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Orkambi is indicated for the treatment of cystic fibrosis (CF) in patients aged 12 years and older
who are homozygous for the F508del mutation in the CFTR gene.

If the patient's genotype is unknown, CF mutation test should be used to detect the presence of
the F508del mutation on both alleles of the CFTR gene.

Limitations of Use

The efficacy and safety of ORKAMBI have not been established in patients with CF other than
those homozygous for the F508del mutation.
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4.5 Interaction with other medicinal products and other forms of interaction

False Positive Urine Tests for THC

There have been reports of false positive urine screening tests for tetrahydrocannabinol (THC) in
patients receiving Orkambi. An alternative confirmatory method should be considered to verify results.
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VERTEX PHARMACEUTICALS (U.K) LIMITED

Medison Pharma LTD.

10 Hashiloach St. P.O.B 7090, Petach-Tikva 4917002, Israel
Tel.: +972 3925 0250, Fax.: +972 3 922 5740

.. www.medisonpharma.com



