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3. TYPE OF ACTION TO MITIGATE THE RISK 

ACTION TO BE TAKEN 
BY THE USER or 
AUTHORIZED 
DISTRIBUTOR / 
CUSTOMER 

☒ Identify Device     
 

☒ Quarantine Device    
 

☐ Return Device  
 

☐ Destroy Device 
 

☒ On-site device modification/inspection 
 

☐ Follow patient management recommendations 
 

☐ Take note of amendment/reinforcement of Instructions For Use 
(IFU) 
                                            

☒ Other           Factory setting will be reset by Software Update. 
Software could be downloaded under the following  LINK  
 

https://nc.ganshorn.de/s/SyfJQxzzPer25jE  
 
 

Password: *aFSN16022023* 
 

 
, Installation must be conducted according to Service Note and SP Plus 
Configuration Tool Instruction for use which could be downloaded by 
the LINK 
 
User or Authorized distributor will get a software which is able to 
check the potentially affected devices and implement an 
optimized gain factor if necessary. 
Until this measure is not conducted the potentially affected 
devices must be in Quarantine and is not allowed for intended 
use. For further information please contact your Service partner. 

 

DATE FOR 
COMPLETION: 

The FSCA should be completed by user, authorized distributor the latest at 
end of March 2023. 

 

https://nc.ganshorn.de/s/SyfJQxzzPer25jE















