| SUNRISE
7 MEDICAL

Declaration of Conformity

Manufacturer: Sunrise Medical
Respiratory Products Division.
Address: 100 DeVilbiss Drive, Somerset, PA 15501
Product Designation: DeVilbiss® Suction Unit
Type, Model: 8800 xxxx Series

We herewith declare that the above mentioned product complies with the requirements of EC
Directive 93/42/EEC and the following;:

Class: II a, Rule 2

Quality System Standards applied: ISO9001/EN46001/ISO13485

Notified Body RWTUV

MDD Annex I Applied

Safety Standards Applied: EN 60601-1 /TEC 601-1:1988 including A1:1991 and A2:1995

CAN/CSA C22.2 No. 601-1-M90
UL 60601-1:2003
ISO 10079-1:1991

EMC Compliance To: EN 60601-1-2 (2001)
ENS55011 Class B
For Battery Operation Only: RTCA/DO-160D, Section 21 , Category M for Airline Use
Place: Somerset, PA
Signature: ,
o /P>
Name: ames P. Froehlich

Title: Quality Manager

European Contact:  Sunrise Medical Ltd.
High Street
Wollaston West Midlands DY8 4PS
England 0044
44-138-444-6688



