special warnings and precautions for use

[...]

Dihvdropyrimidine dehvdrogenase (DPD) deficiency

[...]
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Testing for DPD deficiency
Phenotype and/or genotype testing prior to the initiation of treatment with Capecitabine TevaXeloda is
recommended despite uncertainties regarding optimal pre-treatment testing methodologies. Consideration

should be given to applicable clinical guidelines.

Impaired kidney function can lead to increased blood uracil levels with risk for misdiagnosis of DPD
deficiency in patients with moderate renal impairment. Capecitabine is contraindicated in patients with
severe renal impairment (see section 4.3).

[...]
Phenotypic characterisation of DPD deficiency
[...]

A blood uracil level > 150 ng/ml should be considered indicative of complete DPD deficiency and
associated with a risk for life-threatening or fatal fluoropyrimidine toxicity. Blood uracil levels should be
interpreted with caution in patients with impaired kidney function (see ‘Testing for DPD deficiency’

above).
[...]
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