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Melanoma
Dabrafenib as monotherapy or in combination with trametinib is indicated for the treatment of
adult patients with unresectable or metastatic melanoma with a BRAF V600 mutation.
Adjuvant treatment of melanoma
Dabrafenib in combination with trametinib is indicated for the adjuvant treatment of adult
patients with Stage III melanoma with a BRAF V600 mutation, following complete resection.
Non-small cell lung cancer (NSCLC)
Dabrafenib in combination with trametinib is indicated for the treatment of adult patients with
advanced non-small cell lung cancer with a BRAF V600 mutation.
Anaplastic Thyroid Cancer (ATC)
Dabrafenib is indicated, in combination with trametinib, for the treatment of patients with
locally advanced or metastatic anaplastic thyroid cancer (ATC) with BRAF V600E mutation
and with no satisfactory locoregional treatment options.
BRAF V600E Mutation-Positive Unresectable or Metastatic Solid Tumors
Dabrafenib is indicated, in combination with trametinib, for the treatment of adult and
pediatric patients 6 years of age and older with unresectable or metastatic solid tumors with
BRAF V600E mutation who have progressed following prior treatment and have no
satisfactory alternative treatment options.
Limitations of use: Dabrafenib is not indicated for treatment of patients with colorectal cancer
because of known intrinsic resistance to BRAF inhibition.
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4.4 Special warnings and precautions for use

Haemophagocytic lymphohistiocytosis

In post-marketing experience, haemophagocytic lymphohistiocytosis (HLH) has been
observed in patients treated with dabrafenib in combination with trametinib. Caution should
be taken when trametinib is administered in combination with dabrafenib. If HLH is
confirmed, administration of dabrafenib and trametinib should be discontinued and treatment
for HLH initiated.

4.8 Undesirable effects

Table 6 Adverse reactions with trametinib in combination with dabrafenib

System Organ Class Frequency (all Adverse Reactions
grades)
Hypersensitivity®
Immune system disorders Uncommon Sarcoidosis
Rare Haemophagocytic lymphohistiocytosis
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