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Sunosi®75 mg
Sunosi®150 mg
a"n 75 ®ono
a"n 150 ®ono

solriamfetol (as hydrochloride) :'7'y9 anan
film coated tablets :pam nnix

,n/Ta21 n/npn ,n/xoN
JTIAW DNY'WONN 7Y DX [17Vn1 X9NT7 [17un 1DTY 7V TN nwpan n"ya DI9IR NNaN
.2026 N1 "IRN2 10TV DRI7VN

(xv Y'wONY? NIMIvAaa nifman
Sunosi is indicated to improve wakefulness and reduce excessive daytime
sleepiness in adult patients with narcolepsy (with or without cataplexy).

Sunosi is indicated to improve wakefulness and reduce excessive daytime
sleepiness (EDS) in adult patients with obstructive sleep apnoea (OSA) whose EDS
has not been satisfactorily treated by primary OSA therapy, such as continuous
positive airway pressure (CPAP).
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4.6 Fertility, pregnancy and lactation

B.reast-feeding

Solriamfetol is excreted in human milk at approximately 4 % of the maternal dose on a
weight-adjusted basis (see section 5.2). The effect of solriamfetol on newborns/infants or its
impacts on milk production are unknown. A risk to the suckling child cannot be excluded.

A decision must be made whether to discontinue breast-feeding or to discontinue/abstain
from Sunosi therapy taking into account the benefit of breast feeding for the child and the
benefit of therapy for the women.

5.2 Pharmacokinetic properties

Lactation and Breast-feeding

A single-dose milk and plasma lactation study was conducted in 6 healthy adult lactating
women who were between 15 and 37 weeks postpartum and were administered a single oral
150 mg dose of Sunosi. The cumulative mean amount excreted in breast milk was 0.59 mg
over 24 hours, which is about 4% of the maternal dose on a weight-adjusted basis. Of the
total amount of solriamfetol excreted in breast milk over 72 hours, approximately 78% and 98%
were excreted by 8 and 24 hours, respectively, with an apparent mean elimination half-life in
breast milk of about 5 hours.
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