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Giotrif 20mg film coated tablets 151 47 33984
Giotrif 30mg film coated tablets 151 48 33986
Giotrif 40mg film coated tablets 151 49 33987
Giotrif 50mg film coated tablets 151 50 33988
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GIOTRIF as monotherapy is indicated for the treatment of :

e Epidermal Growth Factor Receptor (EGFR) TKI-naive adult patients with locally advanced or
metastatic non-small cell lung cancer (NSCLC) with activating EGFR mutation(s);
e |ocally advanced or metastatic NSCLC of squamous histology progressing on or after platinum-

based chemotherapy.
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4.4 Special warnings and precautions for use

[..]

Gastrointestinal perforations

Gastrointestinal perforation, including fatalities, has been reported during treatment with GIOTRIF in 0.2% of
patients across all randomized controlled clinical trials. In the majority of cases, gastrointestinal perforation
was associated with other known risk factors, including concomitant medications such as corticosteroids,
NSAIDs, or anti-angiogenic agents, an underlying history of gastrointestinal ulceration, underlying diverticular
disease, age, or bowel metastases at sites of perforation. In patients who develop gastrointestinal perforation
while taking GIOTRIF, treatment should be permanently discontinued.

4.8 Undesirable effects

[.--]
Table 2: Summary of ADRs per frequency category

Body System Very common Common Uncommon Rare
[...] [...] [...] [...] [...]
) ) Diarrhoea Pancreatitis
Gast;t_romctjestlnal Stomatitis® Dyspepsia Gastrointestinal
ISorders Nausea, Cheilitis :
Vomiting perforation
[...] [...] [...] [...] [...]
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