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Tagrisso 80 mg 155-87-34654-00 & Tagrisso 40 mg 155-86-34627-00
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Osimertinib 40mg and 80mg
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TAGRISSO is indicated as adjuvant therapy after tumor resection in adult patients with non-small cell lung cancer
(NSCLC) whose tumors have epidermal growth factor receptor (EGFR) exon 19 deletions or exon 21 L858R
mutations.

Tagrisso as monotherapy is indicated for:

e 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.

e the treatment of adult patients with locally advanced or metastatic EGFR T790M mutation-positive NSCLC
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5.2 Pharmacokinetic properties

Patients with brain metastases

PET images following administration of microdoses of [11C] osimertinib in EGFR mutation positive NSCLC patients

with brain metastases (n=4) and healthy volunteers (n=7) demonstrated that the brain to plasma ratio (Kp) was

similar and that [11C] osimertinib crossed the blood brain barrier rapidly and was homogeneously distributed

across all regions of the brain in both patients and healthy volunteers.
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