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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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3. PHARMACEUTICAL FORM
Capsule.

Temodal 5 mg capsules have an opaque white body, an opaque green cap, and are imprinted with
black ink. The cap is imprinted with “FemedalTEMODAL”. The body is imprinted with "5 mg", the
Schering-Plough logo and two stripes.

Temodal 20 mg capsules have an opaque white body, an opaque yellow cap, and are imprinted
with black ink. The cap is imprinted with “FemodalTEMODAL". The body is imprinted with "20 mg",
the Schering-Plough logo and two stripes.

Temodal 100 mg capsules have an opaque white body, an opaque pink cap, and are imprinted with
black ink. The cap is imprinted with “TEMODALTFemeodal’. The body is imprinted with "100 mg", the
Schering-Plough logo and two stripes.

Temodal 250 mg capsules have an opaque white body and cap and are imprinted with black ink.
The cap is imprinted with “TEMODALFemedal”. The body is imprinted with "250 mg", the Schering-
Plough logo and two stripes.

4.4 Special warnings and precautions for use
Sodium

This medicinal product contains less than 1 mmol sodium (23 mqg) per capsule, that is to say essentially
‘sodium-free’.
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