
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________

 

 

EU Declaration of Conformity 

 

Document Number:  DoC_IVDR_IMMULITE 2000_AC      Version: 1.0 
Siemens Healthcare Diagnostics Unrestricted Page 1 of 2 

 
 

 

Siemens Healthcare Diagnostics Inc. hereby declares that the medical device(s) specified on the following page 
conform(s) to all applicable requirements of REGULATION (EU) 2017/746 for in vitro diagnostic medical devices. 

 

Legal Manufacturer 

Name and Address Siemens Healthcare Diagnostics Inc.  
62 Flanders Bartley Road 
Flanders, NJ 07836, USA 

Single Registration Number (SRN) US-MF-000016337 

Place(s) of Manufacture 

Name and Address CTP Mitcham  
47 Wates Way, Mitcham,  
Surrey, CR4 4HR, UK 

Authorized Representative 

Name and Address Siemens Healthcare Diagnostics Manufacturing Ltd. 
Chapel Lane  
Swords, Co. Dublin, Ireland 

Single Registration Number (SRN) IE-AR-000006763 
 

 
 
 
 
 
 
 
 
 
This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Inc.. 

This declaration of conformity supersedes any declaration issued previously for the same product. 

On Behalf of Siemens Healthcare Diagnostics Inc.: 
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