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הודעה על החמרה  ( מידע בטיחות)  

תאריך 10.6.11
שם תכשיר באנגלית_ BERIGLOBIN P
מספר רישום   125 38 29064
שם בעל הרישום  מדיליין בע"מ
השינויים בעלון מסומנים ברקע צהוב
עלון לרופא
	 פרטים על השינוי/ים המבוקש/ים

	טקסט חדש
	טקסט נוכחי
	פרק בעלון



	If Beriglobin P is accidentally administered into a blood vessel, patients could develop shock or thromboembolic events.
Thromboembolic Events associated with subcutaneous substitution therapy

The subcutaneous use of high doses of immunoglobulins for substitution therapy (e.g. primary immunodeficiency syndrome) have been associated with arterial and venous thromboembolic events including myocardial infarction, stroke, deep venous thrombosis and pulmonary embolism. Caution should be exercised in prescribing Beriglobin for subcutaneous substitution therapy in such patients with pre-existing risk factors for thrombotic events (such as advanced age, hypertension, diabetes mellitus and a history of vascular disease or thrombotic episodes, patients with acquired or inherited thrombophilic disorders, patients with prolonged periods of immobilization, severely hypovolemic patients, patients with diseases which increase blood viscosity). These patients should be informed about first symptoms of thromboembolic events including shortness of breath, pain and swelling of a limb, focal neurological deficits and chest pain and should be advised to contact their physician immediately upon onset of symptoms. Such patients should be sufficiently hydrated before use of Beriglobin.
	
	4.4 Special warnings and precautions for use



	· Vascular disorders associated with subcutaneous substitution therapy

There are reports from patients being treated subcutaneously with high doses of immunoglobulins for substitution therapy (e.g. primary immunodeficiency syndrome) of arterial and venous thromboembolic events including myocardial infarction, stroke, deep venous thrombosis and pulmonary embolism.
	
	4.8 Undesirable effects
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