Australian Government

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. 208741 issued in respect of:

41-43 Greenaway Street
‘BUL‘LEEN VIC Australia

Under the Therapeutic Goods Act, 1989
Conditions —

Refer to Section 40 subl section 4 of the Therapeutic Goods Act 1989,
Regulation 20 of the Therapeutic Goods Regulations 1990.

A single step in manufacture of therapeutic goods for human use, namely: analysis and
testing.

Persons currently nominated as having control under Section 37 of the Therapeutic Goods
Act, 1989:

Production: Frank Bambino
Quality Control: Ian Oldfield
Originally Issued: 10/03/2005 Date Revised: 05/09/2011

iy
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Signed:
Delegate of the Secretary

This licence is the property of the Therapeutic Goods Administration and must be returned upon demapd.
This licence remains valid until otherwise suspended or revoked by the Therapeutic Goods Administration.
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B¢ Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

Licence to Manufacture Therapeutic Goods

LICENCE NO: 208741

Chemical Analysis Pty Ltd
41-43 GREENWAY STREET
BULLEEN VIC 3105

-

The manufacturer above is hereby authorised under Section 38 of'the Therapeutic Goods Act, 1989
to carry out, at the site above, the following steps in the manufacture of therapeutic goods.

Manufacturing Sterility Dosage Form Product Category Manufacturing Step

Type

Testing Laboratory | Not applicable All Dosage Forms | Not Applicable Testing microbial

Testing Laboratory | Not applicable All Dosage Forms Not Applicable Testing chemical and
physical

Secondary Site 1

110 MERRINDALE DRIVE
CROYDON SOUTH VIC 3136

Manufacturing Sterility Dosage Form Product Category Manufacturing Step

Type

Testing Laboratory | Not applicable All Dosage Forms | Not Applicable Testing microbial

Testing Laboratory | Not applicable All Dosage Forms Not Applicable Testing chemical and
physical

This licence is subject to the requirements of the Therapeutic Goods Act 1989, and its Regulations,
and to the conditions imposed under Section 40 of the Act, and Regulation 19, 20 and 21 of the
Therapeutic Goods Regulations 1990, forming part of this licence, or as amended from time to time.

Originally Issued: 10/03/2005 Date Revised: 05/09/2011

Signed:
Delegate of the Secretary

Tl}is }icence 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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