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The device conforms to the essential requirements (Part II of the UK MDR 2002, Annex I [as modified by part of 
schedule 2A to the UK MDR 2002]) 

The device conforms to the GSPR requirements of Annex I of MDR (Medical Devices Regulation) (2017/745) 
(MDR)
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                                      Emergo Europe, Westervoortsedijk 60, 6827 AT Arnhem, The Netherlands

Approved By: Martin Matthews, PRRC      Date:22/03/2023  
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All products will be accompanied by the following statement in line with Annex XIII of (EU) 2017/745   

DMO Custom-Made Medical Device

Statement by Manufacturer

This custom-made medical device has been manufactured to the prescription attached and is intended for the 
exclusive use of:   
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