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This custom-made medical device has been manufactured according to the design specifi by the p for the named patient. It is intended exclusively for this

patient and complies with the General Safety and Performance Requirements outlined in Annex | of the Medical Dewces Regulations.Manufacturing was carried out by TDK LAB LTD
and/or New Star Dental Lab (1/F, 41 Ma Wan New Village, Pamei Road, Tung Chung, Lantau Island, Hong Kong), with final inspection by TDK LAB LTD, acting as the UK Responsible

Person.If any materials were supplied by the prescrlber, full compllance wnh essential
based on the p

q However, a risk assessment has determined minimal risk,
P! ility to provide materials from CE-marked or appropriately registered sources.




