
Certificate 

Quality Management System 
EN ISO 13485:2016 
EN ISO 13485:2016/AC:2018 
EN ISO 13485:2016/A11:2021 
  

 Registration No.:  SX 1009664-1 

 Certificate Holder:  Canon Medical Systems Europe B.V. 
 Bovenkerkerweg 59 
1185 XB Amstelveen 
Netherlands 

 

The Certification Body of TÜV Rheinland LGA Products GmbH certifies that the organization has established and applies 
a quality management system for medical devices.  
Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality 
management system is subject to yearly surveillance. 

 Report No.:   1161231 120 

 Effective date:   2024-10-21 

 Expiry date:  2027-10-20 

 Issue date:  2024-10-11 

 Replaces certificate SX 1009664-1 issued 2023-08-31 

This certificate can be validated on https://www.certipedia.com  

 Dipl.-Ing. F. Pilatus 
TÜV Rheinland LGA Products GmbH 

Tillystraße 2 · 90431 Nürnberg · Germany 
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Scope:  Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical diagnostic 
imaging related equipment 
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The scope of certification also covers the following sites: 

 
 

No. Facility Scope 

/01 c/o Canon Medical Systems Europe B.V. 
Bovenkerkerweg 59                                                               
1185 XB Amstelveen                                                             
Netherlands 

Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical 
diagnostic imaging related equipment 

/02 c/o Canon Medical Systems GmbH 
Industriezentrum NÖ-Süd 
Ricoweg 40                                                                      
2351 Wiener Neudorf                                                             
Austria 

Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical 
diagnostic imaging related equipment 

/03 c/o Canon Medical Systems 
Belgium NV/SA 
Ikaros Park, Ikaroslaan 49                                                      
1930 Zaventem                                                                   
Belgium 

Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical 
diagnostic imaging related equipment 

/04 c/o Canon Medical Systems AG 
Richtistrasse 9                                                                 
8304 Wallisellen                                                                
Switzerland 

Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical 
diagnostic imaging related equipment 

/05 c/o Canon Medical Systems GmbH 
Hansemannstr. 67                                                                
41468 Neuss                                                                     
Germany 

Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical 
diagnostic imaging related equipment 

/06 c/o Canon Medical Systems France SAS 
2 Rue du Port aux Vins                                                          
et 24 Quai Gallieni                                                             
92150 Suresnes                                                                  
France 

Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical 
diagnostic imaging related equipment 

/07 c/o Canon Medical Systems S.r.l. 
Via Carlo Veneziani 58                                                          
00148 Rome                                                                      
Italy 

Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical 
diagnostic imaging related equipment 
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The scope of certification also covers the following sites: 

/08 c/o Canon Medical Systems S.A. 
Camino de la Zarzuela, 19-3a planta                                             
28023 Aravaca (Madrid)                                                          
Spain 

Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical 
diagnostic imaging related equipment 

/09 c/o Canon Medical Systems S.A. 
Lagoas Park Edíficio 15                                                         
Piso 0-1                                                                        
2740-262 Porto Salvo                                                            
Portugal 

Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical 
diagnostic imaging related equipment 

/10 c/o Canon Medical Systems Ltd. 
Boundary Court 
Gatwick Road                                                                    
Crawley                                                                         
West Sussex                                                                     
RH10 9AX                                                                        
United Kingdom 

Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical 
diagnostic imaging related equipment 

/11 c/o Canon Medical Systems 
Sweden filial 
Krokslätts Fabriker 16                                                          
SE-431 37 Mölndal                                                               
Sweden 

Marketing, sales, distribution, installation, maintenance, 
servicing, training and general support of medical 
diagnostic imaging related equipment 
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