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Legal Manufacturer: 
Ozdent Pty Ltd 
12/6 Gladstone Rd, Castle Hill, 2154, NSW, Australia 

 
hereby declares that the following device: 
 

Device Name: Calmix 

Device Description: Dental Cavity Liner  

Device Identifier: Product code - 006200 

Device Type: Medical Device 

Device Classification: IIa 

GMDN: 16182 

 
to which this declaration relates, is in conformity with the Essential Requirements of the Medical 
Devices Directive 93/42/EEC as amended by Directive 2007/47/EC and is subject to the procedure 
set out in Annex II (excluding section 4). 
 
 

EC Certificate: AU 11/3725 

 
 
Signed for on behalf of Ozdent Pty Ltd 
  
 
 

 
 
George Loizou 
QA/RA Manager            Date: September 10, 2016 
 

 

EC DECLARATION OF CONFORMITY  


