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Assessment. Secondary reproduction. 13(3)(b)(ii) is the paragraph cited in the post. The page's own
footer carries the Article 113(c) application dates, which match the dates the Digital Omnibus set.

Claims drawn from this source. CLAIM-2026-10-10-07, CLAIM-2026-10-10-08

Article 13(3)(b)(ii) requires the instructions for use to state the level of accuracy the
high-risk system is expected to reach, including its metrics, together with the robustness
and cybersecurity levels against which it has been tested and validated. The key phrase
is 'the level of accuracy, including its metrics, robustness and cybersecurity'. The
instructions must also disclose known and foreseeable circumstances that may affect
those expected levels.

Application dates printed on the page, under Article 113(c): 2 December 2027 for
high-risk systems under Annex III, 2 August 2028 for high-risk systems under Annex I.
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