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

 תאריך __________11-7-13_____________

שם תכשיר באנגלית ומספר הרישום _127-78-28761_KAM-RHO (D) I.V._
שם בעל הרישום __________ Kamada Ltd 
טופס זה מיועד לפרוט ההחמרות בלבד !
	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	WARNINGS
	
	Recommendations Regarding Thrombosis
· Care should be used when immune globulin products are given to individuals determined to be at increased risk of thrombosis. 
· Patients at increased risk of thrombosis include those with acquired or hereditary hypercoagulable states, prolonged immobilization, in-dwelling vascular catheters, advanced age, estrogen use, a history of venous or arterial thrombosis, cardiovascular risk factors (including history of atherosclerosis and/or impaired cardiac output), and hyperviscosity (including cryoglobulins, fasting chylomicronemia and/or high triglyceride levels, and monoclonal gammopathies). 
· As noted in product labeling, patients at risk for thrombosis should receive immune globulin products at the slowest infusion rate practicable, and these individuals should be monitored for thrombotic complications. 
· Consideration should also be given to measurement of baseline blood viscosity in individuals at risk for hyperviscosity.
· For patients judged to be a risk of developing thrombotic events, administer Rh0D immune Globulins at a minimum rate of infusion.

 Recommendations Regarding Hemolysis
· Heightened awareness of the potential for hemolysis is recommended in individuals receiving immune globulin products, particularly those who are determined to be at increased risk. 

· Patients at increased risk for hemolysis following treatment with immune globulins include those with non-O blood group types, those who have underlying associated inflammatory conditions, and those receiving high cumulative doses of immune globulins over the course of several days. 

· As noted in product labeling, patients receiving immune globulin products should be monitored for hemolysis, particularly those at increased risk. 

· Clinical symptoms and signs of hemolysis include fever, chills and dark urine. If these occur, appropriate laboratory testing should be obtained.

	PRECAUTIONS


	Thrombotic Events 
Thrombotic events may occur following treatment with Rh0D immune Globulins. 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 judged to be a risk of developing thrombotic events, administer Rh0D immune Globulins at a minimum rate of infusion.


	Thrombotic Events 
Thrombotic events may occur following treatment with Rh0D immune Globulins (see Warnings). 
For patients judged to be a risk of developing thrombotic events, administer Rh0D immune Globulins at a minimum rate of infusion.



	ADMINISTRATION and DOSAGE

	Intravenous Administration
The recommended dose may be injected into a suitable vein at a rate of 2ml per 60 seconds. KamRho-D I.V. should be administered separately from other drugs.

	Intravenous Administration
The recommended dose may be injected into a suitable vein at a rate of 2ml per 60 seconds. KamRho-D I.V. should be administered separately from other drugs.
In patients at risk for acute renal failure or thromboembolic adverse reactions, intravenous immunoglobulin products should be administered at the minimum infusion-rate practicable.


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.

יש לסמן רק תוכן מהותי ולא שינויים במיקום הטקסט.
