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Regulation (EU) 2017/745 of the European Parliament and of the Council
of 5 April 2017 on medical devices, amending Directive 2001/83/EC,

Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing
Council Directives 90/385/EEC and 93/42/EEC (Text with EEA relevance)

CHAPTER III

IDENTIFICATION AND TRACEABILITY OF DEVICES, REGISTRATION OF
DEVICES AND OF ECONOMIC OPERATORS, SUMMARY OF SAFETY AND

CLINICAL PERFORMANCE, EUROPEAN DATABASE ON MEDICAL DEVICES

Article 30

Electronic system for registration of economic operators

1 The Commission, after consulting the MDCG, shall set up and manage an electronic
system to create the single registration number referred to in Article 31(2) and to collate and
process information that is necessary and proportionate to identify the manufacturer and, where
applicable, the authorised representative and the importer. The details regarding the information
to be provided to that electronic system by the economic operators are laid down in Section 1
of Part A of Annex VI.

2 Member States may maintain or introduce national provisions on registration of
distributors of devices which have been made available on their territory.

3 Within two weeks of placing a device, other than a custom-made device, on the market,
importers shall verify that the manufacturer or authorised representative has provided to the
electronic system the information referred to in paragraph 1.

Where applicable, importers shall inform the relevant authorised representative or
manufacturer if the information referred to in paragraph 1 is not included or is incorrect.
Importers shall add their details to the relevant entry/entries.


