ORANGE MEDICALS

Declaration of conformity

Orange Medicals B.V.
Sluiskade 1A
9601LA Hoogezand
The Netherlands

Hereby declares under our sole responsibility as the legal manufacturer that the product specified
below meet the essential health and safety requirements and is in conformance with the provisions
of the Regulation (EU) 2017/745 of the European Parliament and of the Council on medical devices.

The product(s) specified below is “technical aid for the disabled”, classified as Class | medical device.
The classification is based on the requirements of Rule 1 of annex VIII of the Regulation (EU) 2017/745.

Article number UDI Description
5008001 (01)8718444880271 Crutches Black
5008003 (01)8718444880769 Crutches Blue
5008004 (01)8718444880288 Crutches Red
5008005 (01)8718444880295 Crutches Silver
5008016 (01)8718444882497 Crutches Pink

And the associated accessoiries

Article number UDI Description

5008128 (01)8718444882800 Cover cap handle crutches black
5008129 (01)8718444882817 Cover cap handle crutches grey
5008103 (01)8718444880202 Rubber tip black 22 mm
5008104 (01)8718444880394 Rubber tip grey 22 mm

Harmonised standards used for conformity
EN 1985:1998, NEN-EN-ISO 11334-1:2007, NEN-ISO 24415, NEN-EN 12182
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Sluiskade 1A

9601LA Hoogezand
The Netherlands

z‘/
J_,/_'a
/_,

\
\\
¥

(
b

\j/\

{

F. Noordhuis, Director
19-12-2023
Hoogezand, The Netherlands
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