&L BTLIndustries

DECLARATION OF CONFORMITY

for CE — marking according to Annex I
of Medical Devices Directive 93/42/€€C

BTU Industries Limited
161 Cleveland Way
Stevenage
Hertfordshire
SGl 6BU

United Kingdom

Manufacturer:

Magnetotherapy device
BTL-09 v4.xx

BTL-5000 Magnet vlxx
BTL-4000 Magnet vlxx

Risk Classification: Class lib

conforms with the applicable regulation:

Directive: MDD 93/42/€€C

Quality Assurance Standards: ISO 13485 : 2003

€N 6060H + A2, EN 6060HH

€N 6060H-2, EN 606012-10

€N 6060L2-5, EN 6060222

EN 608254, €N IS0 14971, ISO 10993+

Signature: QQN'&[Q )74/)(

Daniela Marx
Director of BTU Industries Limited

Procedural Standards:

Date of Issue: 26+ January 2006
Place of Issue: Hertfordshire



