הודעה על החמרה  ( מידע בטיחות)  

 תאריך:  11 לספטמבר 2011
שם תכשיר באנגלית: 
Nexium 20mg tablets, Nexium 40mg tablets
מספרי רישום: 
20 מ"ג: 122 52 30237 00/11

40 מ"ג: 122 53 30238 00/11
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

	Qualitative and Quantitative Composition
	
	Excipients: Nexium 20 mg: Sucrose 28 mg. Nexium 40 mg: Sucrose 30 mg. For a full list of excipients see section 6.1

	Contraindications
	Known hypersensitivity to esomeprazole, substituted  benzimidazoles or any other constituents of the formulation. Esomeprazole like other PPls should not be administrated with atazanavir (see section 4.5).


	Known hypersensitivity to esomeprazole, substituted  benzimidazoles or any other constituents of the formulation. Esomeprazole should not be administrated with nelfinavir (see section 4.5).



	Special warnings and special precautions for use


	
	Co-administration of esomeprazole with atazanavir is not recommended (see section 4.5). If

the combination of atazanavir with a proton pump inhibitor is judged unavoidable, close

clinical monitoring is recommended in combination with an increase in the dose of atazanavir

to 400 mg with 100 mg of ritonavir; esomeprazole 20 mg should not be exceeded.


	Interactions with other medicinal products and other forms of interaction
	
	Omeprazole has been reported to interact with some protease inhibitors. The clinical importance and the mechanisms behind these reported interactions are not always known. Increased gastric pH during omeprazole treatment may change the absorption of the protease inhibitors. Other possible interaction mechanisms are via inhibition of CYP 2C19. For atazanavir and nelfinavir, decreased serum levels have been reported when given together with omeprazole and concomitant administration is not recommended. The co-administration of omeprazole (20 mg qd) with atazanavir 400 mg/ritonavir 100 mg to healthy volunteers resulted in a decrease of approximately 30% in the atazanavir exposure as compared with the exposure observed with atazanavir 300 mg/ritonavir 100 mg qd without omeprazole 20 mg qd. Co-administration of omeprazole (40 mg qd) reduced mean nelfinavir AUC, Cmax and Cmin by 36–39 % and mean AUC, Cmax and Cmin for the pharmacologically active metabolite M8 was reduced by 75-92%. reported during concomitant omeprazole treatment (40 mg qd). Treatment with omeprazole 20 mg qd had no effect on the exposure of darunavir (with concomitant ritonavir) and amprenavir (with concomitant ritonavir). Treatment with esomeprazole 20 mg qd had no effect on the exposure of amprenavir (with and without concomitant ritonavir). Treatment with omeprazole 40 mg qd had no effect on the exposure of lopinavir (with concomitant ritonavir). Due to the similar pharmacodynamic effects and pharmacokinetic properties of omeprazole and esomeprazole, concomitant administration with esomeprazole and atazanavir is not recommended and concomitant administration with esomeprazole and nelfinavir is

contraindicated.


	Undesirable effects
	
	Very Rare: Hypomagnesaemia




















