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The above Medicine is Listed in the Australian Register of Therapeutic Goods
subject to the following conditions.

Standard Conditions

The sponsor shall keep records relating to this listed medicine as are necessary to:
(a) Expedite recall if necessary of any batch of the listed medicine - (b) Identify the
manufacturer(s) of each batch of the listed medicine. Where any part of or step in
manufacture in Australia of the listed medicine is sub-contracted to a third party who
is not the sponsor - copies of relevant Good Manufacturing Practice agreements
relation to such manufacture shall be kept.

The sponsor shall retain records of the distribution of the listed medicine for a period
of five years and shall provide the records or copies of the records to the Director -
Non-prescription Medicines Branch - Therapeutic Goods Administration - upon the
director's request.

The sponsor of the listed medicine must not - by any means - intentionally or
recklessly advertise the medicine for an indication other than those accepted in
relation to the inclusion of the medicine in the Register.

All reports of adverse reactions or similar experiences associated with the use or
administration of the listed medicine shall be notified to the Director - Adverse Drug
Reactions Unit - Therapeutic Goods Administration - as soon as practicable after the
sponsor of the goods becomes aware of those reports. Sponsors of listed medicines
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