הודעה על החמרה  ( מידע בטיחות)  

תאריך:14/10/2012

שם תכשיר באנגלית:
FELDENE GEL 5MG/G
מספר רישום:  113.55.26646.00
שם בעל הרישום: פייזר פרמצבטיקה ישראל בע"מ
השינויים בעלון מסומנים על רקע צהוב
בעלון לרופא
	פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	WARNINGS


	WARNINGS

…
Renal Effects 

Caution should be used when initiating treatment with FELDENE in patients with considerable dehydration. It is advisable to rehydrate patients first and then start therapy with FELDENE. Caution is also recommended in patients with preexisting kidney disease 

Life-threatening cutaneous reactions Stevens-Johnson syndrome (SJS) and toxic epidermal    necrolysis (TEN) have been reported with the use of systemic administration of piroxicam. These reactions have not been associated with topical piroxicam, but the possibility of occurring with topical piroxicam cannot be ruled out.
Patients should be advised of the signs and symptoms and monitored closely for skin      reactions. The highest risk for occurrence of SJS or TEN is within the first weeks of treatment.
If symptoms or signs of SJS or TEN (e.g. progressive skin rash often with blisters or mucosal    lesions) are present, piroxicam treatment should be discontinued.
The best results in managing SJS and TEN come from early diagnosis and immediate discontinuation of any suspect drug. Early withdrawal is associated with a better prognosis.
 If the patient has developed SJS or TEN with the use of piroxicam, piroxicam .
must not be re-started in this patient at any time.
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NSAIDs, including piroxicam, may cause interstitial nephritis, nephrotic syndrome and renal failure. There have also been reports of interstitial nephritis, nephrotic syndrome and renal failure with topical piroxicam, although the causal relationship to treatment with topical piroxicam has not been established. As a result, the possibility that these events may be related to the use of topical piroxicam cannot be ruled out.
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