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Date: 2023-12-13   
 

Urgent Field Safety Notice 
Neuromate Stereotactic System  

Neuroinspire – neurolocate module  
Incorrect images in the IFU 

 
 

For Attention of: Neurosurgeons, Neurosurgical Theatre Staff, Hospital Device Safety Officer  
 
Contact details of local representative (name, e-mail, telephone, address etc.)* 
R Rusling 
Renishaw Mayfield SARL 
31 rue Ampère 
Chassieu  
69680 
France  
 
RNSRegulatory@renishaw.com 
 
 

 
  









     

  
 
 FSN Ref: VR-23-12.1 FSCA Ref: VR-23-12 
 
 

4 
 

 
The errors presented  also impacted historic versions of this IFU.  The identification of 1 
of the historic IFUs follow a different numeric reference type, this was then subsequently 
transferred to a new numeric reference type.  
 
Error 1 
 
H-5630-3035-A3 – neurolocate module – instructions for use (English Language, French 
Language, Spanish Language, German Language, Italian Language)  
047.0107A/EN – neurolocate module – instructions for use (English Language) 
047.0107B/DE – neurolocate module – instruction for use (German Language) 
047.0107B/FR – neurolocate module – instructions for use (French Language) 
047.0107B/IT – neurolocate module – instructions for us (Italian Language) 
 
Please note that version A was not created for German, French, Italian or Spanish 
language.  
 
Error 2  
 
H-5630-3035-A3 – neuroinspire surgical planning software for use with neurolocate 
module 
047.0107A/EN – neurolocate module – instructions for use (English Language) 
047.0107B/EN – neurolocate module – instructions for use (English Language) 
 
Details of the correct and incorrect images are detailed below : 
 
Error 1 

Correct 
 

Incorrect 
 

Figure 27 

 
 

 
Figure 28 

 

 
 

Figure 27 

 
 

 
Figure 28 
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Error 2  
 
The incorrect images where there is most likely to be confusion are detailed below. 
  

Correct 
 

Incorrect 
 

2.5 neurolocate 2D patient 
localization process 
Figure 4 

 

2.5 neurolocate 2D patient 
localization process 
Figure 4 

 
 

         Figure 27 

 
 

                            Figure 27 

 

         Figure 28 

 

          Figure 28 

 
 
A full list of images for Error 2 can be supplied upon request.  
 
 

  
 








