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

תאריך 21/09/2015
שם תכשיר באנגלית ומספר הרישום  Herceptin vials 440 mg [113-91-29676-00]
שם בעל הרישום רוש פרמצבטיקה (ישראל) בע"מ
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות - עלון לרופא

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	Undesirable effects


	Tabulated list of adverse reactions
Description of selected adverse reactions

[…]

Haematotoxicity

Febrile neutropenia occurred very commonly. Commonly occurring adverse reactions included anaemia, leukopenia, thrombocytopenia and neutropenia. The frequency of occurrence of hypoprothrombinemia is not known. The risk of neutropenia may be slightly increased when trastuzumab is administered with docetaxel following anthracycline therapy.
	Tabulated list of adverse reactions
System organ class
Adverse reaction

Frequency 

Blood and lymphatic system disorders
Immune thrombocytopenia
Not known
[…]
Description of selected adverse reactions

[…]

Haematotoxicity

Febrile neutropenia and leukopenia occurred very commonly. Commonly occurring adverse reactions included anaemia, thrombocytopenia and neutropenia. The frequency of occurrence of hypoprothrombinemia is not known. The risk of neutropenia may be slightly increased when trastuzumab is administered with docetaxel following anthracycline therapy.




