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Mekinist 0.5mg -  Mekinist 2mg 
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Melanoma 

Trametinib as monotherapy or in combination with dabrafenib is indicated for the treatment of 

adult patients with unresectable or metastatic melanoma with a BRAF V600 mutation. Trametinib 

monotherapy has not demonstrated clinical activity in patients who have progressed on a prior 

BRAF inhibitor therapy. 

Adjuvant treatment of melanoma 

Trametinib in combination with dabrafenib 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) 

Trametinib in combination with dabrafenib is indicated for the treatment of adult patients with 

advanced non-small cell lung cancer with a BRAF V600 mutation. 

Anaplastic Thyroid Cancer (ATC) 

Trametinib is indicated, in combination with dabrafenib, 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 

Trametinib is indicated, in combination with dabrafenib, 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: Trametinib is not indicated for treatment of patients with colorectal cancer 

because of known intrinsic resistance to BRAF inhibition. 

BRAF V600E Mutation-Positive Low-Grade Glioma 

Trametinib is indicated, in combination with dabrafenib, for the treatment of pediatric patients 6 

year of age and older with low-grade glioma (LGG) with a BRAF V600E mutation who require 

systemic therapy. 
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3. PHARMACEUTICAL FORM 

 

Film-coated tablet  

 

Mekinist 0.5 mg film-coated tablets 

Yellow, modified oval, biconvex, film-coated tablets, approximately 5.0 x 9.0 mm, with ‘GS’ the company 

logo debossed on one face and ‘TFC’“TT” on the opposing face. 

 

Mekinist 2 mg film-coated tablets 

Pink, round, biconvex, film-coated tablets, approximately 7.6 mm, with ‘GS’ the company logo debossed 

on one face and ‘HMJ’“LL” on the opposing face. 

 

4.4 Special warnings and precautions for use 

 

[…] 

Tumour lysis syndrome (TLS) 

 

The occurrence of TLS, which may be fatal, has been associated with the use of trametinib in combination 

with dabrafenib (see section 4.8). Risk factors for TLS include high tumour burden, pre-existing chronic 

renal insufficiency, oliguria, dehydration, hypotension and acidic urine. Patients with risk factors for TLS 

should be closely monitored and prophylactic hydration should be considered. TLS should be treated 

promptly, as clinically indicated. 

[…] 

 

4.8 Undesirable effects 

[…] 

Table 7. Adverse reactions with trametinib in combination with dabrafenib  

[…] 

Metabolism and nutrition 

disorders 

Very common Decreased appetite 

Common 

Dehydration 

Hyponatraemia 

Hypophosphataemia 

Hyperglycaemia 

Not known Tumour lysis syndrome 

[…] 

 

Clinically relevant adverse reactions for trametinib in Study X2101 observed in less than 20% of patients 

(N=48) who received trametinib in combination with dabrafenib were: atrioventricular block (2.1%). 

[…] 
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