הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 

 תאריך _27.05.2013
שם תכשיר באנגלית: Nexium IV, 
מספר הרישום:  135 56 31128 00
שם בעל הרישום ___AstraZeneca (Israel) Ltd
טופס זה מיועד לפרוט ההחמרות בלבד !
	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	
	

	contraindications
	
	

	Posology, dosage  & administration
	
	

	Special Warnings and Special Precautions for Use
	Hypomagnesemia 
Hypomagnesemia, symptomatic and asymptomatic, has been reported rarely in patients treated with PPIs for at least three months, in most cases after a year of therapy. 
	Esomeprazole, as all acid-blocking medicines, may reduce the absorption of vitamin B12 (cyanocobalamin) due to hypo- or achlorhydria. This should be considered in patients with reduced body stores or risk factors for reduced vitamin B12 absorption on long-term therapy.
Hypomagnesemia 
Sever Hypomagnesemia, symptomatic and asymptomatic, has been reported rarely in patients treated with PPIs for at least three months, in most cases after a year of therapy. Serious adverse events include fatigue, tetany, delirium, convulsions, dizziness, ventricular arrhythmia, and seizures can occur but they may begin insidiously and be overlooked.



	Interaction with Other Medicaments and Other Forms of Interaction
	The decreased intragastric acidity during treatment with esomeprazole, might increase or decrease the absorption of drugs if the mechanism of absorption is influenced by gastric acidity. In common with the use of other inhibitors of acid secretion or antacids, the absorption of ketoconazole, itraconazole and can decrease and the absorption of digoxin can increase during treatment with esomeprazole.

	The decreased intragastric acidity during treatment with NEXIUMTM IV, may increase or decrease the absorption of drugs if the mechanism of absorption is influenced by gastric acidity.  In common with the use of other inhibitors of acid secretion or antacids, the absorption of drugs such as ketoconazole, itraconazole and erlotinib can decrease and the absorption of drugs such as digoxin can increase during treatment with NEXIUMTM IV. Concomitant treatment with omeprazole (20 mg daily) and digoxin in healthy subjects increased the bioavailability of digoxin by 10% (up to 30% in two out of ten subjects). Digoxin toxicity has been rarely reported. However, caution should be exercised when esomeprazole is given at high doses in elderly patients. Therapeutic drug monitoring of digoxin should then be reinforced.

When given together with proton pump inhibitors, methotrexate levels have been reported to increase in some patients.  In high-dose methotrexate administration a temporary withdrawal of esomeprazole may need to be considered.


	Fertility,   pregnancy and Lactation
	
	

	Adverse events
	Unknown:  Hypomagnesaemia ; severe hypomagnesaemia may result in hypocalcaemia

	Unknown:  Hypomagnesaemia ; severe hypomagnesaemia may result in hypocalcaemia
Hypomagnesaemia may also result in hypokalaemia. 

Unknown: Microscopic colitis
Uncommon: Fracture of the hip, wrist or spine



