List of Regulatory Requirements

1. General Information

This document lists the applicable standards, norms and regulations for the
medical device.

It is regularly updated pursuant to the SOP Update of Regulations and implica-
tions of changed requirements are assessed.

Regulatory references:
o ISO 13485:2016 Sections 5.6.2 and 7.3.3

Use this template to give yourself an idea of the necessary structure
and contents. Ideally, this documentation is maintained best in a
spreadsheet / excel file format.
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4. Standards and Norms


https://eur-lex.europa.eu/eli/reg/2016/679/oj
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