-, Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

Licence to Manufacture Therapeutic Goods
LICENCE NO: 101395

Manufacturer:

ST VINCENT’S HOSPITAL SYDNEY LTD T/A SYDPATH

Manufacturing site/s for which the licence applies:

376 VICTORIA STREET
DARLINGHURST NSW 2010

The above named manufacturer is hereby authorised to carry out the following
kinds of manufacture:

A single step in the manufacture of therapeutic goods for haman use: testing.
At the above manufacturing site. subject to the requirement of the Therapeutic goods Act 1989

and its Regulations and to the additional conditions imposed under Section 40 of the Act forming
part of the licence.

Date Issued:  20/10/1999 Date Revised: 21/08/2009

Signed:

e Delegatéof the Secretary

This licence is the property of the Therapeutic Goods Administration and must be returned upon demand.
This licence remains valid until otherwise suspended or revoked by the Therapeutic Goods Administration.




Australian Government

5 Department of Health and Ageing
Therapeutic Goods Administration

Schedule of Conditions Applicable to the
Manufacture of Therapeutic Goods

The following conditions form part of Licence No. 101395 issued in respect of:

ST VINCENT’S HOSPITAL SYDNEY LTD T/A SYDPATH
376 VICTORIA STREET
DARLINGHURST NSW 2010

Under the Therapeutic Goods Act, 1989

The above manufacturer is hereby authorised to carry out the following steps of manufacture:
Manufacturing Type Manufacturing Steps

Testing Laboratory — Virology screening and Syphilis testing
Blood, Tissue and Cellular NAT testing for HIV-1, HCV AND HBV
Product microbiological contamination testing
Persons currently nominated as having control under Section 37 of the Therapeutic Goods Act,
1989:

Production: PHILLIP HANSON CUNNINGHAM
Quality Control: LILIAN MILIS
Originally Issued: 20/10/1999 Date Revised: 21/08/2009

Signed:

/ Delegat -'of the Secretary

This licence is the property of the Therapeutic Goods Administration and must be returned upon demand.
This licence remains valid until otherwise suspended or revoked by the Therapeutic Goods Administration.
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