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TAGRISSO 40mg film-coated tablets
TAGRISSO 80mg film-coated tablets
b by
TAGRISSO 40 mg tablets
Each tablet contains osimertinib 40mg (equivalent to 47.7mg of osimertinib mesylate)
TAGRISSO 80 mg tablets
Each tablet contains osimertinib 80mg (equivalent to 95.4mg of osimertinib mesylate)
b

Tagrisso as monotherapy is indicated for:

= the first-line treatment of adult patients with locally advanced or metastatic non-small cell lung
cancer (NSCLC) with activating epidermal growth factor receptor (EGFR) mutations.

- the treatment of adult patients with locally advanced or metastatic EGFR T790M mutation-positive
NSCLC.
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4.8 Undesirable effects

Table 2. Adverse drug reactions reported in FLAURA and AURA studies?

CIOMS descriptor/ Frequency of
MedDRA SOC MedDRA term overall frequency CTCAE grade 3 or
(alICTCAE grades) ® higher
Rashf Very common (47%) 0.9%
Dry sking Very common (33%) 0.1%
Skin and
Paronychiah Very common (31%) 0.3%
subcutaneous tissue :
Pruritus' Very common (17%) 0.1%
disorders - .
Erythema multiforme! Uncommon (0.35%) 0
Stevens-Johnson syndromek Rare (0.02%)

iFour of the 1142 patients in the AURA and FLAURA studies reported erythema multiforme. Post-

marketing reports of erythema multiforme have also been received, including 7 reports from a post-

marketing surveillance study (N=3578).
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