Declaration of Conformity

RESPIRONICS®

www.respironics.com

We, declare under our sole responsibility that the product(s) listed below to which this
declaration relates, are in conformity with the applicable standards following the provisions
of Directive 93/42/EEC of 14 June 1993, concerning medical devices. As required by Annex
Il of the above Directive, this Declaration is supported by the EC Certificate and Respironics

Technical File Documentation referenced below.

Manufacturer: Authorized Representative:

Respironics California, Inc.

2271 Cosmos Court

Carlsbad, California, 92011 USA
760-918-7300

Respironics Deutschland
Gewerbestrasse 17
82211 Herrsching
Germany
011-49-8-15-29-30-60

Notified Body: EC Certificate Number and Date:
BSI Number CE 77275
Number 0086 September 14, 2008

Conformity Assessment

Route: Annex I Full Quality Assurance System
Product Category: Non Invasive Ventilator+
Technical File: Respironics V60 Ventilator

Part Number/Description: Reference attached list

Product Classification: lib Classification Rule: Rule 11

Harmonized Standards: ISO 13485 EN 60601-1 IEC 60601-1-8
ISO 15223 EN 60601-1-2 |IEC 60601-2-12
EN 980 IEC 60601-1-4

Date of Issue/Update of May 18, 2009
Declaration:

Approved By/Title: Management Representative

P i

Vernon Trimble, VP, Quality Assurance and Regulatory Affairs

Signature: %

Form QST4-4310 Rev G Page 1 of 2

e <o/
e Lot b

1061141MC, Rev. A








