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

 תאריך 07/03/2016
שם תכשיר באנגלית ומספר הרישום
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שם בעל הרישום: פייזר  פרמצבטיקה בע"מ
פרוט ההחמרות בלבד !
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	טקסט נוכחי
	טקסט חדש

	Special warnings and precautions for use
	Thrombocytopaenia and neutropaenia

Grades 3 and 4 thrombocytopaenia and/or neutropaenia have been observed in the MCL clinical trial (see section 4.8). Patients on temsirolimus who develop thrombocytopaenia may be at increased risk of bleeding events, including epistaxis (see section 4.8). Patients on temsirolimus with baseline neutropaenia may be at risk of developing febrile neutropaenia.
….
Hyperlipaemia
The use of Torisel was associated with increases in serum triglycerides and cholesterol. In the RCC Clinical Trial 1, hyperlipaemia was reported as an adverse event in 27% of patients. In the MCL Clinical Trial, hyperlipaemia was reported as an adverse event in 9.3% of patients. This may require initiation, or increase, in the dose of lipid-lowering agents. Serum cholesterol and triglycerides should be tested before and during treatment with Torisel.


	Thrombocytopaenia neutropaenia and anaemia 
Grades 3 and 4 thrombocytopaenia and/or neutropaenia have been observed in the MCL clinical trial (see section 4.8). Patients on temsirolimus who develop thrombocytopaenia may be at increased risk of bleeding events, including epistaxis (see section 4.8). Patients on temsirolimus with baseline neutropaenia may be at risk of developing febrile neutropaenia. Cases of anaemia have been reported in RCC and MCL (see section 4.8). Monitoring of complete blood count is recommended prior to initiating temsirolimus therapy and peridically thereafter. 
….

Hyperlipaemia

The use of Torisel was associated with increases in serum triglycerides and cholesterol. In the RCC Clinical Trial 1, hyperlipaemia was reported as an adverse event in 27% of patients. In the MCL Clinical Trial, hyperlipaemia was reported as an adverse event in 9.3% of patients. This may require initiation, or increase, in the dose of lipid-lowering agents. Serum cholesterol and triglycerides should be tested before and during treatment with Torisel. The known association of temsirolimus with hyperlipaemia may predispose to myocardial infarction
Wound healing complications

The use of Torisel has been associated with abnormal wound healing; therefore, caution should be exercised with the use of Torisel in the peri-surgical period.

Malignancies

The possible development of lymphoma and other malignancies, particularly of the skin, may result from immunosuppression. As usual for patients with increased risk for skin cancer, exposure to sunlight and ultraviolet (UV) light should be limited by wearing protective clothing and using a sunscreen with a high protection factor. 
….



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

שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע שונה. יש לסמן רק תוכן מהותי ולא שינויים במיקום הטקסט.
הועבר בדואר אלקטרוני בתאריך 07/03/2016
