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 רופא/ה נכבד/ה 

 רוקח/ת נכבד/ה,

 

 ברצוננו להביא לידיעתכם את העדכונים בעלון לרופא של התכשיר:                    

 

Bendamustine_medac_25mg (163-72-35385)/Bendamustine_medac_100mg (163-
73-35386)- Powder for conc. for sol. for infusion 

 

 המאושר להתוויה הבאה: 

 

First-line treatment of chronic lymphocytic leukaemia (Binet stage B or C) in patients for 

whom fludarabine combination chemotherapy is not appropriate. 

Indolent non-Hodgkin's lymphomas as monotherapy in patients who have progressed during 

or within 6 months following treatment with rituximab or a rituximab containing regimen. 

Follicular non-Hodgkin’s lymphoma as first line treatment in combination with rituximab. 

 
 

 בסעיפים הבאים:  מופיעיםלרופא   בעלון המהותיים השינויים

4.4  Special warnings and precautions for use  

[…] 

 Infections 

[…] 

Cases of progressive multifocal leukoencephalopathy (PML) including fatal ones have been 

reported following the use of bendamustine mainly in combination with rituximab or 

obinutuzumab. 

[…] 

Consider PML in the differential diagnosis in patients with new or worsening neurological, 

cognitive or behavioural signs or symptoms. If PML is suspected then appropriate diagnostic 

evaluations should be undertaken and treatment suspended until PML is excluded. 

 

Anaphylaxis  

[…] 

melanoma skin cancer-Non 



  

In clinical studies, an increased risk for non-melanoma skin cancers (basal cell carcinoma and 

squamous cell carcinoma) has been observed in patients treated with bendamustine containing 

therapies. Periodic skin examination is recommended for all patients, particularly those with 

risk factors for skin cancer. 

 

 

 

לפרסום במלואם למאגר התרופות שבאתר משרד הבריאות. כמו כן, ניתן לקבלם מודפס בפניה   נשלחלרופא  העלון
    .09-9591111אלינו לטלפון 

 

 

 בברכה,

 מירי חזן 

 רוקחת ממונה 

 


