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Dosage Form: capsules
Composition: Each capsule contains 5, 20, 100 or 250 mg temozolomide.
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Temodal capsules are indicated for the treatment of:

- Adult patients with newly diagnosed glioblastoma multiforme concomitantly with radiotherapy and
subsequently as monotherapy treatment.

- Children from the age of three years, adolescents and adult patients with malignant glioma, such
as glioblastoma multiforme or anaplastic astrocytoma, showing recurrence or progression after
standard therapy.

- Temodal capsules are also indicated as first line treatment for adult patients with advanced
metastatic malignant melanoma.
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Table 4. Adverse reactions in patients treated with temozolomide

Infections and infestations

Uncommon: Opportunistic infection (including PCP), sepsisT,
meningoencephalitis herpetict, CMV infection, CMV
reactivation, hepatitis B virus', herpes simplex,
infection reactivation, wound infection, gastroenteritis®

Skin and subcutaneous tissue disorders
Not known: Drug reaction with eosinophilia and systemic symptoms
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