EC DECLARATION OF CONFORMITY

Scope — This declaration of conformity covers the Medical
Vacuum Suction Regulators:

SAM50, SAM51, SAM52, SAMS53,
SAM54

Applied Directives and Standards —
e EC Medical Device Directive 93/42/EEC
e BSENISO 10079-3:2009

We MG Electric (Colchester) Ltd as manufacturer of medical suction
equipment, declare that our medical vacuum suction regulator group of
products has been classified as Class lla in accordance with Annex IX
and meet the essential requirements and provisions which apply to
them as defined in Article 3 and 11 and as set out in Annex | of the EC
Medical Device Directive 93/42/EEC.

We operate a Quality System in accordance with BS EN ISO 9001:
2008 and BS EN I1SO 13485 : 2003 standards. We have demonstrated
compliance with Annex V (Production Quality Assurance) and Annex
VIl of the EC Medical Device Directive 93/42/EEC and we have
appointed British Standards Institute as our Notified Body to provide
certification services as required by the Medical Device Directive. As
such we are entitled to use the CEQ086 licence mark as shown below.
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Signed for and on behalf of: /
MG Electric (Colchester) Ltd /’Z/’—‘—a
Unit 1 Altbarn Close, Colchester A/' %6

Essex CO4 9HX, United Kingdom

Tel: +44(0)1206842244 Graham Martin

Email: sales@mgelectric.co.uk Managing Director
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