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This form, when completed, will be classified as 'For official use only'.
For guidance on how your information will be treated by the TGA see: Treatment of information provided to the TGA at <http://www.tga.gov.au/about/tga-information-to.htm>.
Certified Product Details (CPD)
Chemical prescription medicines
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	This form and all attachments should be supplied electronically as a single PDF document with bookmarks/hyperlinked index
Email this form to: evaluation.support@tga.gov.au
Refer to Appendix 7 of the Australian Regulatory Guidelines for Prescription Medicines with regards to when a new or an updated CPD is required


[bookmark: Check1]New CPD	|_|
[bookmark: Check2]Updated CPD	|_|
[bookmark: _GoBack]Part 1 - Product details
	Drug substance(s)
	     

	Dosage form(s)
	     

	Strength(s)
	     

	Name of Australian sponsor
	     

	Address of sponsor
	     

	Trade name(s)
	     

	ARTG number(s)
	     

	TGA File number
	     

	Date and version of this CPD
	     


Part 2 - Previous CPD details (if applicable)
	Date and version of previous CPD
	     

	Summary of differences between current and previous CPD
	     


Part 3 - Specifications
	Description of packaging(s)
	     

	Formulation(s)
	See Appendix 1

	Drug product expiry specifications
	See Appendix 2

	Testing methodology#
	See Appendix 3


# Note that test methods that are identical to one in a recent edition of a default standard pharmacopoeia do not need to be re-produced, a reference will suffice.
Method of sterilisation of drug product and/or container
	Method of sterilisation of drug product
	     

	Method of sterilisation of container
	     


Current exemptions
	[image: ]
	If you hold any current exemptions from compliance, under Section 14 and 14A of the Therapeutic Goods Act 1989, with a standard as defined in Section 10 of the Act e.g. Therapeutic Goods Order No. 69 - General requirements for labels for medicines, please enter details in the table below.



	Standard
	Exemption
	Date
	Period
	TGA File No.

	     
	     
	     
	     
	     




Part 4 - Declaration
I confirm that the contents of this version of the CPD are accurate and complete.
I confirm that all details in this version of the CPD are unchanged as compared with those in the previous version, with the exception of those summarised in Part 2 of this form.
	Name of authorised officer
	     

	Position/relationship to sponsor
	     

	Telephone no.
	     
	Fax no.
	     

	Email address
	     

	Date
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	Appendices should be supplied in a single PDF document, preferably with bookmarks and a hyperlinked index.
Test methods should contain as much detail as is required to reproduce the method in another laboratory.
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