הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא
 תאריך 24/02/2013
שם תכשיר באנגלית ומספר הרישום :
137.66.31510.00  :  CHAMPIX COATED TAB 0.5MG                           

CHAMPIX COATED TAB 1MG: 137.67.31511.00                                                                                   
שם בעל הרישום: פייזר פרמצבטיקה ישראל בע"מ 
	ההחמרות המבוקשות

	פרק בעלון
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	טקסט חדש

	SPECIAL WARNINGS AND PRECAUTIONS FOR USE 

	…

In a single smoking cessation trial of patients with stable cardiovascular disease, while cardiovascular events were infrequent overall, some were reported more frequently in patients treated with varenicline. No causal relationship between these events and varenicline has been established. Smoking is an independent and major risk factor for cardiovascular disease.  (See section CLINICAL STUDIES – Study in Subjects with Cardiovascular Disease). 
	In a single smoking cessation trial of patients with stable cardiovascular disease, while cardiovascular events were infrequent overall, some were reported more frequently in patients treated with varenicline. (See section CLINICAL STUDIES – Study in Subjects with Cardiovascular Disease). A meta-analysis of 15 clinical trials, which included the smoking cessation trial of patients with stable cardiovascular disease, had similar results. Cardiovascular events occurred primarily in patients with known cardiovascular disease. In both the clinical trial and meta-analysis, all cause and cardiovascular mortality was lower in patients treated with varenicline. No causal relationship between these events and varenicline has been established. Patients should be instructed to notify their health care providers of new or worsening cardiovascular symptoms and to seek immediate medical attention if they experience signs and symptoms of myocardial infarction or stroke. Smoking is an independent and major risk factor for cardiovascular disease.




