הודעה על החמרה  ( מידע בטיחות)  
תאריך: 

שם תכשיר באנגלית : Foradil capsules for inhalation
מספר רישום :101 97 28552 00 
שם בעל הרישום: Novartis Pharma Services AG
השינויים בעלון מסומנים על רקע צהוב
בעלון לרופא
	פרטים על השינוי/ים המבוקש/ים

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	Special warnings and precautions for use


	...
Concomitant conditions

Special care and supervision, with particular emphasis on dosage limits, is required when Foradil is given in patients with the following conditions:

Ischaemic heart disease, cardiac arrhythmias (especially third-degree atrioventricular block), severe cardiac decompensation, idiopathic subvalvular aortic stenosis, severe hypertension, hypertrophic obstructive cardiomyopathy, thyrotoxicosis, known or suspected prolongation of the QT interval (QTc >0.44 sec.; see Section 4.5 Interactions with other medicinal products and other forms of interaction). 


	...
Concomitant conditions

Special care and supervision, with particular emphasis on dosage limits, is required when Foradil is given in patients with the following conditions:

Ischaemic heart disease, cardiac arrhythmias (especially third-degree atrioventricular block), severe cardiac decompensation, idiopathic subvalvular aortic stenosis, severe hypertension, aneurysm, phaeocheomocytoma, hypertrophic obstructive cardiomyopathy, thyrotoxicosis, known or suspected prolongation of the QT interval (QTc >0.44 sec.; see Section 4.5 Interactions with other medicinal products and other forms of interaction). 

	Interaction with other medicinal products and other forms of interaction


	Foradil, as other beta2-agonists, should be administered with caution to patients being treated with drugs such as quinidine, disopyramide, procainamide, phenothiazines, antihistamines, monoamine oxidase inhibitors and tricyclic antidepressants or any drug known to prolong the QTc interval, because the action of adrenergic agonists on the cardiovascular system may be potentiated by these agents. Drugs that are known to prolong the QTc-interval have an increased risk of ventricular arrhythmia (see Section 4.4 Special warnings and precautions for use).

...
	Foradil, as other beta2-agonists, should be administered with caution to patients being treated with drugs such as quinidine, disopyramide, procainamide, phenothiazines, antihistamines, macrolides, monoamine oxidase inhibitors and tricyclic antidepressants or any drug known to prolong the QTc interval, because the action of adrenergic agonists on the cardiovascular system may be potentiated by these agents. Drugs that are known to prolong the QTc-interval have an increased risk of ventricular arrhythmia (see Section 4.4 Special warnings and precautions for use).

...
There is an elevated risk of arrhythmias in patients receiving concomitant anesthesia with halogenated hydrocarbons.

	Undesirable effects


	...
The following post-marketing events have been reported in patients treated with Foradil:

...

Cardiac disorders: Atrial fibrillation, angina pectoris, ventricular extrasystoles, tachyarrhythmia


	...

The following post-marketing adverse drug reactions have been reported in patients treated with Foradil. Because these reactions are reported voluntarily from a population of uncertain size, it is not possible to reliably estimate their frequency which is therefore categorized as not known. Adverse drug reactions are listed according to system organ classes in MedDRA. Within each system organ class, ADRs are presented in order of decreasing seriousness:

...
Cardiac disorders: Angina pectoris, cardiac arrhythmias e.g. atrial fibrillation, ventricular extrasystoles, tachyarrhythmia




בעלון לצרכן
	פרטים על השינוי/ים המבוקש/ים

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	אין להשתמש בתרופה מבלי להיוועץ ברופא לפני התחלת הטיפול:

	
	אם יש לך מפרצת (איזור בו עורק נפוח כמו שק בגלל שדופן העורק חלשה).
...

אם יש לך פאוכרומוציטומה (גידול של בלוטת האדרנל שיכול להשפיע על לחץ הדם).


	תגובות בין תרופתיות
	
	...אנטיביוטיקות מקבוצת המקרולידים (כגון אריתרומיצין, אזיתרומיצין); חומרי הרדמה הנלקחים בשאיפה כגון halogenated hydrocarbons (הלותאן), המשמשים במהלך ניתוחים. יש ליידע את הרופא שהינך משתמש/ת בפורדיל אם הינך עומד לעבור ניתוח תחת הרדמה. 
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