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telotristat ethyl (as etiprate) 250 mg
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4.5 Interaction with other medicinal products and other forms of interaction

[...]

Carboxylesterase 2 (CES2) substrates

Concomitant use of Xermelo may change the exposure of medicinal products that are CES2 substrates
(e.g. prasugrel, irinotecan, capecitabine and flutamide) (see section 5.2). If co-administration is
unavoidable, monitor for suboptimal efficacy and safety events.

5.2 Pharmacokinetic properties

[...]

A further hepatic impairment study was conducted in subjects with severe hepatic impairment and in
healthy subjects. At a single dose of 250 mg, exposure to the parent compound (AUCt and Cmax) was
increased 317.0% and 529.5%, respectively, and to the active metabolite (AUCt, AUCinf, and Cmax)
497%, 500%, and 217%, respectively, for subjects with severe hepatic impairment compared to subjects
with normal hepatic function. In addition, the half-life of the active metabolite was increased, i.e. the mean
half life was 16.0 hours in subjects with severe hepatic impairment compared to 5.47 hours in healthy
subjects. Based on these findings, the use of telotristat etiprate is not recommended in patients with
severe hepatic impairment (Child Pugh score C) (see section 4.2).
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Medison Pharma LTD.

10 Hashiloach St. P.O.B 7090, Petach-Tikva 4917002, Israel
Tel.: +972 3 925 0250, Fax. : +972 3 922 5740

. www.medisonpharma.com
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