Obligations of manufacturers

Assessment of the risks associated with a product

(1) Product-related essential requirements (Annex |, Section 1)
(2) Vulnerability handling essential requirements (Annex 1, Section 2)
(3) Technical file, including information and instructions for use (Annex Il + V)

Conformity assessment, CE marking, EU Declaration of Conformity (Annex V)

Continued compliance with vulnerability handling essential requirements
throughout the product life time (Annex |, Section 2)

Design and Maintenance phase

development (5 years or across product lifetime,
phase whichever is shorter)

Obligation to report to ENISA within 24 hours:

Reporting
(1) exploited vulnerabilities obligations
(2) incidents having an impact on the security of the product to continue
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