הודעה על החמרה  ( מידע בטיחות)  

תאריך:15/07/2012

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


	PREGNANCY AND LACTATION 
Pregnancy

Although no teratogenic effects were seen when FELDENE was orally administered in animal testing, the safety of FELDENE use during pregnancy or during lactation has not yet been established.  FELDENE inhibits prostaglandin synthesis and release through a reversible inhibition of the cyclooxygenase enzyme. This effect, as with other NSAIDs has been associated with an increased incidence of dystocia and delayed parturition in pregnant animals when drug administration was continued into late pregnancy.    NSAIDs are also known to induce closure of the ductus arteriosus in infants. 

A preliminary study indicates that following oral administration piroxicam exists in maternal milk in a concentration of approximately 1% of that reached in plasma after oral administration. FELDENE gel is not recommended for use in nursing mothers as the clinical safety has not been established.  
	FERTILITY, PREGNANCY AND LACTATION
Fertility

Based on the mechanism of action, the use of NSAIDs, including FELDENE may delay or prevent rupture of ovarian follicles, which has been associated with reversible infertility in some women.  In women who have difficulties conceiving or who are undergoing investigation of infertility, withdrawal of NSAIDs, including piroxicam should be considered.
Pregnancy

Although no teratogenic effects were seen when FELDENE was orally administered in animal testing, the safety of FELDENE use during pregnancy or during lactation has not yet been established.  FELDENE inhibits prostaglandin synthesis and release through a reversible inhibition of the cyclooxygenase enzyme.  Inhibition of prostaglandin synthesis might adversely affect pregnancy. Data from epidemiological studies suggest an increased risk of spontaneous abortion after use of prostaglandin synthesis inhibitors in early pregnancy.  In animals, administration of prostaglandin synthesis inhibitors has been shown to result in increased pre- and post-implantation loss.  NSAIDs are also known to induce closure of the ductus arteriosus in infants. 

Lactation

FELDENE gel is not recommended for use in nursing mothers as the clinical safety has not been established. 

A preliminary study indicates that following oral administration piroxicam exists in maternal milk in a concentration of approximately 1% of that reached in plasma after oral administration.  

















