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   50mg ®ETRISADC (brentuximab vedotin)הנדון: 
   העלון לרופא עדכון 

 
 . לאחרונההעלון לרופא של התכשיר שבנדון עודכן כי    בקשת לידעמחברת טקדה ישראל בע"מ 

 

 :לתכשיר זה הרשומות יות התוו

1. ADCETRIS is indicated for the treatment of adult patients with relapsed or refractory CD30+ 

Hodgkin lymphoma (HL): 

1) following autologous stem cell transplant (ASCT) or 

2) following at least two prior therapies when ASCT or multi-agent chemotherapy is 

not a treatment option. 

2. ADCETRIS is indicated for the treatment of adult patients with relapsed or refractory 

systemic anaplastic large cell lymphoma (sALCL). 

3. ADCETRIS is indicated for the treatment of adult patients with CD30+ HL at increased risk of 

relapse or progression following ASCT.  

4. ADCETRIS is indicated for the treatment of adult patients with CD30+ cutaneous T-cell 

lymphoma (CTCL) after at least 1 prior systemic therapy. 

5. ADCETRIS is indicated for the treatment of adult patients with previously untreated Stage III 

or IV classical Hodgkin lymphoma (cHL), in combination with doxorubicin, vinblastine, and 

dacarbazine. 

6. ADCETRIS is indicated for the treatment of adult patients with previously untreated systemic 

anaplastic large cell lymphoma (sALCL) or other CD30-expressing peripheral T-cell 

lymphomas (PTCL), including angioimmunoblastic T-cell lymphoma and PTCL not otherwise 

specified, in combination with cyclophosphamide, doxorubicin, and prednisone. 

 

 brentuximab vedotin 50 mg/vial מרכיב פעיל:
 

 שהושמט  ט טקס ,לבכחו  מסומן  שנוסף טקסט( פא ן לרובעלו העיקריים השינויים פירוט  להלן
 : )רה מודגש בצהוב טקסט המהווה החמ,  חוצה  קו עם אדום כטקסט  מסומן

 

5. PHARMACOLOGICAL PROPERTIES 

5.1  Pharmacodynamic properties 

…. 

Study C25003 

…. 

Patients with nodular lymphocyte predominant HL (NLPHL) were excluded from the study. 

…. 

A pre-specified subgroup analysis of mPFS by disease stage showed that patients with Stage IV disease 

had a larger effect compared with the ITT population, with an unstratified hazard ratio of 0.71 (95% CI, 

0.53; 0.96), compatible with a 29% reduction in the risk of modified PFS events for ADCETRIS+ AVD 

versus ABVD. Of the ITT population, 846 patients (64%) had Stage IV 

disease.
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ה התרופהעלון  במאגר  לפרסום  נשלח  שבאתר  מעודכן  הבריות  לקבלוו   אות משרד  על    ניתן  פניה  מודפס  ידי 
 03-3733140 , פתח תקוה,25ברת טקדה ישראל בע"מ, רח' אפעל  לח

 
 ,בברכה 

 טקדה ישראל בע"מ 
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