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Gastrointestinal disorders
Colitis and gastrointestinal perforation, including
fatal outcome, have been reported in patients taking
trametinib as monotherapy and in combination with Special

dabrafenib (see section 4.8). Treatment with
trametinib monotherapy or in combination with
dabrafenib should be used with caution in patients

warnings and
precautions

with risk factors for gastrointestinal perforation, for use
including history of diverticulitis, metastases to the

gastrointestinal tract and concomitant use of

medications with a recognised risk of

gastrointestinal perforation.

Trametinib monotherapy Trametinib monotherapy

Cardiac disorders Cardiac disorders

Common - Common -

Left ventricular dysfunction Left ventricular dysfunction

Ejection fraction decreased Ejection fraction decreased

Bradycardia

Gastrointestinal disorders Gastrointestinal disorders

Very common — Diarrhoea, Nausea, Vomiting, Very common — Diarrhoea, Nausea,

Constipation, Abdominal pain, Dry mouth Vomiting, Constipation, Abdominal

Common - Stomatitis pain, Dry mouth

Uncommon — Gastrointestinal perforation, Colitis Common - Stomatitis Undesirable
Investigations Investigations effects

Very Common - Aspartate aminotransferase
increased

Common - Alanine aminotransferase increased,
Blood alkaline phosphatase increased, Blood creatine
phosphokinase increased, Heart rate decreased

Very Common - Aspartate
aminotransferase increased
Common - Alanine
aminotransferase increased, Blood
alkaline phosphatase increased, Blood
creatine phosphokinase increased

Trametinib and dabrafenib combination therapy

Trametinib and dabrafenib

combination therapy




Cardiac disorders
Common -

Left ventricular dysfunction
Bradycardia

Cardiac disorders
Common -
Ejection fraction decreased

Gastrointestinal disorders

Very common - Abdominal pain, Constipation,
Diarrhoea, Nausea, Vomiting

Common - Dry mouth, Stomatitis

Uncommon — Pancreatitis, Gastrointestinal
perforation, Colitis

Gastrointestinal disorders
Very common - Abdominal pain,
Constipation, Diarrhoea, Nausea,
VVomiting

Common - Dry mouth, Stomatitis
Uncommon - Pancreatitis

Undesirable
effects

Investigations
Common - Heart rate decreased
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