Neurim Pharmaceuticals |RAD Neurim Pharmaceuticals

W’ (1991) Ltd EEC SARL
8 Hanechoshet Street 4 rue de Marivaux, 75002 Paris,
Tel-Aviv 69710 Israel France
PHARMACEUTICALS Tel: +072.3.649.9340 _II\_Ieurlm PharTSaceutlcals AG
Fax: +072-3-649-4568 urmstrasse
email: info@neurim.com 6312 Steinhausen
http:// www.neurim.com Switzerland

2021 'xn
;N n/x9IN nApr n/npin

D117V JIDTY TN
Slenyto 1 mg (165-84-36331-00), Slenyto 5 mg (165-85-36332-00) prolonged-release tablets
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Slenyto 1 mg: Melatonin 1 mg
Slenyto 5 mg: Melatonin 5 mg
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Slenyto is indicated for the treatment of insomnia in children and adolescents aged 2-18 with Autism
Spectrum Disorder (ASD) and/or Smith-Magenis syndrome, where sleep hygiene measures have
been insufficient.
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4.8 Undesirable effects

Furthermore, in ASD and neurogenetic children treated with 2-6 mg of the adult formulation under a

Temporary Recommendation for Use (RTU) program in France (N=731), the following additional

adverse reactions (frequency uncommon) have been reported: depression, nightmares, agitation and

abdominal pain.
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