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Ministry for Primary Industries
Standards Branch (Systems, Support and ACVM Directorate)


Pastoral House, 25 The Terrace

PO Box 2526, Wellington, New Zealand 6140 

Tel: 04 894 2550, fax: 04 894 2566

Email: approvals@mpi.govt.nz


C2: Change or Add Manufacturer of the Active Ingredient 
ACVM 7 (October 2014)
· Send this completed form and application form ACVM 1V electronically with any supporting information (see section 6) 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.

	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. Current Manufacturer Details

List all currently approved manufacturers of the stated active ingredient. Specify whether approval is to be retained or removed for each.

	Manufacturer name
	Site address
	Retained/ Removed
For vet meds: Also state pharmacopo-eia standard active complies with

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	4. New Manufacturer Details

List all new manufacturers of the stated active ingredient. 

	Manufacturer name
	Site address
	For agricultural chemicals: APVMA approved? If yes, give number 

For vet meds:

State pharmacopoeia standard active will comply with, if appropriate 

	
	
	

	
	
	

	
	
	

	
	
	


	5. Active Ingredient Details

Complete for each active ingredient affected by a change in manufacturer approval.

	Active ingredient affected by this manufacturer change
	

	How is the quality control of this active ingredient managed?
	

	Are stabilisers or additives present in this active ingredient? 
	Yes
	

	
	No
	

	If yes, please specify what they are.
	


	6. 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.

· Specifications that the new source of the active ingredient must meet, with any differences from the approved specifications of the current source/s highlighted.
· A statement of impurities of the active ingredient.
· For agricultural chemicals, batch analysis (if manufacturer not APVMA approved for that active ingredient). 

· For veterinary medicines, batch analysis and a copy of the pharmacopoeia standard monograph that will be met, if appropriate.
If all the above information is not provided, your application will not be processed.


	7. 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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