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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
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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 trametinib in combination with dabrafenib. Caution should be taken when
trametinib is administered in combination with dabrafenib. If HLH is confirmed, administration of
trametinib and dabrafenib should be discontinued and treatment for HLH initiated.

4.8 Undesirable effects

Table 7 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

22X 17V 0NN DRITY

N9NN1 vin'wa 1947 .1

N9NN2 YIN'Y? NIyann NITNIM NNNTX

[1o'nn no>wna ni‘va

haemophagocytic lymphohistiocytosis ) a¥n7 niNa? o' D"ENa D717V 219X12T DY A7'wWa Vo' N

.0'0XI9N'™71 0'UNI'VO'TN D'XIFIN DIN'TA 0'ANTIN O'RN TN NI NN [10'nn N2wn 1 (or -HLH
NY9IN ,NN'YIA NIV ,NI7TAIN N95N'"7 NIVI7A 1IVA ANMN9 .07 71NV I8/ 120 721707 0717V Dn'nonn
2% nival niroa niann ,nipa nnian

INIXQ QY2 DNM9 IX NNIAN ,NINIDI N9N'7 NiVI7A ,0IN 11D 0'1'A0N 190N NIIN NNX DX T' X917 190
.InTn

N7 niyoin 4

[lo'nn No>awvna ni'va
X917 190 [T INIX] DIV NN9 IX NNIAN ,NINID) N9A'7 NIVIZA ,DIN 17D DY'A0N 1901 NN NNX DX

D'UXI'VO'N O'NIZIN DIN'TA D'ANZIN D' TR NI NIX'A [10'NN NIV 12 A¥N7 110'0 NIFn? 710! T .. T'n

nX1 ,(haemophagocytic lymphohistiocytosis X122 n7 ax¥n) DY'on [1an'7 DNA7 717V D11 D'UNXION'™7I
(D11 nin»w) 2 9vo

Novartis Israel Ltd. 7792 INIY?Y DYV
P.O.Box 7126 6 Tozeret Haaretz street, Tel Aviv DIANON 7126 7.1 ,6 NIND NININ
Tel: 972-3-9201111 Fax: 972-3-9229331 03-922-9331: DP9 03-9201111 : POV




