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Ref No

Rev No.

Issue Date

Design output Review

Medical Device name: xxxxxx

Stage item Outputs method of design output | verify
requirements verification
product basic
requirements
raw materials,
component
parts, and sub-
assembilies,
Biological/ must be Biocompatible Done
T0x191ty biocompatible test according to Biocompatibility
requirement tests
per ISO 10993. the ISO-10993 | _All tests are
passed
AT folder
Label and
IFU

This is an example of some points only, so the manufacturer can increase or change this points
regarding manufacturing process




