J-C Health Care Ltd.

S
e janssen
Gohmenafohmen

fax +972-9-958-3636

2024 "x1no

N/7211 n/XON
n/Ta01 n/nppN

Zavesca capsules :imn

T'WONN 7Y DX71 X9NY7 D117y D Doy TINY wipan J-C Health Care Ltd. niwnin 7va
2024 AxN292 10TV IMaY

n101 VAYINY Vo7V ,DITXA (RI0A 9OV VO;70) TYNNA D'V'DIM D'™7'VA [IDTYN '01D

/ i / 9 i70) ] I
DIDTY D'NM'P K, (20X V712 AT N7ANA NINAN 0070 AXA-H7-BY-H#AD 00700
.0'v01

NV MYINNAD NYINNN

Zavesca is indicated for the oral treatment of mild to moderate type | Gaucher
disease.

Zavesca may be used only in the treatment of patients for whom enzyme
replacement therapy is unsuitable.

Zavesca is indicated for the treatment of progressive neurological
manifestations in adult patients and paediatric patients with Niemann-Pick type
C disease.
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4.4 Special warnings and precautions for use

Gastrointestinal disturbances

Cases of Crohn’s disease have been reported post-marketing in Niemann-Pick type C
disease patients treated with Zavesca. Gastrointestinal disturbances are common
adverse events of Zavesca. Therefore, in patients with chronic diarrhoea and/or
abdominal pain that do not respond to interventions or in the event of clinical
worsening, the possibility of Crohn’s disease should be considered.
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