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Aug 12, 2017 

 
Field Safety Corrective Action Notification 

Gentian Cystatin C Calibrator Kit 
 

REF 
  

A52763 
0006  31-Oct-2017 

0008 9-Nov-2017 

 
Dear Beckman Coulter Customer, 
copy  Chairman Medical Board and Relevant Head of Departments 
 
Gentian AS has requested Beckman Coulter to distribute the attached letter concerning the 
Gentian Cystatin C Calibrator Kit. 
 

ISSUE: Refer to the attached letter from Gentian AS 

IMPACT: Refer to the attached letter from Gentian AS 

ACTION: To request replacement of unused product: 

 Complete the attached “Replacement Order Form” and  
fax to (866) 294-7850 OR 

 Call Client Services at (800) 526-3821 and select Option 1  

 
Please share this information with your laboratory staff and retain this notification as part of your 
laboratory Quality System documentation.  If you have forwarded any of the affected product(s) 
listed above to another laboratory, please provide them a copy of this letter.  
 
Please complete and return the enclosed Response Form within 10 days so we are assured you 
have received this important communication 
 
If you have any questions regarding this notice, please contact our Customer Support Center  

 Via our website, http://www.beckmancoulter.com/customersupport/support 

 Via phone, call 1-800-854-3633 in the United States  

 Outside the United States, contact your local Beckman Coulter Representative.  
 
We apologize for any inconvenience that this caused your laboratory. 
 
Sincerely, 

 

David G. Davis 
Director Quality and Regulatory Affairs 
 
 
 

 

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned herein are trademarks or 

registered trademarks of Beckman Coulter, Inc., in the United States and other countries. 
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