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EU Declaration of Conformity

GERMANY, S.A.
08755 Castellbisbal (BCN)

In compliance with Appendix Ill of the EU Directive 2014/30/UE Low Voltage
In compliance with Appendix IV of the EU EMC 2014/35/UE

The manufacturer:
Germany, S.A.
P.I. STA. RITA — CRTA. B-150 ESQ. C/ COMUNICACIONES
08755 CASTELLBISBAL (Spain)

hereby declares that the electrical equipment given below
Medical —-K/GERMANY - 4500

regarding their design and concept, as well as the type of design supplied by the manufacturer are
conform to the Directives:

Directive 2014/30/UE Low Voltage
Directive 2014/35/UE Electromagnetic Compatibility

Applied harmonized standards:

IEC 60601-1:2005 (Third Edition) + CORR. 1:2006 CORR. 2:2007 + A1:2012
EN 60601-1:2006/A1:2013
IEC 60601-1:2005, COR1:2006, COR2:2007, AMD1:2012
IEC 60601-1-2:2014

Any modification or change of the product without the approval of the manufacturer, which
affect the technical data as well as the designated use, in other words which change the drive
system in a considerable way, void the validity of this declaration.

Castellbisbal, 15.07.2021
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