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Tarceva® (Erlotinib)
Film-coated Tablets 100 and 150 mg
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Tarceva is indicated for the first-line treatment of patients with locally advanced or metastatic
non-small cell lung cancer (NSCLC) with EGFR activating mutations.

Tarcevais indicated for switch maintenance treatment in patients with locally advanced or
metastatic non-small cell lung cancer (NSCLC) with EGFR activating mutations and stable
disease after first-line chemotherapy.

Tarcevais indicated for the treatment of patients with locally advanced or metastatic non-
small cell lung cancer after failure of at least one prior chemotherapy regimen.

Pancreatic cancer:
Tarcevais indicated in combination with gemcitabine for the first-line treatment of patients
with locally advanced, unresectable or metastatic pancreatic cancer.
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Assessment of EGFR mutation status
When assesstng considering the use of Tarceva as a first line or maintenance treatment for
locally advanced or metastatic NSCLC, it is important that the EGFR mutation status of a

patient, # is #mpeortant-that-a-weH-determined.

A validated and, robust methodology-is-chosen, reliable and sensitive test with a
prespecified positivity threshold and demonstrated utility for the determination of EGFR
mutation status, using either tumor DNA derived from a tissue sample or circulating free
DNA (cfDNA) obtained from a blood (plasma) sample, should be performed according to
avoid local medical practice.

If a plasma-based cfDNA test is used and the result is negative for activating mutations,
perform a tissue test wherever possible due to the potential for false negative orfalse-

pesitive-determinations results from a plasma-based test.
[...]
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The expiry date of the product is indicated on the packaging materials.
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