הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך 17.07.2012
שם תכשיר באנגלית          HepaGam B  
מספר רישום                 140 62 31748 00
שם בעל הרישום        Tzamal Bio-Pharma Ltd.
	פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	2.             Dosage and administration

	NA
	For intravenous administration, administer HepaGam B through a separate intravenous line using an infusion pump.  Use normal saline as the diluent if dilution of HepaGam B is preferred prior to intravenous administration. Do not use dextrose (5%) in water (D5W).

	5.            Warning and precautions - 
5.7 Thrombotic events


	NA
	5.7 Thrombotic Events

Thrombotic events may occur during or following treatment with IGIV products. Patients at risk include those with a history of atherosclerosis, multiple cardiovascular risk factors, advanced age, impaired cardiac output, coagulation disorders, prolonged periods of immobilization, and/or known/suspected hyperviscosity.
Consider baseline assessment of blood viscosity in patients at risk for hyperviscosity including those with cryoglobulins, fasting chylomicronemia/markedly high triacylglycerols (triglycerides), or monoclonal gammopathies. For patients who are at risk of developing thrombotic events, administer HepaGam B at the minimum rate of infusion practicable.

	15.             Patient Counseling Information
	NA
	Liver transplant patients should be informed about the potential interference with non-glucose specific monitoring systems.  


העלון, שבו מסומנים השינויים המבוקשים על רקע צהוב הועבר בדואר אלקטרוני בתאריך 17.07.2012
חתימת הרוקח הממונה















