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sonidegib 200 mg
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Odomzo 200 mg is indicated for the treatment of adult patients with locally advanced
basal cell carcinoma which cannot be treated with curative surgery or radiation therapy
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4.4 Special warnings and precautions for use

Premature fusion of the epiphyses

Premature fusion of the epiphyses has been reported in paediatric patients exposed to
Hedgehog (Hh) pathway inhibitors. In some cases, fusion progressed after drug
discontinuation (see section 4.8).

4.8 Undesirable effects

Description of selected adverse drug reactions

Premature fusion of the epiphyses

Three cases (one case of cartilage injury, one case of epiphyseal disorder and one case
of epiphyseal fracture) of epiphyseal growth plate disorders were reported in paediatric
patients treated with sonidegib during clinical studies but causal association with
sonidegib cannot be ascertained conclusively. Premature fusion of the epiphyses has
been reported in paediatric patients exposed to Hh (Hedgehog) pathway inhibitors.
Odomzo should not be used in paediatric patients as safety and effectiveness is not
established in this population.
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