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Welcome to Compliance Online, TCA’s electronic Newsletter 
 

TCA can now test to IEC 60601-1: 2005 3rd ed.  
 
TCA can now test to the new IEC standard covering 
both medical electrical equipment and medical 
electrical systems. The standard introduces two new 
principles by extending the basic safety requirements 
to include essential performance of the medical 
device or system (for example the accuracy of 
delivering substances to patients, display of 
physiological data etc) and a requirement for 
manufacturers to have a risk management process 
in place and to comply with ISO 14971.  
TCA also provides customised in-house 
workshops on detailing the requirements of this new 
standard and the potential implication on your 
devices. Contact Scott for additional information. 
 

TGA Agency service for the registration of  
Electromedical devices  

 
TCA can be your Australian agent and register your 
medical devices with the TGA. Devices previously 
required to be registered or listed had to be included 
in the ARTG (new system) latest by 03 October 
2007. Contact Gunther for additional information. 
 
 

Survey of the revised European MDD 
 
MDD revised – a survey of the essential 
modifications (information bulletin courtesy of TUV 
SUD):  click here
 

Now over 230 medical devices certified!  
 
Updated list of Electromedical Equipment certified in 
Australia: click here
 
Want to make a technical or regulatory inquiry? click 
here
 
To Subscribe/Unsubscribe to the electronic 
newsletter click here
 

TCA changes IEC CB certifier to TUV SUD 
PSB in Singapore  

 
On 01 October 2007, TCA transferred its CB 
certification activities and is now operating as a 
CB testing laboratory under its new IECEE 
Certification Body, TUV SUD PSB in 
Singapore.  TUV SUD PSB was chosen for its 
technical expertise and strong commitment to 
timely processing of CB certificate applications 
for an improved time-to-market of your 
products. 
 
CB certificates can be issued for following 
standards: 
IEC 60335: household appliances,  
IEC 60950: information technology equipment 
IEC 60065: audio/video products 
IEC 61010: laboratory equipment 
EC 60601: medical devices 
IEC 60320: appliance couplers. 
IEC 60742: isolating transformers 
Contact Gunther for additional information.  
 

CB Scheme for measurement, test and  
laboratory equipment  

 
Following a technical audit, TCA can now issue 
recognised test reports to IEC 61010.1.  
Contact Carl for additional information.  
 

TCA exhibits at EMC China 2007  
 
Testing & Certification Australia (TCA) is an 
exhibitor at EMC China 2007, the largest EMC 
exhibition in China. The conference and 
exhibition on Electromagnetic Compatibility will 
take place between 21 and 23 November 2007 
at the Shanghai Everbright Convention and 
Exhibition Center, we are looking forward to 
seeing you at TCA’s booth E128. Contact 
Gunther Theisz or Johnny Lin at 
jlin@tca.com.cn or check our Chinese web 
page www.tca.com.cn for additional 
information. 
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