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Mozobil solution for s.c. injection 
 

 Plerixafor 24 MG / 1.2 MLחומר פעיל:   
 

  :מאושרתההתוויה ה
 
Mozobil is indicated in combination with G-CSF to enhance mobilisation of haematopietic stem 
cells to the peripheral blood for collection and subsequent autologous transplantation in patients 
with lymphoma and multiple myeloma. 

 
 

 .2018בדצמבר   לרופא חברת סאנופי אוונטיס מבקשת להודיע על עדכון העלון
 

  .ן לרופאבעלו הבטיחות עדכוניסעיפים בהם נעשו ה תתירק מפורטים להלן 
 

 .קו מחיקה אדום עםבמידע שהוסר/הוחלף מסומן . צהובבמידע שהתווסף מסומן 
 
4.4 Special warnings and precautions for use 
 

Potential for tTumour cell mobilisation in patients with lymphoma and multiple myeloma 

The effect of potential re-infusion of tumour cells has not been adequately studied. 

When Mozobil is used in conjunction with G-CSF for haematopoietic stem cell mobilisation in 

patients with lymphoma or multiple myeloma‚ tumour cells may be released from the marrow and 

subsequently collected in the leukapheresis product. Results showed that, in case tumour cells are 

mobilised, the number of tumour cells mobilised is not increased upon Mozobil plus G-CSF 

compared to G-CSF alone. 

The clinical relevance of the theoretical risk of tumour cell mobilization is no fully elucidated. In 

clinical studies of patients with Non Hodgkin’s lymphoma amd multiple myeloma, mobilization 

of tumour cells has not been observed with plerixafor. 

… 

Allergic reactions 

In Mozobil has been uncommonly associated with potential systemic reactions related to 

subcutaneous injection such as oncology clinical studies, leass than 1% of patients experienced 

mild or moderate allergic reactions with approximately 30 min after Mozobil administration, 
including one or more of the following: urticaria, periorbital swelling, dyspnoea, or hypoxia (see 

section 4.8). … 

… 

Splenomegaly Effects on the spleen 

... 
The effect of plerixafor on spleen size in patients has not been specifically evaluated in clinical 

studies. The possibility that plerixafor inconjuctionwith G-CSF can cause Cases of splenic 

enlargement and /or cannot be excluded. Due to very rare occurrence of splenic rupture following 

the G-CSF administration of Mozobil in conjunction with growth factor G-CSF. Individuals 
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receiving Mozobil in conjunction with G-CSF who report left upper abdominal pain and/or 

scapular or shoulder pain should be evaluated for splenic integrity.  
… 

4.8 Undesirable effects 
Table 1. Adverse reactions occurring more frequently with Mozobil than placebo and considered 

related to Mozobil during mobilisation and apheresis in phase III studies 

Blood and lymphatic system disorders 

Not known Splenomegaly, splenic rupture (see section 4.4)** 

 
 

על  יםמודפס םלפרסום במאגר התרופות שבאתר משרד הבריאות וניתן לקבל ונשלח ניםהמעודכ ניםהעלו
-09נתניה או בטלפון : 10ישראל בע"מ, רח' בני גאון  אוונטיס-, סאנופיידי פנייה לבעל הרישום

8633700  . 
 

 https://data.health.gov.il/drugs/index.html#/byDrug   להלן הקישור לאתר משרד הבריאות:
 

 
 
 בברכה,

 הדדי-ויקטוריה גוטלויבר
 רוקחת ממונה


