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5. Actions planned by Philips IGT Systems to correct the issues 
 
Philips will be replacing the three (3) components in all affected systems.  Component replacements will be prioritized 
to those customers that have experienced or may be experiencing a component issue, followed by age of the PC.  
Philips will contact you to schedule a visit to replace the affected components (reference 2023-IGT-BST-027).  
 

*** 
 
Please be assured that maintaining a high level of safety and quality is our highest priority. If you need additional 
information or support concerning this issue, please contact your local Philips representative at +31 (0)40-700-1210, 
option 2, option 2, option 1. 
 
This notice has been reported to the appropriate Regulatory Agencies.   
 
Philips regrets any inconvenience caused by this matter. 
 
 
Sincerely, 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
  

Persoonsgegevens
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Appendix A – Affected Systems 
 

System Name Model Number 

Allura Xper FD10 
722003 
722010 
722026 

Allura Xper FD10 OR Table 
722022 
722033 

Allura Xper FD10/10 
722005 
722011 
722027 

Allura Xper FD10C 722001 

Allura Xper FD20 
722012 
722006 
722028 

Allura Xper FD20 Biplane 
722013 
722008 

Allura Xper FD20 Biplane OR Table 722025 

Allura Xper FD20 OR Table 
722015 
722023 
722035 

Allura Xper FD20/10 722029 
Allura Xper FD20/15 722058 
Allura Xper FD20/15 OR Table 722059 
Allura Xper FD20/20 722038 
Allura Xper FD20/20 OR Table 722039 
Allura Centron 722400 

Azurion 3 M12 
722063 
722221 

Azurion 3 M15 
722280 
722222 
722064 

Azurion 5 M12 722227 
Azurion 5 M20 722228 

Azurion 7 B12 
722067 
722225 

Azurion 7 B20 
722226 
722068 

Azurion 7 M12 
722223 
722078 

Azurion 7 M20 
 

722224 
722079 
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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.   

The Azurion series is intended for all human patients of all ages. Patient weight is limited to the specification of the 
patient table.   

 
The Allura Xper series is intended for use on human patients to perform:   

- Vascular, cardiovascular and neurovascular imaging applications, including diagnostic, interventional and 
minimally invasive procedures. This includes, e.g., peripheral, cerebral, thoracic and abdominal angiography, as 
well as PTAs, stent placements, embolization and thrombolysis.   

- Cardiac imaging applications including diagnostics, interventional and minimally invasive procedures (such as 
PTCA, stent placing, atherectomies), pacemaker implantations, and electrophysiology (EP).   

- Non-vascular interventions such as drainages, biopsies and vertebroplasties procedures.  
 
The Allura Centron uses X-Ray Fluoroscopy and Acquisition imaging for Cardiac and Peripheral procedures:  

- Vascular diagnostic and interventional procedures (Angiogram, Balloon Angioplasty, Stenting) 
- Cardiac diagnostics and interventions (PCI) 
- Pacemaker implantations and implantable defibs  
- Electrophysiology (EP) and RF ablation  
- Non-vascular interventions such as drainages, biopsies and vertebroplasty procedures 

The system is not intended for Surgical use. It is only meant for interventional use. 
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Appendix B – Cold Restart Instructions & Symptoms 
 
Perform a cold system restart every day before starting the first procedure, as follows: 

 
a) On the Review Module, press and hold “Power Off”.  
b) Release the button when the indicator light begins to flash.   
c) When the indicator light stops flashing, wait for 10 seconds. 
d) On the Review Module, press and hold “Power On”. 

NOTE: Do not operate any of the controls while the system is powering on, as this may inhibit the 
start-up process.  

If your system exhibits one or more of the following symptoms after the cold restart: 
 

1. Switch to a different viewport on the FlexVision monitor.  Upon switching viewports on the FlexVision 
monitor, FlexVision shows no image, a distorted image, a frozen image, or you are unable to switch 
between viewports (i.e., warning/error message displays “Switching not possible. Call Service”); or 
 

2. System displays a Windows “blue screen” (see example below), regardless of what specific message is 
provided on the screen.   

 
Do not use the system and contact your local Philips representative immediately. 
 

 
Example of Windows “blue screen” 

 
  












