This declaration is hereby made under Annex II of the Council Directive concerning
Medical Devices; 93/42/EEC of 14" June 1993.

Medical Devices covered by this declaration, manufactured by Varian Medical Systems
UK Ltd, Gatwick Road, Crawley, West Sussex, RH10 9RG, UK; comply with the
provisions of Council Directive 93/42/EEC which apply to them.

This declaration covers the devices listed in the description of product range in the
Technical File refered to below.

The British Standards Institution have been appointed to undertake activities pursuant to
Annex Il in respect of all devices except those Class I devices supplied non-sterile and
which do not have a measuring function.

Product/Product Group: | ACUITY Technical File Ref. No.: | AC/TF
Radiotherapy
Simulator

Revision Control & Change History

Issue Change ECO Changed By
1 NEW TECHNICAL FILE (LIMITED SCOPE) 10019 VACE
2 FULL PRODUCTION RELEASE 10338 VACE

W. &(IZ{OZ

Authorised: / . v" ngu ’LO'H'\ Docomlas, 2001,

Quality Assurance Manager
VMS UK Ltd
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AUTHORIZATION TO MARK

This authorizes the manufacturer to apply the ETL mark to certified products; also to multiple listoe
madel numbers ai lated on the carvelation page of ¢the Listing Report where applicable; when mads in
accordance with the sccompeanying descriptions and drawings uader the conditions set forth (p the
Certification Agreement herein:

Applicant: Varian Medicul Sysiems UK Lid
Gatwick Road
Crawley
West Bussex
RI0 2RO
Unlted Kingdom
Contact: Mr Bl Borthwick Phone: +44 (D) 1293 531 244
Fox: +44 (0) 1291 531 902
Manufacturer: | Same as applicant
Referonce Repurt No.: 02009110
Product Covered: Acuity
Descriptlan: Radiatherapy Simulaior
Standard{s); UL 60601.1, | gt Edition, 2003 and
o CAN/CSA C22.2 No. 601.1-M90

|
This procedure, with uil revislons, elc., Is the property of Intertek Testing Services and s intended solely
for the guldunce of the lstee aind the representative aof Intertek Tosting Services, and {3 not transferable,
Issued by: ; Intertek Testinig Services NA Inc,
24 Groton Avenue
Cortland, NY 13045-2014 USA

Authorized by: Afb\ M\ Date: 11" June 2003
Eire Sopohs for
Willlam T. Starr
Certlflcatton Manager

Control Number: 91185 PAW/GAH
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