Unique identification of
the EEE:

Name and address of the
Manufacturer:
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EU Declaration of Conformity

Basic UDI DI: Devices:
5690967BU00048NM Proprio Foot®
5690967BU00052NC Power Knee™
5690967BU00053NE Rheo Knee®
5690967BU00053NE Rheo Knee® XC
5690967BUO00053NE Navii®
5690967BU00056NL i-Limb® Access
5690967BUOOOS6NL i-Limb® Quantum titanium
5690967BUO00056NL i-Limb® Access titanium
5690967BUO00056NL i-Digits® Quantum
5690967BUO00056NL i-Limb® Quantum
5690967BUO00056NL i-Limb® Ultra
5690967BUO0056NL i-Limb® Ultra titanium
5690967BUO0056NL i-Digits®
5690967BUO0056NL i-Digits® Access

Ossur Iceland ehf.
Grjéthals 5

110 Reykjavik
Iceland

THIS DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF THE

MANUFACTURER

THE OBJECT OF THE DECLARATION DESCRIBED ABOVE IS IN CONFORMITY WITH:

EU Community
Legislation:

Harmonized
standards:

DIRECTIVE 2011/65/EU OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL of 8 June 2011 on the restriction of the
use of certain hazardous substances in electrical and electronic
equipment

COMMISSION DELEGATED DIRECTIVE (EU) 2015/863 of 31
March 2015 amending Annex Il to Directive 2011/65/EU of the
European Parliament and of the Council as regards the list of
restricted substances

EN IEC 63000:2018. Technical documentation for the
assessment of electrical and electronic products with respect to
the restriction of hazardous substances
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Signed for and on behalf of Ossur:
Reykjavik, 2025-08-13
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Joéhanna Valdimarsdottir
VP of Quality & Regulatory



