“ Australian Government

“ Department of Health and Ageing
Therapeutic Goods Administration

Manufacturer Assessment Branch
PO Box 100, Woden, ACT, 2606, Australia

QUALITY SYSTEM
CERTIFICATE

This is to certify that the Quality Management System of:

Bioclone Australia Pty Ltd

71-73 Railway Parade MARRICKVILLE NSW 2204
Australia

has been assessed by the Manufacturer Assessment Branch, TGA and has been
found to comply with the requirements of

ISO 13485 : 2003

For

The Manufacture of In-Vitro Diagnostic Kits.

Issued on: 24/10/2006

Valid until: 15/05/2011

Chief GMP Auditor

THIS CERTIFICATE IS CONDITIONAL ON REGULAR SATISFACTORY SURVEILLANCE AUDITS
BEING CONDUCTED AND REMAINS THE PROPERTY OF THE MANUFACTURER ASSESSMENT
BRANCH, TGA. IT MUST BE RETURNED ON DEMAND.



