GOOD MANUFACTURING PRACTICE CERTIFICATE

"LICENCE No. MI-08122004-LI-000289-1
Initial licence 215312 '
Commonweaith Department of
Manufacturer: Sphere Healthcare Pty Ltd ' Health and
Ageing
10-12 Church Street
MOOREBANK NSW 2170

Date of Last Audit: 17-19 January 2005
It is considered that the company complies with the requirements of the dustralian Code of

Good Manufacturing Practice for Medicinal Products, for the range of products to be supplied
to Australia, with respect to the following:

Manufacturing | Sterility | Dosage Form Product Manufacturing Step
Type Category

Medicine Non Capsule, soft Listed Finished product
Manufacture Sterile Capsule — hard Therapeutic | manufacture,
Cream Good quality control

Gel testing, packaging,
Granules Liniment labelling & release
Liquid — multipurpose for supply.

Lotion

Mouthwash

Ointment

Oral Liquid

Oral Liquid, powder for
Paste

Pill

Powder — dusting
Powder - Oral

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

Signed

......................................... Date: 30/06/2005
D Milic

A/g Chief GMP Auditor

Manufacturer Assessment Section

PO Box 100, Woden ACT 2606, Australia

Tel:  +61 (0)2 6232 8629

Fax: +61 (0)2 6232 8426

This certificate must not be reproduced except in full, It remains the property of TGA and must be returned upon demand.




