s

Therapeutic Goods Administration

Therapeutic Goods Act 1989

Approval under Subsections 19A(1), (6) and (7)

Instrument of Approval for the Importation and Supply of Unregistered Product(s) in

Australia

Pursuant to my powers under subsections 19A(1), (6) and (7) of the Therapeutic Goods Act

19891, DAVID GRAHAM, Acting National Manager of the Therapeutic Goods

Administration of the Commonwealth Department of Health and Ageing, HEREBY GRANT

approval to those person(s) identified in column 1 of Schedule 1 to this approval, to import

and supply in Australia, the unapproved therapeutic good(s) detailed in the coiresponding

columns 2 and 3 of Schedule 1. Subject to Clause 2 below, this approval is to operate from

May 1% 2006 until May 31* 2007. S

This approval is subject to the following conditions:

1.

This approval is solely for the product(s) specified in Schedule 1 (which includes the
source of the goods), and for the indication(s) outlined in column 2 of Schedule 1; and

This approval lapses if:

(a)

(b)

either:

(i) the period specified above lapses; or

(i1) a decision is made under section 25 of the Therapeutic Goods Act 1989
(the Act) in relation to the good(s);

whichever should occur first; or

I am satisfied that:

i) paragraph 19A(1)(a), (b), (c) or (d) of the Act, as the case requires, no
longer applies in relation to the good(s); or

(i)  acondition of this approval has been contravened; and

I have given to the person(s) to whom this approval is granted a notice to that
effect; and

The goods shall be sourced from manufacturing plants with acceptable evidence of
Good Manufacturing Practice (GMP); and



4. The goods shall be supplied with labelling and prescribing information that is in
English and that has been approved by the Director, Drug Safety and Evaluation
Branch of the Therapeutic Goods Administration within the Department of Health and
Ageing.

Dated this  &/eveth day of 4’/7 d 2006

DAVID GRAHAM

NATIONAL MANAGER
Therapeutic Goods Administration
Department of Health and Ageing








