POWER

breathe

European Council Directive 93/42/EEC (as amended)
Concerning Medical Devices

DECLARATION OF CONFORMITY
Certificate No: 006

The undersigned, being this company’s designated person established in the European Community,
declares that the products named and listed on this certificate meet the provisions of this Council Directive
that apply to them and the CE mark may be affixed.

General Product Name: POWERbreathe K-Series
Plant of Manufacture: POWERbreathe International Limited*
Northfield Road
Southam
Warwickshire
CV47 OFG?
Intended Use: Training the inspiratory muscles
Sterile: No
Measuring Function: No
Directive Classification No. 1
Harmonised Standards: EN 60601-1:2006

EN 60601-1-2:2007
EN 14971:2012

EN 1SO 10993-1:2009
EN 1SO 10993-5:2009
EN 1SO 10993-10:2009
EN 1041:2008

EN 15223-1:20012

Signed: P% Date: 15/04/15

Name: Darren Hoe Yung Lam

Position: Product Design Manager

! Formally known and is registered as HaB International Limited
2 Was POWERbreathe International Limited, Northfield Road, Southam, Warwickshire. CV47 ORD
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