V- Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

CERTIFICATE OF GMP COMPLIANCE

Sphere Healthcare Pty Ltd of 10-12 Church Road, MOOREBANK NSW 2170,
Australia has been subject to regular Good Manufacturing Practice (GMP) audits by
officers of the Office of Manufacturing Quality, Therapeutic Goods Administration
(TGA). :

From the knowledge gained during the last audit conducted on 27-30 October 2008, it is
considered that the company has maintained an overall acceptable level of compliance
with the current Australian Code of Good Manufacturing Practice for Medicinal
Products.

The company is holder of Licence No. MI-08122004-LI1-000289-1, issued under the
Therapeutic Goods Act 1989. The company manufactures therapeutic goods in the
following product or product classes, non-sterile therapeutic goods. The company
carries out all steps, except microbiological testing, in the manufacture of non-sterile
solid unit dosage forms, powders and granules, soft capsules, semi-solids — creams, gels
and ointments, oral liquids, and essential oils and herbal extracts.

The manufacture of registered medicines is restricted to complimentary medicines and
solutions for topical application only.

This certificate remains the property of the TGA and must be returned upon written
demand.

This certificate remains valid for 3 years from the date of last inspection, provided that
re-audits are conducted when scheduled by the TGA.

Dr Andrzej Wozniak

Medicine Audit Team Manager

Office of Manufacturing Quality

PO Box 100, Woden, ACT, 2606, Australia
Tel: +61 (0)2 6232 8759

Fax: +61 (0)2 6232 8426
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