הודעה על החמרה  ( מידע בטיחות)  
 תאריך:  1 לאוקטובר 2011
שם תכשיר באנגלית: 
Symbicort( Turbuhaler(, 80/4.5 
מספר רישום: 
1237730316
שם בעל הרישום: אסטרהזניקה (ישראל) בע"מ 
השינויים בעלון מסומנים ברקע צהוב
עלון לרופא
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	
	
	

	Contraindications


	Hypersensitivity (allergy) to budesonide, formoterol or inhaled lactose 

	Hypersensitivity (allergy) to budesonide, formoterol or inhaled lactose (which contains small amounts of milk proteins).



	Special warnings and precautions for use
	Systemic effects may occur with any inhaled corticosteroid, particularly at high doses prescribed for long periods. These effects are much less likely to occur with inhalation treatment than with oral corticosteroids. Possible systemic effects include, adrenal suppression, growth retardation in children and adolescents, decrease in bone mineral density, cataract and glaucoma. 

Symbicort Turbuhaler contains lactose (<1 mg/inhalation). This amount does not normally cause problems in lactose intolerant people. 

	Systemic effects may occur with any inhaled corticosteroid, particularly at high doses prescribed for long periods. These effects are much less likely to occur with inhalation treatment than with oral corticosteroids. Possible systemic effects include Cushing’s syndrome, adrenal suppression, growth retardation in children and adolescents, decrease in bone mineral density, cataract and glaucoma.
Symbicort Turbuhaler contains lactose (<1 mg/inhalation). This amount does not normally cause problems in lactose intolerant people. The excipient lactose contains small amounts of milk proteins, which may cause allergic reaction.


	Pregnancy and lactation


	For Symbicort Turbuhaler or the concomitant treatment with formoterol and budesonide, no clinical data on exposed pregnancies are available.
It is not known whether formoterol or budesonide passes into human breast milk. In rats, small amounts of formoterol have been detected in maternal milk. Administration of Symbicort Turbuhaler to women who are breastfeeding should only be considered if the expected benefit to the mother is greater than any possible risk to the child.  

	 For Symbicort Turbuhaler or the concomitant treatment with formoterol and budesonide, no clinical data on exposed pregnancies are available. Data from an embryo-fetal development study in the rat, showed no evidence of any additional effect from the combination.
Budesonide is excreted in breast milk. However, at therapeutic doses no effects on the suckling child are anticipated. It is not known whether formoterol passes into human breast milk. . In rats, small amounts of formoterol have been detected in maternal milk. Administration of Symbicort Turbuhaler to women who are breastfeeding should only be considered if the expected benefit to the mother is greater than any possible risk to the child.  


	Undesirable effects
	
	Cardiac disorders very rare: Prolongation of the QTc interval.
Endocrine disorders very rare: adrenal

suppression, growth retardation, decrease in

bone mineral density,
Eye disorders very rare: Cataracts and glaucoma
Immune system disorders rare: anaphylactic reaction

	Overdose


	
	

	Pharmacokinetic properties


	
	.




















