Declaration of Conformity

Applications of Council Directive:
93/42/EEC Medical Devices Directive

Ce

0413

Standards to which conformity is declared

EN 60601-1, IEC 60601-2-30, EN 60601-
1-2:2001 (EMC), EN 1060-1, EN 1060-3,
“Non-Invasive Sphygmomanometers —
General Requirements &Supplementary
Requirements for Electro-Mechanical BP
Measuring Systems”, AAMI SP10

Manufacturer’s name and address

SunTech Medical, Inc.
507 Airport Boulevard, Suite 117
Morrisville, NC 27560-8200 USA

Importer’s name and address

SunTech Medical, Ltd. Europe
Oakfield Industrial Estate

Stanton Harcourt Rd.

Eynsham, Oxfordshire OX29 4TS
England

Type of Equipment

Oscar 2™, Oscar 2 PowerPack™, Oscar 2
Express™ Non-Invasive Ambulatory
Blood Pressure Monitor and Report
Generator Software

Class Ila

Model Number

222

I, the undersigned, hereby declare that the equipment specified above conforms to the

above Directive(s) and Standard(s).

Wi

Dayn McBee
Chief Executive Officer
SunTech Medical, Inc.

Name:
Position:
Company:

DECEMBER 9, 2004

Date




