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YONA NIMINA
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 I1I 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.
BRAF V600E Mutation-Positive Low-Grade Glioma
Dabrafenib is indicated, in combination with trametinib, 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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4.8 Undesirable effects

Table 6. Adverse reactions with dabrafenib in combination with trametinib

| System organ class | Frequency (all grades) | Adverse reactions
]
Dry skin
Very common Pruritus
Rash
Erythema"

Dermatitis acneiform

Actinic keratosis

Night sweats

Hyperkeratosis

Alopecia

Common Palmar-plantar erythrodysaesthesia
syndrome

Skin and subcutaneous tissue Skin lesion

disorders Hyperhidrosis

Panniculitis

Skin fissures

Photosensitivity

Uncommon Acute febrile neutrophilic dermatosis
Stevens-Johnson syndrome

Drug reaction with eosinophilia and
systemic symptoms

Not known Dermatitis exfoliative generalised

Tattoo-associated skin reactions

[..]

2AX7 17V D'NIAN DRARTY

SR> myown 4
[..]

TN' NINE'71 212'0N01 172190 YUK NIMYOX XII'7 NIYOIN

[.]

:(NW2j71 D0 [NINDWY NIYSIN) NVIT' X7 NINDYA ‘X117 NIYDIN

[..]

D'VIRYRZ NITRA NI'IZN NNV Niaian—e

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



