Classification Rationale Physiotherapy Eye Masks

Rationale  

1. It is a Class1 medical device and can be self-declared as CE Marked.

1. Non Invasive device

2. Rule 1 Either does not touch patient or contact only intact skin
2. It is exempt in the USA from the (510K0 requirement. See Documentation on Billiband which can be used to predicate  the EyeMask

3. In Australia it is exempt from TGA as it is Class1
