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מספר עדכונים שבוצעו בעלון לרופא חברת רוש פרמצבטיקה (ישראל) בע"מ מבקשת להודיעכם על 

.גזייבהשל התכשיר

תיים ועדכונים אשר מהווים החמרה.בהודעה זו מצוינים רק עדכונים מהו

בישראל:תכשיר לותהרשומותההתווי
Chronic Lymphocytic Leukaemia (CLL)

Gazyva, in combination with chlorambucil is indicated for the treatment of patients with previously
untreated chronic lymphocytic Leukaemia (CLL).

Follicular Lymphoma (FL)

Gazyva in combination with chemotherapy, followed by Gazyva maintenance therapy in patients
achieving a response, is indicated for the treatment of patients with previously untreated advanced
follicular lymphoma.

Gazyva in combination with bendamustine followed by Gazyva monotherapy is indicated for the
treatment of patients with follicular lymphoma (FL) who did not respond or who progressed during
or up to 6 months after treatment with a rituximab-containing regimen.
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רופאלעדכונים מהותיים בעלון 

התווסף:6טבלה , 4.8Undesirable effectsבסעיף
Infections and infestations - Uncommon- Hepatitis B reactivation
Nervous system disorders- Not known- Progressive multifocal leukoencephalopathy
Gastrointestinal disorders- Common- gastrointestinal perforation

:הבאהמידעexperiencestudiesalfrom clinicsafety informationAdditionalיףתת סעמסר הומה אובהת

Progressive multifocal leukoencephalopathy
PML has been reported in patients treated with Gazyva (see section 4.4).

Hepatitis B reactivation
Cases of hepatitis B reactivation have been reported in patients treated with Gazyva (see section 4.4).

Gastro-Intestinal Perforation
Cases of gastro-intestinal perforation have been reported in patients receiving Gazyva, mainly in iNHL.
In the pivotal studies in iNHL up to 1% of patients experienced gastrointestinal perforation.


