ndd Medizintechnik AG
Technoparkstrasse 1, CH-8005 Zdrich, Switzerland
Tel +41 (44) 445 25 30, Fax +41 (44) 445 25 31, E-Mail

EC Declaration of Conformity

Manufacturer: ndd Medizintechnik AG

Address: Technoparkstrasse 1
CH-8005 ZUrich, Switzerland

declares under its sole responsibility, that the product

Product designation: Spirometers and Accessories

Product name: EasyOne™ and Accessories: - Spirettes
- Screen Connector
- EasyWare

EasyOne has been classified as Class lla and is in conformity with the essential
requirements and provisions of Council Directive 93/42/EEC.

Accessories for EasyOne™have been classified as Class | and meet all of the
provisions of the Directive 93/42/EEC,

is in conformity with the following standards tfransposing harmonized standards:

EN 1041:1998

EN ISO 14971:2000 and A1 : 2003

EN 60601-1: 1990 and A1 :1993 and A2 : 1995
EN 60601-1-1: 2001

EN 60601-1-2: 2001

EN 60601-1-4: 1996 and Al: 1999

is subject to the procedure set out in ISO 9001:2008, ISO 13485:2003, and in Annex 2
of Directive 93/42/EEC under the supervision of Notified Body Number 0120, SGS
United Kingdom Ltd Systems & Services Certification 202B Worle Parkway, Weston-
super-Mare, 8522 WA UK

Zurich, January, 26, 201
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