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STATEMENT This is a custom-made medical device that has been manufactured to satisfy the design characteristics and
properties specified by the prescriber for the above-named patient. This medical device is intended for exclusive use by this patient
and conforms to the general safety and performance requirements specified in Annex 1 of the Medical Devices Regulation.

To enable our dental laboratory to comply with the Medical Devices Regulations for Post Market Surveillance patients should direct
any queries regarding the fit or performance of this appliance to the prescribing dentist.
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