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May 29th, 2013 
 
Dear Health Care Professional, 
 
 

Sandimmun® (ciclosporin) concentrate for infusion  
Omission of dilution instructions from the prescribing information 

 
 
Novartis recently became aware of the following:  

In April 2012, Novartis submitted an update of the prescribing information for approval to the 

Israeli Ministry of Health (MoH) following a change in the company Core Data Sheet (CDS). 

In the CDS and consequently in the National Prescribing Information, the dilution instructions 

section were inadvertently omitted.  The leaflet without this section was implemented in the 

Sandimmun packages in October 2012. 

Therefore an update to the prescribing information was submitted to the MoH on 26 May 2013 

and the following text was approved on 27 May 2013: 

 “The concentrate should be diluted 1:20 to 1:100 with normal saline or 5% glucose, and 

given as a slow i.v. infusion over approximately 2 to 6 hours. Once an ampoule is opened, the 

content should be diluted immediately.  Diluted infusion solutions must be discarded after 24 

hours”. 

The proper dilution of Sandimmun concentrate for infusion is extremely important prior to i.v. 

administration due to the risk of anaphylactoid hypersensitivity reactions associated to the 

polyoxyethylated castor oil (Cremophor® EL) used as excipient in this formulation (reviewed in 

reference 1).   

 

If you have any questions regarding this issue, please contact us. 
 
Sincerely,  
Mgr. Naama Or 
Drug Regulatory Affairs Head 
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