הודעה על החמרה  ( מידע בטיחות)  
 תאריך ____________________March 20, 2013___

שם תכשיר באנגלית__________ZAVESCA Capsules _

מספר רישום_________128 34 30714 00________

שם בעל הרישום_Salomon, Levin & Elstein Ltd., P.O.Box 3696, Petach Tikva 49133 
בעלון לרופא
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Warnings and Precautions
	
	

	Contra-indications
	
	

	Adverse events
	In 6 clinical trials in different indications 132  patients were treated with Zavesca at dosages of 50-100  mg t.i.d. for up to 5 years. Adverse reactions were generally of mild to moderate severity

Adverse drug reactions from clinical trials and spontaneous reporting , defined as treatment-emergent adverse events reported as related to treatment by the investigator and occurring in >1% of patients, are listed in the table below by body system organ class and frequency (very common: (  1/10, common: ( 1/100 < 1/10), Within each frequency grouping, adverse reactions are presented in order of decreasing seriousness.

Psychiatric disorders 

Common

 insomnia, 

Nervous system disorders

Very common
Tremor,

Common
  Peripheral neuropathy, amnesia, paraesthesia,  headache, dizziness

General disorders and administration site reactions

Common: 
Fatigue, asthenia,

Adverse reactions from spontaneous reporting 

Adverse reactions reported in post-marketing use were not different from those reported in clinical trials.


	In 11 clinical trials in different indications 247 patients were treated with Zavesca at dosages of 50-200 mg t.i.d. for an average duration of 2.1 years. Of these patients, 132 had type 1 Gaucher disease, and 40 had Niemann-Pick type C disease. Adverse reactions were generally of mild to moderate severity and occurred with similar frequency across indications and dosages tested

In 6 clinical trials in different indications 132  patients were treated with Zavesca at dosages of 50-100  mg t.i.d. for up to 5 years. Adverse reactions were generally of mild to moderate severity

Adverse drug reactions from clinical trials and spontaneous reporting , defined as treatment-emergent adverse events reported as related to treatment by the investigator and occurring in >1% of patients, are listed in the table below by body system organ class and frequency (very common: (  1/10, common: ( 1/100 < 1/10), uncommon (1/1,000 to <1/100, rare: (1/10,000 to <1/1,000, very rare: <1/10,000).. Within each frequency grouping, adverse reactions are presented in order of decreasing seriousness.
Psychiatric disorders 

Common

Depression, insomnia, libido decreased

Nervous system disorders
Very common
Tremor,

Common
  Peripheral neuropathy, ataxia, amnesia, paraesthesia, 

hypoaesthesia, headache, dizziness
General disorders and administration site reactions

Common: 
Fatigue, asthenia, chills and malaise

Investigations

Common

Nerve conduction studies abnormal

Adverse reactions from spontaneous reporting 

Adverse reactions reported in post-marketing use were not different from those reported in clinical trials.


	Drug Interactions
	
	

	Pharmaco-dynamic properties
	
	

	Effects on ability to drive and use machines 
	No studies on the effects on the ability to drive or to use machines have been performed.  
	Zavesca has negligible influence on the ability to drive and use machines No studies on the effects on the ability to drive or to use machines have been performed.  

	Overdose 
	
	Management

In case of overdose general medical care is recommended.



בעלון לצרכן 

	פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	מתי אין להשתמש בתכשיר
	
	

	אזהרות

	
	

	תופעות לוואי

	
	תופעות לוואי נפצות
קואורדינציה עצבית לקויה, ירידה בחוש מגע
תופעות לוואי אחרות

צמרמורת כתוצאה מעייפות , דיכאון,  

ירידה בתשוקה המינית .



	תופעות לוואי הדורשות התייחסות מיוחדת
	
	


