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ADDENDUM I 
DECLARATION OF CONFORMITY 
Belonging to DXR-QR-0095-12 
 
List of Product Options/ Accessories 
 

• Grid Landscape for SkyPlate large 
• Grid Portrait for SkyPlate large 
• Grid Portrait for SkyPlate small 
• Grid for SkyPlate E 
• Handle for SkyPlate large  
• SkyPlate Cable 
• Dose Area Product Meter  
• Portable Panel Protector  
• Mobile Detector Holder 
• Detector Holder Patient Bed 
• WPD Hygenic Bag – Large 
• WPD Hygenic Bag – Small 
• SkyPlate Charger 2EZ  
• Battery for SkyPlate 
• SkyPlate Detector large  
• SkyPlate Detector small 
• SkyPlate E Detector 
• SkyFlow 
• SkyFlow Plus 
• Wireless remote control 
• long sliding Column 
• 20/40kW Generator 
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ADDENDUM II 
DECLARATION OF CONFORMITY 
Belonging to DXR-QR-0095-12 
 
The products and their options listed above have been tested in a typical configuration as described in 
the Manufacturer’s accompanying documentation, and are fully compliant with the standards listed 
below. Additionally the products listed above have been designed, manufactured, tested, and found to 
be compatible with the devices and accessories described by the manufacturer in the devices 
accompanying documentation: 
 
Product Safety Standards – General Standard: 

EN 60601-1:2006/A1:2013 
(Ed. 3.1) 

Medical electrical equipment – Part 1: General requirements for 
basic safety and essential performance 

 
Product Safety Standards – Particular Standards: 

EN 60601-2-28:2010 
 

Medical electrical equipment – Part 2-28: Particular requirements for 
the basic safety and essential performance of X-ray tube assemblies 
for medical diagnosis 

EN 60601-2-54:2009 Medical electrical equipment – Part 2-54: particular requirements for 
the basic safety and essential performance of X-ray equipment for 
radiography and radioscopy 

 
Product Safety Standards - Collateral Standards 

EN 60601-1-2:2015 
 
 

Medical electrical equipment. Part 1-2: General requirements for 
basic safety and essential performance. Collateral Standard: 
Electromagnetic disturbances. Requirements and tests 

EN 60601-1-3:2008/A1:2013 
(Ed.2) 
 

Medical electrical equipment -- Part 1-3: General requirements for 
basic safety and essential performance – Collateral Standard: 
Radiation protection in diagnostic X-ray equipment 

EN 60601-1-6:2010 Medical Electrical Equipment – Part 1-6: Usability 
 

Other relevant Standards 

EN 62304:2006 Medical Device software – software life cycle processes 
EN ISO 14971:2012 Medical Devices – Application of risk management to medical devices 
EN 62366:2008  
 

Medical devices – Application of usability engineering to medical 
devices 
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