Please note: where manufacturing steps are carried out by different manufacturers, the manufacturer declarations must be submitted by or on behalf of manufacturers to cover all steps of the process. Where a manufacturer does only a particular step of manufacture, the declaration should reflect that step only.
Declaration to be provided on company letterhead
DD/MM/YYYY
To: Australian Pesticides and Veterinary Medicines Authority (APVMA)
Submitted with application or via email: enquiries@apvma.gov.au
Dear APVMA,
Manufacturer’s declaration for [insert proposed product name]
On behalf of [insert name and address of all relevant manufacturing sites of the reference product], I wish to declare with regard to the proposed repacked product, [insert proposed product name], and registered reference product, [reference product name, product no. XXXXXX], that:
· the sites of manufacture will be the same (including that the equipment used will be the same);
· [bookmark: _GoBack]the formulation information will be the same (the same ingredients of the same standards at the same concentrations);
· the manufacturing processes will be the same (including quality assurance and test procedures);
· the formulation type or dose form, physico-chemical properties (including pH, particle size, crystal form and, where applicable, dissolution profile, payout rate and payout period), and product specifications (release and expiry limits and test methods) will be the same; and
· the containers will be the same (including packaging materials and closure systems) and that there is no additional pack size.
Yours sincerely
Signed
[Authorised person to sign]
[Position title]
