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TO WHOM IT MAY CONCERN 

QUALITY ASSURANCE 

The Responder 4000 communications system is listed by 
Underwriter’s Laboratories under UL Standard 1069 - 6th Edition 
(published March, 2001).  

The Responder 4000 communications system is compliant with 
European Union Medical Device Directive 93/42/EEC (MDD). 

The Responder 4000 communications system is compliant with CE 
Marking for Conformity of Medical Devices, in compliance with 
Article 17 of Medical Device Directive 93/42/EEC (MDD), and EU 
Council Directive 93/68/EEC. 

The Responder 4000 communications system is supplied by an FDA-
registered medical device manufacturer, and is list their device in 
accordance with the provisions set forth in 21CFR Part 890.3710 or 
890.3725, Class II Medical Device. 

The Responder 4000 communications system is in compliance with 
European Union's DIRECTIVE 2002/95/EC OF THE EUROPEAN 
PARLIAMENT AND OF THE COUNCIL of 27 January 2003, commonly 
known as the RoHS Directive. 

Sincerely, 
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