
 
 

DECLARATION OF CONFORMITY 

(based on EN 45014) 
 

Manufacturer: Broadsound Corporation 

Address: 5F, No.31, Shintai Road, Jupei City, Hsinchu 302, Taiwan 

Product(s): Diagnostic Ultrasound Transducer 

Identification: AL3C34A, AL3C79B, AL7L50A, AL7L24B, 

AT5L40B, AT3C52B, AT3C42B 

Classification: IIa according to Annex IX of Directive 93/42/EEC 

 

We herewith declare that the above mentioned product(s) meet the provisions of the EC Directive 

93/42/EEC which apply to them and stated in Annex II, Article 3 of this directive. 

Regestration No.: HD 60013952 0001 

Issued by: TÜV Rheinland Product Safety GmbH 

Date: 20.02.2006 

In addition, that said products comply with the applicable requirements of 

Safety: EN 60601-1:1990+A1+A2+A13   

IEC 60601-1:1988+A1+A2  

EN 60601-2-37:2001 +A1   

EN 61157:1994   

ISO 10993-1:2003, 10993-5:1999, 10993-10:2002 

Quality System: EN ISO 13485:2003 

EN 1041:1998 

EN 980:2003 

EN ISO 14971:2000 

Place: Hsinchu, Taiwan 

Date: 21 April 2006 

 

Signature: 

    

 
Ying-Wei Yuan, Ph.D. 
Chief Operation Officer, Regulatory Affairs 
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