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RoHS 2 Declaration of Conformity

The EU Directive 2011/65/EU (referred to as RoHS 2 Directive) restricts the use of certain hazardous
substances in electronic and electric equipment. It came into effect on 21 July 2011. This directive
substantially updated and amended the original RoHS 1 Directive 2002/95/EC. Medical Devices

are under Category 8 and were initially excluded from meeting the requirements. This exemption has
been removed from the revised directive meaning Medical Devices must be compliant with RoHS 2
from 22nd July 2014.

MGE declares that all of its electrical and electronic Medical Products are compliant with EU Directive
2011/65/EU on the Restriction of Hazardous Substances (RoHS 2).

Basis of Compliance

Substance amounts, if present, are below the required limits in the following table.

Substance Allowable Limit
Lead (Pb) 0.1% (1000 ppm)
Mercury (Hg) 0.1% (1000 ppm)
Cadmium (Cd) 0.01% (100 ppm)
Hexavalent Chromium (Cr 6+) 0.1% (100 ppm)
Polybrominated Biphenyls (PBB) 0.1% (100 ppm)
Polybrominated Diphenyl Ether (PBDE) 0.1% (100 ppm)

This Declaration of Conformity is based on the RoHS Declarations of Conformity received from MGE
component suppliers. MGE makes every effort to ensure the correctness of supplier Declarations of
Conformity and accepts no responsibility or liability as a result of inaccuracies of component supplier's
declarations.

MGE remain dedicated to ensuring the continued and successful implementation of this program
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Graham Martin
Managing Director & Quality Manager
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Manufacturers of SAM medical suction units, WEBCON slitting and rewinding machinery and PRESSMATE print circulation & dampening units.
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