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Medical Device Sector   الطبية والمنتجات الأجهزة قطاع 

Surveillance & Biometrics Executive Department 
  

 الحيوية والقياسات للرقابة التنفيذية الإدارة
     

Safety Communication                                                  رسالة سلامة   
 

A permanent pump motor stall will result in cessation of drug infusion 

therapy 

Device/ Product Description: Implantable Infusion Pump 

Brand: SynchroMed® II 

Lot/Serial Number: 

 

Product/Model number Serial number 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV650397H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV650373H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV650356H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV650318H 

PUMP 8637-40 SYNCHROMED II L105 NGV611400H 

PUMP 8637-40 SYNCHROMED II L105 NGV611371H 

PUMP 8637-40 SYNCHROMED II L105 NGV611330H 

PUMP 8637-40 SYNCHROMED II L105 NGV611320H 

PUMP 8637-40 SYNCHROMED II L105 NGV611180H 

PUMP 8637-40 SYNCHROMED II L105 NGV611161H 

PUMP 8637-40 SYNCHROMED II L105 NGV611136H 

PUMP 8637-40 SYNCHROMED II L105 NGV611133H 

PUMP 8637-40 SYNCHROMED II L105 NGV611127H 

PUMP 8637-40 SYNCHROMED II L105 NGV611125H 

PUMP 8637-40 SYNCHROMED II L105 NGV611113H 

PUMP 8637-40 SYNCHROMED II L105 NGV611103H 

PUMP 8637-40 SYNCHROMED II L105 NGV611090H 

PUMP 8637-40 SYNCHROMED II L105 NGV611087H 

PUMP 8637-40 SYNCHROMED II L105 NGV611082H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV003498H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV003443H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV002008H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV002006H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV002005H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV002003H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV001997H 
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PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV001665H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV001644H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV001640H 

PUMP 8637-40 SYNCHROMED II L088 E-MANUAL NGV001465H 

PUMP 8637-20 SYNCHROMED II L105 NGP615505H 

PUMP 8637-20 SYNCHROMED II L105 NGP615491H 

PUMP 8637-20 SYNCHROMED II L105 NGP615490H 

PUMP 8637-20 SYNCHROMED II L105 NGP615488H 

PUMP 8637-20 SYNCHROMED II L105 NGP615487H 

PUMP 8637-20 SYNCHROMED II L105 NGP615479H 

PUMP 8637-20 SYNCHROMED II L105 NGP615475H 

PUMP 8637-20 SYNCHROMED II L105 NGP612852H 

PUMP 8637-20 SYNCHROMED II L105 NGP612849H 

PUMP 8637-20 SYNCHROMED II L105 NGP612848H 

PUMP 8637-20 SYNCHROMED II L105 NGP612844H 

PUMP 8637-20 SYNCHROMED II L105 NGP612841H 

PUMP 8637-20 SYNCHROMED II L105 NGP612839H 

PUMP 8637-20 SYNCHROMED II L105 NGP612837H 

PUMP 8637-20 SYNCHROMED II L105 NGP612835H 

PUMP 8637-20 SYNCHROMED II L105 NGP612834H 

PUMP 8637-20 SYNCHROMED II L088 E-MANUAL NGP002152H 

PUMP 8637-20 SYNCHROMED II L088 E-MANUAL NGP002078H 

PUMP 8637-20 SYNCHROMED II L088 E-MANUAL NGP002076H 

PUMP 8637-20 SYNCHROMED II L088 E-MANUAL NGP002056H 

PUMP 8637-20 SYNCHROMED II L088 E-MANUAL NGP002048H 

PUMP 8637-20 SYNCHROMED II L088 E-MANUAL NGP002030H 

 

 

Manufacturer: Medtronic 

Problem: 

A permanent pump motor stall (due to the presence of foreign 

particles from a manufacturing process) will result in cessation of 

drug infusion therapy, which may result in return of underlying 

symptoms and/or withdrawal symptoms. For patients receiving 

intrathecal baclofen therapy, there exists the risk for Baclofen 

Withdrawal Syndrome, which can lead to a life-threatening 

condition. 

Recommendation/Actions: 

 

• Forward this notice to all those who need to be aware within 

your hospital. 

• Identify and quarantine all unused affected product in your 

inventory. 

• Return all unused affected product in your inventory to 

Medtronic authorized representative.  

 

You can find more information and recommendations from (HERE). 

 

https://ncmdr.sfda.gov.sa/FileDownLoad.ashx?f=ca&fid=8558


 

SG-1910-127-H                                                                                                                                                            16/10/2019                                                                                                                                                                                            

 

 

Devices/Products photo: 

 
Authorized Representative 

Details 
AR name: Medtronic Saudi Arabia LLC 

Assigned Contact 

Person: 
Faisal Matbuli 

Mobile/Phone: +966 11 4048884 

Email: Ksa.ra@medtronic.com 
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