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

 תאריך 07.10.2013 
שם תכשיר באנגלית ומספר הרישום

 135.61.31377.00 REVATIO

שם בעל הרישום פייזר פרמצבטיקה ישראל בע"מ
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
	Visual events

Visual defects and cases of non-arteritic anterior ischaemic optic neuropathy (NAION) have been reported in connection with the intake of sildenafil and other PDE5 inhibitors. The patient should be advised that in case of sudden visual defect, he should stop taking Revatio and consult a physician immediately (see section 4.3). 


	Visual events
Cases of visual defects and cases of non-arteritic anterior ischaemic optic neuropathy (NAION) have been reported spontaneously in connection with the intake of sildenafil and other PDE5 inhibitors. Cases of non‑arteritic anterior ischaemic optic neuropathy, a rare condition, have been reported spontaneously and in an observational study in connection with the intake of sildenafil and other PDE5 inhibitors (see section 4.8). In the event The patient should be advised that in case of any sudden visual defect, the treatment should be stopped physician immediately and alternative treatment should be considered (see section 4.3). 



	Interaction with Other Medicaments and Other Forms of Interaction
	
	

	Fertility,   pregnancy and Lactation
	
	

	Adverse events
	
	Eye disorders
Common

retinal haemorrhage, visual impairment, vision blurred, photophobia, chromatopsia, cyanopsia, eye irritation, ocular hyperaemia
Uncommon
visual acuity reduced, diplopia, abnormal sensation in eye 

Not known
Non-arteritic anterior ischaemic optic neuropathy (NAION)*, Retinal vascular occlusion*, Visual field defect*



