
 

SG-1912-154-H                                                                                                                                                            01/12/2019                                                                                                                                                                                            

 
 

 
 

Medical Device Sector   الطبية والمنتجات الأجهزة قطاع 

Surveillance & Biometrics Executive Department 
  

 الحيوية والقياسات للرقابة التنفيذية الإدارة
     

Safety Communication                                                  رسالة سلامة   
 

Foot and Ankle Instruments (Drill  Tap and Countersink) tips may break  

Device/ Product Description: 
 

Foot and Ankle Inst. (Drill / Tap and Countersink) 

 

 

Brand: 

 

 

NORMED 

 

 

Lot/Serial Number: 

 

 

502015106 , 502015107 , 502015114 , 502015115 , 502015120 , 

502015124 , 502015130 , 502015131 , 502015136 , 502015137 , 

502015142 , 502015145 , 502015146 , 502015206 , ST502015206 

, 502015207 , ST502015207 , 502015208 , ST502015208 , 

502015211 , 502015212 , ST502015212 , 502015213 , 502015216 

, ST502015216 , 502015217 , ST502015217 , 502015218 , 

502015402 , ST502015402 , 502015403 , ST502015403 , 

502015619 , ST502015619 , 502015620 , ST502015620 , 

ST502015621 , 502015623 , ST502015623 , 502015628 , 

ST502015628 , 502015629 , 502015630 , ST502015630 , 

502015631 , ST502015631 , 502015634 , 502015635 , 

ST502015635 , 502015636 , 502015637 , 502015638 , 502015640 

, ST502015640 , 502015650 , ST502015650 , 502015706 , 

ST502015706 , 503002041 , 503004177 , 503004341 , 503004342 

, 503004351 , 503004352 , 503004353 , 503004541 , 

ST503004541 , 503004542 , ST503004542 , 28.66.110 , 28.66.111 

, ST28.66.111 , 28.66.112 , 28.66.113 , ST28.66.113 

 

Manufacturer: 
 

Zimmer, INC 

 

Problem: 

 

Zimmer Biomet received a certain number of complaints reporting 

tip breakages. An investigation identifies that Normed 

Medizin Technik GmbH possibly manufactured certain lots from a 

different material than defined in the applicable specifications. 
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Recommendation/Actions: 

 

1. Review this notice and ensure that affected personnel are 

aware of the contents. 

2. If you have affected product at your facility, assist your 

Zimmer Biomet sales representative and quarantine all 

affected product. Your Zimmer Biomet sales representative 

will remove the affected product from your facility. 

 

For more information, Please click here. 

 

Devices/Products photo: 

 

 

 

 

 
Authorized Representative 

Details 
AR name: Medical Regulations Gate 

Assigned Contact 

Person: 
Ameen almuslimani 

Mobile/Phone: 011 2934961  

Email: ameen@mr-gate.com  
 

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14113
mailto:ameen@mr-gate.com

