	
Application to vary a licence to manufacture
veterinary chemical products




This application form should be completed by a manufacturer in order to vary their current licence to manufacture veterinary chemical products. Variation of a licence may include:
Section A—Change to company name where the ACN remains the same (not a change to the legal entity). 
Section B—Addition of a product type within an already licensed manufacturing Category (and applicable steps). 
Section C—Change to steps of manufacture covered by the licence (addition/deletion) no change to product types or categories. 
Section D—Variation of a contractor/subcontractor. 
Section E—Other change not already specified. 
Complete appropriate sections of the application only. Please note all applicants must complete the General information and Section F of this form.

	IMPORTANT
It should be noted that facilities may need to be audited and non-conformances addressed before a licence is varied by the APVMA. The APVMA will advise whether an audit will be required. Please note where an audit is required by the APVMA for the variation of the manufacturing licence, a fee of $1800.00 is payable for the assessment of the audit and update of the licence. Applications should be submitted to the APVMA at least 4 months before an amendment to the licence is required.
An application MUST be submitted before an audit takes place.
Manufacture must not commence until the amended licence is issued to the applicant by the APVMA.



Send the completed and signed form (and any attachments):

Director Manufacturing Quality and Licensing 
Australian Pesticides and Veterinary Medicines Authority
GPO Box 574
Canberra ACT 2601
EMAIL: MLS@apvma.gov.au 

Please note: Pursuant to regulation 72A(8) of the Agricultural and Veterinary Chemicals Code Regulations 1995 (Agvet Code Regulations), the fee payable for the variation of a licence where the holder of the licence requests the variation and where the APVMA determines that a GMP audit is required is $1800. The APVMA will contact you if payment will be required. Please note that the licence variation will not be progressed until payment of any applicable fees has been received.
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General—to be completed by all applicants

	Licence Holder Name
	

	Applicant        Name
	

	Position in the Company
	

	Address
	

	APVMA Licence No
	

	Reason for Application
(please tick- all applicable)
	 Change to company name where the ACN remains the same (not a change to the legal entity)—complete Section A
 Addition of a product type within an already licensed manufacturing Category 
(and applicable steps)—complete Section B
 Change to steps of manufacture covered by the licence (addition/deletion)— complete Section C
 Variation of a contractor/subcontractor under the provisions of Reg 59A (analysis and testing, packaging or labelling only)—complete Section D
 Other change not already specified—complete Section E

	Comments
	

	
	APVMA USE ONLY
	

	
	Progress Application 	  YES
			  NO
	Reviewed by:

	
	Date:

	
	Comments:



Section A—Change to company name—ACN remains the same

Previous Registered company name (currently listed on licence) (as listed by the Australian Securities and Investments Commission). If not a registered company, please list full name/s of business owners/partners, or details of other legal entity, such as trust, government department etc. The nominated licence holder must be a legal entity. 
	



New Registered company name (as listed by the Australian Securities and Investments Commission). 
If not a registered company, please list full name/s of business owners/partners, or details of other legal entity, such as trust, government department etc. The nominated licence holder must be a legal entity. 
	



 Certificate of Name Change of a Company issued by the Australian Securities and Investments Commission—please attach a copy of the certificate 
 Other evidence to support name change

ACN Details:
	ACN:

If no ACN is held, please provide an ABN:  ………………………………………….. 




Trading Name or other business name (if applicable) 
	



PLEASE NOTE: if there is a change to the ACN or legal entity, you must complete an Application for a Licence to Manufacture Veterinary Chemical Products 

Section B—Addition of a product type—category already covered by licence
1(a) Please specify what category/ies and types of veterinary chemical product manufacture that you would like added to your licence:
	Category

	Type of manufacture
	Dosage form (example— not necessarily complete list)
Please tick box
	Product types to be added
	Product types to be removed

	Category 1
	Sterile and/or immunobiological products
	Immunobiologicals (please provide details below)
Sterile products for injection
Sterile products for topical use
Subcutaneous implants (please provide details below)
Other  (specify in 2b)
	




	





	Category 2
	Non sterile veterinary preparations except Categories 3 and 4
	Tablets
Capsules—hard shell
Capsules—soft gel
Pellets
Bolus
Creams/Lotions
Ointment
Gels
Pastes
Powders
Granules
Sprays
Aerosols
Liquids – oral
Liquids - topical
Suspensions
Other (specify in 2b)
	
















	

















	Category 3
	Ectoparasiticides
(for external application)
	Liquids
Pastes
Sprays
Aerosols
Powders
Collars
Ear tags
Other (specify in 2b)
	







	








	Category 4
	Premixes /
supplements
	Premix—liquid
Premix—powder
Supplements—liquid
Supplements—powder
Therapeutic pet foods
Probiotics
Other (specify in 2b)
	






	








2(b)	Complete this section if you ticked ‘other’ in any of the categories in Question 2(a).
	


3(a)	Select the steps of manufacture to be added or removed for the change in product type.
	
	Tick for appropriate step

	Step of manufacture
	Add step
	Remove step

	Quality assurance (QA) of raw materials
	
	

	Serum collection
	
	

	Blood Collection
	
	

	Plasma Collection
	
	

	Colostrum collection
	
	

	Management and immunisation of donor animals
	
	

	Bacterial fermentation
	
	

	Fungal fermentation
	
	

	Virus cultivation
	
	

	Chemical synthesis
	
	

	Formulation including blending 
	
	

	Dry milling
	
	

	Wet milling
	
	

	Granulation
	
	

	Filling
	
	

	Aseptic filling
	
	

	Packaging (primary or primary and secondary)
	
	

	Labelling (primary or primary and secondary)
	
	

	OR:  	Secondary packaging only (no primary)
	
	

		Secondary labelling only (no primary)
	
	

	Repackaging (primary)
	
	

	Relabelling (primary)
	
	

	Strip packaging (primary)
	
	

	Blister packaging (primary)
	
	

	Sachet packaging (primary)
	
	

	Tableting 
	
	

	Tablet coating
	
	

	Pellet extrusion
	
	

	Capsule filling from bulk
	
	

	Aerosol filling from bulk
	
	

	Freeze-drying
	
	

	Spray-drying
	
	





	Sterilisation:
	
	

			a)  Heat
	
	

			b)  Radiation
	
	

			c)  Gas
	
	

			d)  Filtration
	
	

			e)  Chemical
	
	

	Microbiological reduction treatment:
	
	

			a)  Heat
	
	

			b)  Radiation
	
	

			c)  Gas
	
	

			d)  Filtration
	
	

			e)  Chemical
	
	

	Analysis and testing:
	
	

			Physical
	
	

			Chemical
	
	

			Endotoxin testing
	
	

			Antibiotic assay
	
	

			Microbiological
	
	

			Sterility test
	
	

			Serological
	
	

			Immunological
	
	

			Other (please specify)
	
	

	Storage (in process)
	
	

	Release for supply (final quality release of finished product)
	
	

	Other type of manufacturing (please specify below)
	
	


Other steps not listed above:
	




Section C—Change to steps of manufacture listed on licence (no change to product types)
	
	Tick for appropriate step

	Step of Manufacture
	Add
	Remove

	Quality assurance (QA) of raw materials
	
	

	Serum collection
	
	

	Colostrum collection
	
	

	Management and immunisation of donor animals
	
	

	Bacterial fermentation
	
	

	Fungal fermentation
	
	

	Virus cultivation
	
	

	Chemical synthesis
	
	

	Formulation including blending 
	
	

	Dry milling
	
	

	Wet milling
	
	

	Granulation
	
	

	Filling
	
	

	Aseptic filling
	
	

	Packaging (primary or primary and secondary)
	
	

	Labelling (primary or primary and secondary)
	
	

	OR:  	Secondary packaging (no primary)
	
	

		Secondary labelling (no primary)
	
	

	Repackaging (primary)
	
	

	Relabelling (primary)
	
	

	Strip, blister or sachet packaging (primary)
	
	

	Tableting 
	
	

	Tablet coating
	
	

	Pellet extrusion
	
	

	Capsule filling from bulk
	
	

	Aerosol filling from bulk
	
	

	Freeze-drying
	
	

	Spray-drying
	
	

	Sterilisation:
	
	

			a)  Heat
	
	

			b)  Radiation
	
	

			c)  Gas
	
	

			d)  Filtration
	
	

			e)  Chemical
	
	

	Microbiological reduction treatment:
	
	

			a)  Heat
	
	

			b)  Radiation
	
	

			c)  Gas
	
	

			d)  Filtration
	
	

			e)  Chemical
	
	
















	Analysis and testing:
	
	

			Physical
	
	

			Chemical
	
	

			Endotoxin
	
	

			Antibiotic assay
	
	

			Microbiological
	
	

			Sterility test
	
	

			Serological
	
	

			Immunological
	
	

			Other (please specify)



	
	

	Storage (in process)
	
	

	Release for supply (final quality release of finished product)
	
	

	Other type of manufacturing (please list below)
	
	


Complete this section if you ticked ‘other’ type of manufacturing above
	






Section D—Variation of a contractor/sub-contractor 

1. Is the person performing only a single step in the manufacture of the product which consists of packaging or labelling or both packaging and labelling: 

				 yes
				 no

2. Is the person performing only a single step in the manufacture of the product which consists of analysing or testing the product:

				 yes
				 no

If you responded ‘no’ to both questions 1 and 2, the site cannot be included on your licence under the provisions of Regulation 59A.

3. Is the subcontract manufacturer only performing this step for you and is there an agreement in place to this effect:

				 yes
				 no

If you responded no to question 3 the site cannot be included on your licence under the provisions of Regulation 59A.

If you responded yes to question 1 or 2 and question 3—provide the following details

Company Name and ACN
	


Company Address
	


Steps of manufacture to be performed
	



 Agreement from the above named company to be included on licence attached
 Agreement from the above named company to undergo an audit by an APVMA authorised auditor attached (if required)


Section E—Other proposed change
Please provide information regarding the proposed change to be included on your manufacturing licence. Please note, depending on the nature of the proposed change you may be required to submit an Application for a Licence to Manufacture Veterinary Chemical Products.
(The types of changes which may require a new licence include but are not limited to changes of manufacturing site, change to legal entity (ACN change), change to licence scope to include a Category with a higher risk rating (changing from a Category 2 to Category 1 manufacturer), significant reduction to the scope of your licence (Category 2 to Category 6—single step).

	





Section F—Declarations to be completed by all applicants

	I, _______________________________
· declare I am aware it is an offence to manufacture chemical products which are prohibited from manufacture under the Agricultural and Veterinary Chemicals (Administration) Regulations 1995 unless such manufacture is permitted in accordance with conditions or restrictions prescribed in the legislation.
· declare that I will not be conducting any step in the manufacture of a chemical product which are prohibited from manufacture under the Agricultural and Veterinary Chemicals (Administration) Regulations 1995 unless such manufacture is permitted in accordance with conditions or restrictions prescribed in the legislation.
· declare that the information provided with this application is complete and correct.
Signature: ________________________________________             Date:     _______________     
Giving false or misleading information is a serious offence and may lead to prosecution for an offence against the Agricultural and Veterinary Chemicals Code.




Section G—Privacy statement

Your personal information is collected by the Australian Pesticides and Veterinary Medicines Authority (APVMA) for the purpose of assisting the APVMA to perform its functions under the Agricultural and Veterinary Medicines (Administration) Act 1992 and related legislation, including for the purpose of processing applications.
Your personal information will be managed in accordance with the Privacy Act 1988.
More information about the way in which the APVMA will manage your personal information, including its Privacy Statement, is available at www.apvma.gov.au/node/3207 

Section H—Further information

(a)  APVMA Legislation
The APVMA’s legislation can be accessed via the APVMA’s website:  www.apvma.gov.au 

(b)  Manufacturing Principles and Code of GMP
The Agricultural and Veterinary Chemicals Manufacturing Determination 2014 (MPs) and the Australian Code of Good Manufacturing Practice for Veterinary Chemical Products, 2007 are available on the APVMA’s website:  www.apvma.gov.au. 
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