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C3: Change Shelf Life of the Formulated Product 
ACVM 11 (February 2024)
· Send this completed form and application form ACVM 1V electronically with any supporting information (see section 5) to the Ministry for Primary Industries at the above address. 
· If there are any changes to the details provided in this application after the application has been submitted, you must promptly inform the Ministry for Primary Industries of the changes in writing.

· Refer to the Privacy Act 1993 and Official Information Act 1982 notices at the end of this form regarding collection of information by the Ministry for Primary Industries.
· This form must only be used for C3 variations for agricultural chemicals and vertebrate toxic agents. For veterinary medicine C3 variations, use ACVM 15: Application to Vary the Chemistry and/or Manufacturing Information for a Veterinary Medicine Trade Name Product.  
	1. Trade Name of the Product

	Trade name
	Registration number

	
	


	2. Registrant
Registered company name or partnership names (including the trading name) or individual name.

	Full legal name
	

	Postal address
	

	Physical address

(if different)
	


	3. Shelf Life

	Current shelf life (in months)
	Proposed shelf life (in months)

	
	


	4. Stability Studies

	Was a stability study performed on the currently approved formulation? 

If no, provide justification why this variation to the standard requirements should be acceptable.


	Yes
	
	No
	

	
	


	Were all parameters tested at initial and final time points?

If no, provide justification why this variation to the standard requirements should be acceptable.


	Yes
	
	No
	

	
	

	What size(s) and type(s) of packaging were used in the study?  (Please note and justify if this varies from the composition of any of the currently marketed packages.)
	

	How many batches were tested?
	

	What was the storage temperature during the study?
	

	What was the duration of the study?
	


	5. Minimum Documentation Requirements
For major variations, ACVM may require additional information. You will be informed by email following prescreen of your application.

	Provide the following with this form:

· Completed Variation to Registration (ACVM 1V) application form and information specified in that form. 

· Release specifications, with any changes from that currently approved highlighted.

· Expiry specifications, with any changes from that currently approved highlighted.

· Report containing the stability data results and justification why it supports the proposed shelf life.

If all the above information is not provided, your application will not be processed.


	6. Applicant Statement

	I confirm that:

· I am authorised to make this application as the registrant OR a person with legal authority to act on behalf of the registrant noted in section 2; and

· the information supplied in and with this application is truthful and accurate to the best of my knowledge.

	Name
	
	Tel
	

	Signature
	
	Email
	

	
	
	Date
	


	Collection of Information 

	Collection of Personal Information

Pursuant to Principle 3 of the Privacy Act 1993, we advise that:

· This information is being collected for the purpose of varying the registration of a trade name product under the ACVM Act; and  

· The recipient of this information, which is the agency that will collect and hold the information, is the Ministry for Primary Industries, PO Box 2526, Wellington 6140; and 

· Some of the information being collected will be displayed on a public register; and

· The collection of information is authorised under section 10 of the ACVM Act; and

· The provision of this information is necessary in order to process this application; and

· The supply of this information is voluntary; and

· Failure to provide the requested information is likely to result in a return of the application form to the applicant, and in accordance with the ACVM Act, may ultimately result in a refusal to vary the registration of the product; and

· Under Principles 6 and 7 of the Privacy Act 1993, you have the right of access to, and correction of, any personal information which you have provided.

Collection of Official Information

All information provided to the Ministry for Primary Industries is official information and may be subject to a request made under the Official Information Act 1982. 

If a request is made under that Act for information you have provided in this application, the Ministry for Primary Industries will consider any such request, taking into account its obligations under the Official Information Act 1982 and any other applicable legislation.
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