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Capecitabine Teva 150 mg FCT  m9i8mn 51920 371 150 yav )»a089p

Capecitabine Teva500 mg FCT  m9isn 119920 371 500 yav 1P avr8ap

Contains: 22074 9907 11993 OV

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

Capecitabine Tevaisindicated for the adjuvant treatment of patientsfollowing surgery of stage 1l
(Dukes stage C) colon cancer.

Colorectal Cancer:

Capecitabine Tevaisindicated for thetreatment of patients with advanced or metastatic color ectal
cancer.

Advanced gastric cancer:

Capecitabine Tevaisindicated for first linetreatment of advanced gastric cancer in combination
with chemotherapy.

Breast Cancer Combination Therapy:

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

Breast Cancer Monotherapy:

Capecitabine Tevaisalso indicated for the treatment of advanced or metastatic breast cancer after
failure of standard therapy including a taxane unless ther apy with ataxaneisclinically
contraindicated.
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Hbrivadine: sorivudine : ! :
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4.3 Contraindications
[...]
. Recent or concomitant treatment with sertvudine-or-its-chemically-related-analogues;such-as

brivudine (see section 4.4 and 4.5 for drug-drug interaction),
[...]

4.4 Special warnings and precautionsfor use

[...]

Brivudine

Brivudine must not be administered concomitantly with capecitabine. Fatal cases have been reported
following this drug interaction. There must be at least a 4-week waiting period between end of treatment
with brivudine and start of capecitabine therapy. Treatment with brivudine can be started 24 hours after
the last dose of capecitabine (see section 4.3 and 4.5). In the event of accidental administration of
brivudine to patients being treated with capecitabine, effective measures should be taken to reduce the
toxicity of capecitabine. Immediate admission to hospital is recommended. All measures should be
initiated to prevent systemic infections and dehydration.

[..]

45 Interaction with other medicinal productsand other forms of interaction
[...]

Brivudine Serivudine-and-analogdes

A _clinically significant interaction between serivudine brivudine and 5-EH fluoropyrimidines (e.g.
capecitabine, 5-Fluorouracil, tegafur), resulting from the inhibition of dihydropyrimidine dehydrogenase
by sertvudine brivudine, has been described. This interaction, which leads to increased fluoropyrimidine
toxicity, is potentially fatal. Therefore, eapeeitabine brivudine must not be administered concomitantly

Wlth serividine or-its-chemiecally related-analogues;such-as brivadine-capecitabine (see section 4.3 and
4). There must be at least a 4-week waiting period between end of treatment with serivadine-orits

ehemieally—rela{ed—aﬂalegles—sueh—asrbrlvudlne and start of capecitabine therapy. Treatment with

brivudine can be started 24 hours after the last dose of capecitabine.

[..]
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