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TO WHOM IT MAY CONCERN 

 

I, Ailish Flynn, as duly authorized Regulatory Affairs Specialist at, and on behalf of, Beckman Coulter Ireland 

Inc., a manufacturing site located at Lismeehan, O’Callaghan’s Mills, Co. Clare, Ireland hereby confirm that 

as part of a system update to all AU products, the IFU will read as: AU/DxC AU where it was previously 

“AU” where reference is made to the analyzers.   

Change Description:  

Insert “/DxC AU” to align with the preferred branding for Beckman Coulter AU Chemistry Analyzers. This 

is a system driven update. See example redline below:  

 

 

Justification/Rationale for Change:  

Updating to “Beckman Coulter AU/DxC AU analyzers” ensures the full panel of analyzers are accounted 

for. There have been no changes to the analyzers.  

There has been no change to the intended use, shelf-life, manufacturing site, formulation or function of 

AU products as a result of the stated changes.  

 
Signed on behalf of Beckman Coulter Ireland Inc.,   
 

 

 

 

Date:   

 

 

 

 

 

 

 

 

______________________________ 

Ailish Flynn 

Regulatory Affairs Specialist  
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