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Kisqali is indicated in combination with:

. a non-steroidal aromatase inhibitor for the treatment of pre/perimenopausal or
postmenopausal women, with hormone receptor (HR)-positive, human epidermal growth
factor receptor 2 (HER2)-negative locally advanced or metastatic breast cancer, as initial
endocrine-based therapy; or

. fulvestrant for the treatment of men and postmenopausal women with HR-positive,
HER2-negative advanced or metastatic breast cancer, as initial endocrine-based therapy
or following disease progression on endocrine therapy.
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Ribociclib 200 mg (as Ribociclib succinate 254.40 mg)
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4.4  Special warnings and precautions for use

Severe cutaneous reactions

Toxic epidermal necrolysis (TEN) has been reported with Kisgali treatment. If signs and
symptoms suggestive of severe cutaneous reactions (e.g. progressive widespread skin
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rash often with blisters or mucosal lesions) appear, Kisqali should be discontinued
immediately.

4.8 Undesirable effects

Table 6 Adverse drug reactions observed in the three phase lll clinical studies and
during post-marketing experience

Adverse drug reaction Frequency
Toxic epidermal necrolysis (TEN)* Not known

* Adverse reactions reported during post-marketing experience. These are derived from
spontaneous reports for which it is not always possible to reliably establish frequency or a
causal relationship to exposure to the medicinal product.
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