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Wakix is indicated in adults for the treatment of narcolepsy with or without cataplexy.

Pitolisant (as hydrochloride) ‘29 nIn

[A0N NXIN 7 DY LOFL I7'KI [17V7 HOINY VOV |*¥N NNN Ij7 DY VOPV) TA72 D"NINAN DAIDTYN D'2'I¥A IT NYTIN
.DIDTYN 770 IR 070N 1T NYTING 0'91I¥AN D17V 17 K L([iI7vnn TN OV

X9 |17V
4.4 Special warnings and precautions for use

Drug abuse

Pitolisant showed absence or low abuse potential according to clinical data (specific human abuse
potential study at doses from 36 up to 216 mg and observed abuse-related adverse effects in phase 3
studies).

4.5 Interaction with other medicinal products and other forms of interaction

Anti-histamines

Anti-histamines (H1-receptor antagonists) crossing the haemato-encephalic barrier (e.g., pheniramine
maleate, chlorpheniramine, diphenydramine, promethazine, mepyramine, doxylamine) may impair the
efficacy of pitolisant.

Paediatric population

Interaction studies have only been performed in adults. Wakixis-netindicated-inpaediatric-population-

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Clinical efficacy and safety

The open-label, long-term Phase Il study (HARMONY ll1) assessed the long term safety of pitolisant in
patients suffering from narcolepsy (with or without cataplexy) over 12 months and with an extension of
up to 5 years. 102 narcoleptic patients with or without cataplexy were included in the 12 months follow-
up period. 68 patients completed the first 12 months period. 45, 38, 34 and 14 patients completed the 2,
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3, 4 and 5 year follow-up periods, respectively.

The maximal dose received during the study was 36 mg / day in 85% of patients. After 12 months of
treatment, improvements in EDS assessed by ESS score of remaining patients is of same magnitude as
those observed in the other trials conducted in narcoleptic patients. The decrease in mean ESS score
(SD) was -3.62 (4.63) after 1 year.

After 12 months of treatment with pitolisant, frequency of symptoms such as sleep attacks, sleep
paralysis, cataplexy and hallucinations has been improved.

No major safety concern was identified. The safety results observed were similar to those reported in
previous trials where pitolisant at 36 mg once daily was given for up to 3 months only.

DN |17V

N9 win'wn 1949 .2

NI'MSNN ' NIAIAN
IX X917 72 7V 190, MAITN '90INI DWIN X'77 NISNN 7713 NINNX NISNN , NINNKY? NP7 DX IX, NI7 QNN DX
NP7 NNR DX TNIMA .NpinY
('oRTOIMI 'MI9MI7P ,'MIDM'N [1AD) D'A'ION |IKD'T'TAl @
,/'"MTI9T ,|'NN19NI7 U7 'NN1I9 (12D ,D''AV0N'VIR) N'ANYK 7W DaxXNa 719'07 Ninton NISINN @
(I"m7'0i17 ,'n'9onN L,'UNIo

n1an? N9 "y 0'09TIN 07277 NI, NIXNAN TIWN MNKAY NIDNNN J1AKAL 010197 N7WI1 D' TIVAN D17VN
info@truemed.co.il , 09-8780111 :702 n"va NN

Abphk
n"ya Tnnn

TrueMed LTD. | 10 Benny Gaon St., Poleg Industrial Park, P.O.Box 8105, South Netanya 4250499, Israel
T:972-9-8780111 | F:972-9-8780333 | www.truemed.co.il



