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Capecitabine Teva 150 mg FCT  moisn 5520 3713 150 yav 120897

Capecitabine Teva500 mg FCT  m9ism m9930 371 500 ¥a0 )Pa0r8op

Contains: 293307 WINA I DY

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

Capecitabine Tevaisindicated for the adjuvant treatment of patientsfollowing surgery of stage |
(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 chemother apy.

Breast Cancer Monotherapy:

Capecitabine Tevaisalso indicated for the treatment of advanced or metastatic breast cancer after
failure of standard therapy including a taxane unless therapy with ataxaneisclinically
contraindicated.
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Posology and method of administration
[...]
Capecitabine Teva tablets should be swallowed whole with water within 30 minutes after a meal.
Capecitabine Teva tablets should not be crushed or cut.

[...]

Special warnings and precautions for use
[...]

Capecitabine Teva tablets should not be crushed or cut. In case of exposure of either patient or
caregiver to crushed or cut Capecitabine Teva tablets adverse drug reactions could occur (see Section
4.8).

[...]

Fertility, pregnancy and lactation

[...] An effective method of contraception should be used during treatment and for 6 months after the
last dose of capecitabine.

Based on genetic toxicity findings, male patients with female partners of reproductive potential should
use effective contraception during treatment and for 3 months following the last dose of capecitabine.

[..]

Breast-feeding
It is not known whether capecitabine is excreted in human breast milk. No studies have been

conducted to assess the impact of capecitabine on milk production or its presence in human breast
milk. In lactating mice, considerable amounts of capecitabine and its metabolites were found in milk.
As the potential for harm to the nursing infant is unknown, breast-feeding should be discontinued
while receiving treatment with capecitabine teva and for 2 weeks after the final dose.

[...]

Undesirable effects

[...]

Exposure to crushed or cut capecitabine tablets

In the instance of exposure to crushed or cut capecitabine tablets, the following adverse drug reactions
have been reported: eye irritation, eye swelling, skin rash, headache, paresthesia, diarrhea, nausea,
gastric irritation and vomiting.

[..]
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