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Cotellic®
Cobimetinib 20 mg

Film coated tablets
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Cotellic is indicated for use in combination with vemurafenib for the treatment of
adult patients with unresectable or metastatic melanoma with a BRAF V600

mutation.
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Cotellic in combination with vemurafenib in patients with brain metastases

Limited data show that Fhe the safety and-effieaey of the combination of Cotellic and vemurafenib
havenotbeen-evaluated in patients with a BRAF V600 mutation-positive melanoma which has
metastasised to the brain- is consistent with the known safety profile of Cotellic in combination with

vemurafenib. The efficacy of the Cotellic and vemurafenib combination in these patients has not been
evaluated. The intracranial activity of eebimetinib Cotellic is enrrenthy unknown (see sections 5.1 and
5.2).
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Clinical efficacy and safety

There are is limited ne data on the safety and no data on er efficacy of Cotellic in combination with

vemurafenib in patients with central nervous system metastasis. There is no data er in patients with

non-cutaneous malignant melanoma.



