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This is to certify that 

Pacific Edge Limited 
Centre for Innovation 

87 St David Street  North Dunedin  Dunedin  New Zealand                   

 

having been assessed by Telarc Limited and having been found to operate a medical 

device quality management system conforming to 

ISO 13485:2016 
is hereby designated 

Telarc Registered  No. 3317 
for the following goods and services 

 
The manufacture, assembly and distribution of a Urine Sampling System (USS). The collection, preservation 

and transport of a urine specimen to a clinical laboratory. Technical Area: In Vitro Diagnostic Medical 

Device (IVD). 
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Registration Number: 3317 Certificate Issued: 13 June 2025  

 

Pacific Edge Limited 
 

Site Details: 

Organisation Address Suburb City  

Pacific Edge Limited - Dunedin 

(15249) 

    

Pacific Edge Limited Centre for 

Innovation 

87 St David 

Street 

North 

Dunedin 

Dunedin NZ 

 

 

 

Scope of certification:  

 
The manufacture, assembly and distribution of a Urine Sampling System (USS). The collection, preservation 

and transport of a urine specimen to a clinical laboratory. Technical Area: In Vitro Diagnostic Medical 

Device (IVD). 
 

http://www.jasanz.org/register

