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Appendix A – Affected Systems and Intended Use 

The Azurion series is intended for use to perform:   

• Image guidance in diagnostic, interventional, and minimally invasive surgery procedures for the 
following clinical application areas: vascular, non-vascular, cardiovascular, and neuro 
procedures.  

• Cardiac imaging applications including diagnostics, interventional and minimally invasive surgery 
procedures.   

• Additionally:  
o The Azurion series can be used in a hybrid operating room.  
o The Azurion series contains a number of features to support a flexible and patient-

centric procedural workflow.  
o The Azurion series is intended for all human patients of all ages. Patient weight is limited 

to the specification of the patient table.   

This correction applies to the following Philips Azurion R4.0 systems: 
Model Number System Product Name 

722078 Azurion 7 M12 

722079 Azurion 7 M20 

722223 Azurion 7 M12  

722224 Azurion 7 M20 

722227 Azurion 5 M12 

722228 Azurion 5 M20 

The System Product Name and Model Number can be found on the System Identification Label located 
on the System stand (Figure 1). The software release version of the Philips Azurion systems can be 
identified during start-up (Figure 2). 
 

 
 

Figure 1- System Identification Label Figure 2- System Startup Screen 

 

Systems affected by Issue 4 – Misalignment of Marker Tool Overlay  
The Marker Tool functionality is only available when the license option is installed. To verify whether this 
option is available on your system, follow the next steps: 

 
a) Select the Processing task in the task selection panel on the Touch 

Screen Module (TSM) or Control room  
 

b) Click Markers on the toolbar of the viewport 
 
 
Note: If the Markers icon is not visible, this license is not available on your system.  

 
 


