Medical Instruments

EU DECLARATION OF CONFORMITY
We, Amplivox Limited, declare under our sole responsibility that:

e The product detailed below is in conformity with the essential requirements and
provisions of Council Directive 2004/108/EC concerning Electromagnetic
Compatibility, and Council Directive 2011/65/EU concerning the restriction of the
use of certain hazardous substances in electrical and electronic equipment.

e The product detailed below complies with the following Standards:

IEC 61000-6-1:2005 Electromagnetic compatibility (EMC). Generic
EN 61000-6-1:2007 standards. Immunity for residential, commercial and
light-industrial environments

IEC 61000-6-3:2006 Electromagnetic compatibility (EMC). Generic
EN 61000-6-3:2007 standards. Emission standard for residential,
commercial and light-industrial environments

e Our Quality Management System complies with the requirements of ISO
13485:2016 under the supervision of TUV SUD Product Service GmbH,
RidlerstraRe 65, 80339 Munich, Germany.

Description of Equipment: Electro-acoustic ear simulator
Model Number: ER75
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