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Medical Device Sector   الطبية والمنتجات الأجهزة قطاع 

Surveillance & Biometrics Executive Department 
  

 الحيوية والقياسات للرقابة التنفيذية الإدارة
     

Safety Communication                                                  رسالة سلامة   
 

HeartStart XL+ rotary therapy selector switch may fail 

Device/ Product Description: 
 

HeartStart XL+ Defibrillator/Monitor. 

 

Brand: 

 

 

HeartStart XL  

 

Lot/Serial Number: 

 

 

Model number 861290 manufactured prior to 1 May 2017 

 

Manufacturer: 
 

Philips Healthcare 

 

Problem: 

 

The Philips HeartStart XL+ Defibrillator/Monitor rotary therapy 

selector switch may fail, resulting in unexpected device behavior. 

These behaviors include: 

 The device may not turn on 

 The device may not perform the selected function 

 The device may deliver a shock with an energy level 

different from the setting selected by the user. 

 

Recommendation/Actions: 

 

- Philips will contact you to arrange for repair of your unit 

once parts are available. 

- Philips will install a replacement switch in affected devices 

at no charge to the customer. 

 

 

For more information Please click here 

 

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14914
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Devices/Products photo: 

 

 

 
 

Authorized Representative 

Details 
AR name: Philips Healthcare 

Assigned Contact 

Person: 
Mohammad Alsamhan 

Mobile/Phone: 0503879145 

Email: sfda.sa.met@philips.com 
 


