
 

APVMA REGULATORY GUIDELINES 

Seeking comment on the APVMA draft regulatory guidelines 

Available content: 

Using the regulatory guidelines 

Application types 

Make an application 

Information guidelines and standards 

Monitoring and reporting 

6A guidelines 

Information and assistance 

In response to feedback during consultation, the APVMA has generated a printable version 

(PDF) of the regulatory guidelines to assist with review and preparation of submissions.  

This product is only available during the consultation process. 

The printable version is provided in seven parts, reflecting the primary headings used in the 

website. It includes a table of contents to assist with navigating the document, however, the 

functionality to click through to related content is not available. 

To provide feedback on the regulatory guidelines, please reference the consultation page 

number which appears above each section of content as follows: 

 The following content can be found at http://new.apvma.gov.au/node/XX 

 If making a submission, please reference page number: XX 

Further information on the draft regulatory guidelines consultation can be found at: 

www.apvma.gov.au/consultation/public/2014/regulatory_guidelines.php. 

Submissions on the regulatory guidelines are invited to address comprehensiveness, readability, 

errors, as well as usability of the website located at http://new.apvma.gov.au. Consultation closes 

31 March 2014. 

Disclaimer: the Commonwealth accepts no responsibility for the accuracy or completeness of any material 

contained in this document. Material in this document is only guidance and is made available for the purposes  

of consultation on the understanding that the Commonwealth is not providing professional advice. The full 

disclaimer is available at http://new.apvma.gov.au/node/986  

http://www.apvma.gov.au/consultation/public/2014/regulatory_guidelines.php
http://new.apvma.gov.au/
http://new.apvma.gov.au/node/986


Make an application 

WHO CAN APPLY 1 

Holders 1 

Nominated agent 1 

Other person 2 

Manufacturing licence 2 

Renewal of registration 2 

WHAT WE EXPECT FROM APPLICANTS 2 

Ability to comply with conditions—permit and manufacturing licence 3 

Fit and proper person 3 

WHAT APPLICANTS CAN EXPECT FROM THE APVMA 3 

Approval or variation of an active constituent, registration agricultural or veterinary  

chemical product and approval of label, variation agricultural or veterinary chemical  

product and approval of label 3 

Approval or extension of the duration of a permit 4 

Approval or variation of a manufacturing licence 4 

Renewal of registration 5 

Certificate for exporting agricultural and veterinary chemical product 5 

Change of holder or nominated agent 5 

PUTTING YOUR APPLICATION TOGETHER—APPROVAL, REGISTRATION, VARIATION 6 

Application aid tool 6 

Information that must be contained in or accompany an application 6 

Dossiers 6 

Addressing statutory criteria 6 

Active constituent 7 

Safety criteria 7 

Chemical product 7 

Safety criteria 7 

Efficacy criteria 8 

Trade criteria 8 

Labelling criteria 9 

Satisfying the statutory criteria 9 

Providing relevant data 9 

Using a reference product 10 

Providing a valid scientific argument 10 

Submitting previously provided reports from the APVMA 10 

Using overseas data assessments and decisions 10 

PUTTING YOUR APPLICATION TOGETHER—PERMIT 10 

Application aid tool 11 

Information that must be contained in or accompany an application 11 



Dossiers 11 

Addressing statutory criteria 11 

Active constituent 11 

Safety criteria 12 

Chemical product 12 

Safety criteria 12 

Efficacy criteria 13 

Trade criteria 13 

Satisfying the statutory criteria 13 

Providing relevant data 14 

Providing a valid scientific argument 14 

Submitting previously provided reports from the APVMA 14 

Using overseas data assessments and decisions 14 

Providing evidence of GMP compliance when applying for a manufacturing permit 15 

How the APVMA makes decisions about safety, efficacy and trade matters 15 

Data guidelines 15 

Obligation to provide any adverse information 15 

Using the regulatory guidelines 15 

Labelling requirements 15 

Application fees and assessment periods 15 

PUTTING YOUR APPLICATION TOGETHER—MANUFACTURING LICENCE 15 

Licensing process 16 

Audits to obtain and vary a licence 16 

APVMA-authorised GMP auditors 16 

Assessment of audit reports 16 

Discretion to accept reports from other recognised regulators 17 

Withdrawal of applications 17 

APVMA audits of overseas manufacturers 17 

Certification of GMP compliance of a manufacturer for exports of products to Europe 17 

Manufacturing permits 17 

PUTTING YOUR APPLICATION TOGETHER—RENEWAL OF REGISTRATION 18 

PUTTING YOUR APPLICATION TOGETHER—CERTIFICATES FOR EXPORTING  

AGRICULTURAL AND VETERINARY CHEMICAL PRODUCTS 18 

PUTTING YOUR APPLICATION TOGETHER—CHANGE THE HOLDER OR NOMINATED AGENT 18 

OBLIGATION TO PROVIDE ANY ADVERSE INFORMATION IN RESPECT TO A PENDING  

APPLICATION OR AN APPROVAL OR REGISTRATION 18 

APPLICATION AID TOOL 19 

LABELLING REQUIREMENTS 19 

Submitting your label for approval 19 

AG LABELLING CODE 19 

An introduction to preparing a label and the label approval process 20 



Label presentation and layout 21 

Label content 30 

Home garden and domestic pest-control products 57 

Definition 57 

Introduction 58 

Labelling home garden and domestic pest-control products 58 

Products covered 59 

What goes on the label? 60 

Where to place the information 61 

Australian and New Zealand harmonised labelling for aerosol products 64 

Introduction 64 

Harmonisation between New Zealand and Australia 64 

Definition of an aerosol 64 

Label layout 65 

Explanatory notes: aerosol labels 66 

General requirements 70 

Labelling of antifouling paints 70 

Definition of an antifouling paint 70 

Introduction 71 

Label content 71 

Label examples 73 

Uniform expression of active constituents 75 

Organophosphorous and carbamate compounds requiring an anticholinesterase  

compound statement 76 

Directions for use table headings 77 

Spray drift labelling 79 

VET LABELLING CODE         85 

Introduction to preparing a label and the label approval process 86 

Label content 87 

Signal heading 88 

Product name 89 

Constituent statements 90 

Statement of claims for use 92 

‘Net contents’ statement 93 

Directions for use 94 

Restraints 94 

Re-treatment interval 95 

Contraindications 95 

Precautions 95 

Side effects 96 

Dosage and administration 96 

General directions 97 



‘Withholding period’ statements 97 

Trade advice 101 

Safety directions 102 

First aid instructions 102 

Additional user safety information 103 

Environmental protection statements 103 

Disposal statements 104 

Storage statements 105 

Name and address of person primarily responsible for marketing the product 105 

APVMA label approval number 106 

Expiry date and date of manufacture of the product 106 

Batch number 107 

Other label information 107 

Label presentation and layout 108 

Information required on labels 108 

Label layout 110 

Anthelmintics for dogs and cats 115 

Anthelmintics for sheep, goats and cattle 116 

Complementary animal health products 117 

Anti-inflammatories 118 

Antibiotics 118 

Ectoparasiticides for dogs and cats 119 

Ectoparasiticides for sheep and goats 121 

Euthanasiates 129 

Hormonal growth promotants 129 

Individual, multi- and variable dose forms 131 

Intraruminal products 131 

Non-prescription injectable products 131 

Intravenous injections 132 

Subcutaneous injections 132 

Combined intramuscular or subcutaneous injections 132 

Calcium, magnesium, glucose and phosphorus solutions for the treatment of metabolic  

diseases in sheep and cattle 133 

Products containing minerals 133 

Products for application to wounds 134 

Professional packs of oral non-prescription products 134 

Teat dips and sprays 134 

Therapeutic pet food products 135 

Veterinary vaccines and antisera 135 

LIMITS ON USE OF INFORMATION 137 

General rules about use of information 137 

Exceptions 138 



Information and the use of information 138 

Limitation periods 138 

Making an application 139 

Data lists 139 

Authorising party 140 

Trade-related aspects of intellectual property rights 140 

ADMINISTRATION OF APPLICATIONS (THE APPLICATION PROCESS) 141 

Process map—approval, registration, variation 141 

Process map—permit approval 141 

Process map—renewal of registration 141 

Process map—change of holder or nominated agent 141 

Process map—certificate for exporting agricultural and veterinary chemical products 142 

Process map—manufacturing licence 142 

Preliminary assessment—approval, registration, variation 142 

Applications that pass preliminary assessment—advice to applicants 142 

Exception 143 

Preliminary assessment—permits 143 

Applications that pass preliminary assessment—advice to applicants 143 

Exception 144 

Extension of duration of permit 144 

Assessment period 144 

Approval or variation of an active constituent or product registration 144 

Permit 145 

Renewal of registration 145 

Certificates for exporting agricultural and veterinary chemical products 145 

Change to the holder or nominated agent 146 

The risk analysis process 146 

APVMA may seek and use external advice 146 

Recategorising an application item or module level 146 

Requiring samples or further information 147 

Requiring additional information under section 159 of the Agvet Code 147 

Approval or variation of an active constituent or registration 147 

Permit 147 

Manufacturing Licences 148 

Change of the holder or nominated agent 148 

Requiring samples to be given for analysis 148 

Extended assessment period and maximum response period 148 

Communication between applicants and the APVMA 150 

When we will notify you 150 

Transparency 151 

Application summaries—early disclosure 151 

Publication on approval or variation of an active constituent or registration 151 



Publication of information on manufacturing licences 152 

Public consultation 152 

Notice in the Commonwealth of Australia Agricultural and Veterinary Chemicals Gazette 152 

Trade Advice Notice 152 

Data handling by the APVMA 153 

Confidential commercial information 153 

Records Management 153 

Seeking review of decisions made by the APVMA 153 

Approval or variation of an active constituent or registration 153 

Permit 154 

Renewal of registration 154 

Certificates for exporting agricultural and veterinary chemical product 154 

Change the holder or nominated agent 155 

Manufacturing licences 155 

OTHER AUSTRALIAN GOVERNMENT REQUIREMENTS THAT MAY APPLY TO  

CHEMICAL PRODUCTS 155 

Australian Dangerous Goods Code (National Transport Commission) 155 

Workplace labeling (Safe Work Australia) 155 

Biological imports (Australian Quarantine and Inspection Service) 156 

Genetically modified organisms (Office of the Gene Technology Regulator) 156 

Drinking Water Guidelines for Pesticide 156 

ISSUING OF A LICENCE 156 

Refusal of a licence application 156 



Published on Australian Pesticides and Veterinary Medicines Authority (http://new.apvma.gov.au)

Home > PDF

 

Make an application

How to make an application: who can apply, how to address the statutory criteria, the process and appeal rights.

Who can apply

Information about your obligations when making an application to the APVMA.

Holders

Any individual or a body corporate can make an application for:

approval of an active constituent, label, manufacturing licence or permit, or
registration of an agricultural or veterinary chemical product.

An applicant may either be an existing or prospective holder irrespective of whether or not they are in Australia. The person who makes an
application is referred to consistently as ‘the applicant’.

Where an application is granted, the person to whom the approval or registration is issued will be referred to as ‘the holder’ of the approval or
registration.

A holder may also make an application for:

variation of the active constituent, product, label or manufacturing licence
extension of the duration of a permit
renewal of registration
a certificate for exporting an agricultural and veterinary chemical product, or
a change of holder or nominated agent.

An applicant who resides in Australia or conducts business in Australia may appoint an authorised agent—for example, a registration consultant who
may be, but doesn’t have to be, an existing or proposed nominated agent.

An authorised agent may act on behalf of the current or prospective holders in the context of applications and have responsibilities in the context of
the application that is made—for example, in relation to not providing false or misleading information but does not have any ongoing obligations like a
nominated agent does.

Nominated agent

A holder of an approval or registration may appoint a person to be the nominated agent for the approval or registration.

A nominated agent has the same rights and obligations as a holder, and is treated in the same way. They may do anything that a holder may do under
the Agvet Code. The APVMA may do anything in relation to the nominated agent that it would do in relation to the holder.

Holders who do not reside in Australia or which carry on business in Australia will be required to appoint an Australian ‘nominated agent’.
This ensures that there is a person in Australia with the same liabilities as the holder for the active constituent or chemical products. This
is particularly important for matters relating to notices and records, where the APVMA may be unable to deliver notices to or obtain
records from an overseas holder.

A nominated agent may at any time give a signed written request to the APVMA to withdraw from being the nominated agent.

The following content can be found at http://new.apvma.gov.au/node/29
If making a submission, please reference page number: 29

The following content can be found at http://new.apvma.gov.au/node/48
If making a submission, please reference page number: 48

The following content can be found at http://new.apvma.gov.au/node/138
If making a submission, please reference page number: 138

The following content can be found at http://new.apvma.gov.au/node/137
If making a submission, please reference page number: 137
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Other person

Other persons may also apply to vary the particulars or conditions of a registration or label approval but only with the consent of the holder of approval
or registration. For example, permit holders may apply to have permitted minor uses included on-label, with the consent of the holder of the
registration.

Any other person may apply for a certificate proposing to export a veterinary or agricultural chemical product.

Manufacturing licence

Any individual or a body corporate can make an application for a licence to manufacture veterinary chemical products. If the applicant is not a
registered company, the full name of the business owners or partners or details of another legal entity—for example, a trust or government department
—must be provided.

Nomination of key person (production and quality)

When applying for an APVMA licence it is necessary to nominate key people for production and quality. These people will be listed on the licence as
having control of:

the production of the chemical products manufactured by, or on behalf of, the holder of the licence
the quality control measures that are, or are to be, employed in the manufacture of the chemical products.

The Agricultural and Veterinary Chemicals Code Regulations, the Agricultural and Veterinary Chemicals Instrument No. 1 (Manufacturing Principles)
2007 and the Australian Code of Good Manufacturing Practice for Veterinary Chemical Products describe the responsibilities associated with the
key production and quality personnel.

Renewal of registration

A holder, or the nominated agent, may choose not to renew their registration by not making an application before the end of the financial year. Where
an application to renew a registration is not made, the relevant registration will end. It is an offence to supply unregistered agvet chemical products to
the marketplace. As such, subject to a defined phase out period, agvet chemical products not annually renewed will be withdrawn from the
marketplace.

What we expect from applicants

Important information about completing applications and providing necessary support information. Provides information on complying with conditions
for registrations, approvals, permits and manufacturing licences and explains the operation of the new 'Fit and Proper Person' test.

The APVMA expects applicants to submit applications that are complete, free of errors, and accompanied by the required information and the
prescribed fee (if applicable). Where relevant, applications need to contain information that satisfies us that they meet the statutory criteria (safety,
efficacy, trade and labelling).

We expect applicants to fully consider the regulatory responsibilities of becoming a holder of an approval or registration prior to submitting an
application.

We also expect applicants to familiarise themselves with our application requirements and adhere to the APVMA’s customer service charter so that
quality applications are made.

Applicants are expected to:

treat our staff with courtesy and respect
give us sufficient time to respond to your requests
be open and honest in your dealings with us
supply all the information required to support your applications.

The following content can be found at http://new.apvma.gov.au/node/136
If making a submission, please reference page number: 136

The following content can be found at http://new.apvma.gov.au/node/135
If making a submission, please reference page number: 135

The following content can be found at http://new.apvma.gov.au/node/134
If making a submission, please reference page number: 134

The following content can be found at http://new.apvma.gov.au/node/49
If making a submission, please reference page number: 49

The following content can be found at http://new.apvma.gov.au/node/284
If making a submission, please reference page number: 284
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Ability to comply with conditions—permit and manufacturing
licence

If the APVMA is satisfied that an applicant will be unable to comply with any conditions that we think appropriate to apply to a permit or licence, we
must not issue the permit or licence.

For example, if the APVMA applies a condition to a permit for using a herbicide next to a river system requiring the permit holder to notify all
landholders downstream, and the river system is, 1000 kilometres long, the permit holder may not be able to show that they can comply with the
condition. In such a case, we would not issue the permit.

Fit and proper person

The Agvet Code includes a ‘fit and proper person’ test that must satisfy us before an approval for a permit or a manufacturing licence is issued. Under
these arrangements, the APVMA must refuse the application if the applicant, or persons with a specified relationship with the applicant, has been
convicted of a relevant offence against or ordered to pay a pecuniary penalty for contravention of an agvet law, a law of this or another jurisdiction
relating to chemical products or a law involving fraud or dishonesty.

In addition, the APVMA must refuse an application for a permit if the applicant, or a person with a specified relationship with the applicant, has held a
permit that was cancelled under subsection 119(2) or section 119B of the code or under a corresponding provision of the Agvet Code of another
jurisdiction.

APVMA must also refuse an application for a manufacturing licence if the applicant, or a person with a specified relationship with the applicant, has
held a manufacturing licence or permit that was cancelled for any reason other than under subsection 127(1)(d) or (e) of the code or a corresponding
provision of the Agvet Code of another jurisdiction.

What applicants can expect from the APVMA

What you can expect from the APVMA when you make any type of application.

The APVMA is committed to providing quality, science-based, legislatively rigorous and efficient regulation that is open, transparent and informed by
the expectations of all our stakeholders.

We place a high value on:

being courteous, considerate, impartial, consistent, honest, ethical and professional
providing explanations of our processes and requirements in a form you can understand
processing applications efficiently and within statutory timeframes
maintaining high standards of quality
making decisions in line with the APVMA's governing legislation
listening and responding to what you tell us.

We will keep you informed through:

notifying you of decisions made regarding your application and if additional information is required
making all public information available on our website
responding promptly and accurately to requests about our programs, functions and services
providing contact names and phone numbers on all written correspondence.

Approval or variation of an active constituent, registration
agricultural or veterinary chemical product and approval of label,
variation agricultural or veterinary chemical product and approval
of label

The APVMA will assess all applications for active constituent approval, product registration, label approval or variation in accordance with the
APVMA legislation, and will complete that assessment within the applicable assessment period.

We will begin preliminary assessment of an application only after it has been lodged. The application is considered to be lodged when you provide
the APVMA with the application information on the approved form accompanied by any other information as specified by the legislative instrument.
You have seven days from when you submit the application, to submit any other information as specified by the legislative instrument. If, within this
period, you do not submit the other information specified by the legislative instrument, you are taken to have lodged the application.

The following content can be found at http://new.apvma.gov.au/node/285
If making a submission, please reference page number: 285

The following content can be found at http://new.apvma.gov.au/node/50
If making a submission, please reference page number: 50

The following content can be found at http://new.apvma.gov.au/node/288
If making a submission, please reference page number: 288
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We will notify you that the application has been received within 10 days of it being lodged.

We will consider the use of the proposed active constituent, registration or variation (including any instructions for use or conditions) when
determining whether use of an active constituent or chemical product and the associated label approval meets the safety criteria, trade criteria,
efficacy criteria, or labelling criteria stipulated in the APVMA legislation.

The APVMA must issue an approval, registration or variation if we are satisfied that:

the application meets the application requirements
the constituent, product and label meet the safety criteria, trade criteria, efficacy criteria, or labelling criteria, as well as any matters prescribed
in the Agvet Code Regulations.

The APVMA must refuse an application for approval, registration or variation if:

the application does not meet the application requirements (this includes not meeting the requirements of an APVMA notice within the allocated
timeframe or providing an inadequate response)
in the case of a variation made under section 26B of the Agvet Code, the variation is not of a kind prescribed by the legislative instrument
in the case of a variation made under section 27 of the Agvet Code, the consent of the holder (when required) is not given, or
it does not satisfy the statutory criteria listed above.

Approval or extension of the duration of a permit

The APVMA will assess all permit applications in accordance with the APVMA legislation and will complete that assessment within the applicable
assessment period.

We will begin preliminary assessment of an application only after it has been lodged. The application is considered to be lodged when you provide
the APVMA with the application information on the approved form accompanied by any other information as specified by the legislative instrument.
From when you submit the application, you have seven days to submit any other information as specified by the legislative instrument. If, within this
period, you do not submit the other information specified by the legislative instrument , you are taken to have lodged the application.

We will notify you that the application has been received within 10 days of it being lodged.

We consider the provisions of a permit (including any instructions, conditions, or authorisations) when determining whether use of an active
constituent or chemical product under a permit meets the safety criteria, efficacy criteria or trade criteria stipulated in the APVMA legislation.

The APVMA must issue a permit related to an active constituent or an agvet chemical product if we are satisfied that:

the application meets the application requirements
the constituent or product the permit relates to meet the safety, trade and efficacy criteria, as well as any matters prescribed in the Agvet Code
Regulations
if an application for approval or registration has not been made, there are reasonable grounds for this. 

The APVMA must issue a permit related to the manufacture of veterinary chemical products if we are satisfied that:

the application meets the application requirements (this includes meeting the requirements of an APVMA notice within the allocated timeframe
or providing an adequate response)
the exceptional circumstances justify issuing a permit
there are reasonable grounds to be satisfied that the proposed manufacturing activities can be conducted in compliance with the Manufacturing
Principles and the Australian Code of Good Manufacturing Practice for Veterinary Chemical Products, as well as any other statutory criteria or
conditions that may apply to the permits.

Note that we will not usually grant an extension to the duration period of a permit related to the manufacture of veterinary chemical products.

The APVMA must refuse a permit if:

the application does not meet the application requirements (this includes not meeting the requirements of an APVMA notice within the allocated
timeframe or providing an inadequate response)
it does not satisfy the statutory criteria listed above
the applicant will be unable to comply with the conditions of the permit
the APVMA or another prescribed authority has required a person to provide information, a report or a sample and that person fails to provide
that information, report or sample, or
the applicant or associated parties are deemed to be not fit and proper to hold a permit.

Approval or variation of a manufacturing licence

We will assess all applications for new licences and the variation of licences in accordance with APVMA legislation.

We will notify you that your application has been received within 10 days of it being lodged.

The APVMA will issue a licence if we are satisfied that:

you demonstrate to our satisfaction that you will comply with the conditions to be imposed on the licence if the licence is issued

The following content can be found at http://new.apvma.gov.au/node/289
If making a submission, please reference page number: 289

The following content can be found at http://new.apvma.gov.au/node/290
If making a submission, please reference page number: 290
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you can comply with the Manufacturing Principles.

The APVMA will refuse a licence application if:

you are unable to comply with the Manufacturing Principles
the premises are not satisfactory for the manufacture of the product
the applicant or associated parties are deemed not be fit and proper to hold a manufacturing licence, or
you have failed within 5 years immediately before the application to observe any one or more of the Manufacturing Principles in connection with
the manufacture of chemical products.

Renewal of registration

We will assess the application in accordance with the APVMA’s legislation and complete the assessment prior to the registration end date or, in the
case of a late application, within one month after it is made.

We will begin assessment of an application only after it has been lodged. The application is considered to be lodged when the applicant gives us the
application information on the approved form accompanied by any other information specified by the legislative instrument. From when you submit the
application, you have seven days to submit any other information specified by the legislative instrument. If, within this period, you do not submit the
other information specified by the legislative instrument, you are taken to have lodged the application.

We will notify you that the application has been received within 10 days of it being lodged.

The APVMA must renew the registration if we are satisfied that the application meets the application requirements.

The APVMA must refuse the application if the application does not meet the application requirements (this includes not meeting the requirements of
an APVMA notice within the allocated timeframe or providing an inadequate response).

Certificate for exporting agricultural and veterinary chemical
product

The APVMA will assess all applications in accordance with the APVMA legislation in a timely and efficient manner. There is no statutory timeframe
for us to assess an application for an export certificate. However, for efficiency, the APVMA has an internal policy by which we endeavour to process
certificate applications within 20 working days.

The APVMA will provide you with the certificate setting out any matters relating to the chemical product that are required to be established for the
purposes of its export.

If the APVMA refuses to provide the certificate, we will give you written notice of our refusal and include the reasons for our refusal.

Change of holder or nominated agent

The APVMA will assess the application in accordance with the APVMA legislation and determine the success of the application within one month of
the application being lodged.

We will begin assessment of an application only after the application has been lodged. The application is considered to be lodged when you provide
the APVMA with the application information on the approved form accompanied by any other information specified by the legislative instrument. From
when you submit the application, you have seven days to submit any other information as specified by the legislative instrument. If, within this period,
you do not submit the other information specified by the legislative instrument, you are taken to have lodged the application.

We will notify you that your application has been received within 10 days of it being lodged.

The APVMA will record the change of holder or nominated agent in the record or register if we are satisfied that:

the application meets the application requirements
appropriate consent has been provided.

The APVMA must refuse the application if:

the application does not meet the application requirements (this includes not meeting the requirements of an APVMA notice within the allocated
timeframe or providing an inadequate response), or
appropriate consent has not been provided.

The following content can be found at http://new.apvma.gov.au/node/291
If making a submission, please reference page number: 291

The following content can be found at http://new.apvma.gov.au/node/292
If making a submission, please reference page number: 292

The following content can be found at http://new.apvma.gov.au/node/293
If making a submission, please reference page number: 293

The following content can be found at http://new.apvma.gov.au/node/51
If making a submission, please reference page number: 51
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Putting your application together—approval, registration, variation

An outline of information to be included in applications, how to prepare dossiers and satisfy the statutory criteria. Explains the processes used by the
APVMA to make decisions about safety, efficacy and trade matters.

An application for registration of an agricultural or veterinary chemical product, approval or variation of an active constituent, or approval or variation
of a registered product or approved label, is required to be made through the APVMA portal. Supporting information, such as a dossier, can currently
be provided separately in paper form.

The portal is an online system where holders and nominated agents can submit and check the status of their applications and transact
with the APVMA in a secure environment.

Application aid tool

Intended to guide you through each step of the application process, the application aid will also provide an estimate of the timeframe and the fee for
an application. Available from 1 July 2014.

Information that must be contained in or accompany an application

The application must be accurately completed and be accompanied by the prescribed fee. The legislation includes penalties for the provision of false
or misleading information.

You will be required to provide certain information to support your application including how we can be satisfied that it meets the relevant statutory
criteria. When the application is made, the following information may be required:

information that will allow us to consider our satisfaction against the safety criteria, efficacy criteria, trade criteria and labelling criteria
for the appointment or variation of a nominated agent:  written consent from the proposed nominated agent
for a timeshift application: the project plan agreed to by the applicant and the APVMA
for an application supported by a dossier: a data list must be supplied electronically
for an application supported by reference to information where the use of that information is limited, consent from the authorising party of that
information (unless the applicant is also the authorising party, in which case consent is not required)
for an application for registration of a chemical product that is that same as another chemical product, except for the distinguishing name,
number and proposed holder: a declaration from the manufacturer of the registered chemical product and the proposed chemical product. The
manufacturer’s declaration must include all of the following statements with regard to the proposed repack and registered products:

the sites of product manufacture will be the same (same sites of manufacture using the same equipment)
the formulations will be the same (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, 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 all be the same
the immediate containers will be the same (same packaging materials and closure systems, and no additional pack size)

for registration of an agvet chemical product and approval of a label: the required information for the label must be provided electronically
for a variation of the label approval: the required information for the label must be provided electronically.

Dossiers

Data provided to support an application should be presented in English and in a logical format that is reconcilable with the data list (see data list
section and types of data).

The information submitted must be complete. Extracts of experimental reports or studies, or reports or studies with information obscured or hidden by
blanking out, will not be accepted as there is no way to determine if the hidden or omitted information is relevant to our consideration of the study or
report. Where documents are submitted with sections of information obscured, we may exercise our discretion under section 159 of the Agvet Code
to require the full text.

The title used for each piece of information submitted and included in a data list must be the original unedited title given to the item of information by
the author.

Addressing statutory criteria

The following content can be found at http://new.apvma.gov.au/node/622
If making a submission, please reference page number: 622

The following content can be found at http://new.apvma.gov.au/node/623
If making a submission, please reference page number: 623

The following content can be found at http://new.apvma.gov.au/node/624
If making a submission, please reference page number: 624

The following content can be found at http://new.apvma.gov.au/node/625
If making a submission, please reference page number: 625

Make an application
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We must grant an application for approval, registration or variation if we are satisfied that the statutory  criteria, including the safety criteria, efficacy
criteria, trade criteria and labelling criteria have been met. In addressing the criteria, the applicant may provide information, or valid scientific
argument that might address a specific criterion.

Active constituent

For an active constituent, the APVMA must be satisfied that the constituent meets the safety criteria.

Safety criteria

An active constituent meets the safety criteria if use of the constituent, in accordance with any instructions approved or to be approved by the APVMA
or contained in an established standard:

a)    is not, or would not be, an undue hazard to the safety of people exposed to it during its handling or people using anything containing its residues

b)    is not, or would not be, likely to have an effect that is harmful to human beings

c)    is not, or would not be, likely to have an unintended effect that is harmful to animals, plants or things or to the environment.

We must have regard to the following for the purposes of being satisfied whether an active constituent meets the safety criteria:

1. the toxicity of the constituent and its residues, including metabolites and degradation products, in relation to relevant organisms and
ecosystems, including human beings

2. the method by which the constituent is, or is proposed to be, manufactured
3. the extent to which the constituent will contain impurities
4. whether an analysis of the chemical composition of the constituent has been carried out and, if so, the results of the analysis
5. any conditions to which its approval is, or would be, subject
6. any relevant particulars that are, or would be, entered in the Record for the constituent
7. whether the constituent conforms, or would conform, to any standard made for it under section 6E of the Agvet Code to the extent that the

standard relates to matters covered by points a, b and c above.
8. any matters prescribed by the Agvet Code Regulations

in relation to active constituents, the method of analysis (if any) of the chemical composition of the active composition as prescribed by
the Regulations

We may have regard to other matters as we think relevant for the purposes of being satisfied as to whether an active constituent meets the safety
criteria.

Chemical product

For a chemical product, the APVMA must be satisfied that the product meets the safety criteria, the efficacy criteria, the trade criteria, and the
labelling criteria.

Safety criteria

A chemical product meets the safety criteria if use of the product, in accordance with any instructions approved or to be approved by the APVMA or
contained in an established standard:

is not, or would not be, an undue hazard to the safety of people exposed to the product during its handling or people using anything containing
its residues
is not, or would not be, likely to have an effect that is harmful to human beings
is not, or would not be, likely to have an unintended effect that is harmful to animals, plants or things or to the environment.

We must have regard to the following for the purposes of being satisfied as to whether a chemical product meets the safety criteria:

1. the toxicity of the product and its residues, including metabolites and degradation products, in relation to relevant organisms and ecosystems,
including human beings

2. the relevant poison classification of the product as determined under existing health arrangements
3. how the product is formulated
4. the composition and form of the constituents of the product
5. any conditions to which its registration is, or would be, subject

The following content can be found at http://new.apvma.gov.au/node/626
If making a submission, please reference page number: 626

The following content can be found at http://new.apvma.gov.au/node/627
If making a submission, please reference page number: 627

The following content can be found at http://new.apvma.gov.au/node/628
If making a submission, please reference page number: 628

The following content can be found at http://new.apvma.gov.au/node/629
If making a submission, please reference page number: 629
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6. any relevant particulars that are, or would be, entered in the Register for the product
7. whether the product conforms, or would conform, to any standard made for the product
8. any matters prescribed by the Agvet Code Regulations, including:

for all chemical products, the method of analysis (if any) of the chemical composition and form of the constituents of the chemical product
for a product manufactured in Australia, whether each step in the manufacture of the product complies, or will comply, with the
Manufacturing Principles and the Australian GMP Code (this does not apply if the product is an exempt product, a listed chemical product,
or a reserved chemical product)
for a product manufactured outside Australia, whether each step in the manufacture of the product complies, or will comply, with a
standard that the APVMA has determined is comparable to manufacturing principles and the Australian GMP Code (this does not apply if
the product is an exempt product, a listed chemical product, or a reserved chemical product)
for a molluscicide in the form of a bait, where the active constituent is either metaldehyde or methicoarb:

whether the product contains sufficient green or blue pigment or dye to colour the bait a distinctive green or blue colour
whether the product contains, in the bait, any bone meal or other product of animal origin

or an agricultural chemical product to be applied to seeds to be supplied and stored before planting or sowing, whether the product
contains sufficient pigment or dye to colour the seed to enable it to be readily distinguished from untreated seed, to which the chemical
product has not been applied.

We may consider one or more of the following for the purposes of being satisfied as to whether a chemical product meets the safety criteria:

1. the acceptable daily intake of each constituent contained in the product

2. any dietary exposure assessment prepared under subsection 82(4) of the Food Standards Australia New Zealand Act 1991 as a result of any
proposed variation notified under subsection 82(3) of that Act in relation to the product, and any comments on the assessment given to us under
subsection 82(4) of that Act

3. whether any trials or laboratory experiments have been carried out to determine the residues of the product, and if so, the results of those trials
or experiments, and whether those results show that the residues of the product will not be greater than limits that we have approved or will
approve

4. the stability of the product
5. the specifications for containers for the product
6. other matters as we think relevant.

Efficacy criteria

A chemical product meets the efficacy criteria if use of the product, in accordance with any instructions approved or to be approved by the APVMA, is
or would be effective according to criteria determined by the APVMA by legislative instrument or contained in an established standard.

We must have regard to the following for the purposes of being satisfied as to whether a chemical product meets the efficacy criteria:

1. whether any trials or laboratory experiments have been carried out to determine the efficacy of the product and, if so, the results of those trials or
experiments

2. any conditions to which its registration is, or would be, subject
3. any relevant particulars that are, or would be, entered in the Register for the product
4. whether the product conforms, or would conform, to any standard made for the product
5. any matters prescribed by the Agvet Code Regulations.

However, we are required to have regard to the matters set out above only to the extent prescribed by the Agvet Code Regulations or, if no
regulations exist, to the extent we consider relevant. 

Trade criteria

A chemical product meets the trade criteria if use of the product, in accordance with any instructions approved or to be approved by the APVMA or
contained in an established standard, does not, or would not, unduly prejudice trade or commerce between Australia and places outside Australia.

1. We must have regard to the following for the purposes of being satisfied whether a chemical product meets the trade criteria:
2. any conditions to which its registration is, or would be, subject
3. any relevant particulars that are, or would be, entered in the Register for the product
4. whether the product conforms, or would conform, to any standard made for the product
5. any matters prescribed by the Regulations.

The extent to which the APVMA must have regard to those matters is prescribed by the Agvet Code Regulations to be:

In full where it can be reasonably expected that the chemical product will be used in relation to:
a crop or animal, a product of which might be produced to a place outside Australia
a crop that will be fed to an animal, a product of which might be produced to a place outside Australia

In any other case, to the extent that the APVMA thinks is relevant.

The following content can be found at http://new.apvma.gov.au/node/630
If making a submission, please reference page number: 630

The following content can be found at http://new.apvma.gov.au/node/631
If making a submission, please reference page number: 631

The following content can be found at http://new.apvma.gov.au/node/632
If making a submission, please reference page number: 632
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Labelling criteria

A chemical product meets the labelling criteria if the label contains adequate instructions relating to the following as appropriate:

1. the circumstances in which the product should be used
2. how the product should be used
3. the times when the product should be used
4. the frequency of the use of the product
5. the withholding period after the use of the product
6. the re-entry period after the use of the product
7. the disposal of the product when it is no longer required
8. the disposal of containers of the product
9. the safe handling of the product and first aid in the event of an accident caused by the handling of the product

10. any matters prescribed by the Agvet Code Regulations, including:
for a chemical product that is a veterinary chemical product, the duration of any treatment using the product
the prevention of undue prejudice to trade or commerce between Australia and places outside Australia
the appropriate signal words (if any) required by the current Poisons Standard
for a chemical product that is a date-controlled chemical product, the storage of containers for the product
any other matter determined by the  CEO.

The APVMA must have regard to the following for the purposes of being satisfied whether a label meets the labelling criteria:

1. any conditions to which its approval is, or would be, subject
2. any relevant particulars and instructions that are, or would be, entered in the relevant APVMA file for the label
3. whether the label conforms, or would conform, to any standard made for the label.

To grant an application, we must also be satisfied that you meet the application requirements, and have complied with any requirements made during
the course of the evaluation.

An application meets the application requirements if :

1. it is in writing in the approved form
2. it is signed by the applicant
3. it is accompanied by as much of the prescribed fee as is required to be paid when the application is made
4. it is lodged with the APVMA
5. it contains, or is accompanied by, any information specified by legislative instrument made by us under section 8B of the Agvet Code
6. the constituent, product or label in relation to which the application is made complies, or will comply, with any requirement prescribed by the

Regulations
7. any requirement of you made by us under section 157 or 159 of the Agvet Code in relation to your application has been complied with;
8. any requirement prescribed by another provision of the Code in relation to the application has been complied with; and
9. any amount (including an amount in respect of a tax or penalty) that is payable by the applicant to the APVMA (including under a law of another

jurisdiction or the agvet law) has been paid.

Satisfying the statutory criteria

You must indicate in your application how you expect us to be satisfied that the statutory criteria relevant to your application have been addressed, by
using one, or a combination, of the methods below:

providing relevant data
using a reference product
providing a valid scientific argument
submitting previously provided reports from the APVMA
using overseas data assessments and decisions.

Testimonials or anecdotal evidence on their own are not acceptable methods of satisfying the statutory criteria and are generally given little weight but
may be used as additional supporting information.

Providing relevant data

You may choose to provide relevant data to satisfy us of one or more of the statutory criteria (safety criteria, trade criteria, and efficacy criteria) in
order to determine the application. You are encouraged to review the specific regulatory guidelines page for guidance as to the sorts of information
that may be submitted.

Applicants who are performing any step of the manufacture of veterinary chemical products are required to provide recognised evidence for each
nominated manufacturer.

The following content can be found at http://new.apvma.gov.au/node/633
If making a submission, please reference page number: 633

The following content can be found at http://new.apvma.gov.au/node/634
If making a submission, please reference page number: 634

The following content can be found at http://new.apvma.gov.au/node/635
If making a submission, please reference page number: 635

Make an application
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Using a reference product

You may choose to nominate a reference product to satisfy us of one or more of the statutory criteria (safety criteria, trade criteria, and efficacy
criteria) in relation to determining the application. A reference product must be an agvet chemical product that is currently registered or has previously
been registered by the APVMA. If the registered product contains information where the use of that information is limited, you must obtain written
consent from the authorising party for us to access that information.

For example, to address the safety criteria related to human health for a companion animal product, you may nominate a registered reference product
which contains the same active constituent at the same concentration and is registered for use in the same species as is indicated for the proposed
product. 

Providing a valid scientific argument

You may choose to provide a scientific argument to satisfy us of one or more of the statutory criteria (safety criteria, trade criteria, and efficacy
criteria) in relation to determining the application.

A valid scientific argument may be supported by published information provided in the dossier. For example, an applicant may choose to address the
efficacy criteria by providing efficacy studies that were generated overseas, using the same product formulation on the same or similar target species
proposed in Australia. Or you may  provide valid scientific argument as to why data generated in Australia was not provided. For example, the
scientific argument could consist of the following text:

The applicant considers that data generated under Australian conditions should not be required as the product is for use in

companion animals only, the product is to be used in the same way as it is used overseas, and there are no environmental differences

between Australia and the overseas country that would be relevant to the efficacy of the product. 

Submitting previously provided reports from the APVMA

You may choose to provide a report from us demonstrating that you have previously provided data that satisfied the APVMA of one or more of the
statutory criteria (safety criteria, trade criteria, and efficacy criteria) in relation to the determination (whether positive or negative) of a previously
submitted application.

In providing a previous report, you should also demonstrate that the data remains valid in relation to determining the application, as science may have
progressed since the data was last assessed.

For example, an application for a product registration was refused because we could not be satisfied with the residues aspects of the product
(related to the safety criteria); however, we were satisfied the product would be safe and effective to the target animal/crop when used in accordance
with the approved instructions. You submit a fresh application with new data to satisfy us of the residues aspects of the safety criteria. To satisfy the
target animal/crop efficacy and safety criteria, you provide and reference the previously provided efficacy and safety report, indicating that the
formulation and instructions for use of the chemical product are unchanged and therefore the findings of the report are still valid. 

Using overseas data assessments and decisions

You may choose to submit data generated overseas to support your application for approval, registration or variation. In assessing overseas data, we
may take into account the results of any trials or experiments already carried out in a foreign country or any decisions or evaluations made by
regulators of agricultural or veterinary chemicals in a foreign country. However, we will consider other matters as we think appropriate when assessing
overseas data, including but not limited to:

the similarities between the product registered in the foreign country and the product proposed for registration in Australia, including formulation
any significant differences in the use of the constituent or product in Australia and in the foreign country
any different environmental factors, or agricultural practices affecting the use of the constituent or product in Australia and in the foreign country.
any significant additional information relating to the properties of the constituent or product that has become available since the conduct of
those experiments or trials
any significant differences between  the way that  evaluations are made in Australia and how thay are conducted by the overseas  regulatory
authority.

Putting your application together—permit

How to meet the statutory criteria, the fees and time frames involved in making an application for a permit.

The following content can be found at http://new.apvma.gov.au/node/636
If making a submission, please reference page number: 636

The following content can be found at http://new.apvma.gov.au/node/637
If making a submission, please reference page number: 637

The following content can be found at http://new.apvma.gov.au/node/638
If making a submission, please reference page number: 638

The following content can be found at http://new.apvma.gov.au/node/52
If making a submission, please reference page number: 52

Make an application

10/156

http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php


An application for a permit is required to be made through the APVMA portal. Supporting information, such as a dossier, can currently be provided
separately in paper form.

The portal is an online system where holders and nominated agents can submit and check the status of their applications and transact
with the APVMA in a secure environment.

We must consider certain matters in determining an application for a permit. For example, in determining an application for a permit to use a
registered product on a minor crop species, we would consider whether the product would continue to meet the safety criteria, and whether there are
reasonable grounds for not making an application to vary the registration or label approval in relation to the product. We would also consider whether
the application meets the application requirements and the proposed holder of the permit can comply with the conditions imposed.

A permit approval cannot be varied, as that would affect the validity of the previous assessment. If you want to vary a permit approval, you must apply
for a new permit. You will need to surrender the original permit before a new permit is approved.

Application aid tool

Intended to guide you through each step of the application process, the application aid will also provide an estimate of the timeframe and the fee for
an application. Available from 1 July 2014.

Information that must be contained in or accompany an application

The application must be accurately completed and the application must be accompanied by the prescribed fee. The legislation includes penalties for
the provision of false or misleading information.

You will be required to provide certain information to support your application including how we can be satisfied that it meets the relevant statutory
criteria. When the application is made, the following information may be required:

information that will allow us to consider our satisfaction against the safety criteria, efficacy criteria and trade criteria
for the appointment or variation of a nominated agent:  written consent from the proposed nominated agent
a justification as to why a product registration or variation application has not been made
a justification as to why the permit application is for a minor use, emergency use or research permit
for a manufacturing permit: a justification as to why a licence application or variation to a licence application has not been made.

Dossiers

Data provided to support an application should be presented in English and in a logical format.

The information submitted must be complete. Extracts of experimental reports or studies, or reports or studies with information obscured or hidden by
blanking out, will not be accepted as there is no way of determining if the hidden or omitted information is relevant to our consideration of the study or
report. Where these documents are submitted with sections of information obscured, we will exercise our discretion under section 159 of the Agvet
Code to require the full text.

Addressing statutory criteria

We must issue a permit that relates to an active constituent or agvet chemical product if we are satisfied that the statutory criteria, including the safety
criteria, efficacy criteria and trade criteria has been met. 

Active constituent

For an active constituent, the APVMA must be satisfied that the constituent meets the safety criteria.

The following content can be found at http://new.apvma.gov.au/node/646
If making a submission, please reference page number: 646

The following content can be found at http://new.apvma.gov.au/node/647
If making a submission, please reference page number: 647

The following content can be found at http://new.apvma.gov.au/node/648
If making a submission, please reference page number: 648

The following content can be found at http://new.apvma.gov.au/node/649
If making a submission, please reference page number: 649

The following content can be found at http://new.apvma.gov.au/node/650
If making a submission, please reference page number: 650

The following content can be found at http://new.apvma.gov.au/node/651
If making a submission, please reference page number: 651

Make an application
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Safety criteria

An active constituent meets the safety criteria if use of the constituent, in accordance with any instructions approved or to be approved by the APVMA
or contained in an established standard:

a)    is not, or would not be, an undue hazard to the safety of people exposed to it during its handling or people using anything containing its residues

b)    is not, or would not be, likely to have an effect that is harmful to human beings

c)    is not, or would not be, likely to have an unintended effect that is harmful to animals, plants or things or to the environment.

We must have regard to the following for the purposes of being satisfied whether an active constituent meets the safety criteria:

1. the toxicity of the constituent and its residues, including metabolites and degradation products, in relation to relevant organisms and
ecosystems, including human beings

2. the method by which the constituent is, or is proposed to be, manufactured
3. the extent to which the constituent will contain impurities
4. whether an analysis of the chemical composition of the constituent has been carried out and, if so, the results of the analysis
5. any conditions to which its approval is, or would be, subject
6. any relevant particulars that are, or would be, entered in the Record for the constituent
7. whether the constituent conforms, or would conform, to any standard made for it under section 6E of the Agvet Code to the extent that the

standard relates to matters covered by points a, b and c above.
8. any matters prescribed by the Agvet Code Regulations

in relation to active constituents, the method of analysis (if any) of the chemical composition of the active composition as prescribed by
the Regulations

We may have regard to other matters as we think relevant for the purposes of being satisfied as to whether an active constituent meets the safety
criteria.

Chemical product

For a chemical product, the APVMA must be satisfied that the product meets the safety criteria, the efficacy criteria, and the trade criteria.

Safety criteria

A chemical product meets the safety criteria if use of the product, in accordance with any instructions approved or to be approved by the APVMA or
contained in an established standard:

is not, or would not be, an undue hazard to the safety of people exposed to the product during its handling or people using anything containing
its residues
is not, or would not be, likely to have an effect that is harmful to human beings
is not, or would not be, likely to have an unintended effect that is harmful to animals, plants or things or to the environment.

We must have regard to the following for the purposes of being satisfied as to whether a chemical product meets the safety criteria:

1. the toxicity of the product and its residues, including metabolites and degradation products, in relation to relevant organisms and ecosystems,
including human beings

2. the relevant poison classification of the product as determined under the existing health arrangements
3. how the product is formulated
4. the composition and form of the constituents of the product
5. any conditions to which its registration is, or would be, subject
6. any relevant particulars that are, or would be, entered in the Register for the product
7. whether the product conforms, or would conform, to any standard made for the product
8. any matters prescribed by the Agvet Code Regulations, including:

for all chemical products, the method of analysis (if any) of the chemical composition and form of the constituents of the chemical product
for a product manufactured in Australia, whether each step in the manufacture of the product complies, or will comply, with the
Manufacturing Principles and the Australian GMP Code (this does not apply if the product is an exempt product, a listed chemical product,
or a reserved chemical product)
for a product manufactured outside Australia, whether each step in the manufacture of the product complies, or will comply, with a
standard that the APVMA has determined is comparable to manufacturing principles and the Australian GMP Code (this does not apply if
the product is an exempt product, a listed chemical product, or a reserved chemical product)
for a molluscicide in the form of a bait, where the active constituent is either metaldehyde or methicoarb:

whether the product contains sufficient green pigment or dye to colour the bait a distinctive green colour
whether the product contains, in the bait, any bone meal or other product of animal origin

for an agricultural chemical product to be applied to seeds to be supplied and stored before planting or sowing, whether the product
contains sufficient pigment or dye to colour the seed to enable it to be readily distinguished from untreated seed to which the chemical
product has not been applied.

We may consider one or more of the following for the purposes of being satisfied as to whether a chemical product meets the safety criteria:

The following content can be found at http://new.apvma.gov.au/node/652
If making a submission, please reference page number: 652

The following content can be found at http://new.apvma.gov.au/node/653
If making a submission, please reference page number: 653
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1. the acceptable daily intake of each constituent contained in the product

2. any dietary exposure assessment prepared under subsection 82(4) of the Food Standards Australia New Zealand Act 1991 as a result of any
proposed variation notified under subsection 82(3) of that Act in relation to the product, and any comments on the assessment given to us under
subsection 82(4) of that Act

3. whether any trials or laboratory experiments have been carried out to determine the residues of the product, and if so, the results of those trials
or experiments, and whether those results show that the residues of the product will not be greater than limits that we have approved or will
approve

4. the stability of the product
5. the specifications for containers for the product
6. other matters as we think relevant.

Efficacy criteria

A chemical product meets the efficacy criteria if use of the product, in accordance with any instructions approved or to be approved by the APVMA, is
or would be effective according to criteria determined by the APVMA or legislative instrument or contained in an established standard.

We must have regard to the following for the purposes of being satisfied as to whether a chemical product meets the efficacy criteria:

whether any trials or laboratory experiments have been carried out to determine the efficacy of the product and, if so, the results of those trials or
experiments
any conditions to which its registration is, or would be, subject
any relevant particulars that are, or would be, entered in the Register for the product
whether the product conforms, or would conform, to any standard made for the product
any matters prescribed by the Agvet Code Regulations.

However, we are required to have regard to the matters set out above only to the extent prescribed by the Agvet Code Regulations or, if no
regulations exist, to the extent we consider relevant.

Trade criteria

A chemical product meets the trade criteria if use of the product, in accordance with any instructions approved or to be approved by the APVMA or
contained in an established standard, does not, or would not, unduly prejudice trade or commerce between Australia and places outside Australia.

We must have regard to the following for the purposes of being satisfied whether a chemical product meets the trade criteria:

1. any conditions to which its registration is, or would be, subject
2. any relevant particulars that are, or would be, entered in the Register for the product
3. whether the product conforms, or would conform, to any standard made for the product

any matters prescribed by the Regulations. The extent to which the APVMA must have regard to those matters is prescribed by the Agvet Code
Regulations to be:

In full where it can be reasonably expected that the chemical product will be used in relation to:
a crop or animal, a product of which might be produced to a place outside Australia
a crop that will be fed to an animal, a product of which might be produced to a place outside Australia

In any other case, to the extent that the APVMA thinks is relevant.

To issue a permit, we must also be satisfied that you meet the application requirements, and have complied with any requirements made during the
course of the permit evaluation.

An application meets the application requirements if:

1. it is in writing in the approved form
2. it is signed by the applicant
3. it is accompanied by as much of the prescribed fee as is required to be paid when the application is made
4. it is lodged with the APVMA
5. it contains, or is accompanied by, any information specified by legislative instrument made by us under section 8B of the Agvet Code
6. the constituent, product or label in relation to which the application is made complies, or will comply, with any requirement prescribed by the

Regulations
7. any requirement of you made by us under section 157 or 159 of the Agvet Code in relation to your application has been complied with;
8. any requirement prescribed by another provision of the Code in relation to the application has been complied with; and
9. any amount (including an amount in respect of a tax or penalty) that is payable by the applicant to the APVMA (including under a law of another

jurisdiction or the agvet law) has been paid.

Satisfying the statutory criteria

The following content can be found at http://new.apvma.gov.au/node/654
If making a submission, please reference page number: 654

The following content can be found at http://new.apvma.gov.au/node/655
If making a submission, please reference page number: 655

The following content can be found at http://new.apvma.gov.au/node/656
If making a submission, please reference page number: 656
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You must indicate in your application how you expect us to be satisfied that the statutory criteria relevant to your application have been addressed by
using one, or a combination, of the methods below:

providing relevant data
providing a valid scientific argument
submitting previously provided reports from the APVMA
using overseas data assessments and decisions
providing evidence of GMP compliance for veterinary chemical manufacture.

Testimonials or anecdotal evidence on their own are not acceptable methods of satisfying the statutory criteria and are generally given little weight but
may be used as additional supporting information.

Providing relevant data

You may choose to provide data to satisfy us of one or more of the statutory criteria (safety criteria, trade criteria, and efficacy criteria) in relation to
determining a permit application. You are encouraged to review the specific regulatory guidelines page for guidance as to the sorts of information
that may be submitted.

Providing a valid scientific argument

You may choose to provide a valid scientific argument to satisfy us of one or more of the statutory criteria (safety criteria, trade criteria, and efficacy
criteria) in relation to determining a permit application.

A valid scientific argument may be supported by published information provided in the dossier. For example, an applicant may choose to address the
efficacy criteria by providing efficacy studies that were generated overseas using the same product formulation on the same or similar target species
proposed in Australia. Alternatively, you may provide valid scientific argument as to why data generated in Australia was not provided. For example,
the scientific argument could consist of the following text:

The applicant considers that data generated under Australian conditions should not be required as the product is for use in

companion animals only, the product is to be used in the same way as it is used overseas, and there are no environmental differences

between Australia and the overseas country that would be relevant to the efficacy of the product. z

Submitting previously provided reports from the APVMA

You may choose to provide a report from us demonstrating that you have previously provided data that satisfied the APVMA of one or more of the
statutory criteria (safety criteria, trade criteria, and efficacy criteria) in relation to the determination (whether positive or negative) of a previously
submitted application. The data provided would include use of the same product formulation on the same or similar target species.

In providing a previous report, you should also demonstrate that the data remains valid in relation to determining the application.

For example, an application for a product registration was refused because we could not be satisfied with the residues aspects of the product
(related to the safety criteria); however, we were satisfied that the product would be safe and effective to the target animal/crop when used in
accordance with the approved instructions. You submit a fresh application with new data to satisfy us of the residues aspects of the safety criteria. To
satisfy the target animal/crop efficacy and safety criteria, you provide and reference the previously provided efficacy and safety report, indicating that
the formulation and instructions for use of the chemical product are unchanged and therefore the findings of the report are still valid. 

Using overseas data assessments and decisions

You may choose to submit data generated overseas to support your application for a permit. In assessing overseas data, we may take into account
the results of any trials or experiments already carried out in a foreign country or any decisions or evaluations made by regulators of agricultural or
veterinary chemicals in a foreign country. However, we will consider other matters as we think appropriate when assessing overseas data, including
but not limited to:

any significant differences in the use of the constituent or product in Australia and in the foreign country
any different environmental factors, or agricultural practices affecting the use of the constituent or product in Australia and in the foreign country
any significant additional information relating to the properties of the constituent or product that has become available since the conduct of
those experiments or trials
any significant differences between the way that evaluations are made in Australia and how they are conducted by the overseas regulatory
authority. 

The following content can be found at http://new.apvma.gov.au/node/657
If making a submission, please reference page number: 657

The following content can be found at http://new.apvma.gov.au/node/658
If making a submission, please reference page number: 658

The following content can be found at http://new.apvma.gov.au/node/659
If making a submission, please reference page number: 659

The following content can be found at http://new.apvma.gov.au/node/660
If making a submission, please reference page number: 660
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Providing evidence of GMP compliance when applying for a
manufacturing permit

Manufacturers applying for a manufacturing permit should provide objective evidence that the proposed activities would be undertaken in compliance
with the Manufacturing Principles and the GMP Code as well as any conditions that relate to the issue of such a permit. Depending on any
exceptional circumstances that may apply, evidence could be in various forms including, but not limited to, an APVMA licence or an audit report from
an APVMA-authorised auditor.

How the APVMA makes decisions about safety, efficacy and trade
matters

Data guidelines

Obligation to provide any adverse information

Using the regulatory guidelines

Labelling requirements

When assessing an application for a permit, the labelling criteria is not applicable however when assessing a permit that may require a condition that
the product only be supplied with a particular label, for attachment to the container of an agvet chemical product, we will assess whether it contains
appropriate instructions that support the safe and effective use of the product and would not unduly prejudice trade or commerce between Australia
and places outside Australia. In assessing the label instructions the APVMA considers information that identifies that product, how the product is to
be handled, used and stored, how empty packaging is to be disposed of and any statements that are required in the case of poisoning. A label will
only be included as an attachment to the permit if it contains the appropriate instructions considered necessary for the safe and effective use of the
product. Applicants should refer to the APVMA Labelling Codes for information for further information regarding labels.

Application fees and assessment periods

Application fees and assessment periods

Putting your application together—manufacturing licence

The following content can be found at http://new.apvma.gov.au/node/661
If making a submission, please reference page number: 661

The following content can be found at http://new.apvma.gov.au/node/662
If making a submission, please reference page number: 662

The following content can be found at http://new.apvma.gov.au/node/663
If making a submission, please reference page number: 663

The following content can be found at http://new.apvma.gov.au/node/664
If making a submission, please reference page number: 664

The following content can be found at http://new.apvma.gov.au/node/665
If making a submission, please reference page number: 665

The following content can be found at http://new.apvma.gov.au/node/666
If making a submission, please reference page number: 666

The following content can be found at http://new.apvma.gov.au/node/667
If making a submission, please reference page number: 667

The following content can be found at http://new.apvma.gov.au/node/53
If making a submission, please reference page number: 53
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How to prepare an application for a manufacturing licence, including the details of the licensing process and the application fees. Includes information
about our audit process and the arrangements for overseas manufacturers demonstrating compliance with the Australian codes of Good
Manufacturing Practice.

Licensing process

Prior to issuing a licence we must be satisfied that requirements—the Manufacturing Principles and the GMP Code—can be complied with. For new
licences and some licence variations this can be assessed through audit. There is also scope to accept reports from recognised bodies such as the
Therapeutic Goods Administration (TGA) and the National Association of Testing Authorities, Australia (NATA).

You may request pre-application assistance to discuss the application requirements for a new licence or to vary a licence. There is a fee for this
service.

Audits to obtain and vary a licence

New Applicants

As part of the licence application approval process, if an audit is required the manufacturer must engage an APVMA-authorised GMP auditor to
inspect the premises, equipment, processes and facilities proposed to be used in the manufacture of a veterinary chemical product. The auditor
prepares a report that includes their findings of the facility’s compliance with the GMP Code and APVMA requirements. The report also details any
non-conformances found during the audit. Manufacturers are responsible for determining the most appropriate corrective actions to address any non-
conformances arising from an audit. We determine whether these actions are adequate and have been implemented appropriately.

Based on the audit report and any other relevant information the APVMA may:

issue a licence
defer issuing a licence until we are satisfied that all non-conformances have been corrected
refuse to issue a licence. 

Before the audit, the applicant must submit a pre-audit notification and information form which provides additional information about the facility as well
as notifies us when the audit will be conducted and by which auditor. The audit is to be conducted in line with the GMP audit procedure.

Variation of existing licence

We consider applications to change the scope of a licence on a case-by-case basis. Some variation applications may require an audit; for example,
an audit would almost certainly be required to demonstrate capability to manufacture a new product type. An audit would not usually be required when
the scope of a licence is being reduced. In order to maintain a licence and confirm ongoing compliance, the licence holder must arrange periodic re-
audits as required by the APVMA.

APVMA-authorised GMP auditors

We maintain a list of authorised auditors who are available to conduct GMP audits. APVMA-authorised auditors are not employed by or contracted
by the APVMA. Audits are performed under contractual agreements between the auditor and the manufacturer and the cost of the audit is borne by
the manufacturer.

The APVMA authorises GMP auditors on the basis of their auditing and manufacturing experience, qualifications and their familiarity with the
APVMA’s manufacturing requirements and guidelines.

The APVMA has measures in place to ensure that auditors do not have any conflicts of interest that could undermine the independence and integrity
of the Manufacturers’ Licensing Scheme and that auditors treat all company information supplied to them as confidential.

Assessment of audit reports

Following an audit, the manufacturer must provide the audit report and associated documentation to the APVMA for assessment. In assessing this
documentation we consider:

any non-conformances identified in the audit report
whether these non-conformances have been rectified following corrective action

The following content can be found at http://new.apvma.gov.au/node/294
If making a submission, please reference page number: 294

The following content can be found at http://new.apvma.gov.au/node/295
If making a submission, please reference page number: 295

The following content can be found at http://new.apvma.gov.au/node/296
If making a submission, please reference page number: 296

The following content can be found at http://new.apvma.gov.au/node/297
If making a submission, please reference page number: 297
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any other matters we consider relevant
whether the applicant can comply, or in the case of an existing holder is complying, with conditions of the licence.

Discretion to accept reports from other recognised regulators

The APVMA may recognise certification or licensing from the TGA or NATA as evidence of compliance with the Manufacturing Principles and GMP
Code. Recognition is given provided the manufacturer has been audited to establish compliance of manufacture of closely similar product types and
steps of manufacture against a comparable GMP Code as determined by the APVMA. Any product types or steps of manufacture outside of the
recognised body’s inspection scope may need to be assessed by the APVMA through an APVMA audit. Following the issue of an APVMA licence,
ongoing assessment of the inspections conducted by the TGA or NATA is required.

Withdrawal of applications

Applicants may, for various reasons, decide to not proceed with licensing, and request that their application be withdrawn. This may occur before or
after an audit has taken place. To withdraw your application you need to provide written advice to the APVMA.

APVMA audits of overseas manufacturers

When registering veterinary chemical products, applicants are required to provide evidence that any overseas manufacturers involved in the
manufacture of the product meet an acceptable standard of Good Manufacturing Practice (GMP) as well as maintain ongoing compliance.

We do not have the jurisdiction to license overseas facilities. If acceptable GMP evidence is not available, overseas manufacturers may undergo an
audit conducted by an APVMA-authorised auditor to assess compliance with the Australian GMP Code for veterinary chemical products.

Overseas manufacturers can arrange with an APVMA-authorised auditor for an audit of their facility and should notify the APVMA at least 4 weeks
before the audit is conducted using the Overseas Pre-Audit Notification and information form. 

If the overseas site demonstrates compliance with the Manufacturing Principles and the GMP Code the APVMA issues a letter to confirm the
overseas site’s GMP compliance.

Certification of GMP compliance of a manufacturer for exports of
products to Europe

An application for a Certificate of Good Manufacturing Practice (GMP) Compliance of a Manufacturer can be made under the provisions of the mutual
recognition agreement between Australia and the European Community for products to be exported to the European Community or a European Free
Trade Association country.

A request for a Certificate of GMP Compliance of a Manufacturer relating to an Australian manufacturer of a veterinary chemical product should be
made to the APVMA. The application must be completed by an APVMA-licensed manufacturer and should be submitted on the appropriate form.

Under the terms of the agreement, the Therapeutic Goods Administration conducts the inspections and the APVMA is responsible for issuing the
certificate and coordinating the process.

Manufacturing permits

In exceptional circumstances, the APVMA can issue a permit that authorises the carrying out of a step of manufacture for the manufacture of a
particular veterinary chemical product at specified premises.

It is necessary to apply for a permit. For additional information regarding manufacturing permits and the application process refer to guidance on
making a permit application.

The following content can be found at http://new.apvma.gov.au/node/298
If making a submission, please reference page number: 298

The following content can be found at http://new.apvma.gov.au/node/299
If making a submission, please reference page number: 299

The following content can be found at http://new.apvma.gov.au/node/300
If making a submission, please reference page number: 300

The following content can be found at http://new.apvma.gov.au/node/87
If making a submission, please reference page number: 87

The following content can be found at http://new.apvma.gov.au/node/301
If making a submission, please reference page number: 301

The following content can be found at http://new.apvma.gov.au/node/54
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Putting your application together—renewal of registration

A description of the application process and fees for renewal of a registration.

An application to renew a registration must be made through the APVMA portal. The portal is an online system where holders and nominated agents
can submit and check the status of their applications and transact with the APVMA in a secure environment.

There is no option to submit the application using a paper form.

Putting your application together—certificates for exporting
agricultural and veterinary chemical products

Information on how to make an application for a certificate for export, including the fee and assessment period.

You can apply for a certificate in writing or online through the APVMA portal. You will need to provide the name of the receiving country and establish
what information that country requires for the purpose of importing the agvet chemical product. The certificate of export information to be provided
with an application guideline provides further information on the common types of information that may be required by a foreign country to support an
application for an export certificate.

The APVMA does not provide advice on the documentation requirements of other countries.

You should indicate the number of certificates and whether you require the certificate to go to the Department of Foreign Affairs and Trade (DFAT) for
a consular act to be performed in relation to it.

Application fees       

The standard fee is $125 for an individual certificate prepared by the APVMA. Should the certificate require us to undertake technical or scientific
assessment, a further $105 for the assessment is payable.

Where subsequent certificates are applied for on the same day as the original certificate, there is no additional fee payable if the subsequent
certificate(s) are the same in all aspects to the original except for the addressee, the destination country to which the chemical product will be
exported, or the name of the authority of the destination country.

If in an application for a certificate an applicant requires us to take a certificate to the DFAT to perform a consular act in relation to it, the following
further fees apply:

for signing and affixing a seal to the certificate: $20 per certificate
for preparing and issuing an Apostille certificate for the export certificate: $60 per certificate.

The additional fee for DFAT services applies to each application even if several similar applications are received on the same day.

Putting your application together—change the holder or nominated
agent

How to make an application to vary the holder or nominated agent. Includes fee and time frame information.

An application to change the holder or nominated agent must be made through the APVMA portal.

The portal is an online system where holders and nominated agents can submit and check the status of their applications and transact
with the APVMA in a secure environment.

There is no option to submit the application using a paper form, although supporting information, such as a dossier, can currently be provided
separately in paper form.

Obligation to provide any adverse information in respect to a
pending application or an approval or registration

If making a submission, please reference page number: 54

The following content can be found at http://new.apvma.gov.au/node/55
If making a submission, please reference page number: 55

The following content can be found at http://new.apvma.gov.au/node/56
If making a submission, please reference page number: 56

The following content can be found at http://new.apvma.gov.au/node/57
If making a submission, please reference page number: 57
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How to supply adverse information regarding a pending application or an approval or registration.

All holders and applicants have a statutory obligation under section 160A and 161 of the Agvet Code to provide the APVMA as soon as practicable
any relevant adverse information they become aware of that relates to the relevant chemical product or constituent. This is because such information
may affect our consideration of the application or our ongoing satisfaction in terms of continued approval and registration.

Information you give us is considered relevant if it contradicts any information you provided to support your pending application or that shows that the
constituent or product may not meet the safety, trade or efficacy criteria that formed part of the original approval or registration.

Information provided under section 161 (unless provided in relation to a permit) is eligible for limits on use of information.

Application aid tool

Intended to guide you through each step of the application process. It will also provide an estimate of the timeframe and the fee for an application.
Available from 1 July 2014.

The APVMA’s application aid is a tool that will guide you through a series of questions to establish what type of application you are proposing to
make and how you propose to satisfy us that your application meets the statutory criteria. The tool will guide you to the appropriate application item
through your answers to these questions. It will store your responses to automatically populate your application information in the online portal should
you wish to proceed with an application.

The online portal contains information and help points when making your application. Should you need further assistance you can contact us or make
an application for pre-application assistance.

Labelling requirements

Information to help you to prepare a label. Standard and special conditions of label approval are described, along with information on the agricultural
and veterinary labelling codes.

The Agvet Code requires that all agvet products supplied to the market place must have an approved label attached to the container.

An approved label contains:

the label wording approved by the APVMA
other information required by the Agvet Code Regulations
the conditions contained in the Labelling Codes.

We may also impose conditions of approval on a label.

Detailed information regarding labels and labelling requirements can be obtained from the Agricultural Labelling Code and the Veterinary Labelling
Code.

Submitting your label for approval

The APVMA considers and approves wording for the label including the adequate instructions required by the Agvet Code and the particulars
prescribed by the Agvet Code Regulations. The APVMA will also assess and approve other wording required on the label as specified in the Ag
Labelling Code and Vet Labelling Code.

On a case-by-case basis the APVMA may require additional instructions or information on labels by applying of specific conditions of label approval.

Labels and label variations must be submitted electronically using the e-label template.

Ag Labelling Code

Agricultural Labelling Code

The Agricultural and Veterinary Chemicals Code (Agvet Code), scheduled to the Agricultural and Veterinary Chemicals Code Act 1994,and the

Agricultural and Veterinary Code Regulations 1995 (Agvet Code Regulations) collectively prescribe the approval process and content requirements
for labels for containers for agricultural chemical products. Among other things, a label must comply with the requirements of the Labelling Standard
or, if there is no Labelling Standard, the Agricultural or Veterinary Labelling Codes made by the APVMA, as in force from time to time.

The following content can be found at http://new.apvma.gov.au/node/58
If making a submission, please reference page number: 58

The following content can be found at http://new.apvma.gov.au/node/59
If making a submission, please reference page number: 59

The following content can be found at http://new.apvma.gov.au/node/304
If making a submission, please reference page number: 304

The following content can be found at http://new.apvma.gov.au/node/870
If making a submission, please reference page number: 870
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This Agricultural Labelling Code draws together the requirements of the Agvet Code and the Agvet Code Regulations (including in relation to the
relevant particulars of labels and label conditions). It also includes additional guidance developed by the APVMA to ensure that labels for containers
for agricultural chemical products reflect current best practice.

The Agricultural Labelling Code aims to accurately reflect legislative requirements. Labels for containers for agricultural chemical products must
comply with the Agricultural Labelling Code. In the event that the Agricultural Labelling Code is found to be inconsistent with the Agvet Code or the
Agvet Code Regulations, the Agvet Code and the Agvet Code Regulations take precedence. The Agricultural Labelling Code may be revised from
time to time.

The APVMA cannot register an agricultural chemical product without also approving a label for containers for the product. Similarly the APVMA
cannot approve a label for containers for an agricultural chemical product without also registering the product. (The Agvet Code also provides that a
registered chemical product may have more than one approved label.)

Assessing and approving labels is a key part of the product registration process. While all label information must comply with the Agricultural
Labelling Code, the APVMA will only assess and formally approve the subset of label related information identified in the e-label template for
submission of relevant particulars for labels (that is, the information to which the APVMA must have regard to satisfy itself that a label meets the
labelling criteria and approve the label (sections 5D and 14 of the Agvet Code).

All of the key information required to be set out on labels for containers for agricultural chemical products is outlined in the Agricultural Labelling Code
(including the requirements of the Agvet Code and the Agvet Code Regulations). The Agricultural Labelling Code also provides additional guidance
and examples of suitable wording for common situations. The examples are not exhaustive and may not be required or be appropriate for all
circumstances. The specific information required on the label for each product will be determined by the APVMA during the evaluation of the
application for approval of the label (or for variation of the relevant particulars or conditions of the approval).

The Agricultural Labelling Code is presented as a series of general labelling requirements and specific labelling requirements. Specific requirements
relate only to the particular product types or certain aspects of labelling identified. The content of a specific labelling requirement may extend content,
or replace part of the content, contained in the general labelling requirements. All labels should otherwise comply with the general labelling
requirements.

General labelling requirements

An introduction to preparing a label and the label approval process
Label presentation and layout
Label content

Specific labelling requirements

Home garden and domestic pest-control products
Australian and New Zealand harmonised labelling for aerosol products
Antifouling paints
Uniform expression of active constituents
Organophosphorous and carbamate compounds requiring an anticholinesterase compound statement
Directions for use table headings
Spray drift labelling

Submitting labels

E-label template

An introduction to preparing a label and the label approval
process

What is a label?

A label in relation to a product is  the written, printed and related graphic matter on, or attached to, the container in which the product is directly
packed and the outside container or wrapper of the retail package, if there be any. Labels include tags, leaflets, brands, stamps, marks, stencils or
written statements as well as such things as stickers. The label may often be the only source of information, instruction and advice to the user of a
product.

A label must be attached to the container for the chemical product to which it relates before the product is supplied. A container includes anything by
which or in which a chemical product is, or is to be, covered, enclosed, contained or packaged, but does not include a container (such as a shipping
container) in which other containers of chemical products are, or are to be, placed for the purpose of being transported. The package (bag, can,
bottle etc) in which an agricultural chemical product is packed and sold is the product’s container.

In cases where the size of a container precludes placement of all the necessary information on a single panel, the label can be divided into two or
more parts (for example, a labelled container placed inside a carton that is also labelled, or a labelled container plus an inserted or fold-out leaflet or
attached booklet). The ‘label’, in these cases, refers to a combination of all the parts. The label for the product is not complete until all of the parts are
present and complete. In these cases, the possible label parts include:

the primary pack—the outermost packaging in which the product is supplied (eg carton), or the immediate container, if there is no outer
packaging
the immediate container—the container that is in physical contact with the product (eg bottle, blister pack or bladder)
a leaflet or booklet supplied with each single sale unit (where appropriate) All information required on a label should be on the primary pack, if
possible. If there is no outer pack (eg carton), the immediate container is the primary pack. Certain information may appear on a leaflet or

The following content can be found at http://new.apvma.gov.au/node/939
If making a submission, please reference page number: 939

Make an application
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booklet when space is limited.

A label or label part may be divided into a main panel and one or more ancillary panels. A panel refers to a distinct portion or division of the label. The
main panel is the most prominent panel; it must contain the distinguishing name of the product, signal heading (if required), active constituent
statement, and other items in relation to the product. An ancillary panel (or panels) contain other information about the product, including its directions
for use.

Every label for a product must be printed on or securely attached to the outside of the container or pack of the product. If leaflets or booklets are used,
they should be attached to the container in plastic pockets or by other suitable secure holding methods.

When preparing a label, the designer should consider how to make the best use of the available space, what should be put into that space, and where
to place the information within the space.

Label approvals

The APVMA must have regard to certain matters or details in order for it to satisfy itself that a label meets the labelling criteria and approve the label
(sections 5D and 14 of the Agvet Code), Applicants must use the e-label template to submit the label details that the APVMA must take into account.

Other label content does not need to be assessed or approved by the APVMA and is not covered by the template (however all labels must comply
with the relevant Labelling Code).

Changes to the information covered by the template can only be made by application for variation to the relevant particulars or conditions of the label
approval. Changes to information not covered by the template may be made without formal APVMA approval but must remain compliant with the
relevant Labelling Code.

The APVMA will consider the details submitted via the e-label template (that is, the proposed label wording) to ensure that the label meets the
requirements set out in the Agvet Code and the Agvet Code Regulations. (The template includes adequate instructions required by section 5D of the
Agvet Code, the relevant particulars and other information prescribed by the Agvet Code Regulations (regulation 17 and 18D), and any instructions or
information required by the Agricultural or Veterinary Labelling Codes (regulation 18E).

If the wording submitted is complete and appropriate the APVMA will approve this wording. We refer to this as the ‘approved label wording’. Apart
from the details required by regulation 18D, changes to this wording require approval from the APVMA.

Approval holders are required to incorporate the approved label wording in the labels placed on containers for chemical products for supply to the
market. These labels may include other information provided that it is not contrary to the approved label wording. They must comply with the layout,
presentation and legibility requirements of the relevant Labelling Code. This final version of the label is the ‘approved label’.

The APVMA has discontinued use of the terms ‘relevant label particulars’ (RLP) and ‘marketed product label’ (MPL) in favour of the above terms,
which more closely reflect the requirements of the Agvet Code and the Agvet Code Regulations.

The approved label must comply with all statutory conditions of label approval; for example:

the approved label must be attached to the container for the chemical product to which it relates before the supply of the product
the approved label must contain the relevant particulars for the label
the approved label must contain the batch number, expiry date (if applicable) and date of manufacture (if applicable) of the chemical product,
and the name and address of the person primarily responsible for marketing the product
the approved label must not contain information that is contrary to any of the above, including the relevant particulars
the information on the approved label must not be altered, defaced, obliterated, obscured or destroyed
the approved label must comply with the APVMA’s Labelling Standard or Labelling Code, whichever is in force at the time
the approved label must not contain misleading or deceptive information
the holder of the label approval must not make any claims about the product that are inconsistent with an instruction on the label
the holder of the label approval must retain a copy of each form of the label attached to a container (or series of containers) released for supply,
together with records in relation to the batch number for the form of the label, and when the series of containers on which the form of the label is
attached was first released for supply, for five years after the last supply of the product with that label
copies of the forms of labels and associated records must be provided to the APVMA on request.

Products covered by the Agricultural Labelling Code

This labelling code covers the labelling requirements for agricultural chemical products as defined in the Agvet Code. Any agricultural chemical
product that requires registration may not become registered unless the APVMA also approves a label for container for the product. The Agvet Code
Regulations may declare a a substance or mixture of substances to be or not be an agricultural chemical product. The Agvet Code and the Agvet
Code Regulations should be consulted to determine whether a product is an agricultural chemical product. Any chemical product that is an agricultural
chemical product and requires registration by the APVMA is subject to the requirements of the Agricultural Labelling Code. If you are unsure whether
a product is an agricultural chemical product, seek legal advice or contact the APVMA.

For requirements for veterinary chemical product labels, refer to the Veterinary Labelling Code.

Label presentation and layout

The Agricultural and Veterinary Chemicals Code (Agvet Code), scheduled to the Agricultural and Veterinary Chemicals Code Act 1994, stipulates
that, for a label for a container for a chemical product to meet the labelling criteria and be approved, the label must contain adequate instructions

relating to specified matters (as are appropriate), including any matters prescribed by the Agricultural and Veterinary Chemicals Code Regulations
1995 (Agvet Code Regulations). Among other things, a label must comply with the requirements of the Labelling Standard or, if there is no Labelling
Standard, the Agricultural or Veterinary Labelling Codes made by the APVMA, as in force from time to time.

In the following sections we set out requirements of the Agricultural Labelling Code (and provide some guidance) on:

The following content can be found at http://new.apvma.gov.au/node/935
If making a submission, please reference page number: 935

Make an application
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what information is required on labels and what should be avoided
label layout
printing and legibility requirements.

Information required on labels

The Agvet Code stipulates that a label must contain adequate instructions relating to such of the following as are appropriate:

the circumstances in which the product should be used
how the product should be used
the times when the product should be used
the frequency of the use of the product
the withholding period after the use of the product
the re-entry period after the use of the product
the disposal of the product when it is no longer required
the disposal of the product’s containers
the safe handling of the product and first aid in the event of an accident caused by the handling of the product
any matters prescribed by the Agvet Code Regulations, which include:

the prevention of undue prejudice to trade or commerce between Australia and places outside Australia

the appropriate signal words (if any) required by the current Poisons Standard
the storage of containers for the product (for a chemical product that is a date-controlled chemical product)
any other matter determined by the APVMA CEO.

The label must contain specific labelling information for each of the points listed above, if applicable.

Legislative compliance

The label must also comply with any the particulars prescribed by the Agvet Code Regulations that are appropriate to be contained on the label. The
following particulars are prescribed:

the appropriate signal words required by the current Poisons Standard
the distinguishing name of the chemical product
the name of each active constituent in the product
the proportion of each active constituent in the product
the name of each constituent for the product that is:

not an active constituent and

classified as a poison in the current Poisons Standard
the proportion of each constituent that is:

not an active constituent and
classified as a poison in the current Poisons Standard

the net contents of the product
other particulars determined by the APVMA CEO.

The ‘relevant particulars’ in relation to the approval of a label, as defined in the Aget Code, include the adequate instructions and prescribed
particulars specified above.

The label must also comply with any conditions of the approval imposed by the APVMA. Among other things, a label must comply with the
requirements of the Labelling Standard or, if there is no Labelling Standard, the Agricultural or Veterinary Labelling Codes made by the APVMA, as
in force from time to time.

The Agricultural Labelling Code also includes requirements relating to certain additional information on the label, its layout, presentation, printing and
legibility. These requirements must be met for the label to comply with the conditions of approval of the label.

Additional information

Labels may also include:

information needed to meet the requirements of other regulators; for example, reference to safety data sheet and transport emergency
information
other company chosen statements, such as warranty statements, disclaimers regarding liability, logos such as drumMUSTER and barcodes
other information that is not contrary to the label’s relevant particulars or the requirements of the Agvet Code and the Agvet Code Regulations.

This additional information must be placed in such a way as to enable compliance with the layout requirements of this Labelling Code. It will not be
assessed as part of the APVMA’s label approval process and does not need to be supplied to the APVMA for the purposes of label approval.

Terms to be avoided

According to the Agvet Code, a label must not include any statement or expression that expressly or impliedly claims—irrespective of how the claim
is stated—that:

the APVMA recommends use of the product
the APVMA guarantees, warrants or assures the safety or efficacy of the product, or
the product is natural, organic, safe, harmless, non-toxic, non-poisonous, non-injurious or environmentally friendly without qualification, or with a
qualification that, in the APVMA’s opinion, is unjustified.

Terms that require qualification if used on a label

The language used on labels should be appropriate for the intended users of the chemical product. Wherever possible, use common words that are
likely to be understood by users of the product. Be as specific as possible with instructions, and order sentences to reflect the logical order of events.
Keep sentences short. Be consistent in the order of words and avoid double negative statements.

Make an application
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Table 1 shows terms that require qualification if used on a label. 

Table 1: Terms that require qualification if used on a label
Category/term Qualification needed

Organic If used, the name of the certifying body must be included on the label

Natural, naturally
derived or nature’s way

May only be used in the distinguishing name of a product if the formulation is 100 per cent natural, or if the term relates
specifically to a natural substance contained in the product formulation

Unless the formulated product is 100 per cent natural, the remaining constituents or ingredients must be declared in the
text of the label as being synthetic.

Must only be included on labels if:

the substance or preparation to which the claim relates is exempt from poison schedule classification
he claim is not misleading; ie, the substance for which the claim is being made formed naturally

General environmental
claims

Claims that a product is environmentally friendly (including marketing terms such as ‘green’ and ‘frog friendly’) must be
supported

The Competition and Consumer Act 2010 imposes obligations on businesses regarding environmental claims—the
Australian Competition & Consumer Commission can provide guidance on complying with these requirements

Although it does not relate specifically to labelling, the Environmental Claims in Advertising and Marketing Code,
published in 2009 by the Australian Association of National Advertisers, establishes a set of principles for the use of
environmental claims in marketing and on avoiding misleading, vague or ambiguous claims

Superlatives and
comparative

(the best, the most
effective, etc.)

May be included as part of the relevant particulars only if adequate justification or support for the statements is provided
to, and accepted by, the APVMA.

If not part of the relevant particulars, statements will not be assessed by the APVMA and the provisions of the

Competition and Consumer Act 2010 apply

Advertising literature,
product technical
bulletins, promotional
tags

All claims and information contained in advertising literature and technical bulletins must be consistent with the information
contained on the approved product labels

Claims inconsistent with those on approved labels are not permitted unless appropriate permits are obtained or other
appropriate approvals or exemptions are in place

Label layout

Although the APVMA no longer approves the final form of the label when determining an application for approval of a label or an application for
variation of the relevant particulars or conditions of the approval, the Agvet Code provides that we may subsequently request the approval holder to
provide us with a copy of the approved label as per Regulation 18H of the Agricultural and Veterinary Chemicals Code Regulation, 1995. The holder
is responsible for conversion of the relevant particulars into the approved label.

In the next two sections we provide guidance on label layout and how to ensure legibility of approved labels.

The size and type of container determines the space available for labelling and, therefore, the format or layout of a label and the space available for
each item on the label. More space and a larger typeface should be allocated for key information.

Space for items such as barcodes and hazard symbols must be taken into account. In doing so, care must be exercised to ensure that:

the legislative requirements and requirements in relation to relevant poisons are not contravened
the information of greatest importance to the user of the product is not made difficult to read.

Placement of Information

Main panel

A label may consist of two or more parts or panels and a label may be easier to read and understand if the necessary information is spread over two
or more panels. Panels also delineate the information making it easier for a reader to identify the important information. The label should be made as
large as possible, with small type and cramped layout avoided.

Where a label consists of two or more panels, one panel is designated the main panel, while the others become ancillary panels. The main panel, as
the name suggests, is the most prominent panel and must contain the items in the order shown in Table 2.

Table 2: Required information for main panel of label

Required information
Order of appearance on
label

Signal headings, as required 1

Distinguishing name of the chemical product 2

Make an application
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Active constituent statement 3

Solvent and other scheduled ingredients, when present in the product 4

Mode of action identification symbol, if required 5

Statement of claims for use, if required 6

Restricted chemical product statement for declared restricted chemical products, or any other restriction on
availability or use

7

Reference to leaflet, booklet or outer pack, if applicable 8

Net contents statement 9

Depending on available space, the name, address and contact phone number of the person responsible for
marketing the product

10

 Where there is only one panel, it must also contain the information set out below, in that order.

Ancillary panels

If the label has more than one panel, any information not included on the main panel is to be placed on ancillary panels, in the order shown in Table 3.

Table 3: Information for ancillary panels of label

Required information Order of appearance on label

Directions for use 1

Restraints 2

Directions for use 3

Not to be used statements 4

Other limitations and prohibitions 5

Withholding periods 6

Trade advice 7

General instructions 8

Resistance warnings 9

Compatibility statements 10

Precaution statements 11

Protection statements 12

Storage and disposal statements 13

Make an application
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Safety directions 14

First aid instructions 15

Where there is more than one ancillary panel, breaks may be made at appropriate points, but the information on each panel should maintain the
above sequence.

Other information may be placed on either the main or ancillary panels, but must be placed so it does not interfere with the above requirements.

Measure packs

Measure pack means a sealed container that contains a measured quantity of chemical product for use on one occasion. One measure pack, or
more, is enclosed in a primary pack.

Measure packs must bear the following items:

signal heading
distinguishing name of the product
active constituent statement
net contents or contents statement
APVMA approval number.

Measure packs must include the following statements in either upper or lower case letters of not less than 2 mm in height:

Not to be sold separately.

Before use read all directions on the outer pack.

If the measure packs are manufactured from water-soluble material, the following words must also be included in, either upper or lower case, letters of
not less than 2 mm in height:

Water-soluble packaging. Keep dry.

If it is not possible to print directly on to the water-soluble pack, these requirements must be printed on an outer protective bag.

The following statement must be printed in, either upper or lower case, letters of not less than 2 mm on the main panel of the primary as part of the
‘Net contents’ statement:

Contains [x] measure packs which it is illegal to sell separately.

Labels with leaflets and booklets

If the size or shape of a container cannot accommodate all the required label information, or the recommendations are too numerous to be listed
clearly, some information can be printed in a leaflet or booklet that is supplied with each container. In this case, the leaflet or booklet is part of the
label. Table 4 shows the information that must be included for labels that include leaflets and booklets, and the order in which it should appear. Table
5 shows the items that must appear on the label of the immediate container. 

Table 4: Information for leaflets and booklets

Required information Order of appearance on label

Signal heading 1

Distinguishing name of the product 2

Active constituent statement 3

Solvent statement (if it is a scheduled poison) 4

Other scheduled ingredients 5

Mode of action identification symbol (if required) 6
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Statement of claims for use 7

Directions for use 8

General instructions 9

Precaution statements 10

Protection statements 11

Storage and disposal statements 12

Safety directions 13

First aid instructions 14

APVMA approval number 15

 

Table 5: Information that must appear on the label of the immediate container
Required information Order of appearance on label

Signal heading 1

Distinguishing name of the product 2

Active constituent statement 3

Solvent statement (if it is a scheduled poison) 4

Other scheduled ingredients 5

Mode of action identification symbol (if required) 6

Statement of claims for use 7

Reference to leaflet or booklet 8

Net contents or contents statement 9

Name and address of person primarily responsible for marketing the product 10

Storage and disposal statements 11

Safety directions 12

First aid instructions 13

Emergency information panel 14

Make an application
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Batch number 15

Date of manufacture and/or expiry date 16

APVMA approval number 17

If a leaflet or booklet is used, the following statement must appear in, either upper or lower case, letters of not less than 2 mm in height, on the main
panel of the primary pack, directly following the statement of claims for use:

Important: Read the attached leaflet/booklet before use.

‘Bottle-in-box’ or ‘bag-in-box’

If the product to be sold to end users consists of a bottle or bag in an outer box, both the outer box and the inner bottle or bag must be labelled.
However, if, in the case of a bag-in-box, the bag is firmly attached to the inside of the box and is not designed to be removed, labelling of the bag is
not required.

Outer boxes that are for shipping purposes only do not require full labelling. These labels are covered by the ‘Australian code for the transport of
dangerous goods by road and rail’. Boxes containing one or more bags or sachets, which are measure packs, must also be labelled according to the
requirements for primary pack as specified in the section on measure packs above.

When the bottle or bag is large enough to carry a complete label, that label must include all the required information for labels. However, if the size of
the label on the bottle or bag does not allow all the required information to be included, it must include, as a minimum, the information that appears in
Table 6.

Table 6: Minimum information for label of bottle or bag

Required information Order of appearance on label

Signal heading (if required) 1

Distinguishing name of the product 2

Active constituent statement 3

Statement of claims for use 4

Net contents or contents statement 5

Name and address of the person primarily responsible for marketing the product 6

Storage and disposal statements 7

Safety directions 8

First aid instructions 9

APVMA approval number 10

The label for the bottle or bag must also include the following statement on the main panel of the bottle (or bag) label after the statement of claims for
use:

Before using product, read directions on outer pack.

Sale of this bottle except in outer pack is illegal.

The label for the outer pack must contain all labelling requirements including the following statement on the main panel after the statement of claims
for use:
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The bottle (or bag) must not be sold separately. Do not destroy box while product still remains.

If the outer box is too small to contain all the required information, a leaflet or booklet may be used. In this case, the requirements for labelling, as
detailed in the section on Labels with leaflets or booklets, apply for labelling the outer box and the leaflet or booklet.

Carton with inner plastic bladder or container

‘Carton with inner plastic container’ refers to cartons in which the inner plastic container or bladder is not intended to be removed during use, but is
not glued or affixed to the outer carton (for example, CubidorÒ packs). The minimum labelling required on the inner plastic container is indicated in
Table 7.

Table 7: Minimum information for the label on a carton with an inner bladder or container

Required information
Order of appearance on

label

Signal heading (if required) 1

Distinguishing name of the product 2

Active constituent statement 3

Solvent statement (if it is a scheduled poison) 4

Other scheduled ingredient 5

Name and address of person primarily responsible for marketing the product 6

The statement DO NOT REUSE THIS CONTAINER FOR ANY PURPOSE, in capital letters of at least 2 mm in
height

7

APVMA approval number 8

If the product contains a scheduled poison, the collar of the inner plastic container must have the following label that is either embossed or otherwise
permanently affixed:

POISON

The outer pack must be fully labelled and also include the following statement on either the main panel after the statement of claims for use or another
prominent position:

DO NOT remove plastic inner container from carton until empty.

QuikPour containers

A QuikPour container is a container that consists of a collapsible internal bladder with a large ‘mouth’ contained within a box. The inner bladder is not
intended to be removed during use and must contain the following warning:

WARNING DO NOT REUSE THIS CONTAINER FOR ANY PURPOSE

POISON

AGRICULTURAL CHEMICAL

If the product contains a scheduled poison other than a Schedule 5 poison, the word ‘POISON’ is to be indelibly written on the side or shoulder of the
inner container.

The outer pack must be fully labelled and also include the following statement on the main panel after the statement of claims for use:
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DO NOT remove plastic inner container from carton until empty.

Other types of packaging

If a product is to be sold in other types of packaging, the APVMA may determine the specific requirements for labelling of any components and any
statements that are required, depending on the nature of the packaging.

Presentation or promotional containers

Presentation or promotional containers may include two or more products that may be used either as a mixture, or separately, such as:

insecticides for grain treatment
herbicides for specific weed control
products that are always used separately for control of different problems, but are used on the same crop or for similar purposes, such as

herbicides that each have a specific weed spectrum, but have different times of application
an insecticide and a herbicide
unrelated products included in a presentation pack for promotional purposes, such as a mix of home garden products with (or without)
non-chemical products (for example, insecticide, fungicide, snail bait and garden tools).

The amount of information that must appear on labels for presentation or promotional packs depends on the type of material from which the outer
pack is made. If it is made from clear plastic or a similar material that allows for easy reading of the main panel details—including first aid and safety
directions for each chemical product contained in the pack—no further labelling is required.

If the main panel is not clearly visible, the information listed in Table 8 must be included on the outer pack.

Table 8: Information that must appear on the outer pack of a presentation or promotional container

Required information
Order of appearance on

label

Signal heading appropriate to the most toxic compound in the pack 1

Statement indicating the number, pack size and name of each of the registered products in the presentation or
promotional pack

2

Active constituent statement, as it appears on the label, and stated below the name of each product 3

For each product contained within:

statement of claims for use
name and address of holder, formulator or distributor
safety directions
first aid instructions1

4

In either uppercase or lowercase letters:

statement about compatibility and mixing of the products
statement ‘Read details of each product in this pack before using’

5

1 Repetition of safety directions and first aid statements is not necessary if the directions are identical for each product

Printing and legibility requirements

The label instructions required by the APVMA and any other information relevant to the handling or use of the chemical product contained on a
labelmust be legible to the average person using their normal reading aids (for example, glasses) if required, in good natural light conditions
(320 lux). If the product is primarily for use indoors (for example, household products), it must be legible using incandescent lighting of the type used in
the average household (160 lux).

Any words required on labels must be printed on the outside face of the label or container and be in the English language.

When printed for attachment to containers, labels for agricultural and veterinary chemical products registered under the Agvet Code must adhere to
requirements for:

attachment method
print size and style
typeface
print quality
colour.

Attachment method

Every label for a product must be printed on, or securely attached or affixed to, the outside of the container or pack of the product, as per Section 8 of
the Agvet Code. Leaflets or booklets, if used, should be attached to the container in plastic pockets or other suitable secure holding methods.
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Print size and style

A print size of 2 mm or greater should be used unless label space is limited. Larger print sizes are more readable by users and other persons dealing
with the chemical. This facilitates the clear communication of warnings and instructions and contributes to the safe handling and use of the chemical.

If label space is limited (for example, on very small immediate containers), a minimum letter height of 1.5 mm (6 point type) may be used on the
ancillary panel. This means that:

letters with ascenders or descenders, such as b, f, g, h, l, t, etc are to be a minimum of 1.5 mm in height
letters without ascenders or descenders, such as a, e, i, o, u, m, r, etc are to be a minimum of 1 mm in height.

This minimum print size should only be used where space is limited.

Typeface

Typefaces chosen for labels need to be clear and simple. Complicated or decorative fonts can be difficult to read and should be avoided.

Bodies of text should not be in all capitals or italics, unless specifically required. Closely-spaced, condensed or widely-spaced lettering should be
avoided. Bold text can be used for emphasis, in addition to where it is required. Where bold text is used, holders must ensure the type does not
become so thick that it reduces the white spaces within characters.

Print quality

Printing must be clear and crisp, and free from blurring or other distortion.

Printing must be sufficiently durable so as not to fade, run, smudge or otherwise lose legibility during reasonable handling and storage for at least
two years, or the stated shelf life of the product in the case of date-controlled products.

Print quality

Printing must be clear and crisp, and free from blurring or other distortion.

Printing must be sufficiently durable so as not to fade, run, smudge or otherwise lose legibility during reasonable handling and storage for at least
two years, or the stated shelf life of the product in the case of date-controlled products.

Colour

The colour of the printed letters must be distinctly contrasted to the background colours—use light-coloured text on dark background and dark text on
light background. Well-contrasted colours with widely differing hues and an appreciable difference in value should be used; avoid strongly saturated
colour pairs for text and background.

There must be a luminance contrast of at least 30 per cent between letters and background. (Australian Standard AS 1428.1, particularly Appendix D,
provides further details on luminance contrast).

Text printed directly over pictorial or multicoloured backgrounds may be difficult to read and should be avoided. A plain background, preferably white,
may be used beneath the letters to improve legibility in these situations.

Colour blindness affects a significant number of people in the community—between 5 to 10 per cent of males and around 0.5 per cent of females.
These people usually have difficulty with the colours green, yellow, orange and red, so this should be taken into account when choosing label colours
for critical information. In particular, avoid red print on green background or the reverse. Do not use red, green, brown, grey and purple next to each
other or on top of each other.

Label content

Summary

The following summary includes links to the more detailed information about the label content:

Signal heading
Product name
Constituent statement
Mode of action indicator
Statement of claims for use
Restricted chemical product statements
‘Net contents’ statement
Name and address of person primarily responsible for marketing the product
Directions for use
‘Not to be used’ statement
Other limitations and prohibitions
‘Withholding period’ statements
‘Trade advice’ statements
General instructions
Resistance warnings
Compatibility statements

The following content can be found at http://new.apvma.gov.au/node/934
If making a submission, please reference page number: 934
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‘Precaution’ statements
‘Protection’ statements
‘Storage and disposal’ statements
Safety directions
First aid instructions
Batch number
Date of manufacture and/or expiry date of product
APVMA label approval number
Dangerous goods and worker safety legislative requirements

This Labelling Code explains the information that must be placed on labels if they are to meet the legislative requirements, and provides examples of
acceptable wording for certain statements where specific words are not mandated by the legislation.

However, the specific wording required to be included on a particular product label will be determined by the APVMA during evaluation of the
application for approval of the label (or variation of the relevant particulars or conditions of the approval). 

This Labelling code sets out the minimum requirements for placement and legibility of label information.The Agricultural Labelling Code contains
general requirements that apply to all products, subject to some variations to these requirements and guidance that apply to certain classes of
products, such as the home garden and domestic pest-control products, aerosol products and antifouling paints. Specific information is provided for
these classes of products. 

Signal heading

Signal words

Relevant particulars 

The Agricultural and Veterinary Chemicals Code Regulations 1995 (Agvet Code Regulations) require that the label must contain the appropriate
signal words required by the current Poisons Standard. 

The relevant signal words for agricultural chemical products are:

Schedule 5: CAUTION
Schedule 6: POISON

Schedule 7: DANGEROUS POISON

Layout and placement

If the product label is required to include signal words, in accordance with the current Poisons Standard, they must be on the first line of the main
panel of the label, with nothing other than a class label—as specified in the Australian code for the transport of dangerous goods by road or rail (ADG
Code)—written on that line. Note that for a Schedule 5 poison only, a statement of the principal hazard of the poison may be written on that line.

Legibility

If the product label is required to include signal words, they must be:

in bold-face, sans-serif capital letters of uniform thickness
in a letter size that is at least half the height of the largest letter or numeral on the label, but not larger than 6 mm on labels for containers of
nominal capacity of 2 L or less, or larger than 15 mm for larger containers. For the purposes of determining the largest letter, do not include a
single letter or numeral that is larger than other lettering on the label or is an affix forming part of the trade name.

Other cautionary words or phrases

Keep out of reach of children

Required wording

If the product contains a substance that is classified as a poison in the current Poisons Standard, the following statement must be included on the
label as part of the signal heading:

KEEP OUT OF REACH OF CHILDREN

Layout and placement

If the product label is required to include these words, they must be immediately below the signal words, with nothing other than a class label—as
specified in the ADG Code—written on that line.

For products that do not contain any scheduled poisons, this statement must not appear as a signal heading. If the statement is included on the label
of such a product (and this is voluntary), it must be shown in the ‘Storage and disposal’ section.

Legibility

Where the statement is required on the label as part of the signal heading, it must be:

in bold-face, sans-serif capital letters of uniform thickness
in a letter size that is at least four-tenths the height of the letters used for the signal words.
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Fire and explosion hazard

Required wording

If the product is a dry, chlorinating compound containing more than 10 per cent of available chlorine—except for products that are not classified in the
ADG Code as being a dangerous good of Class 5.1 (oxidising substances)—the following cautionary statement must be included:

FIRE AND EXPLOSION HAZARD

Layout and placement

If the product label is required to include these words, they must be written on a separate line, immediately below the cautionary statement ‘Keep out
of reach of children’, with nothing other than a class label, as specified in the ADG Code, written on that line.

Legibility

Where this statement is required on labels, it must be:

in bold-face, sans-serif capital letters of uniform thickness
in a letter size that is at least four-tenths the height of the letters used for the signal words.

Read safety directions before opening or using

Required wording

Either of the following statements must be included whenever safety directions are shown on the label:

READ SAFETY DIRECTIONS BEFORE OPENING OR USING

READ SAFETY DIRECTIONS

This requirement may apply to products that do not require any other signal heading (that is, they are not scheduled poisons; as long as safety
directions are shown on the label.

In the case of packs that do not require opening, such as aerosols, the following alternative statement is applicable:

READ SAFETY DIRECTIONS

Layout and placement

If this statement is required on the product label, it must:

be on a separate line immediately below the cautionary statement ‘Keep out of reach of children’
placed immediately below other cautionary statements that are required to be on the line immediately below ‘Keep out of reach of children’
have no other statement on the same line, other than a class label as specified in the ADG Code.

If this statement is required for products that do not contain any scheduled substances, it must be the first line of the signal heading.

Legibility

Where this statement is required on the label, it must be:

in bold-face, sans-serif capital letters of uniform thickness
in a letter size that is at least four-tenths the height of the letters used for the signal words.

Products containing an aqueous solution of paraquat

Required wording

If the product is an aqueous solution of paraquat, the following cautionary statements must be included:

CAN KILL IF SWALLOWED
DO NOT PUT IN DRINK BOTTLES

KEEP LOCKED UP

Layout and placement

If the product label is required to include these words, they must be:

Make an application
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written on separate lines, immediately below the cautionary statement ‘Keep out of reach of children’
have no other statement on the same line, other than a class label, as specified in the ADG Code.

Legibility

Where these statements are required on labels they must be:

in bold-face, sans-serif capital letters of uniform thickness
in a letter size that is at least four-tenths the height of the letters used for the signal words.

Product name

Relevant particulars 

The label must include the distinguishing name (product name) of the chemical product. 

A product name must not be misleading, confusing or inconsistent with other label instructions or be easily confused with the names of other
registered products.

Layout and placement

The product name on the label must be:

positioned between the signal heading and the ‘Active constituent’ statement
the prominent wording or feature in that section of the label
written as a single expression.

Other words, numbers or phrases that are not part of the product name (that is, are not part of the product name included in the application form) may
appear between the signal heading and the ‘Active constituent’ statement, provided they do not obstruct or hinder the product name. Note that words,
numbers, or phrases included in company logos or trademarks appearing adjacent to the distinguishing name are not automatically included as part
of the name. 

Legibility 

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of 1.5
mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

A product name should:

be sufficiently different from the name of any other product; for example, when a name is based on the common name of the agricultural
chemical, the product should contain the company name (for example, SMITH’S MCPA HERBICIDE), or some other distinguishing name,
thereby making the name sufficiently different from other product names
describe the intended usage of the end-use product; for example, where appropriate you should use words and terms such as herbicide,
insecticide, fungicide, weed killer, insect repellent, fox bait, pool and spa sanitiser and so on.

Any component of a name that could be considered a claim needs to be justified.

When numbers are included, they should reflect the level of active constituent expressed in metric units or relate to some other feature of the product.
Letters in the ‘formulation type’ list may only be used in the distinguishing name if the product is that formulation type. For example, the use of EC
would not be acceptable in the product name for a product formulated as a wettable powder whereas MX would be acceptable as it does not refer to
a recognised formulation type.

The use of terms such as ‘plus’, ‘extra’, ‘extra strength’, ‘double strength’, ‘tropical strength’ or ‘professional strength’, in the distinguishing name must
be justified.

Constituent statements

The active constituent(s) is/are the substance(s) that are primarily responsible for the biological or other effect identifying the product as an
agricultural chemical product (or veterinary chemical product, as the case may be). This biological activity or other effect, together with the proposed
uses of the product, makes the product an agricultural chemical product.

The label must include all active constituents, even if they are not scheduled poisons. The label must also include a declaration of any solvent, or other
constituents contained in the formulation, that are scheduled poisons.

‘Active constituent’ statement

Relevant particulars

The label must include the name and proportion of each active constituent in the product.

Layout and placement

The concentration and name of all active constituents in the product must be shown after the following heading:

ACTIVE CONSTITUENTS

Make an application

http://new.apvma.gov.au/node/1046


This heading must appear immediately below the product name and parallel to other printed matter on the label. It should not have any other wording
that is not associated with the ‘Active constituent’ statement on the same lines.

Concentration

The concentration of active constituent must be clearly stated in front of the name of the chemical.

Mixtures

Where two or more active constituents are present in the end-use product, the following conditions apply:

the active constituents must be shown one under another in descending order of concentration (highest to lowest)
when synergists are present, even when present at higher levels than the active constituent, they must be shown after the main active
constituents.

Legibility

The ‘Active constituent’ statements must be:

in bold-face, sans-serif letters of uniform thickness
prominent and printed in letters of not less than 1.5 mm in height.

The heading and the name of the chemical must be written using capital letters.

Best practice guide

Use of common names

The name of the chemical used in the ‘Active constituent’ statement must conform with the common name of the substance(s) recommended by
Standards Australia in AS 1719–1994 (or its revision) or approved by Standards Australia for addition to the standard. If no common name has been
recommended, an active constituent may have a common name prescribed under legislation.

If Standards Australia has not published a recommendation, you may use those of the International Organization for Standardization (ISO) or the
British Standards Institute (BSI). If a common name is not listed in any of the above, you should use the chemical name that conforms with the
International Union of Pure and Applied Chemistry (IUPAC) system of nomenclature.

You should not use a trademark or trade name as the name of an active constituent, except when it becomes an approved common name.

If there is a particular Australian standard that applies to the active constituent, an appropriate brief statement may be included in brackets after the
active constituent, for example:

ACTIVE CONSTITUENT: 900 g/L HIGH TEMPERATURE CREOSOTE (conforming to AS 1143)

Where the active constituent of the formulation specifies a particular isomeric ratio, this must be included in the ‘Active constituent’ statement.

Concentration

The concentration of active constituent must be clearly stated in front of the name of the active, for example:

ACTIVE CONSTITUENT: 800 g/L 2,4-D present as the ethyl ester

(not: 2,4-D present as the ethyl ester 800 g/L)

All units of mass or volume should be represented by their correct symbols, namely, g (grams), kg (kilograms), mL (millilitres), or L (litres).

Statements of concentration that are not acceptable on their own include, but are not limited to: w/w; w/v; or %.

Where salts and esters of active materials are present, the amount shown on the label should apply only to the active ion or grouping and be shown
as:

ACTIVE CONSTITUENT: 500 g/L 2,4-D present as the triethanolamine salt

The manner of stating certain active constituents is set out in the requirements for the uniform expression of active constituents.

Solvents

Relevant particulars

The label must include the name and proportion of any solvent contained in the formulation that is a scheduled poison in the current Poisons
Standard.

Layout and placement

Make an application
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When required to be included, a ‘Solvent’ statement must include the heading:

SOLVENT

This must be positioned immediately below the ‘Active constituent’ statement and parallel to other printed matter on the label.

Legibility

These statements must be:

in bold-face, sans-serif letters of uniform thickness
prominent and printed in letters of not less than 1.5 mm in height.

The heading and the name of the chemical must be written using capital letters.

Best practice guide

The ‘Solvent’ statement should be in either of the following formats:

SOLVENT: [X] g/L LIQUID HYDROCARBONS

SOLVENT: [X] g/L TOLUENE [or XYLENE]

Other scheduled constituents

Relevant particulars

The label must also include the name and proportion of any other constituent contained in the formulation that is a scheduled poison in the current
Poisons Standard.

Layout and placement

When required to be included, the statement that describes other constituents must:

include an appropriate heading, for example

ALSO CONTAINS: PRESERVATIVE, CROP SAFENER

be positioned immediately below the ‘Active constituent’ statement or ‘Solvent’ statement and parallel to other printed matter on the label.

Legibility

These statements must be:

written in bold-face, sans-serif letters of uniform thickness
prominent and printed in letters of not less than 1.5 mm in height.

The heading and the name of the chemical must be written using capital letters.

Best practice guide

These statements should be in the form:

[HEADING]: [X] g/L [NAME OF POISON]

The name of the poison must be the approved common name as used in the Poisons Standard.

Anticholinesterase compounds

Required wording

The following statement must be included on labels for organophosphorous or carbamate compounds:

an anticholinesterase compound

However, this statement does not have to be included for:
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dazomet, mancozeb, metiram, propineb, thiram, tri-allate, zineb or ziram
an organophosphorus compound or carbamate contained in impregnated plastic resin strips or impregnated plastic resin granules
an organophosphorus compound or carbamate contained in pressurised spray packs for household use.

Layout and placement

Where this statement is required on labels, it must appear immediately below, following or beside the ‘Active constituent’ statement for each active
constituent with anticholinesterase activity.

Legibility

This statement must be written:

in English and in durable characters on the outside face of the label or container
in a colour or colours, to provide a distinct contrast to the background colour
in letters that are at least 1.5 mm in height (Note: for containers of 20 mL or less, smaller wording may be approved for use).

Best practice guide

If a product contains several active constituents and only some require the ‘Anticholinesterase’ statement, you may use an asterisk (*) placed after the
relevant compounds, and show the ‘Anticholinesterase’ statement below the ‘Active constituent’ statement. For example:

ACTIVE CONSTITUENTS:
200 g/kg SULPHUR
12 g/kg CARBARYL*
10 g/kg MALDISON*

(*anticholinesterase compounds)

‘Mode of action’ indicator

The ‘Mode of action’ identification indicator allows users to distinguish between similar products with different modes of action. The indicator is part
of a labelling strategy in the overall management of resistance to herbicides, insecticides and fungicides. The resistance management activity group
classifications are determined by three CropLife Australia Resistance Management Review Groups, in conjunction with researchers, agronomists
and farmers, and take into account any relevant Australian and international information. Current ‘Mode of action’ tables are available on the CropLife
Australia website. If the active constituent is not listed in one of these tables, you may contact CropLife to have it included in an appropriate group.

If a product is of a type not covered by the CropLife arrangements, you may propose suitable labelling for it, however you mustprovide relevant
justification.

Required wording

The ‘Mode of action’ indicator must be included on all product labels of agricultural chemical insecticides, herbicides and fungicides. It is not required
for home garden and domestic products, swimming pool products, antifouling paints or industrial fungicides such as timber treatments.

Layout and placement

Where a ‘Mode of action’ identification indicator is required on labels, it must be positioned immediately below the ‘Active constituent’ statements.

Legibility

The text of these indicators should:

be in a sans-serif font
be in black font on a white background, except for the ‘Mode of action’ letter(s) or group number(s), which should be in white font on a black
background, with a white gap of at least 1 mm between the ‘Mode of action’ group letters
include the words GROUP and HERBICIDE, FUNGICIDE or INSECTICIDE (as appropriate) in capital letters—these letters should not be less
than one-quarter of the height of the largest letter or numeral on the label and be between 2 mm and 12.5 mm high. (Note: The largest letter or
numeral on the label does not include a single letter or numeral.)
include letter(s) or number(s) representing the ‘Mode of action’ group(s) of each active constituent(s); these are to be inserted between the
words GROUP and HERBICIDE, FUNGICIDE or INSECTICIDE
have the letter(s) or number(s) representing the mode of action written in capital letters—these letters should not be less than one-half the height
of the largest letter or numeral on the label and between 4 mm and 25 mm high. In any event, the words GROUP and HERBICIDE, FUNGICIDE
or INSECTICIDE must be no less than half, and no more than the actual size of the group number and letter
have a black rectangle surrounding the whole indicator.

Note that where a product has two or more active constituents, and these are represented by two or more modes of action, you must use two or more
appropriate ‘Mode of action’ identifier letters in a single statement. If these active constituents perform different types of functions in the product (for
example, an insecticide and a fungicide), you must show each function separately (that is, one statement for the insecticide and another for the
fungicide component).

Best practice guide

Example 1: Product with a single active constituent

Make an application
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Example 2: Product with two active constituents

Example 3: Product with different types of active constituents

Statement of claims for use

Relevant particulars

Unless the name of a product  describes the intended uses, the label must include a concise statement of the purposes for which the product is to be
used.

Layout and placement

If a ‘Claims for use’ statement is required on a label, it must be positioned immediately below the ‘Mode of action’ indicator, or below the Active
constituent statements if no ‘Mode of action’ indicator is required.

Legibility

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

The following are examples of ‘Claims for use’ statements:

For pre-emergence control of grasses and broadleaf weeds in cotton.
For control of scale insects on citrus, olives and ornamentals.

For prevention of unwanted vegetation on railway lines, roadsides and drainage ditches.

If a product has many uses, a general statement such as follows can be made:

For control of a wide variety of weeds in various situations as per the ‘Directions for use’ table.

Labels may also include pictures or diagrams as part of the statement of claims for use. Illustrations must be consistent with, and related to, the
approved uses of the product. Pictures and diagrams must not suggest that the product may be used for a purpose not included in the directions for
use.

Restricted chemical product statements

Required statement

The Agvet Code stipulates that a product declared by the Agvet Code regulations to be a restricted chemical product must, if it is going to be
supplied, include the following statement on the label:

RESTRICTED CHEMICAL PRODUCT—ONLY TO BE SUPPLIED TO OR USED BY AN AUTHORISED
PERSON

Layout and placement

If the product requires a statement that it is a restricted chemical product, the statement must be shown immediately below the statement of claims for
use.

Legibility

Where required to be shown, this statement must be printed in bold-face, sans-serif capital letters of not less than 2 mm in height.

Best practice guide

Inclusion of the ‘Restricted chemical’ product statement on labels for restricted chemical products is mandated by the Agvet Code. The APVMA
therefore specifically approves this statement as part of the label approval process.

Schedule 4 of the Agvet Code Regulations lists the chemical products that have been declared to be restricted chemical products.

‘Net contents’ statement
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Relevant particulars

The Agvet Code Regulations require that the net contents of the container of the product must be stated on the label. In accordance with the

requirements of the Commonwealth National Measurement Act 1960 and its regulations, units of mass or volume must be metric, and be written in
full or represented by their correct symbols.

Liquids must be expressed by reference to volume, usually as mL (millilitre/s) or L (litre/s). Solids, semi-solids, pastes or aerosols must be expressed
by reference to mass, usually as g (gram/s) or kg (kilogram/s). When a liquid is liquefied gas, it may be considered as an aerosol and expressed in
kg.

Legibility

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

If using a heading, you should only use the following heading for products sold by mass:

Net contents

For products sold by volume or by mass, you can use:

Contents

The National Trade Measurement Regulations 2009 contain provisions for the marking of measurements on packages. These include that the ‘Net
contents’ statement must be on the principal display panel (that is, the main panel).

Name and address of person primarily responsible for marketing the product

Required information

The Agvet Code Regulations require that the label must include the name and address of the person who is primarily responsible for marketing the
product.

The address shown on the label must be an Australian street address (not a post office box) and must include a contact telephone number (not a 000
number only).

Legibility

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of 1.5
mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

The contact person or company may be qualified by any of the following words:

Packed for

Distributed by

Sold by

Holders need to be careful that the wording chosen does not infer that the product is manufactured in Australia if this is not the case. The Competition
and Consumer Act 2010 establishes rules about making false and misleading representations. Further information can be obtained from the
Australian Competition and Consumer Commission.

Holders should also note that the Commerce (Trade Descriptions) Act 1905, administered by the Australian Customs and Border Protection
Service, establishes rules for the labelling of imported goods that relate to the country of origin.

You may also show other information on labels, including details of branch offices, local agents or distributors, phone numbers and web addresses.
These details will not be checked for approval by the APVMA.

Directions for use

Relevant particulars

The label must include adequate directions for use of the product. The ‘Directions for use’ section of a label must include the heading:

Directions for use

The section is divided into the following subsections:

Restraints
Directions for use
'Not to be used' statement
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Other limitations and prohibitions
Withholding periods
Trade advice.

Where these subsections are required on the label of a product, they must be included on the label in the above order.

Layout and placement

The appropriate heading must be placed above the details for the specific elements as described below. The directions for use are usually placed
prominently on an ancillary panel.

Legibility

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

The heading for this section of the label should be prominent and would normally be in bold face.

Restraints

Relevant particulars

A restraint is a limitation placed on the use of the product. The limitation applies to the use of the product in all approved situations. The limitation is
required to manage a significant risk associated with the use of the product, which has been identified from the APVMA’s assessment of the product.
These include restraints relevant to managing spray drift, where relevant to the product type.

Layout and placement

If restraint statements are required on a label, they must:

be preceded by the following subheading (except for home garden and domestic pest-control products, where no subheading is required)

Restraints

be the first item in the ‘Directions for use’ section
be placed before the ‘Directions for use’ table
generally be in the form of ‘Do not’ statements
each commence on a new line.

Where a product requires ‘Spray drift restraint’ statements, these must be placed under the following heading, and follow any other restraints.

SPRAY DRIFT RESTRAINTS

When a product requires no-spray zones, restraint statements and tables for no-spray zones must be placed immediately following the ‘Spray drift
restraints’ section and under the heading:

MANDATORY NO-SPRAY ZONES

Legibility

When the following words are used in a ‘Restraint’ statement, they must be printed in bold-face capital letters:

DO NOT

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

A restraint is a limitation placed on the use of a product. A limitation on use will only be considered a restraint if the following conditions apply:

the limitation applies to the use of the product in all approved situations
the limitation is required to manage a risk posed by use of the product
the APVMA decides that a particular limitation be placed under the ‘Restraints’ heading.

Examples of ‘Restraint’ statements are:
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DO NOT apply if rain is expected within 2 hours.

DO NOT apply to plants suffering from stress.

DO NOT use in a knapsack on back of user.

Spray drift restraints

For products subject to spray drift you must meet the requirements in Agricultural Labelling Code

Directions for use

Relevant particulars

The label must include adequate directions for use table, including the crop or situation where the product may be used, the pests controlled or the
purpose of use, the rate of application and other instructions that are critical for correct use.

Crop or situation

The label must show the specific crops, groups of crops or situations in which a product will be used.

Pests controlled or purpose of use

The label must show the common names of the pests to be controlled or, where the product is not for control of a pest, a clear description of the
purpose for which the product is intended.

Rate

The rate of application must be stated in clear terms and be suitable for the intended method of application.

All units of mass or volume must be expressed in Australian legal units of measurement under the National Measurement Act 1960 of the
Commonwealth and the National Measurement Regulations 1999 and, where abbreviations are used, they must be represented by their correct
symbols.

Other instructions for use

The label must also contain information that, when read in conjunction with the restraints and general instructions, is sufficient to allow accurate use of
the product for all purposes indicated.

Layout and placement

The detailed directions for use must be placed under the appropriate heading and must follow the ‘Restraints’ statements.

Legibility

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

The specific crops, groups of crops or situations in which a product will be used should be listed in alphabetical order to assist users in locating the
desired information. This is particularly important on labels that list many uses. The names of the crop groups should conform to the Codex
classification of foods and animal feeds, published by the Codex Alimentarius Commission.

Pests, diseases, weeds controlled

You should use the common name for the pest, weed or disease, based on the appropriate current references listed below: 

For insects:

Naumann, IJ 1993, CSIRO handbook of Australian insect names: common and scientific names for insects and allied organisms of economic
and environmental importance, CSIRO Australia, East Melbourne, Victoria.

For weeds:

Shepherd RCH, Richardson, RG & Richardson, FJ 2001, Plants of importance to Australia: a checklist, Meredith, Victoria.
Lazarides, M, Cowley, K & Hohnen, P 1997, CSIRO handbook of Australian weeds, CSIRO Publishing, East Melbourne, Victoria.
Lazarides, M & Hince, B 1993 (eds.), CSIRO Handbook of Economic Plants of Australia, CSIRO Publications, East Melbourne, Victoria.

For diseases:

There are no current national reference lists. However, checklists of recorded plant diseases are available from state agriculture authorities.

Make an application
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You should use full scientific (Latin binomial) names for pests, weeds or diseases only where there is a possibility of confusion.

Rate

The rate of application must be stated in clear terms that are suitable for the intended method of application. The rate should, whenever possible, be
expressed:

as a quantity of product per unit area, for example g, kg or L/ha
as a product dilution, for example g, kg or L/100 L
per volume treated, for example g, kg or L/m3.

If a product may be used in combination with another product, the application rate for the product may change when it is mixed according to
instructions on another registered product. If a mandatory mixture is included on product labels, manufacturers of such products must show, on each
product label, the proposed rates and directions for use on how to mix and apply the chemical combination.

Critical comments

The other instructions for use will usually be shown under the heading:

Critical comments

The critical comments should contain information that, when read in conjunction with the restraints and general instructions, is sufficient to allow
accurate use of the product for all purposes indicated. More specifically, the critical comments should contain information on one or more of (but not
necessarily all of, or limited to) the aspects of product use listed below:

the timing and frequency of application(s), including crop growth stage, weed or pest stage or pressure
the selection of the appropriate rate when a range of rates are shown
crop or animal safety
the volume of prepared spray needed for proper application
any other required information.

For herbicides, the terms ‘pre-emergence’, or ‘post-emergence’ refer to crop stages and not weed stage, unless the label clearly specifies otherwise.

State

The inclusion of a separate ‘State’ column is not necessary, unless the label requires it for clarity. Where a product is not approved in all states and
territories, and the product use pattern in the approved states or territories is similar to that in the not-approved ones, you should identify the approved
states or territories on the label by including them in brackets after the directions-for-use heading; for example:

Directions for use (ACT, Victoria only)

Unless otherwise indicated, a particular use or uses will be considered to be approved for all states or territories. In other words, there is no need to
include the term ‘all states’.

For the purposes of this labelling code, and hence for labelling of agricultural products in general, the term ‘all states’ includes the Northern Territory
and the Australian Capital Territory.

Where differences between states occur for a particular use, you may incorporate the information into the use table in either the ‘Crop/situation’, the
‘Pest/diseases/weeds’, the ‘Rate’, or the ‘Critical comments’ column, as is most appropriate. For example, if Queensland requires a higher rate of
application, then the entry for the ‘Rate’ column may be shown as:

10 mL per 100L (except Qld)

20 mL per 100L (Qld only)

‘Not to be used’ statement

Relevant particulars

A label must include the following ‘Not to be used’ statement:

NOT TO BE USED FOR ANY PURPOSE, OR IN ANY MANNER, CONTRARY TO THIS LABEL UNLESS
AUTHORISED UNDER APPROPRIATE LEGISLATION.

Layout and placement

The ‘Not to be used’ statement must be placed immediately below the directions for use.

Legibility

This statement must be printed in bold-face, sans-serif, capital letters of not less than 2 mm (or 1.5 mm for home garden or domestic pest-control
products) in height.

Other limitations and prohibitions

Relevant particulars

Make an application
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Any other general limitations or prohibitions on use that may be necessary for human safety, public health or environmental protection must be
included on the label.

Layout and placement

The statements on limitations and prohibitions on use must be placed immediately below the ‘Not to be used’ statement.

Each statement is to start on a separate line.

Legibility

Where these statements are required, they must be printed in bold-face, sans-serif, capital letters of not less than 2 mm in height.

Best practice guide

Examples include:

DO NOT USE THIS PRODUCT IN THE HOME GARDEN.
IN TASMANIA, THIS PRODUCT MUST NOT BE APPLIED BY AIRCRAFT WITHOUT THE SPECIFIC

APPROVAL OF THE REGISTRAR OF CHEMICAL PRODUCTS.
IN WESTERN AUSTRALIA, FOR USE BY BULK GRAIN HANDLING AUTHORITIES ONLY.

‘Withholding period’ statements

Relevant particulars

Labels must include any ‘Withholding period’ (WHP) statements that are required to avoid unacceptable residues of agricultural chemicals and their
metabolites in raw agricultural commodities, and food for humans or animals.

If the product is for use on crops, animals or situations where residues of the chemical might arise, but the APVMA determines that no withholding
period is needed between the application of a product and harvesting or grazing, or if that interval is defined by other critical comments such as a
limitation on crop growth stages at which application can occur, the following statement must be shown:

NOT REQUIRED WHEN USED AS DIRECTED

Layout and placement

If a WHP statement is required on a label, the statement must be on a separate line immediately below the ‘Not to be used’ statement and the
statement on other limitations and prohibitions (if any). Each WHP statement must be on a separate line.

One of the following heading must appear before the statement(s), except for home garden and domestic pest-control products, where no heading is
required:

WITHHOLDING PERIOD

WITHHOLDING PERIOD(S)

If there are two or more different withholding periods, and the label is in a tabular form, a WHP column should be included in the table, in addition to
the statements below the table.

If a use requires both harvest (H) and grazing (G) withholding periods, the label should identify these by including either (H) or (G) after the appropriate
WHP figures in the ‘Directions for use’ table. When adopting this approach, you must include a key below the table that explains the meaning of (H)
and (G).

If all uses have the same withholding period and the label is in tabular form, you only need to add the ‘Withholding period’ statement below the table.

If a number of crops have the same withholding period, the crop names must appear before the ‘Withholding period’ statement.

The time in a ‘Withholding period’ statement must be shown as a figure in:

whole hours—for periods up to and including 23 hours
whole days—for periods up to and including 21 days
whole weeks—for periods greater than 21 days.

Legibility

The heading and the statements of withholding periods shown below the directions for use must be printed in bold-face, sans-serif, capital letters of
not less than 1.5 mm in height.

Best practice guide

Make an application
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If a number of crops have the same withholding period, the crop names must appear before the statement, for example:

WITHHOLDING PERIODS
—Apples, cherries, nectarines, leafy vegetables:

DO NOT HARVEST FOR [X] DAYS AFTER APPLICATION.
—Grapes, canola, linseed:

DO NOT HARVEST FOR [X] DAYS AFTER APPLICATION.
Other examples of ‘Withholding period’ statements:

DO NOT GRAZE OR CUT FOR STOCK FOOD FOR [X] DAYS AFTER APPLICATION.
DO NOT USE TREATED GRAIN FOR HUMAN CONSUMPTION WITHIN [X] DAYS OF TREATMENT.

DO NOT USE TREATED GRAIN FOR STOCK FOOD WITHIN [X] DAYS OF TREATMENT.
DO NOT USE TREATED GRAIN FOR HUMAN CONSUMPTION OR FOR STOCK FOOD WITHIN [X] DAYS

OF TREATMENT.
DO NOT USE TREATED PRODUCE FOR HUMAN CONSUMPTION WITHIN [X] DAYS OF TREATMENT.

DO NOT USE TREATED PRODUCE FOR STOCK FOOD WITHIN [X] DAYS OF TREATMENT.
DO NOT USE TREATED PRODUCE FOR HUMAN CONSUMPTION OR FOR STOCK FOOD WITHIN [X]

DAYS OF TREATMENT.
REMOVE STOCK FROM TREATED AREA [X] DAYS BEFORE SLAUGHTER.

DO NOT PROCESS INTO FOOD FOR [X] DAYS AFTER APPLICATION.
HOLD GRAIN IN STORE AND DO NOT USE FOR PROCESSING INTO FOOD FOR HUMAN

CONSUMPTION WITHIN [X] DAYS OF TREATMENT.
DO NOT GRAZE PLANTS GROWN FROM TREATED SEED, OR CUT FOR STOCK FOOD, WITHIN [X]

DAYS OF SOWING.
DO NOT HARVEST GRAIN/PRODUCE FROM PLANTS GROWN FROM TREATED SEED WITHIN [X]

DAYS OF SOWING.
NOT REQUIRED WHEN USED AS DIRECTED.

‘Trade advice’ statements

Relevant particulars

The label must include any ‘Export interval’ statement or ‘Trade advice’ statement that is required to avoid unacceptable residues of agricultural
chemicals and their metabolites in food- or feed-producing commodities that may be exported, where those residues have the potential to unduly
prejudice Australian trade.

Layout and placement

If an ‘Export interval’ statement or ‘Trade advice’ statement is required on a label, the statement must be on a separate line immediately below the
withholding period. Each statement should be on a separate line.

An appropriate heading, such as the following, must appear before the statement:

EXPORT OF TREATED PRODUCE
EXPORT SLAUGHTER INTERVAL

EXPORT HARVEST INTERVAL
EXPORT ANIMAL FEED INTERVAL

EXPORT GRAZING INTERVAL

Legibility

The headings and statements of export intervals shown on the label must be printed in bold-face, sans-serif, capital letters of not less than 1.5 mm in
height.

Best practice guide

The APVMA considers the inclusion of trade information on the label to be essential where chemicals are used on crop commodities generally
accepted as stockfood.

Where export intervals (EIs) are proposed or required to minimise any trade risks to key export trade commodities, applicants should include the
actual export interval value on the label, unless more appropriate industry-based strategies have been determined in consultation with the commodity
industry.

Some examples of EI statements are:

LIVESTOCK DESTINED FOR EXPORT MARKETS
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The grazing withholding period only applies to stock slaughtered for the domestic market. Some export
markets apply different standards. To meet these standards, ensure that in addition to complying with the
grazing withholding period, the export slaughter interval is observed before stock are sold or slaughtered.

EXPORT SLAUGHTER INTERVAL (ESI) [X] DAYS
Livestock that has grazed on or been fed treated crops should be placed on clean feed for [x] days prior to

slaughter.
EXPORT GRAZING INTERVAL (EG)—[XX] DAYS (Y WEEKS)

Livestock that have been grazing on treated crops should not be sold for export slaughter for [xx] days
([y] weeks) after application of the chemical product, unless the export slaughter interval has been

observed.
EXPORT ANIMAL FEED INTERVAL (EAFI) (NOMINATED FEEDSTUFF)—[XX] DAYS

A minimum period of [xx] days must elapse between the application of [chemical product name] and grazing
or cutting the treated pasture as stockfeed for livestock intended for export.

For crop commodities listed in the crop commodities requirements, where time beyond the WHP is not required to minimise trade risk—and hence
an EI that is different from the WHP is ‘not required’—the APVMA again anticipates that you will include on the label a statement that indicates this,
for example:

EXPORT GRAZING INTERVAL—same as the grazing withholding period.

Other trade advice

If specific EIs are not required or included on a label (for example, where affected commodities are not key trade commodities), but at the conclusion
of the withholding period there are residues present that are above the analytical limit of quantification (LOQ) (that is, quantifiable residues), the
APVMA expects you to include an appropriate generic statement on the label of products used on food crops or stockfoods. 

Suggested generic ‘Trade advice’ statements are given below.

EXPORT OF TREATED PRODUCE: Growers should note that maximum residue limits (MRLs) or import
tolerances may not exist in all markets for [edible produce name] treated with [chemical product name]. If
you are growing [edible produce name] for export, please check with [company name, industry body, etc.]

for the latest information on MRLs and import tolerances before using [chemical product name].

Example of a statement on products used for direct application to food crops:

EXPORT TRADE ADVICE—TREATED CROPS: Treated crop commodities destined for export may require
extra time between application and harvest to be accepted in some export markets. Before you use this
product, you are advised to contact [company name] and/or your industry body about any potential trade

issues and their management.

Example of a statement used—in conjunction with other statements where appropriate—if a product’s use on food crops raises animal commodity
trade issues:

EXPORT TRADE ADVICE—LIVESTOCK: Consumption by livestock of any materials previously treated
with this product may produce residues in the animal that might not be acceptable in some export markets.

Before you use this product you are advised to contact [company name] and/or the relevant livestock
industry body about any potential trade issues and their management. You should also be prepared to
inform other livestock producers, who intend using the material as stockfeed, of its chemical exposure

history.

General instructions

Relevant particulars

General instructions include any information that the user needs to be made aware of that is not already included under the ‘Directions for use’
statement or elsewhere on the label.

Layout and placement

If general instructions are required on a label, they must be set out clearly under the heading:

Make an application
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General Instructions

Legibility

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

Under the ‘General instructions’ heading, you may include information on:

the mode of action of the product
the equipment needed to apply the product, including information to correctly calibrate the application equipment
the use, maintenance and cleaning of application equipment
compatibility of the product with other products and the use of adjuvants
how to mix the product, including general tank mixing information
re-cropping intervals or conditions required for safe planting of following crops
any matters relating to all use patterns in the ‘Directions for use’ statement, but not specific enough to be included as critical comments or
restraints.

Spray drift management

For products subject to spray drift, the requirements in the Agricultural Labelling Code on spray drift must be complied with.

Resistance warnings

Required information

Where a label is required to include a ‘Mode of action’ indicator, the label must also include a warning that identifies the ‘Mode of action’ group to
which any active constituent belongs and warns that weeds, insects or diseases may develop resistance to products of that group and this will reduce
the effectiveness of the product.

The resistance groups and warning statements are established by CropLife Australia reference groups. Details of the resistance groups and
resistance management strategies are available on the CropLife website.

Layout and placement

Where these statements are required, they must be placed following any other general instructions, using the headings specified below.

Legibility

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

Herbicide resistance warning

A warning about resistant weeds must be included in the general instructions for all herbicide products (except home garden products) under the
subheading:

Resistant Weeds Warning

The statement should also be included in all product literature.

The standard statement is:

[Trade name] herbicide is a member of the [chemical group] group of herbicides. The product has the [mode
of action group] mode of action. For weed resistance management, the product is a Group [group letter]

herbicide.

Some naturally occurring weed biotypes resistant to the product and other Group [group letter] herbicides
may exist through normal genetic variability in any weed population. The resistant individuals can eventually

dominate the weed population if these herbicides are used repeatedly. These resistant weeds will not be
controlled by this product or other Group [group letter] herbicides.

Since the occurrence of resistant weeds is difficult to detect prior to use, [company name] accepts no
liability for any losses that may result from the failure of this product to control resistant weeds.
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Companies may expand on this with specific ‘Do or do not’ statements required to properly manage the risk of herbicide resistance to their product
or its mode(s) of action.

Fungicide resistance warning

For all fungicides, a warning must be included under the subheading:

Fungicide Resistance Warnings

This subheading should be under the ‘General instructions’ heading for all fungicide products, except home garden products and products for
‘industrial’ purposes (for example, timber treatments, antifouling paints). The statement should also be included in any product literature.

Fungicides w ith a single active constituent

The following ‘Mode of action’ indicator and warning should be used on all products containing a single active constituent:

 

Fungicide Resistance Warning

[Trade name] is a member of the [mode of action] group of fungicides. For fungicide resistance
management the product is a Group [group number/letter] fungicide.

Some naturally occurring individual fungi resistant to the product and other Group [group number/letter]
fungicides may exist through normal genetic variability in any fungal population. The resistant individuals

can eventually dominate the fungal population if these fungicides are used repeatedly. These resistant fungi
will not be controlled by this product or other Group [group number/letter] fungicides, thus resulting in a

reduction in efficacy and possible yield loss.

Since the occurrence of resistant fungi is difficult to detect prior to use, [company name] accepts no liability
for any losses that may result from the failure of this product to control resistant fungi.

Note: The first sentence of the ‘Fungicide resistance warning’ statement can be omitted for fungicides with multi-site activity.

Companies may expand on this statement with specific ‘Do or do not’ statements required to properly manage the risk of fungicide resistance to their
product or its mode(s) of action.

Fungicides w ith two active constituents

The following ‘Mode of action’ indicator and warning should appear on all fungicides containing two active constituents:

 

Fungicide Resistance Warning

[Trade name] is a combination of a [mode of action] and a [Activity Group] fungicide. For fungicide
resistance management, the product is both a Group [group number/letter] and a Group [group

number/letter] fungicide.

Some naturally occurring individual fungi resistant to the product and other Group [group number/letter]
and/or Group [group number/letter] fungicides may exist through normal genetic variability in any fungal

population. The resistant individuals can eventually dominate the fungi population if these fungicides are
used repeatedly. These resistant fungi will not be controlled by this product and other Group [group

number/letter] and/or Group [group number/letter] fungicides, thus resulting in a reduction in efficacy and
possible yield loss.

Since the occurrence of resistant fungi is difficult to detect prior to use, [company name] accepts no liability
for any losses that may result from the failure of this product to control resistant fungi.
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Note: The reference to the activity group may be omitted for active constituents with multi-site activity.

Companies may expand on this statement with specific ‘Do or do not’ statements required to properly manage the risk of fungicide resistance to their
product or its mode(s) of action.

Insecticide resistance warning

A warning about insecticide resistance must be included under the subheading:

Insecticide Resistance Warning

This subheading must be located under the ‘General instructions’ heading for all insecticide products, except home garden products. The statement
should also be included in all product literature.

Insecticides w ith a single active constituent

The following ‘Mode of action’ indicator and warning should be used on all products containing a single active constituent:

Insecticide Resistance Warning

For insecticide resistance management [trade name] is a Group [group number and letter] insecticide.

Some naturally occurring insect biotypes resistant to [trade name] and other Group [group number and
letter] insecticides may exist through normal genetic variability in any insect population. The resistant

individuals can eventually dominate the insect population if [trade name] or other Group [group number and
letter] insecticides are used repeatedly. The effectiveness of [trade name] on resistant individuals could be
significantly reduced. Since occurrence of resistant individuals is difficult to detect prior to use, [company

name] accepts no liability for any losses that may result from the failure of [trade name] to control resistant
insects.

[Trade name] may be subject to specific resistance management strategies. For further information contact
your local supplier, [company name] representative or local agricultural department agronomist.

Companies may expand on this with specific ‘Do or do not’ statements required to properly manage the risks of insecticide resistance to their
product or its mode(s) of action.

Insecticides w ith two active constituents

The following ‘Mode of action’ indicator and warning should appear on all insecticides containing two active constituents:

For insecticide resistance management [trade name] is both a Group [group number and letter] and a Group
[group number] insecticide.

Some naturally occurring insect biotypes resistant to [trade name] and other Group [group number and
letter] insecticides may exist through normal genetic variability in any insect population. The resistant

individuals can eventually dominate the insect population if [trade name] or other Group [group number and
letter] insecticides are used repeatedly. The effectiveness of [trade name] on resistant individuals could be
significantly reduced. Since occurrence of resistant individuals is difficult to detect prior to use, [company

name] accepts no liability for any losses that may result from the failure of [trade name] to control resistant
insects.

[Trade name] may be subject to specific resistance management strategies. For further information contact
your local supplier, [company name] representative or local agricultural department agronomist.

Make an application
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Compatibility statements

Required information

The inclusion of general information on compatibility is not a relevant particular of a label. It and is not mandatory. This statement is not checked or
considered by the APVMA in approving a label.

If it is necessary to warn of specific incompatibility of the product with other products, you must do this in the ‘General instructions’ section. This would
be considered by the APVMA in approving the label.

Best practice guide

If a ‘Compatibility’ statement is included on the label, all products listed in the ‘Compatibility’ section must be registered (at the time of label approval)
and should be suitable for mixing with the product.

‘Precaution’ statements

Relevant particulars

The label must include any ‘Precaution’ statements necessary to minimise health risks to humans or animals from approved uses of a product. Such
risks may be due to direct or indirect exposure to the product or treated materials, or from contamination of food, clothing or housing by the product.

Layout and placement

If these statements are required on a label, they must be set out clearly under the heading:

Precautions

Legibility

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

‘Precaution’ statements aim to minimise health risks to humans or animals from approved use(s) of a product. Such risks may be due to direct
exposure to the product or from contamination of food by the product.

You can choose a statement from the examples listed below, or use another as appropriate to the product and its use:

Do not use treated seed for animal or human consumption. Do not allow treated seed to contaminate grain
or other seed intended for animal or human consumption. Do not feed treated seed, or otherwise expose, to

wild or domestic birds.

Avoid contact with food, food utensils, or places where food is prepared or stored.

Before use, remove or cover all exposed foodstuffs. Cover all dishes and utensils, and places where food
is prepared or stored.

Use only as a surface spray. For application only to floors, cracks, crevices, under and behind furniture,
furniture or fittings, or lower parts of walls.

Do not mix in steel tank, etc. (as for glyphosate).

Re-entry periods

An agricultural chemical product may be required to carry a statement about entry into treated crops or areas. In such cases, the ‘Re-entry’ statements
must be included in the ‘Precaution’ section under the heading:

Re-entry Period
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Some examples of ‘Re-entry’ statements are:

Do not allow entry into treated areas for [x hours/days] after treatment. When prior entry is necessary,
wear [list appropriate protective clothing]. Clothing must be washed after each day’s use.

After use, wait [x hours/days] after treatment, then thoroughly ventilate treated area. Clean thoroughly
before processing/serving resumes.

‘Protection’ statements

Relevant particulars

The label must include ‘Protection’ statements necessary to minimise hazards to crops, native and other non-target plants, livestock (including bees),
wildlife, fish, crustaceans and the environment through approved use of the product.

Layout and placement

If these statements are required on a label, they must be set out clearly under the following headings, as appropriate to a product and its uses:

Protection of crops, native and other non-target plants

The label must include any instructions relevant to the protection of crops, native plants and other non-target plants.

Protection of livestock

The label must include any instructions relevant to the protection of livestock, including bees.

Protection of wildlife, fish, crustaceans and environment

The label must include any instructions relevant to the protection of wildlife, fish, crustaceans and the environment.

Legibility

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

‘Protection’ statements (as relevant to the properties of the product) should be selected from the examples listed below or appropriate statements for
particular products and situations should be submitted for approval.

Protection of crops, native and other non-target plants

The following general statement must be included on herbicides under the heading:

Protection of crops, native and other non-target plants:

DO NOT apply under weather conditions, or from spraying equipment, that may cause spray to drift onto
nearby susceptible plants, crops, cropping lands or pastures.

The above statement may be included on labels for other products where relevant.

The following additional statement must also be included on phenoxy herbicides and other Group I herbicides:

Avoid spray drift and vapour movement onto susceptible crops such as cotton, tobacco, tomatoes, vines,
lupins, fruit trees and ornamentals.

Note: Ester formulations require both statements. However, for amine formulations, the latter statement (on vapour movement) may be deleted.
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Protection of livestock

Examples of statements that may be included (where relevant) on products under the heading:

Protection of livestock:

DO NOT allow stock to graze any treated plants.

DO NOT place baits in locations that are accessible to domestic animals, livestock or birds.

DO NOT graze treated turf or lawn; or feed turf or lawn clippings from any treated area to poultry or
livestock.

DO NOT graze any treated plants or cut for stock food.

Before use: remove animals; remove or cover all feed, feed troughs, water troughs, and milking or [specify
other] equipment.

After use: Wait [x hours/days] after treatment, then thoroughly ventilate treated area. Clean up thoroughly
before allowing re-entry of animals. (This statement is for use in animal housing)

DO NOT feed produce or grain harvested from treated plants to animals, including poultry.

DO NOT feed treated grain to animals, including poultry.

Dangerous to bees. DO NOT spray any plants in flower while bees are foraging.

Highly toxic to bees. Will kill bees foraging in the crop to be treated or in hives that are over-sprayed or
reached by spray drift. Residues may remain toxic to bees for several days after application.

Dangerous to bees. Bee brood development may be harmed by exposure to residues transported into the
hive by foraging bees, overspray or drift.

Protection of wildlife, fish, crustaceans and environment

Examples of statements that may be included (where relevant) under the heading:

Protection of wildlife, fish, crustaceans and environment

Dangerous to fish.

Very toxic to fish.

Dangerous to fish and other aquatic organisms.
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Harmful to fish and toxic to aquatic invertebrates.

Highly toxic to fish and very highly toxic to aquatic invertebrates.

DO NOT contaminate streams, rivers or watercourses with the chemical or used containers.

DO NOT apply to weeds growing in or over water.

DO NOT spray across open bodies of water.

Highly toxic to birds—incorporation and/or irrigation according to label directions is vital in order to reduce
exposure.

Withhold irrigation as long as possible.

Irrigation should be delayed at least [x] days following treatment.

After spraying, first-flush irrigation tailwater or storm run-off from land treated with [product name] should be
prevented from entering natural waterways.

Retain all tailwater for [x] days following treatment with [product name].

Do not discharge treated water for [x] days after treatment.

This product contains active materials that can have detrimental effects on marine life. DO NOT
contaminate waterways with paint, dust and scrapings or with used containers.

‘Storage and disposal’ statements

‘Storage’ statements

Required information

Suitable instructions on storage of the product must be included on the label. If the product is included in Schedule 7 of the current Poisons Standard,
these storage instructions must include the instruction that the product must be stored in a locked room or place away from children, animals, food,
feedstuffs, seed and fertilisers.

Layout and placement

‘Storage and disposal’ statements must be set out clearly under the heading:

Storage and Disposal

If not required in the signal heading, the following statement can be shown first:

Keep out of reach of children

Legibility
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There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

If a container or package (for example, a carton) or its contents may be significantly damaged by moisture, the following statement should be used:

Store in the closed, original container in a dry, cool, well-ventilated area out of direct sunlight.

If a container or package is impermeable to moisture (for example, steel drums with weather-proof labels), the following statement is acceptable:

Store in the closed, original container in a cool, well-ventilated area. Do not store for prolonged
periods in direct sunlight.

Storage directions that differ from those above may be used for products needing specific storage conditions to maintain the chemical and physical
integrity of the material or package for at least two years (or until the expiry date). For these products, the following statement may also be included:

The product is stable for [x] years if stored as indicated above.

Refer to Date of manufacture and/or expiry date of product for further information on date-controlled products.

Home garden and domestic pest-control products

For home garden and domestic pest-control products, ‘Storage and disposal’ statements should be set out clearly under the heading:

STORAGE AND DISPOSAL

Aerosol products should be marked as follows:

Keep in a cool place out of the sun, and out of the reach of children. Do not incinerate or puncture this can,
even when empty. Dispose of can by putting in garbage, or leaving it at an appropriate metal recycling

collection point.

For all other types of packaging, home garden and domestic pest-control products require the following statement:

Store in the closed, original container in a cool, dry place out of the reach of children. Do not store in direct
sunlight. Dispose of empty container by wrapping in paper, placing in plastic bag and putting in garbage.

‘Disposal’ statements

Relevant particulars

You must include suitable instructions about the proper method of disposing of excess prepared spray, spent dip (if applicable), empty containers
and other packaging.

Layout and placement

‘Storage and disposal’ statements must be set out clearly under the heading:

Storage and Disposal

Legibility

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

Reference to drumMUSTER should be included for eligible container types.
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Examples of acceptable disposal instructions for various container types are listed below.

Note: You may include disposal directions that differ from those listed below as long as you provide a justification to support those proposed
statements.

Refillable containers

Empty contents fully into application equipment. Close all valves and return to [point of supply/designated
collection point/other specific collection details] for refill or storage.

Metal drums and plastic containers

Triple-rinse containers before disposal. Add rinsings to spray tank. Do not dispose of undiluted chemicals
on site. If recycling, replace cap and return clean containers to recycler or designated collection point.

If not recycling, break, crush, or puncture and deliver empty packaging to an approved waste management
facility. If an approved waste management facility is not available, bury the empty packaging 500 mm below
the surface in a disposal pit specifically marked and set up for this purpose, clear of waterways, desirable
vegetation and tree roots, in compliance with relevant local, state or territory government regulations. Do

not burn empty containers or product.

Paper or cardboard containers and paper material bags

Shake and empty contents into spray tank/water/dip/drench, etc. Do not dispose of undiluted chemicals on
site. Break, crush, or puncture and deliver empty packaging to an approved waste management facility. If

an approved waste management facility is not available, bury the empty packaging 500 mm below the
surface in a disposal pit specifically marked and set up for this purpose, clear of waterways, desirable

vegetation and tree roots, in compliance with relevant local, state or territory government regulations. Do
not burn empty containers or product.

Plastic and foil bags

Single-rinse or shake remainder into spray tank/water/dip/drench, etc. Do not dispose of undiluted
chemicals on site. Puncture and deliver empty packaging to an approved waste management facility. If an
approved waste management facility is not available, bury the empty packaging 500 mm below the surface
in a disposal pit specifically marked and set up for this purpose, clear of waterways, desirable vegetation
and tree roots, in compliance with relevant local, state or territory government regulations. Do not burn

empty containers or product.

Glass bottles

Triple-rinse containers before disposal. Add rinsings to spray tank. Do not dispose of undiluted chemicals
on site. If recycling, replace cap and return clean containers to recycler or designated collection point.

If not recycling, deliver empty packaging to an approved waste management facility. If an approved waste
management facility is not available, bury the empty packaging 500 mm below the surface in a disposal pit
specifically marked and set up for this purpose, clear of waterways, desirable vegetation and tree roots, in
compliance with relevant local, state or territory government regulations. Do not burn empty containers or

product.

Containers for formulations which are used undiluted or a not applied via a spray tank

For formulations that are not diluted with water before use (ultra-low volume, ready to use, etc.) and that are not applied via a spray tank, the following
statement should be used:

Triple-rinse containers before disposal. Dispose of rinsate or any undiluted chemical according to

Make an application



state/territory legislative requirements.

If recycling, replace cap and return clean containers to recycler or designated collection point.

If not recycling, break, crush or puncture and deliver empty packaging to an approved waste management
facility. If an approved waste management facility is not available, bury the empty packaging 500 mm below
the surface in a disposal pit specifically marked and set up for this purpose, clear of waterways, desirable
vegetation and tree roots, in compliance with relevant local, state or territory government regulations. Do

not burn empty containers or product.

Spent dips

For spent dips the following statement should be used:

When the product can be used as a post-harvest dip appropriate instructions must be included as to the
correct method of disposing of the dip contents. This information may also include a method for neutralising

the active constituent in the dip prior to disposal. The applicant should provide an appropriate statement.

Containers accompanied by a leaflet

If a label leaflet is to be used as part of the label for various containers that have different disposal instructions, the following ‘Disposal’ statement may
be shown on the label leaflet in place of the full disposal instructions:

The method of disposal of the container depends on the container type. Read the ‘Storage and disposal’
instructions on the label that is attached to the container.

drumMUSTER containers

For eligible drumMUSTER containers that are used undiluted or are not applied via a spray tank, you may use the following statement in place of the
recycling statements listed above for drumMUSTER:

This container can be recycled if it is clean, dry, free of visible residues and has the drumMUSTER logo
visible. Triple-rinse container for disposal. Dispose of rinsate or any undiluted chemical according to state

legislative requirements. Wash outside of the container and the cap. Store cleaned container in a sheltered
place with cap removed. It will then be acceptable for recycling at any drumMUSTER collection or similar

container management program site. The cap should not be replaced, but may be taken separately.

For eligible drumMUSTER containers for products that are applied via a spray tank, you may use the following statement:

This container can be recycled if it is clean, dry, free of visible residues and has the drumMUSTER logo
visible. Triple-rinse container for disposal. Dispose of rinsate by adding it to the spray tank. Do not dispose

of undiluted chemical on site. Wash outside of the container and the cap. Store cleaned container in a
sheltered place with cap removed. It will then be acceptable for recycling at any drumMUSTER collection or
similar container management program site. The cap should not be replaced, but may be taken separately.

QuikPour containers

For QuikPour containers the following statement may be used:

Triple- or preferably pressure-rinse inner bladder before disposal. Add rinsings to spray tank. DO NOT
dispose of undiluted chemicals on site. If recycling, replace cap and return clean packaging to recycler or
designated collection point. If not recycling, deliver empty packaging to an approved waste management

facility. If an approved waste management facility is not available, bury the empty packaging 500 mm below
the surface in a disposal pit specifically marked and set up for this purpose, clear of waterways, desirable
vegetation and tree roots, in compliance with relevant local, state or territory government regulations. DO

NOT burn empty containers or product.
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Safety directions

Relevant particulars

The label must include safety directions that relate to safety in handling, use and storage of the product from the First aid instruction and safety
directions (FAISD) handbook: handbook of first aid instructions, safety directions, warning statements and general safety precautions for agricultural
and veterinary chemicals, published by the Department of Health.

If no safety direction listing in the FAISD handbook is appropriate as a statement, you must apply to the APVMA to obtain an appropriate statement.
Statements additional to those listed as mandatory in the FAISD handbook may be included, provided they are reasonable and do not contradict the
mandatory statements.

Layout and placement

Where safety directions are required on a label, the following heading must precede them:

SAFETY DIRECTIONS

Safety directions must be shown first, followed by first aid instructions. Safety directions and first aid instructions must be visible at all times without
having to open packaging or leaflets.

Legibility

There are requirements for other wording. For example, wording on a label for which there is no minimum type size specified elsewhere must have a
minimum letter height of 1.5 mm, which equals 6 points. Letters with ascenders or descenders (such as b, f, g, h, l, t, etc.) are to be a minimum of
1.5 mm in height. Letters without ascenders or descenders (such as a, e, i, o, u, m, r, etc.) are to be a minimum of 1 mm in height.

Best practice guide

The heading must be in bold-face, sans-serif capital letters of not less than 1.5 mm in height.

If a leaflet or booklet (or similar) is used for some instructions, the safety directions must be visible without the need to access and open the leaflet or
booklet. They must be on the label that is firmly attached to the container.

The statements may be set out in point form.

First aid instructions

Relevant particulars

The label must include first aid instructions from the FAISD handbook.

If no ‘First aid’ statement in the handbook is appropriate, you must apply to the APVMA to obtain an appropriate statement.

Layout and placement

First aid instructions must be preceded by the heading:

FIRST AID

They must be visible at all times without the need to open packaging or leaflets.

Legibility

The heading must be in bold-face, sans-serif capital letters of not less than 1.5 mm in height.

Best practice guide

Additional statements are generally not permitted.

If a leaflet or booklet (or similar) is used for some instructions, the first aid instructions must be visible without the need to access and open the leaflet
or booklet. The instructions must be on the label, which must be firmly attached to the container.

Batch number

Required information

The inclusion of a batch number is required by the Agvet Code Regulations.

Layout and placement

The batch number must be shown on the label, or be suitably affixed to the label or container before the containers of the product are released for
supply.
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The batch number should comprise either numbers or letters, or a combination of numbers and letters, and must be preceded by either of the
statements:

Batch Number

Batch

They can also be preceded by either of the following prefixes in a circle:

BN

B

The appropriate batch number must be printed adjacent to this heading, to ensure it is not confused with any other numerical codes. The batch
number must uniquely identify each production batch and must be in English.

Best practice guide

The batch number of a product should preferably be printed on the bottom of the front panel of the label or container, or be suitably affixed to the label
or container.

Date of manufacture and/or expiry date of product

Required information

The inclusion of the expiry date and date of manufacture is required, when applicable, by the Agvet Code Regulations.

Labels for all agricultural chemical products must include a date of manufacture. The actual date of manufacture of a product must be shown on the
label, or be suitably affixed to the label or container when the container is filled with the product.

Labels must include an expiry date for those chemical products declared in the Agvet Code Regulations to be ‘date-controlled chemical products’.
Both the date of manufacture and the expiry date must be included on the label for these products.

A suitable prefix must also be included to distinguish the date of manufacture from the expiry date.

Layout and placement

The date of manufacture and, when required, the expiry date must comprise numbers or letters, or a combination of numbers and letters, in English,
and must include a suitable heading or prefix.

The appropriate date of manufacture and expiry date must be printed adjacent to the chosen headings or prefixes (see below), to ensure these are
not confused with any other numerical codes that may also be on the label.

Best practice guide

The date of manufacture of a product and, if applicable, the expiry date, should preferably be printed on the bottom of the front panel of the label or
container, or be suitably affixed to the label or container. Normally, expiry dates are only required if a product cannot be stored for at least two years.

Date-controlled agricultural chemical products are listed in Schedule 1 of the Agvet Code Regulations.

A suitable prefix for date of manufacture may be the prefix:

DOM

A suitable prefix for the expiry date may be the prefix:

EXP

APVMA label approval number

Relevant particulars

The Agvet Code Regulations require that the label include the distinguishing number of the label for the product. This number is unique to each label
and is allocated by the APVMA.

Layout and placement

The following statement must be included in front of the number:

APVMA Approval No
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Where label space is extremely limited, the statement, you may also place the number after:

APVMA

Best practice guide

The number should preferably be placed at the bottom of either a one-panel label or the ancillary panel of the label.

The number must not be written or displayed in any way that implies that the APVMA recommends, warrants or guarantees the use of the product.
This would include using letters that are large in comparison with others on the label or prefixing the statement with words that imply that the APVMA
recommends, warrants or guarantees the use of the product.

Dangerous goods and worker safety legislative requirements

Layout and placement

Where other legislation requires that labels include other statements or information, such as information relating to transport of dangerous goods and
workplace health and safety, these statements must be shown in a distinct panel or clearly delineated box.

They must not be incorporated amongst the APVMA-required safety directions or other instructions approved by the APVMA.

Best practice guide

You must adhere to the requirements of the ADG code—which are incorporated into relevant state and territory legislation—when labelling any
products that are classified under the ADG code as dangerous goods.

Inquiries on specific labelling issues arising from the ADG code should be directed to one of the competent authorities listed in the code.

If the product is classified as a hazardous chemical under the Work Health and Safety Regulations, there are likely to be labelling requirements in
those regulations. Inquiries on these requirements should be made of Safe Work Australia or of state or territory workplace health and safety
agencies.

Reference to obtaining a safety data sheet for the product is not a relevant label particular. It is nevertheless encouraged, to ensure that users are
aware of their obligations under relevant state or territory work health and safety legislation. When a safety data sheet is required to be obtained
under that legislation, product labels may refer users to the safety data sheet by including a statement such as the following:

Additional information is listed in the safety data sheet.

Home garden and domestic pest-control products

Definition

Home garden and domestic pest-control products are products that contain an agricultural chemical and are available to the general public through
normal retail outlets. Home garden products are for use on vegetables, fruit, trees, ornamentals, lawns and other areas around private dwellings, for
the control of diseases, insect pests, weeds, snails, slugs and rodents. Private dwelling means a private dwelling house, boarding house, apartment
house, common lodging house or special accommodation house. Domestic pest-control products are mainly used inside private dwellings to control
common insect pests such as cockroaches, ants, spiders, silverfish, flies, mosquitoes and fleas.

For both home garden and domestic pest-control products:

the agricultural chemical product must either be classified as exempt from poison scheduling or it must be a Schedule 5 or Schedule 6 poison

as listed in the Poisons Standard
there is flexibility in the pack size; commonly home garden packs have an upper size limit of approximately 1 litre or 1 kilogram; however, some
ready-to-use products may exceed this, where products are ready to use or very dilute
the treated vegetables and fruit should be primarily grown for personal consumption; that is, they should not be grown on a commercial scale or
for sale
no special precautions or personal protective equipment should be required for preparation and use of the agricultural chemical products or
disposal of the product and its container—for example persons preparing or using the chemicals should not need any of the following: protective
waterproof clothing, PVC or rubber apron, elbow-length PVC gloves, face shield, goggles, impervious footwear, half- or full-face respirator, or
breathing apparatus with air supply. Containers should be able to be discarded by placing in household garbage without undue hazard.

The following content can be found at http://new.apvma.gov.au/node/871
If making a submission, please reference page number: 871

The following content can be found at http://new.apvma.gov.au/node/872
If making a submission, please reference page number: 872

The following content can be found at http://new.apvma.gov.au/node/873
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Introduction

Some adaptation of the instructions and information in the label content requirements will often be needed to ensure that labels for this sector are
appropriate for users of these products. The need for this adaptation arises because home garden and domestic pest-control products are used on a
small scale. Also, most people using home garden and domestic pest-control products have:

limited ability to identify the particular pest, disease or weed
limited experience in handling agricultural chemicals, which tends to mean that they have:

a limited understanding of label directions and terminology, which can lead to errors in use
a limited knowledge of the required quantities of pesticide to prepare, which can lead to excess product being prepared and needing to
be disposed of
limited equipment for safely measuring and applying agricultural chemicals.

To make the labelling of these products more user friendly, this requirement of the Agricultural Labelling Code allows the:

adoption of simpler, more easily understood headings, subheadings and other required wording
restructuring of label text into a logical progression of steps, from opening the packet, through mixing and application to disposal.

The aim of this requirement of the Agricultural Labelling Code is to encourage both simplicity and flexibility in the labelling of home garden and
domestic pest-control products.

Labelling home garden and domestic pest-control products

Products covered

The types of home garden and domestic pest-control products to which this requirement of the Agricultural Labelling Code applies include the
following:

attractants and lures
bactericides and algaecides
biological control agents (bacteria and viruses)
fungicides
plant-growth promotants
plant-growth regulators
herbicides
insecticides
miticides
molluscicides
nematicides
repellents (insects and other animals)
rodenticides.

Home garden products do not include those relating to animal health, food storage or industrial uses. Domestic chemical products do not include
those products used primarily by the pest-control industry.

This requirement of the Agricultural Labelling Code does not apply to swimming pool products. They are regarded as having both domestic and
commercial applications, and are covered by this requirement of the Agricultural Labelling Code.

For aerosol products harmonised with New Zealand use the information on Australian and New Zealand harmonised aerosol labelling.

What goes on the label?

Home garden and domestic pest-control product labels must include the follow items:

an appropriate signal heading
the distinguishing name of the product
the name(s) and content of active constituent(s) and all scheduled poisons, including scheduled additives and solvents (if present)
a statement of claim(s) for use
the net contents
the name and address of the company marketing the product
a ‘How to use’ section, and any other information needed for proper use

If making a submission, please reference page number: 873

The following content can be found at http://new.apvma.gov.au/node/874
If making a submission, please reference page number: 874

The following content can be found at http://new.apvma.gov.au/node/876
If making a submission, please reference page number: 876

The following content can be found at http://new.apvma.gov.au/node/877
If making a submission, please reference page number: 877
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the statement

NOT TO BE USED FOR ANY PURPOSE, OR IN ANY MANNER, CONTRARY TO THIS LABEL UNLESS AUTHORISED

statements relating to withholding periods (WHPs) and any other limitations on use, as required
a ‘How to prepare’ section, including general instructions, and mixing and spraying instructions
appropriate ‘Caution’ statements
appropriate ‘Storage and disposal’ statements
appropriate safety directions and first aid instructions
the company warranty, reference to trade marks, hazardous goods symbols and (where required) bar codes
the manufacturing lot identification, date of manufacture of formulation and (where required) expiry (use by) date
the APVMA approval number.

Where to place the information

Main panel

The main panel for home garden and domestic pest-control products follows the requirements set out in the requirements for label layout and
formatting, with some minor adjustments.

The areas where the requirements are the same include the signal heading, distinguishing name, ‘Active constituent’ statements and all situations
pertaining to them (eg common name, solvents, mixtures, descriptive Australian Standard, ‘Anticholinesterase’ statement, contents, company name
and address and APVMA approval numbers).

Signal words and phrases

A home garden product contains an agricultural chemical that is classified as exempt from poisons scheduling or is a Schedule 5 or 6 poison in the
Standard for the Uniform Scheduling of Medicines and Poisons. Schedule 7 poisons require the signal warning:

DANGEROUS POISON

They are considered to be too toxic for use by householders or home gardeners; hence, they must not be labelled as home garden or domestic pest-
control products.

Home garden products are required to follow the requirements for signal headings as detailed in the label content requirements for substances
classified as exempt from scheduling or listed in Schedule 5 or 6.

Statement of claims for use

Statements of claims for use (known as ‘broad claims’) are necessary for agricultural home garden and domestic pest-control products. The
requirements specified for label content still apply; however, adopting the following format may help to make the broad claims statement easier to
read.

Where a number of pests, weeds or diseases are to be included, or where there is a particular pest in different situations, the broad claims may be
clearly shown by putting the information into point form. For example:

Controls:

fruit fly
codling moth
oriental fruit moth
and other pests
on fruit and vegetables in the home garden.

Controls caterpillars on:

flowers
ornamental shrubs
fruit trees
vegetables
in the home garden.

The inclusion of statement of claims for use in the form shown above is only possible if space permits. However, the phrase ‘… in the home garden’
should be included in all statements of claims for use, to emphasise to the user that the product is intended for use in the home garden. Similarly, a
phrase such as ‘... in the home’ or ‘… for domestic use’ should be included in all statements of claims for use, where practicable, for domestic pest-
control products.

Prohibition and restriction statements

Prohibition and restriction statements are not required. Restricted agricultural chemicals will not be allowed to be used in home and domestic
situations.

Ancillary panels

The following content can be found at http://new.apvma.gov.au/node/878
If making a submission, please reference page number: 878
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The ancillary panel should include information on how to prepare the product for use, and how to use, store and dispose of the product. This
information should be simple, clear and concise; also, it should be written and structured in such a way as to make it comprehensible to most users.

‘How to use’ section

The information on how to use a home garden and domestic pest-control product is usually best set out in a tabular format under the panel heading:

HOW TO USE

Restraints

The subheading ‘Restraints’ is not mandatory but may be included. The definition of a restraint in this situation is the same as for agricultural products.
The statements should appear as the first item in the ‘How to use’ section, and should begin with the words

DO NOT

For example:

DO NOT apply if rain is expected within 24 hours.

DO NOT apply to plants suffering from stress.

DO NOT allow spray to contact plants you do not want killed.

Plants and situations

The table column containing the plants or situations being treated should have an appropriate heading such as ‘Plant(s)’ or ‘Area(s)’, depending on
the use of the product.

The specific plant, groups of plants or particular situations should be listed in alphabetical order, to make it easy for readers to locate the information.

When a plant or a group of plants—vegetable, fruit or ornamental—is to be included in the ‘How to use’ section, the names used should be readily
understood even by those with limited gardening knowledge. The terms commonly used on agricultural products (eg pome fruit, stone fruit, brassicas,
root vegetables, legume vegetables and cucurbits). are not necessarily the most appropriate for home garden products. Terms that are in regular use
in the community (eg citrus) are acceptable.

To avoid confusion and to be consistent with the food groupings as recognised by other standards (eg the MRL Standard, and the Codex
Classification of Foods and Animal Feedstuffs), if group terms such as brassicas and cucurbits need to be used, they must be given in the following
format:

onions, shallots and related alliums
pumpkins, cucumbers, melons and related cucurbits
cucurbits (eg pumpkins, melons and cucumbers)
cabbages, cauliflowers, broccoli, sprouts and related brassicas
brassicas (including cabbages, cauliflowers and broccoli)
pome fruit (eg apples and pears).

This list is by no means exhaustive. A degree of discretion and flexibility is needed when including specific groups of plants in labels.

Pests, diseases and weeds controlled

Only the common name should be used for the pest, disease or weed, in line with the appropriate current references listed in the label content
requirements. Scientific names should only be used on home garden labels when they are needed to avoid confusion. It is highly unlikely that scientific
names would be required on the labels of domestic pest-control products.

Some examples of alternative names that may be used are ‘sap-sucking insects’, ‘leaf-eating insects’, ‘grass weeds’ or ‘broad-leaf weeds’. These
alternative names help to overcome a problem that occurs with most users; that is, limited ability to identify the particular pest, disease or weed.

Care needs to be taken in developing an alternative name because collective terms (eg ‘mildews’ and ‘mites’) are sometimes inappropriate. For
example, the term ‘mildew’ would only be acceptable for fungicides that control both downy and powdery mildew. Additionally, depending on the spray
program (dormant trees versus active trees), unnecessary and unsuccessful pesticide use could be promoted by the use of the term ‘mites’ on a
spray label for dormant trees, because the particular mite is not an over-wintering species.

State

Unless otherwise indicated (eg ‘QLD only’), a particular use will be judged as being approved in all states and territories; that is, the term ‘All states’
is not required.

Where differences between states occur for a particular use, it should be incorporated into the ‘How to use’ section in either the ‘Plant’, ‘Pest’, or
‘How to apply’ column. There is no need to include a separate ‘State’ column.
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When listing the states for a particular use, list the state(s), followed by the word ‘only’. For example:

NSW, VIC, WA ONLY

Rate

The method of application should be stated in clear terms, suitable for the intended rate of application.

For home garden and domestic pest-control products, the rate can be expressed either in terms of product dilution, for example:

Mix 5 mL per L of water

or quantity of product per unit area, for example:

Spray 15 mL per m2

or a combination of the two, for example:

Mix 20 g per 10 L of water and spray over 10 m2

Home garden products containing a dust will not necessarily have a definite rate of application. For example, a statement such as ‘Dust lightly,
thoroughly covering all plant surfaces’ is an adequate instruction on the application of a dust. Such a statement would be more appropriate in a ‘How
to apply’ column than a ‘Rate’ column.

Giving precise recommendations for rates of dilution and rates of application is difficult, because of the large variety of home garden products.
However, some general requirements that apply to rates are as follows:

The maximum amount of water or other diluent to be expressed in a rate is 10 L. If a larger volume is required, a reason should be provided.
This would help to ensure that excessive amounts of spray are not prepared.
The amount of product (concentrate) to be diluted or sprayed should be expressed as a whole number when the units are in millilitres or grams.
For example, ‘5 mL’ or ‘10 g’ are acceptable, but ‘1.5 mL’ or ‘2.5 g’ are not. If a fraction does occur in millilitres or grams when a rate appearing
for an agricultural use is scaled down, then the figure should be rounded-off to the nearest whole number. Fractions are acceptable with litres
and kilograms; for example, ‘1.75 L’ or ‘1.5 kg’.
The rate should be expressed in such a way that the amount of product (concentrate) is a value that can be easily measured or multiplied.
Values such as multiples of 5 (eg 5, 10, 15, 20 ...) fit this criterion.
A rate such as ‘Mix 13 g per 5 L water’ would be better expressed as ‘Mix 5 g per 1.9 L water’ or ‘Mix l0 g per 3.8 L water’. These rates could
be improved further still by rounding off the amount of diluent so the rate can finally be expressed as either ‘Mix 5 g per 2 L water’ or ‘Mix 10 g
per 4 L water’. However, the rounding-off of figures can only be done if the efficacy, phytotoxicity or hazard to non-target organisms of a
particular product will not be affected to an unacceptable degree.

‘How to apply’

The basic requirements of the ‘Critical comments’ section as discussed in the label content requirements still apply. However, the heading of this
column should be changed to a more meaningful title such as ‘How to apply’.

For a particular plant or situation, some indication should also be given as to when, where and how much product should be used.

‘Limitation on use’ statement

The following statement must be shown immediately after the ‘How to use’ section of the label:

NOT TO BE USED FOR ANY PURPOSE, OR IN ANY MANNER, CONTRARY TO THIS LABEL UNLESS
AUTHORISED

This statement must be printed in bold-face sans-serif capital letters of at least 1.5 mm in height.

Note that the words ‘Under appropriate legislation’, which are normally included in this statement on agricultural products, are not required for home
garden and domestic pest-control products.

Withholding periods

Information on withholding periods (WHPs) should appear as one or more statements immediately below the ‘Limitations on use’ statement.

All the requirements concerning the setting and publishing of withholding periods are the same as specified in the label content requirements.

Definition:

The WHP for home garden products is the period that must elapse between the last spray, dusting or application of the pesticide and the picking of
plant products for human consumption.
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Statement:

The withholding period should be shown as a figure in days or weeks, as specified in the label content requirements.

There is no need to include either a ‘WHP’ column in the ‘How to use’ table, as is required for agricultural products, or a ‘Withholding period’ heading
at the beginning of the WHP statements.

Examples of ‘Withholding period’ statements:

For home and domestic use, WHP statements differ from those on agricultural products—the former start with the words ‘Do not pick’ rather than ‘Do
not harvest’. Since pesticides can be applied in many forms (spray, dust, granules, etc), the method of application should be reflected in the WHP
statement. Some examples are:

DO NOT PICK TOMATOES FOR 7 DAYS AFTER SPRAYING

DO NOT PICK EDIBLE PLANTS FOR 2 DAYS AFTER DUSTING

DO NOT PICK VEGETABLES FOR 1 DAY AFTER APPLYING PELLETS

If certain plants have the same WHP, the statements can be combined, for example:

DO NOT PICK:

APPLES, PUMPKINS FOR 7 DAYS AFTER SPRAYING

CITRUS, CABBAGES FOR 5 DAYS AFTER SPRAYING

Statements should be in bold-face sans-serif capital letters of at least 2 mm in height, and each statement should be written on a separate line.

‘How to prepare’

The ‘How to prepare’ heading replaces the ‘General instructions’ heading that is required for agricultural chemicals. A heading such as ‘How to
prepare’ conveys a better idea of the information contained thereunder.

The ‘How to prepare’ section should contain information concerning:

how to prepare and mix the product (if applicable)
the type of equipment to use, and how to maintain and clean that equipment.

This section should also contain, if applicable, statements such as:

Do not mix more than is needed

Do not mix more than can be used within [x] days

It should also contain a specification of how much spray should be mixed for an area of garden or for a specific number of plants, for example:

[x] litres of spray will normally cover [y] plants

[x] grams of dust will normally cover [y] plants

[x] litres of spray will normally cover [y] square metres

These statements should help the end users to prepare the appropriate amount of pesticide, thus minimising the need to dispose of excess prepared
product.

Mode of action
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Information relating to the mode of action of the product is not needed on labels for home garden and domestic pest-control products. Such
statements would only clutter up the label with unnecessary information. Compatibility statements are also unnecessary, because home garden and
domestic pest-control products should be of a type that would not require mixing with other products.

Caution

‘Precautionary’ and ‘Protection’ statements, which are specified separately on agricultural product labels (see the label content requirements), should
be set out clearly under the single heading:

CAUTION

Each statement should begin with either the words ‘Do’ or ‘Do not’, for example:

DO NOT allow spray to contact poultry or poultry houses.

DO NOT spray aviaries.

The following statement must always appear in the ‘Caution’ section of home garden herbicides:

DO NOT allow spray to contact or drift onto plants you do not want killed.

The following statement must always appear in the ‘Caution’ section of all home garden products:

DO NOT allow chemical containers or spray to get into drains, sewers, streams or ponds.

Domestic pest-control products, where applicable, must contain a statement to the effect:

DO NOT spray directly on humans, pets, exposed food, food preparation areas or food utensils.

These statements may need to be modified for a product that is intended for use in these situations.

For example, if a product is particularly hazardous to bees, an appropriate statement might be:

DO NOT spray if bees are feeding on flowering plants. Will kill bees.

When including such a statement, any conflict between the proposed use pattern of the chemical and the advice on bee hazard should be avoided.

Storage and disposal

Storage and disposal statements should be set out clearly under the heading:

STORAGE AND DISPOSAL

Aerosol products should be marked:

Keep in a cool place out of the sun, and out of the reach of children. Do not incinerate or puncture this can, even when empty. Dispose of can by
putting in garbage, or leaving it at an appropriate metal recycling collection point.

For all other types of packaging, home garden and domestic pest-control products require the following statement:

Store in the closed, original container in a cool, dry place out of the reach of children. Do not store in direct
sunlight. Dispose of empty container by wrapping in paper, placing in plastic bag and putting in garbage.

First aid and safety directions

The label content requirements with respect to safety directions and first aid apply.

Special Considerations

Anticoagulant rodenticides:
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The label content requirements apply, except for the inclusion of the headings and subheadings (eg ‘How to use’ and ‘Caution’), and the deletion of a
‘Restraints’ heading.

The following carcass disposal statement should be included:

Dispose of carcasses by wrapping in paper, placing in plastic bag and putting in garbage.

Snail and slug baits:

In addition to the usual requirements of the requirements, all snail and slug bait type products must include the following information:

a statement that heaps of product are to be avoided; for example:

DO NOT HEAP PELLETS

and

the following statement under the ‘Caution’ section:

Store in original container. Lock in a safe place preventing access of children, animals, poultry or ducks. Keep away from domestic pets. Keep
away from dogs. Dogs find this bait attractive and it may kill them. If pets are poisoned, contact a veterinary surgeon.

Australian and New Zealand harmonised labelling for aerosol
products

Introduction

This information advises manufacturers of aerosol insecticide products about the harmonised aerosol labelling requirements of both the Agricultural
Compounds and Veterinary Medicines Group (ACVM, New Zealand) and the Australian Pesticides and Veterinary Medicines Authority (APVMA,
Australia).

This information is aimed primarily at manufacturers who wish to market a harmonised aerosol product in both countries. However, it can also be
used for the labelling requirements for aerosol products marketed in only one of the two countries.

Harmonisation between New Zealand and Australia

The harmonised labelling requirements for aerosol products are aimed at satisfying the Australia – New Zealand Closer Economic Relations Trade
Agreement. They are intended as a first step in achieving harmonisation on a growing number of products and registration requirements.

Definition of an aerosol

For the purposes of this document, an aerosol is an ‘agricultural chemical product’ (Australian definition) or a ‘pesticide product’ (New Zealand
definition) that comprises an active constituent and a liquefied or compressed gas as a propellant, in a container with a suitable valve.

The aerosol products covered by the harmonised agreement and these harmonised labelling requirements include only those that:

contain unscheduled constituents
are defined as being either a space spray, a surface spray or a total release fogger (these terms are explained below)
are developed and marketed primarily for use in domestic, commercial or industrial situations.

Space sprays

Space sprays can control both flying insects (when sprayed into the air) and crawling insects (when sprayed directly), but cannot be used to give
lasting insecticidal activity on the surface.

The following content can be found at http://new.apvma.gov.au/node/884
If making a submission, please reference page number: 884

The following content can be found at http://new.apvma.gov.au/node/885
If making a submission, please reference page number: 885

The following content can be found at http://new.apvma.gov.au/node/886
If making a submission, please reference page number: 886

The following content can be found at http://new.apvma.gov.au/node/887
If making a submission, please reference page number: 887
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Surface sprays

Surface sprays are designed to have their contents applied directly onto a surface or onto a crawling insect. They are used primarily for the control of
crawling insects, because they leave an insecticidal film that controls insect pests as they crawl over the surface. This group also includes those
aerosol products that combine space and surface sprays; that is, they have a dual mode of action.

Total release foggers

Total release foggers are designed to release their total contents into the air in one application. They are primarily used to disinfest whole rooms or
houses of pests such as fleas or cockroaches.

Label layout

This information should be read together with the label layout and presentation requirements, which also apply to aerosol product labelling.

Main panel and ancillary panels

A label panel refers to a distinct portion or division of the label. A label will be easier to read and follow if the necessary information is spread over at
least two panels—the panels delineate the information, making it easier for a reader to identify important information. If space is limited, the print size
may be too small and the layout may be cramped, making it difficult to convey intelligible, easily read information to the user.

Aerosol products generally contain at least two panels: a main panel (which is the most prominent) and ancillary panels. The main panel generally
contains the following items:

distinguishing or trade name
active constituent statement
statement of claims for use
net contents.

Any other items are included in the ancillary panels.

Explanatory notes: aerosol labels

The following notes outline the information required on aerosol labels and the format in which it should be presented.

Product name (distinguishing name, trade name or registered name)

The distinguishing name is the name allocated to the aerosol product. It appears on the label and is the registered name (or trade name) of the
product.

Words, numbers, or phrases included in company logos or trademarks appearing adjacent to the distinguishing name are not automatically included
as part of the name.

For a distinguishing name to be acceptable, it must:

describe the usage for which the aerosol is intended. For example, it can include words and terms such as ‘household insecticide’, ‘flying insect
killer’, ‘surface spray insecticide’
be the name of the product that has been used for the purpose of  obtaining registration or approved by the relevant Australian/New Zealand
agvet authority
be displayed in a manner that allows rapid and easy identification.

The distinguishing name must not:

include misleading words or figures
be offensive, or contain offensive words or phrases.

Use of terms such as ‘plus’, ‘extra strength’, ‘double strength’ or ‘professional strength’

Inclusion of ‘plus’, ‘extra strength’, ‘double strength’ or ‘professional strength’ or similar terms, whether in the distinguishing name or elsewhere on the
label, is only acceptable if:

there is a different registered aerosol product that has the same distinguishing name but does not include ‘plus’, ‘extra strength’, ‘double
strength’ or a similar term
use of such a term can be justified (for example, the product includes an additional active constituent that extends the use of a previously
registered product, or the product has a higher level of an active constituent than a previously registered product).

Use of term 'low irritant'

Any claim that a product is ‘low irritant’ must be justified.

The following content can be found at http://new.apvma.gov.au/node/888
If making a submission, please reference page number: 888

The following content can be found at http://new.apvma.gov.au/node/889
If making a submission, please reference page number: 889
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Active constituent and propellant statements

The active constituents and synergists (if present) are the substances that are primarily responsible for the killing action of the aerosol product. The
propellant is the chemical that forces the contents from the aerosol container when the valve is opened.

All active constituents, synergists and propellants must be shown on the label.

Active constituent statement

Structure and position

An active constituent statement must:

include the heading

Active constituent(s)

be positioned below the distinguishing name on the main panel.

Use of common names

An active constituent must contain the common name of the substances as recommended by:

Standards Australia in AS 1719-1994 or its revision, or as approved by Standards Australia for addition to the Standard
International Organization for Standardization (ISO), or
British Standards Institute (BSI).

Where no SA, ISO or BSI common name exists, the active constituent name should conform to the IUPAC (International Union of Pure and Applied
Chemistry) ;system of nomenclature.

Some common names of active constituents in aerosol products include:

allethrin
bioallethrin
bioresmethrin
fenoxycarb
hydroprene
methoprene
s-methoprene
permethrin
d-phenothrin
propoxur
pyrethrins
tetramethrin.

Concentration

The concentration of each active constituent and synergist (if present) must be clearly stated in front of the name of the active constituent; for example:

ACTIVE CONSTITUENT: 2.79 g/kg PERMETHRIN,

(not PERMETHRIN 2.79 g/kg)

The concentration must be expressed in units of mass; that is, ‘g/kg’. It is acceptable to also include the concentration in ‘g/L’ in brackets next to
'g/kg'; for example:

2.79 g/kg (3.5 g/L) PERMETHRIN

The active constituents can be listed on the label in any order.

Propellant statement

A propellant statement must be included on the label. This statement can be on the main or the ancillary panel, and must include the heading:

Propellant

In most cases, an aerosol contains either butane, propane or some other liquid hydrocarbon. Therefore, the statement would be, for example:
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Propellant: Hydrocarbon

Statements of claims of use

A brief statement of the purposes for which the aerosol product is to be used should be positioned immediately beneath the active constituent and
propellant statements. However, if the distinguishing name sufficiently describes the use of the product, there is no need to include a separate
statement of claims of use.

In some cases, pictures or diagrams may also be included as part of the statement of claims of use, provided they are consistent with the proper uses
of the aerosol.

Net contents

Although the chemical within an aerosol container is in a liquid state, the convention is to state the net contents of an aerosol product in mass units.
Therefore, the contents should be written in full or represented by the correct symbol (ie ‘grams’ or ‘g’).

You should also include the word:

NET

Company name and address

It is important that users of an aerosol can contact the person or company who is responsible for the product. To facilitate this, the label should include
the name, street address and contact number of the product’s proprietor (registration holder) In addition, you may also include names and addresses
of distributors or manufacturers.

A harmonised label must contain relevant names and addresses for both countries.

Directions for use

The directions for use should state clearly and concisely how, when and where the aerosol product is to be used. This information can be presented in
the form of a table, points or text, and should be placed under the heading:

HOW TO USE

Some examples of statements that may be included in this section are shown below.

General

Shake can well before use.

Keep can in an upright position when spraying.

Space sprays

Close windows and doors, and spray high into the air for 3–5 seconds.

A quick burst in the direction of flying insects is sufficient.

Spray crawling insect directly.

Surface sprays

Spray directly onto insect for a quick kill.

Spray surfaces to be treated from about 15–20 cm away.

Generally, aerosol surface sprays control a range of crawling insect pests such as cockroaches, silverfish, ants, spiders, bedbugs, fleas, clothes



moths and carpet beetles. If this is the case, the ‘How to use’ section should instruct the user how and where the aerosol is to be applied to treat for
each type of pest.

Total release foggers

Place can on a raised surface (table or chair) with newspaper under can.

To release mist, point away from face and press down activator tab until it locks. Set in upright position
then vacate premises for [x] hours.

Open door and windows for at least [x] minutes to ventilate area.

Use [x] cans for average size home and [y] cans for a larger home. Use additional cans for remote rooms
where a full flow of mist is not assured.

Combination space and surface sprays

Combination sprays should have separate instructions for space treatment and for surface treatment. See the examples given above.

Avoid using statements inferring that the product controls ‘all pests’ rather than those specified. For example, the heading ‘To control flying insects’
infers that the product controls all flying insects, which is generally not the case. A more correct heading would be ‘To control most flying insects’.

Correct use statement

Immediately below the ‘How to use’ section, you must include the following statement, or a similar statement having the same meaning:

USE THIS PRODUCT ONLY AS DIRECTED

General instructions

General instructions should include any general information that is not already included in the directions for use.

Precaution statements

Precaution statements are intended to reduce any possible health risks to humans or animals due to possible exposure or contamination of food
when the aerosol is used in the approved way. Such statements should be set out clearly under the heading:

PRECAUTIONS

Under the ‘Precautions’ heading, the following must be included on all aerosol labels as the first statement:

Keep out of reach of children

Other statements can be chosen from the examples listed below, or can be modified as appropriate for the situation:

Do not spray directly onto humans, pets, exposed foods, food utensils or food preparation surfaces.

Do not spray towards the face.

Do not spray into the air.

Remove or cover fish tanks before spraying.

Care should be taken not to spray delicate fabrics or furnishings and plastic surfaces without prior testing.
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Total release foggers require the following words (or similar) In addition to the above statements:

FLAMMABLE

Do not spray near flame or fire.

Turn off electrical appliances and extinguish pilot lights in the area being treated.

If the aerosol contains more than 45 per cent flammable contents (with a flashpoint of 61 ˚C or less) then it also requires the words:

FLAMMABLE

Do not store or use near fire or flame.

If the aerosol contains 45 per cent or less flammable contents (with a flashpoint of 61˚C or less) and is a flammability hazard in the form of either a
flammable spray or because it leaves a flammable surface or airborne residue after spraying, then it requires the words:

Do not use near fire or flame.

‘Beware’ statement

All aerosol products must include the statement:

BEWARE: Deliberately sniffing or inhaling concentrated spray can be harmful or fatal

This statement must be placed in the ‘Precaution’ section under the general ‘Precaution’ statements.

Safety directions

Obtain appropriate safety directions from the FAISD handbook—Handbook of first aid instructions, safety directions, warning statements and general
safety precautions for agricultural and veterinary chemicals, published by the Australian Government’s Department of Health. Include these directions,
preceded by the heading ‘Safety directions’, directly under the ‘Beware’ statement.

Box

The ‘Precaution’ heading and statements, the ‘Beware’ statement, and any safety directions required must be enclosed in a box outline. The print size
and background colour should be designed to draw the user’s attention to this important information.

First aid instructions

Obtain appropriate first aid statements from the FAISD handbook—Handbook of first aid instructions, safety directions, warning statements and
general safety precautions for agricultural and veterinary chemicals published by the Australian Government’s Department of Health—or from the
Agricultural Chemicals Unit (NZ). Position the statements below the precautions box, and precede them with the heading:

Storage and disposal statements

To help the user safely store the product and dispose of the empty container, include the following heading and instructions on the label:

Storage and disposal:
Example: Keep in a cool place out of the sun. Do not puncture or incinerate can, even when empty.

Recycle empty cans if a facility is available, or place used can in household rubbish.

Batch number, date of manufacture

The batch number, date of manufacture and, if applicable, the expiry date, must be printed or marked either on a label or directly onto the tinplate. It
should comprise numbers, letters, or a combination of numbers and letters. These statements may appear on any part of the label and may be
applied as a sticker.

This requirement is mandatory under the Agvet Code Regulations and must be included on all harmonised or Australia-only labels.
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Approval number or registration number

Regulatory authorities in both Australia and New Zealand require an approval or registration number to be included on the label. The following
wording must be used for the Australian number:

APVMA Approval No.

New Zealand details may also be included, but these are not checked or approved by the APVMA.

These unique label numbers will only be issued once an application for approval of a label has been finalised.

General requirements

Label to be securely attached

Every label used in connection with an aerosol product must be printed on or securely attached to the outside of the container.

Printing

The label must be printed in compliance with the requirements for label layout, format and legibility.

Certain statements prohibited

A label cannot include any statement or expression that claims (however stated) that:

the APVMA or NZ Pesticides Board recommends use of the aerosolthe APVMA or NZ Pesticides Board guarantees, warrants or assures the
safety or efficacy of the aerosol
the aerosol is organic, safe, harmless, non-toxic, non-poisonous, non-injurious or environment-friendly.

The term ‘natural’

Use of terms such as ‘natural’, ‘naturally derived’ or ‘nature’s way’ must be qualified according to the following:

the claim must not be misleading; that is, the substance for which the claim is being made must have been formed naturally, and
the term ‘natural’ or similar terms may be used in the distinguishing name of a product if the formulation is 100 per cent natural, or if the
term relates specifically to a natural substance contained in the product formulation
unless the formulated product is 100 per cent natural, the remaining constituents must be declared in the text of the label as being
synthetic.

Comparatives and superlatives

Terms such as ‘the best’, ‘the most effective’ or ‘superior control’ are not permitted.

Indefinite terms

Avoid undefined, or generalised terms such as ‘insects’ and ‘bugs’, in the ‘Claims’ or ‘Directions for use’ statements. However, when a product
controls all species of a pest type, a collective term such as ‘spiders’ can be used rather than listing multiple types of spiders.

Additional terms

Some additional examples of expressions or words that are not acceptable include ‘biodegradable’, ‘biodegradable in the environment’, ‘ozone
friendly/safe’ and ‘kind to the environment’.

The APVMA can provide advice about the suitability of statements.

Labelling of antifouling paints

Definition of an antifouling paint

An antifouling paint is any film-forming coating that allows the controlled release of biocides contained within the coating. The biocides are intended
to prevent the settlement and growth of fouling marine organisms, including algae, on the hulls of boats, fish nets used in aquaculture and other

The following content can be found at http://new.apvma.gov.au/node/890
If making a submission, please reference page number: 890

The following content can be found at http://new.apvma.gov.au/node/879
If making a submission, please reference page number: 879

The following content can be found at http://new.apvma.gov.au/node/880
If making a submission, please reference page number: 880
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structures in the aquatic environment.

Introduction

The most common method of applying antifouling agents is in the form of paint.

Generally, the provisions of the requirements on preparing a label, label presentation and layout, and label content apply to antifouling paints; hence,
this guideline should be used in conjunction with those requirements. However, antifouling paints are often produced with a colour range that can
affect the level of active constituents; their method of application often differs from that of agricultural chemicals; and the Standard for the Uniform
Scheduling of Medicines and Poisons (the Poisons Standard) and the Uniform Paint Standard (Appendix I of the Poisons Standard) have special
labelling provisions relating to paints.

Label content

Main panel

Signal heading

Relevant particulars

If the paint contains a substance listed in any of the following—Schedule 5 of the Poisons Standard; Appendix A or B of the Poisons Standard; or
below the listed level in Schedule 1 or 2 of the Uniform Paint Standard—it does not have to be labelled as a poison.

If the paint contains a substance that is listed in Schedule 6 or 7 in the Poisons Standard, but is not covered by the Uniform Paint Standard, that
substance must be labelled in accordance with the usual requirements for a Schedule 6 or 7 poison.

If the paint contains a substance specified in Schedule 1 or 2 of the Uniform Paint Standard, the following signal heading must be used:

WARNING

KEEP OUT OF REACH OF CHILDREN

READ SAFETY DIRECTIONS BEFORE OPENING OR USING

Layout and placement

Where signal words or cautionary statements (or both) are required, the requirements specified for those statements in the label content
requirements apply.

Legibility

Where signal words or cautionary statements (or both) are required, the requirements specified for those statements in the label content
requirements apply.

Distinguishing name

The requirements in the label content requirements apply. The APVMA will, however, allow a name to contain figures or letters that are used
internationally to identify these products.

You should not include the colour of the paint in the distinguishing name unless you wish to have each colour registered as a separate product. If the
colour is not included in the product name, provision should be made for this information to be shown elsewhere on the main panel, consistent with
other mandatory placement requirements.

Active constituents

The requirements in the label content requirements apply, except as indicated below.

Where an antifouling paint has a colour range and is formulated in such a way that the amount of pigments for each colour results in a variation in the
concentration of the active constituents by less than 5 per cent of the product, a single label can be used for the colour range, provided that the
concentrations of the active constituents are shown as a range. For example:

The following content can be found at http://new.apvma.gov.au/node/881
If making a submission, please reference page number: 881

The following content can be found at http://new.apvma.gov.au/node/882
If making a submission, please reference page number: 882
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     490–510 g/L CUPROUS OXIDE

     300–315 g/L ZINC OXIDE

If the variation exceeds 5 per cent, separate labels declaring the concentrations of the active constituents for each colour must be produced.

Provision must be made to identify the colour of the paint either in the distinguishing name or in the lower part of the main panel of the label.

Solvents

A solvent must be declared on the label if it is a poison that is:

listed in Schedules 6 or 7 of Part 4 of the Poisons Standard, or
specified in Schedule 2 of the Uniform Paint Standard.

All other requirements of the label content requirements apply.

Poisons that are not active constituents or solvents

A substance that is not an active constituent or solvent must be declared on the label if it is:

listed in Schedules 6 or 7 of Part 4 of the Poisons Standard, and is not covered by the Uniform Paint Standard poison-labelling exemption
a poison as specified in the Schedules of the Uniform Paint Standard; in this case, it must be declared on the label in accordance with the
instructions in that Standard.

The requirements in the label content requirements apply.

Statement of claims for use

The requirements in the label content requirements apply.

Contents

The requirements in the label content requirements apply.

Colour of paint

If the colour of the paint is not specified in the name of the product, the label should include a panel in which to identify the colour.

Company name and address

The requirements in the label content requirements apply.

Ancillary panel(s)

The ancillary panel(s) should include directions for use and other information necessary for proper use of the product, as indicated below.

Directions for use

The requirements in the label content requirements generally apply, with appropriate modifications; for example, it is acceptable to describe pests as
‘fouling organisms’, ‘marine fouling’ or similar terminology without identifying specific organisms.

For antifouling paints, the directions for use must provide adequate instructions for the use of the product, including information on application
methods, surface preparation, clean up, recoat time, immersion and so on. It is acceptable to refer to the availability of more detailed directions in a
technical bulletin, product data sheet or similar, but on its own this will not be regarded as sufficient directions for use on the label.

Limitations on use statement

The requirements in the label content requirements apply.

Protection statements

The requirements in the label content requirements apply.

The following heading should appear on the label for an antifouling paint:

PROTECTION OF WILDLIFE, FISH, CRUSTACEANS AND ENVIRONMENT

The statements under this heading will vary depending on the materials contained in the product, but in general they must include warnings about the
hazards of the product to the environment and non-target marine organisms. The following are examples of statements that may be used:
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This product contains active materials that can have detrimental effects on marine life.

DO NOT contaminate waterways with paint, dust and scrapings, or with used containers.

Storage and disposal statements

The statements under this heading must provide appropriate instructions on the safe and appropriate means of storage and disposal of containers
and leftover paint. Generally, the storage statements listed in the label content requirements should be used, as appropriate. The following disposal
statement should be used:

Dispose of empty containers by crushing and disposing in an industrial waste bin or at a municipal refuse disposal site. DO NOT pour leftover paint
down drains. Keep unwanted paint in sealed containers for disposal via specified chemical waste collections.

Safety directions and first aid instructions

The requirements in the label content requirements apply.

Batch number, date of manufacture of formulation and expiry date

The requirements in the label content requirements apply.

APVMA approval number

The requirements the label content requirements apply.

Label examples

Two example labels are shown below.

Example 1

A label for an antifouling paint that contains one active constituent, one non-active poison, (Schedule 6 or 7 poisons) and a solvent that is required to
be declared on the label.

Main panel

1. Signal heading (whichever is applicable):

POISON or DANGEROUS POISON

KEEP OUT OF REACH OF CHILDREN

READ SAFETY DIRECTIONS BEFORE OPENING OR USING

1. Distinguishing name, for example:

SEAFAST ANTIFOULING PAINT

2. Active constituent statement:

Active constituent: [x]g/L [Approved common name of active constituent]

3. Solvent statement:

Solvent: [x] g/L [Approved common name of solvent]

The following content can be found at http://new.apvma.gov.au/node/883
If making a submission, please reference page number: 883
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4. Other poison statement :

Also contains [x] g/L [Approved common name of poison]

5. Statement of claims for use, for example:

An ablative antifouling suitable for wooden hulls

6. Contents
7. Colour panel
8. Name and address of company

Ancillary panel(s)

1. Directions for use, for example:

DIRECTIONS FOR USE

[provide full information about preparation, application, etc.]

2. Limitation on use statement:

NOT TO BE USED FOR ANY PURPOSE, OR IN ANY MANNER, CONTRARY TO THIS LABEL
UNLESS AUTHORISED UNDER APROPRIATE LEGISLATION

3. Other limitations, for example

NOT TO BE USED ON ALUMINIUM HULLS

4. Precautionary statements, for example:

PROTECTION OF WILDLIFE, FISH, CRUSTACEANS AND ENVIRONMENT
Example: This product contains active materials that can have detrimental effects on marine life.

5. Storage and disposal
6. Safety directions
7. First aid instructions
8. Additional information is listed in the safety data sheet
9. Batch number

10. Date of manufacture
11. APVMA approval number

Example 2

A label for an antifouling paint that contains one active constituent and a solvent included in Schedule 2 to the Uniform Paint Standard.

Main panel

1. Signal heading:

WARNING

KEEP OUT OF REACH OF CHILDREN

READ SAFETY DIRECTION BEFORE OPENING OR USING

2. Distinguishing name, for example:

Make an application
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SEAFAST HIGH SPEED ANTIFOULING PAINT

3. Active constituent statement:

Active constituent: [x] g/L [Approved common name of constituent]

4. Solvent statement:

Solvent : [x] g/L [Approved common name of solvent]

5. Statement of claims
6. Contents
7. Colour panel
8. Name and address of company

Ancillary panel(s)

See Example 1 (above)

Uniform expression of active constituents

The methods for expressing active constituents shown in Table 1 should be used for the chemicals listed.

Table 1: Uniform expression of active constituents

Chemical or group Particulars to be shown in active constituent statement

Aluminium phosphide [x] g/kg PHOSPHINE (PH3) present as ALUMINIUM PHOSPHIDE

Bacillus thuringiensis Bacillus thuringiensis [subspecies]

Borates see Inorganic compounds of elements

Boron see Inorganic compounds of elements

Calcium hypochlorite see Chlorine-generating compounds

Carbon disulphide [x] g/kg or g/L CARBON DISULPHIDE

Chlorine-generating compounds:

Calcium hypochlorite
Chlorinated lime
Chlorine dioxide Lithium hypochlorite
Sodium dichloroisocyanurate
Sodium hypochlorite
Trichloroisocyanuric acid

[x] g/kg or [x] g/L available CHLORINE (Cl) present as [name of compound in capitals]

Chlorinated lime see Chlorine-generating compounds

Copper see Inorganic compounds of elements

Creosotes see Phenolic preparations

Fluorine compounds, inorganic [x] g/kg or [x] g/L available FLUORINE (F) present as [name of compound in capitals]

Formalin g/kg or [x] g/L FORMALDEHYDE

Inorganic compounds of elements:

Boron
Copper
Iron
Lead (except lead arsenate)
Mercury
Molybdenum
Nickel
Selenium
Thallium
Zinc

[x] g/kg or [x] g/L [element by name and symbol] present as [name of compound in capitals]  

The following content can be found at http://new.apvma.gov.au/node/891
If making a submission, please reference page number: 891
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Iodophor [x] g/L available IODINE (I) present as [name of compound in capitals]

Iron see Inorganic compounds of elements

Kerosene (-ine) [x] g/L KEROSENE (-INE)

Lead see Inorganic compounds of elements

Lime sulphur [x] g/kg or [x] g/L SULPHUR (S) as polysulphide sulphur

Magnesium phosphide [x] g/kg MAGNESIUM PHOSPHIDE developing [x] g/kg PHOSPHINE (PH3)

Metham [x] g/L METHAM present as the sodium salt

Methyl bromide [x] g/kg METHYL BROMIDE

Mineral oil see Petroleum oil

Naphthalene acetic acid [x] g/kg NAPHTHALENE ACETIC ACID present as the [name of salt]

Nickel see Inorganic compounds of elements

Organic compounds of elements:
Mercury

[x] g/kg or [x] g/L [element] present as [name of organic compound in capitals]

Paradichlorobenzene [x] g/kg or [x] g/L PDB

Petroleum oil [x] mL/L or [x] g/L PETROLEUM OIL (AS 1888–1976)

Phenolic preparations
[x] g/kg or [x] g/L PHENOL and/or homologues by name; for example, [x] g/kg or g/L HIGH
TEMPERATURE COAL TAR CREOSOTE (conforming to AS 1143, Type 1)

Phosphine
[x] g/kg PHOSPHINE (PH3)
see also Aluminium phosphide or Magnesium phosphide

Pyrethrum preparations [x] g/kg or [x] g/L PYRETHRINS

Selenium see Inorganic compounds of elements

Sodium chlorate [x] g/kg or [x] g/L SODIUM CHLORATE

Sodium dichloroisocyanurate see Chlorine-generating compounds

Sodium fluoride see Fluorine compounds

Sodium hypochlorite see Chlorine-generating compounds

Sodium pentachlorophenate [x] g/kg or [x] g/L PENTACHLOROPHENOL present as SODIUM PENTACHLOROPHENATE

Sodium salicylanilide [x] g/kg or [x] g/L SODIUM SALICYLANILIDE

Spraying oils see Petroleum oil

Strychnine [x] g/kg or [x] g/L STRYCHNINE

Strychnine compounds [x] g/kg or [x] g/L STRYCHNINE present as [name of compound in capitals]

Sulphur (elemental)
[x] g/kg or g/L SULPHUR (S) present as [form of sulphur] (unless the distinguishing name is sufficiently
descriptive)

Thallium preparations see Inorganic compounds of elements

Triazine compounds (except cyromazine)
[x] g/kg or [x] g/L approved name in capitals and related active triazines (minimum g/kg or g/L
approved name in capitals)

White spirit blend of KEROSENES (INES) containing [x] g/L LIQUID HYDROCARBONS

Zinc see Inorganic compounds of elements

Organophosphorous and carbamate compounds requiring an
anticholinesterase compound statement

As described in the label content requirements, organophosphorous and carbamate compounds require an anticholinesterase statement. Examples
of these chemicals are listed below. The list is not exhaustive, and there may be other such compounds requiring this statement.

acephate
aldicarb
aminocarb
azamethiphos
azinphos-ethyl
azinphos-methyl
bendiocarb
bensulide
bromophos-ethyl
butacarb
carbaryl
carbofuran
carbophenothion

The following content can be found at http://new.apvma.gov.au/node/892
If making a submission, please reference page number: 892
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chlorfenvinphos
chlorpyrifos
chlorpyrifos-methyl
chlorthiophos
coumaphos
crotoxyphos
demeton-S-methyl
dialifos
diazinon
dichlofenthion
dichlorvos
dicrotophos
dimethoate
dioxathion
disulfoton
ethephon
ethion
ethoprophos
famphur
fenamiphos
fenchlorphos
fenitrothion
fensulfothion
fenthion
fenthion-ethyl
formetanate
formothion
furathiocarb
isocarbophos
isofenphos
leptophos
maldison
menazon
methacrifos
methamidophos
methidathion
methiocarb
methomyl
mevinphos
monocrotophos
naled
naphthalophos
omethoate
oxamyl
parathion
parathion-methyl
phenlapton
phorate
phosalone
phosfolan
phosmet
phoxim
pirimicarb
pirimiphos-ethyl
pirimiphos-methyl
profenofos
promecarb
propoxur
prothiofos
pyrazophos
sulprofos
temephos
terbufos
tetrachlorvinphos
thiobencarb
thiodicarb
thiometon
tiocarbazil
trichlorfon

Directions for use table headings

Examples of headings that may be used in ‘Directions for use’ tables are given below.

The following content can be found at http://new.apvma.gov.au/node/983
If making a submission, please reference page number: 983
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Insecticides and nematicides

CROP/SITUATION
PEST
RATE
WHP
CRITICAL COMMENTS

Mixed functions (soil fumigants)

CROP/SITUATION
PEST
RATE
WHP
CRITICAL COMMENTS

Fungicides

CROP/SITUATION
DISEASE
RATE
WHP
CRITICAL COMMENTS

Weed control

General weed control

CROP/SITUATION
WEEDS
RATE
WHP
CRITICAL COMMENTS

Weed control at specific crop stages

CROP
CROP STAGE
WEEDS
RATE
WHP
CRITICAL COMMENTS

Weed control at specific weed stages

CROP/SITUATION
WEEDS AND WEED STAGE
RATE
WHP
CRITICAL COMMENTS

Legume tolerance table

LEGUME
RATE
CRITICAL COMMENTS

Weed table

WEEDS CONTROLLED*
RATE
CRITICAL COMMENTS

* The rate tolerated by the crop or pasture limits the range of weeds that can be controlled.

Spot spraying

WEEDS CONTROLLED
RATE
CRITICAL COMMENTS

Growth regulators and plant regulators

CROP
MODE OF ACTION
RATE

Make an application
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WHP
CRITICAL COMMENTS

Timber treatments, snail and slug baits, vermin destroyers

SITUATION
PEST/DISEASE
RATE
CRITICAL COMMENTS

Dairy cleansers

SITUATION
TREATMENT
RATE
CRITICAL COMMENTS

Note:

the withholding period column may be deleted in cases where all uses have the same withholding period
if necessary, a location column (state) may be added for clarity.

Spray drift labelling

In February 2010, the APVMA issued a notice announcing changes to previous label conventions for statements related to spray drift management,
and explaining how those changes should be implemented. The changes came into effect on 1 March 2010, and are an extension of the APVMA’s
spray drift policy framework (see APVMA operating principles in relation to spray drift risk, published in July 2008), its linked regulatory impact
statement and further supporting technical information published in September 2008.

A supplementary notice was issued in November 2010. That notice provided additional information in relation to the APVMA’s spray drift risk
management; it does not negate any information or requirements in the previous notice.

The APVMA has now incorporated the requirements relating to labels set out in these notices into this part of the Agricultural Labelling Code.

As new scientific information becomes available the APVMA will revise the Agricultural Labelling Code accordingly.

Spray drift related label application requirements

New requirement for registration applications to nominate a specific spray droplet size category that must
appear on product labels

All registration applications for agricultural chemical products that are subject to spray drift (see APVMA operating principles in relation to spray drift
risk) must include a nominated spray droplet size category for product application on the product label. You must nominate the largest droplet size
category that is still consistent with the efficacy of the product.

The APVMA assesses the risk related to spray drift based on consideration of the nominated spray droplet size category. When protective no-spray
zones are required for a product, these zones depend on droplet size—smaller droplet size categories result in larger no-spray zones than do larger
droplet size categories. Therefore, it is in the applicant’s interest to nominate the largest possible droplet size category that is consistent with product
efficacy.

You must select droplet size categories from the following set of standard categories according to nozzle manufacturer specifications that refer to the
ASAE S572 Standard or the British Crop Production Council guideline:

very fine
fine
medium
coarse
very coarse
extremely coarse.

You can only nominate one droplet size category. We will not accept terminology such as ‘fine to medium’ or ‘medium to coarse’.

Also, unless specified otherwise below, we will not accept statements of droplet size or size ranges in microns for use on labels.

How the nominated droplet size category will be used

The APVMA will use the specified droplet size category to complete its spray drift risk assessment. The same category will then be placed on the
product label in a spray drift restraint statement that prohibits chemical users from using any smaller droplet size category in spray applications.

Exceptional cases

In most cases there should be only one droplet size category on the label for both ground and aerial application. However, in exceptional cases
supported by satisfactory scientific data or argument, we may allow different droplet size categories for aerial and ground application. In such cases,

The following content can be found at http://new.apvma.gov.au/node/958
If making a submission, please reference page number: 958
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the normal single-label restraint statement for droplet size will need to be presented as two statements—one version for aerial and another for ground
application. The wording of the two statements should begin as follows.

DO NOT apply with AIRCRAFT with smaller than …

DO NOT apply with GROUND sprayers with smaller than …

New requirement for registration applications to inform the APVMA about the use of aerial application

All registration applications for agricultural chemical products that are subject to spray drift (see APVMA operating principles in relation to spray drift
risk) must inform us whether or not the aerial application of the product is intended and, if so, whether it is to be with a fixed-wing aircraft or with a
helicopter, or both. Based on this information, we will undertake the appropriate spray drift risk assessments.

If you inform us that the product does not support application by air, or that it does not support application with fixed-wing aircraft or with helicopter, we
will require one of the following restraint statements on the label, as appropriate.

DO NOT apply with aircraft

DO NOT apply with fixed-wing aircraft

DO NOT apply with helicopter

Where one of these global restraint statements is needed, it must be located at the beginning of the general ‘Restraints’ section of the label.

Required label format and wording for spray drift restraint statements and no-spray

zones

Label placement of spray drift restraints and no-spray zones

Restraint statements for spray drift must be placed near the beginning of the ‘Directions for use’ section of the label, immediately following any
existing general ‘Restraints’. They must be placed under the title:

SPRAY DRIFT RESTRAINTS

When a product requires no-spray zones, restraint statements and tables for no-spray zones must be placed immediately following the ‘Spray drift
restraints’ section and under the title:

MANDATORY NO-SPRAY ZONES

The general example label below shows how wording should be placed.

Wording for spray drift restraints and no-spray zones

You must follow the specific wording for statements about spray drift restraints and no-spray zone restraints that are presented in this notice on all
relevant labels. These statements have been developed in consultation with state and territory enforcement authorities, and their wording must be
maintained exactly to ensure they can be enforced.

All products that require one or more no-spray zones will also require at least four restraint statements on spray drift that specify the required droplet
size for application, specify wind speed limits, prohibit spraying during temperature inversion conditions and specify how required application records
must be kept. The example label below shows the exact wording to be used for each of these four statements.

Note that the restraint statement on wind speed in the example specifies 3 to 20 kilometres per hour (km/h). Most products will use this restraint, but
some (for example, products in the 2,4-D family and other phenoxy herbicides) will have an upper wind speed limit of 15 km/h.

The APVMA may require additional spray drift restraints for higher-risk products or products with special properties. These will be dealt with on a
case-by-case basis.

Products that do not require any no-spray zones may have a reduced set of spray drift restraints, depending on the risk assessment. Such products
will be considered on a case-by-case basis.

Additional information for the droplet size restraint statement

There are two label versions of the statement about spray drift restraints that require a specific droplet size category.

Make an application
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One version is for coarse, very coarse and extremely coarse droplet size categories (see Example 1). This version always requires a separate
instruction module to accompany it on the label, but that module must be located elsewhere under the ‘general instructions’ section of the label. This
separate instruction module explains to users how they must comply with the ‘coarse’ or larger droplet size requirement. This instruction module is
presented below, and its wording must be exactly preserved on product labels.

The second version of the droplet size restraint statement is for products that require a ‘medium’, ‘fine’ or ‘very fine’ droplet size category. This
version of the statement is simpler and does not require an additional set of instructions to accompany it elsewhere on the label.

An example of each version is presented below. For both examples, wording must be preserved exactly as shown, apart from variation of the
category itself.

Example 1: Wording for coarse or larger droplet size categories—this example for coarse

DO NOT apply with spray droplets smaller than a COARSE spray droplet size category according to
‘APVMA Compliance Instructions for Mandatory COARSE or Larger Droplet Size Categories’ located under

this title in the GENERAL INSTRUCTIONS section of this label.

Example 2: Wording for medium or smaller droplet size categories—this example for medium

DO NOT apply with spray droplets smaller than a MEDIUM spray droplet size category according to nozzle
manufacturer specifications that refer to the ASAE S572 Standard or the British Crop Production Council

guideline.

Note: For products that have labels that provide for both broadacre boom spraying and for orchard/vineyard airblast applications, where those
products also require droplet size categories of ‘medium’ or larger, the following phrase should appear at the beginning of the statement on spray drift
restraint for droplet size:

Except when applying with orchard/vineyard airblast equipment

Additional information for mandatory no-spray zones

Whether a product requires a no-spray zone, and whether it requires one or several zones, depends on its individual risk assessment. A no-spray
zone might be required to protect human health, the aquatic environment, the terrestrial environment, or Australia’s international trade (due to residue
issues). The wording of no-spray zone restraint statements must exactly follow the wording in Example 3 below.

Each of the no-spray zone restraint statements exists in two versions—one for labels that allow aerial application (Example 3) and the other for labels
that allow only ground application (Example 4).

The wording in the tables in Example 3 (for aerial applications) must be followed exactly, apart from the various no-spray zone distances that will differ
from product to product.

The APVMA’s spray drift deposition data sources provide validated spray drift deposition information to a downwind distance of approximately
300 metres for ground applications and 800 metres for aerial applications. These distances are the maximum that the APVMA will set on labels as
no-spray zones.

For products and uses where spray drift risk assessment shows that no-spray zones greater than 300 metres for ground and 800 metres for aerial
application would be necessary to meet acceptable risk thresholds for the APVMA to be satisfied, then the application will be refused in accordance
with the Agvet Code. An applicant may make a new application at any time that addresses the deficiencies that resulted in the APVMA not being
satisfied and refusing the original application.

Example 3: Label excerpt showing formatting and wording of restraint statements—example with aerial application

This example shows some ordinary restraint statements, tailored to a particular product and deal with efficacy issues or other global restraints. These
statements are immediately followed by spray drift restraints.

BOOKLET (cont’d)

DIRECTIONS FOR USE
RESTRAINTS

DO NOT xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx
DO NOT xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx
DO NOT xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx
DO NOT xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx

SPRAY DRIFT RESTRAINTS
Except when applying with orchard/vineyard airblast equipment, DO NOT apply with spray droplets smaller
than a COARSE spray droplet size category according to ‘APVMA compliance instructions for mandatory

COARSE or larger droplet size categories’ located under this title in the GENERAL INSTRUCTIONS section

Make an application
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of this label.
DO NOT apply when wind speed is less than 3 or more than 20 kilometres per hour, as measured at the

application site.
DO NOT apply during surface temperature inversion conditions at the application site.

Users of this product MUST make an accurate written record of the details of each spray application
within 24 hours following application, and must KEEP this record for at least 2 years. The spray application

details that must be recorded are:
1 date with start and finish times of application 2 location address and paddock(s) sprayed 3 full name of
this product 4 amount of product used per hectare and number of hectares applied to 5 crop or situation
and weed or pest 6 wind speed and direction during application 7 air temperature and relative humidity

during application 8 nozzle brand, type, spray angle, nozzle capacity and spray system pressure measured
during application 9 name and address of person applying this product. (Additional record details may be

required by the state or territory where this product is used.)

MANDATORY NO-SPRAY ZONES
DO NOT apply the product if there are people, structures that people occupy, or parks and recreation areas

downwind from the application area and within the mandatory no-spray zones shown in Table 1 below.

Table 1: No-spray zones for protection of human health
For aerial application

Wind speed range at time of application
Downwind mandatory no-spray zone

Fixed-wing Helicopter

from 3 to 8 kilometres per hour [x] metres [m] metres

from 8 to 14 kilometres per hour [y] metres [p] metres

from 14 to 20 kilometres per hour [z] metres [q] metres

For ground application

from 3 to 20 kilometres per hour [w] metres

DO NOT apply if there are aquatic and wetland areas including aquacultural ponds, surface streams and
rivers downwind from the application area and within the mandatory no-spray zones shown in Table 2

below.

Table 2: No-spray zones for protection of the aquatic environment
For aerial application

Wind speed range at time of application
Downwind mandatory no-spray zone

Fixed-wing Helicopter

from 3 to 8 kilometres per hour [x] metres [m] metres

from 8 to 14 kilometres per hour [y] metres [p] metres

from 14 to 20 kilometres per hour [z] metres [q] metres

For ground application

from 3 to 20 kilometres per hour [w] metres

DO NOT apply if there are sensitive crops, gardens, landscaping vegetation, protected native vegetation or
protected animal habitat downwind from the application area and within the mandatory no-spray zones

shown in Table 3 below.

Table 3: No-spray zones for protection of the terrestrial environment
For aerial application

Wind speed range at time of application
Downwind mandatory no-spray zone

Fixed-wing Helicopter

from 3 to 8 kilometres per hour [x]metres [m] metres

from 8 to 14 kilometres per hour [y] metres [p] metres

Make an application
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from 14 to 20 kilometres per hour [z] metres [q] metres

For ground application

from 3 to 20 kilometres per hour [w] metres

DO NOT apply if there are livestock, pasture or any land that is producing feed for livestock downwind from
the application area and within the mandatory no-spray zones shown in Table 4 below.

Table 4: No-spray Zones for Protection of International Trade
For aerial application

Wind speed range at time of application
Downwind mandatory no-spray zone

Fixed-wing Helicopter

from 3 to 8 kilometres per hour [x] metres [m] metres

from 8 to 14 kilometres per hour [y] metres [p] metres

from 14 to 20 kilometres per hour [z] metres [q] metres

For ground application

from 3 to 20 kilometres per hour [w] metres

Example 4: Mandatory no-spray zone statements for products that cannot be used for aerial application

MANDATORY NO-SPRAY ZONES
DO NOT apply if there are people, structures that people occupy, or parks and recreation areas within

[x] metres downwind from the application area.
DO NOT apply if there are aquatic and wetland areas including aquacultural ponds, surface streams and

rivers within [y] metres downwind from the application area.
DO NOT apply if there are sensitive crops, gardens, landscaping vegetation, protected native vegetation or

protected animal habitat within [z] metres downwind from the application area.
DO NOT apply if there are livestock, pasture or any land that is producing feed for livestock within

[u] metres downwind from the application area.
NOTE: following the ‘Mandatory no-spray zone’ section, the normal crop directions begin.

Additional module of instructions—spray drift restraint that requires a coarse or larger droplet size category

The module of instructions set out in Example 5 must appear on all labels that also carry a spray drift restraint that requires a coarse or larger droplet
size category. It must be located under the ‘General instructions’ section of the label, as indicated by the spray drift restraint for ‘coarse’ or larger
droplet size categories that also appears on the label. It must appear with its full title as shown below and in a form that is consistent with the wording
in its linked spray drift restraint statement.

Example 5: Instructions for spray drift restraint that requires a ‘coarse' or larger droplet size category

You must use wording on the label exactly as shown here.

APVMA compliance instructions for mandatory COARSE or larger droplet size categories

Important information
These instructions inform those using this chemical product how to lawfully comply with the requirement of a

COARSE or larger spray droplet size category for spray application.

Spray droplet size categories are defined in the ASAE S572 Standard (newer name may also be shown as
ASABE) or the BCPC guideline. Nozzle manufacturers may refer to one or both of these documents, to
identify droplet size categories; however, for a nozzle to comply with this requirement, the manufacturer

must refer to at least one.

Complying with the label requirement to use a specific droplet size category means using the
correct nozzle that will deliver that droplet size category under the spray operation conditions

being used. The APVMA has approved only the following specific methods for choosing the correct
nozzle. Use one of the methods specified in these instructions to select a correct nozzle to deliver
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a COARSE or larger droplet size category.

Instructions for ground application—for COARSE droplet size or larger categories
Mandatory instructions for ground applications

USE ONLY nozzles that the nozzles’ manufacturer has rated to deliver a COARSE, a VERY COARSE or an
EXTREMELY COARSE droplet size category, as referenced in ASAE S572 or BCPC. Choose a nozzle that

is specified to provide the droplet size category required in the label Spray Drift Restraints.
DO NOT use a higher spray system pressure than the maximum the manufacturer specifies for the selected

nozzle to deliver the droplet size category required in the label Spray Drift Restraint.

Instructions for fixed-wing aerial application—for COARSE droplet size or larger categories
Instructions in this section apply to fixed-wing aerial application of products for which the label Spray Drift

Restraint requires a COARSE or a VERY COARSE spray droplet category.
Nozzle choices must be made using Option 1, 2 or 3 below. Option 1 nozzles are limited to a maximum

aircraft speed of 110 knots and are for COARSE droplets only. Option 2 nozzles are limited to a maximum
aircraft speed of 120 knots and are also for COARSE droplets only. Option 3 nozzles have their use

conditions (maximum airspeed, nozzle spray angle, product used, orifice size and spray system pressure)
specified in the APVMA Approved Aerial Agricultural Association of Australia (AAAA) Nozzle Calculator

(described in Option 3). Depending on those use conditions, the calculator can identify a correct nozzle for
either a COARSE or a VERY COARSE spray droplet category. (To use Option 3, aerial applicators must

contact the AAAA for access to their approved nozzle calculator.)

Mandatory instructions for fixed-wing aerial applications
Option 1

For up to a maximum aircraft speed of 110 knots and a COARSE droplet size category, USE ONLY solid
stream 0º nozzles with orifice diameter greater than or equal to 1.5 mm and oriented straight back to the

flight direction. USE ONLY a spray system pressure greater than or equal to 3 bar.

Mandatory Instructions for fixed-wing aerial applications (continued)
Option 2

For up to a maximum aircraft speed of 120 knots and a COARSE droplet size category, USE ONLY narrow
angle flat fan nozzles with spray angle less than or equal to 40˚ and oriented straight back to the flight

direction. USE ONLY a spray system pressure greater than or equal to 4 bar.

Mandatory instructions for fixed-wing aerial applications (continued)
Option 3

USE ONLY nozzles rated by the APVMA Approved AAAA Nozzle Calculator as COARSE or VERY COARSE
to comply with a product label’s requirement for a COARSE or a VERY COARSE spray droplet size

category. Use the AAAA Nozzle Calculator, and follow the additional instructions below in a), b) and c).
a)   To identify a nozzle to comply with the required spray droplet category, aerial applicators must use only
the droplet size category given in the nozzle calculator at the DV(0.1) position. The categories shown at the

DV(0.5) and the DV(0.9) positions in the calculator must not be used for making a nozzle selection.
b)   Aerial applicators must not apply the product at airspeeds greater than the speed used to select the

nozzle. If an application airspeed that is slower than 100 knots (the minimum speed specified in the nozzle
calculator) is planned, a nozzle identified as COARSE or VERY COARSE at 100 knots can also be used at

these slower airspeeds, provided that the nozzle angle and system pressure are kept the same.
c)    When a particular pesticide product is chosen within the nozzle calculator as one of the conditions set
to select a nozzle, then aerial applicators must use that specific pesticide product with that nozzle. When a

pesticide product is planned for use and is not available as a choice within the nozzle calculator, aerial
applicators must use the category ‘Other product’ in the calculator to set the condition for selecting a

nozzle.

Instructions for helicopter aerial application—for COARSE droplet size or larger categories
Instructions in this section apply to helicopter application of products where the label Spray Drift Restraint

requires a COARSE, a VERY COARSE or an EXTREMELY COARSE spray droplet category.
Nozzle choices must be made using Option 1, 2 or 3 below.

Mandatory instructions for helicopter aerial application
Option 1

For helicopter applications requiring a COARSE or a VERY COARSE spray droplet size category, USE
ONLY nozzles selected with the methods previously specified for fixed-wing aircraft in Section 2.
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Mandatory instructions for helicopter aerial Application (continued)
Option 2

When using Micronair controlled droplet applicators (Micron Sprayers Ltd), USE ONLY nozzles selected
with the Micronair Droplet Size Prediction Models designed for Micronair products (and located on the

company website) to choose a nozzle to satisfy the label requirement for a COARSE droplet size category.
Important: to qualify for the COARSE category, the DV(0.1) value must be greater than 156 microns. Adjust
parameters as necessary (eg lower the atomizer rotation rate) in order to achieve a DV(0.1) value greater

than 156 microns.

Mandatory instructions for helicopter aerial application (continued)
Option 3

When using Accu-Flo nozzles (Bishop Equipment Mfg Inc), USE ONLY nozzles rated according to the
manufacturer’s instructions to select the correct nozzle to apply a COARSE, a VERY COARSE or an

EXTREMELY COARSE droplet size category to satisfy the label requirement for one of those specific
droplet size categories.

Vet Labelling Code

The Agricultural and Veterinary Chemicals Code (Agvet Code), scheduled to the Agricultural and Veterinary Chemicals Code Act 1994,and the
Agricultural and Veterinary Code Regulations 1995 (Agvet Code Regulations) collectively prescribe the approval process and content requirements
for labels for containers for veterinary chemical products. Among other things, a label must comply with the requirements of the Labelling Standard or,
if there is no Labelling Standard, the Agricultural or Veterinary Labelling Codes made by the APVMA, as in force from time to time.

This Veterinary Labelling Code draws together the requirements of the Agvet Code and the Agvet Code Regulations (including in relation to the
relevant particulars of labels and label conditions). It also includes additional guidance developed by the APVMA to ensure that labels for containers
for veterinary chemical products reflect current best practice.

The Veterinary Labelling Code aims to accurately reflect legislative requirements. Labels for containers for veterinary chemical products must comply
with the Veterinary Labelling Code. In the event that the Veterinary Labelling Code is found to be inconsistent with the Agvet Code or the Agvet Code
Regulations, the Agvet Code and the Agvet Code Regulations take precedence. The Veterinary Labelling Code may be revised from time to time.

The APVMA cannot register a veterinary chemical product without also approving a label for containers for the product. Similarly the APVMA cannot
approve a label for containers for a veterinary chemical product without also registering the product. (The Agvet Code also provides that a registered
chemical product may have more than one approved label.)

Assessing and approving labels is a key part of the product registration process. While all label information must comply with the Veterinary Labelling
Code, the APVMA will only assess and formally approve the subset of label related information identified in the e-label template for submission of
relevant particulars for labels (that is, the information to which the APVMA must have regard to satisfy itself that a label meets the labelling criteria and
approve the label (sections 5D and 14 of the Agvet Code)),

All of the key information required to be set out on labels for containers for veterinary chemical products is outlined in the Veterinary Labelling Code
(including the requirements of the Agvet Code and the Agvet Code Regulations). The Veterinary Labelling Code also provides additional guidance
and examples of suitable wording for common situations. The examples are not exhaustive and may not be required or be appropriate for all
circumstances. The specific information required on the label for each product will be determined by the APVMA during the evaluation of the
application for approval of the label (or for variation of the relevant particulars or conditions of the approval).

The Veterinary Labelling Code is presented as a series of general labelling requirements and guidance. Specific requirements relate only to the
particular product types or certain aspects of labelling identified. The content of a specific labelling requirement may extend content, or replace part of
the content, contained in the general labelling requirements and guidance. All labels should otherwise comply with the general labelling requirements.

General labelling requirements of the Veterinary Labelling Code

An introduction to preparing a label and the label approval process
Label presentation and layout
Label content

Specific labelling requirements of the Veterinary Labelling Code

Non-prescription injectable products
Anthelmintics for dogs and cats
Ectoparasiticides for dogs and cats
Anthelmintics for sheep, goats and cattle
Ectoparasiticides for sheep and goats
Hormonal growth promotants
Therapeutic pet food products
Complementary animal health products
Veterinary vaccines and antisera

The following content can be found at http://new.apvma.gov.au/node/61
If making a submission, please reference page number: 61
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Teat dips and sprays
Intraruminal products
Antibiotics
Anti-inflammatories
Euthanasiates
Products for application to wounds
Products containing minerals
Individual/multi/variable dose forms
Professional packs of oral non-prescription products

Submitting labels

E-label template

Introduction to preparing a label and the label approval process

What is a label?

A label in relation to a product is  the written, printed and related graphic matter on, or attached to, the container in which the product is directly
packed and attached to the outside container or wrapper of the retail package, if there be any. Labels include tags, leaflets, brands, stamps, marks,
stencils or written statements as well as such things as stickers The label may often be the only source of information, instruction and advice to the
user of a product.

A label must be attached to the container for the chemical product to which it relates before the product is supplied. A container includes anything by
which or in which a chemical product is, or is to be, covered, enclosed, contained or packaged, but does not include a container (such as a shipping
container) in which other containers of chemical products are, or are to be, placed for the purpose of being transported. package (bag, can, bottle
etc) in which an agricultural chemical product is packed and sold is the product’s container.

In cases where the size of a container precludes placement of all the necessary information on a single panel, the label can be divided into two or
more parts (for example, a labelled container placed inside a carton that is also labelled, or a labelled container plus an inserted or fold-out leaflet or
attached booklet). The ‘label’, in these cases, refers to a combination of all the parts. The label for the product is not complete until all of the parts are
present and complete. In these cases, the possible label parts include:

the primary pack—the outermost packaging in which the product is supplied (eg carton), or the immediate container, if there is no outer
packaging
the immediate container—the container that is in physical contact with the product (eg bottle, blister pack or bladder).

a leaflet or booklet supplied with each single sale unit (where appropriate) All information required on a label should be on the primary pack, if
possible. If there is no outer pack (eg carton), the immediate container is the primary pack. Certain information may appear on a leaflet or booklet
when space is limited.

A label or label part may be divided into a main panel and one or more ancillary panels. A panel refers to a distinct portion or division of the label. The
main panel is the most prominent panel; it must contain the distinguishing name of the product, signal heading (if required), active constituent
statement, and other items in relation to the product. An ancillary panel (or panels) contain other information about the product, includingits directions
for use.

Every label for a product must be printed on or securely attached to the outside of the container or pack of the product. If leaflets or booklets are used,
they should be attached to the container in plastic pockets or by other suitable secure holding methods.

When preparing a label, the designer should consider how to make the best use of the available space, what should be put into that space, and where
to place the information within the space.

Label approvals

The APVMA must have regard to certain matters or details in order for it to satisfy itself that a label meets the labelling criteria and approve the label
(sections 5D and 14 of the Agvet Code), Applicants must use the e-label template to submit the label details that the APVMA must take into account.

Other label content does not need to be assessed or approved by the APVMA and is not covered by the template (however all labels must comply
with the relevant Labelling Code).

Changes to the information covered by the template can only be made by application for variation to the relevant particulars or conditions of the label
approval. Changes to information not covered by the template may be made without formal APVMA approval but must remain compliant with the
relevant Labelling Code.

The APVMA will consider the details submitted via the e-label template (that is, the proposed label wording) to ensure that the label meets the
requirements set out in the Agvet Code and the Agvet Code Regulations. (The template includes adequate instructions required by section 5D of the
Agvet Code, the relevant particulars and other information prescribed by the Agvet Code Regulations (regulations 8AE 17 and 18D), and any
instructions or information required by the Agricultural or Veterinary Labelling Codes (regulation 18E)).

If the wording submitted is complete and appropriate the APVMA will approve this wording. We refer to this as the ‘approved label wording’. Apart
from the details required by regulation 18D, changes to this wording require approval from the APVMA.

Approval holders are required to incorporate the approved label wording in the labels placed on containers for chemical products for supply to the
market. These labels may include other information provided that it is not contrary to the approved label wording. They must comply with the layout,
presentation and legibility requirements of the relevant Labelling Code. This final version of the label is the ‘approved label’.

The following content can be found at http://new.apvma.gov.au/node/924
If making a submission, please reference page number: 924

86/156

http://new.apvma.gov.au/node/928
http://new.apvma.gov.au/node/936
http://new.apvma.gov.au/node/931
http://new.apvma.gov.au/node/922
http://new.apvma.gov.au/node/926
http://new.apvma.gov.au/node/930
http://new.apvma.gov.au/node/933
http://new.apvma.gov.au/node/937
http://new.apvma.gov.au/node/929
http://www.apvma.gov.au/consultation/public/index.php


87/156

The APVMA has discontinued use of the terms ‘relevant label particulars’ (RLP) and ‘marketed product label’ (MPL) in favour of the above terms,
which more closely reflect the requirements of the Agvet Code and the Agvet Code Regulations.

The approved label must comply with all statutory conditions of label approval; for example:

the approved label must be attached to the container for the chemical product to which it relates before the supply of the product
the approved label must contain the relevant particulars for the label
the approved label must contain the batch number, expiry date (if applicable) and date of manufacture (if applicable) of the chemical product,
and the name and address of the person primarily responsible for marketing the product
the approved label must not contain information that is contrary to any of the above, including the relevant particulars
the information on the approved label must not be altered, defaced, obliterated, obscured or destroyed
the approved label must comply with the APVMA’s Labelling Standard or Labelling Code, whichever is in force at the time
the approved label must not contain misleading or deceptive information
the holder of the label approval must not make any claims about the product that are inconsistent with an instruction on the label
the holder of the label approval must retain a copy of each form of the label attached to a container (or series of containers) released for supply,
together with records in relation to the batch number for the form of the label, and when the series of containers on which the form of the label is
attached was first released for supply, for five years after the last supply of the product with that label
copies of the forms of labels and associated records must be provided to the APVMA on request.

Products covered by the Veterinary Labelling Code

This labelling code covers the labelling requirements for veterinary chemical products as defined in the Agvet Code. Any veterinary chemical product
that requires registration may not become registered unless the APVMA also approves a label for container for the product. The Agvet Code
Regulations may declare a a substance or mixture of substances to be or not be a veterinary chemical product. The Agvet Code and the Agvet Code
Regulations should be consulted to determine whether a product is a veterinary chemical product. Any chemical product that is a veterinary chemical
product and requires registration by the APVMA is subject to the requirements of the Veterinary Labelling Code. If you are unsure whether a product
is an veterinary chemical product, seek legal advice, use the veterinary-self-assessment-tool or contact the APVMA.

For requirements for veterinary chemical product labels, refer to the Veterinary Labelling Code.

Statutory conditions

The approved label must comply with all statutory conditions of label approval. These include:

the approved label must be attached to the container
the approved label must contain all the relevant particulars
the approved label must contain the batch number, expiry date, date of manufacture (if applicable) and the name and address of the person
primarily responsible for marketing the product
the approved label must not contain information that is contrary to the relevant particulars
the information on the approved label must not be altered, defaced, obliterated, obscured or destroyed (unless allowed by a permit)
the approved label must be compliant with the APVMA’s Labelling Standard or Veterinary Labelling Code, whichever is in force at the time
the approved label must not contain misleading or deceptive information
the approved label must not make any claims or statements that are inconsistent with the relevant particulars
the holder of the approved label must retain a copy of each form of the approved label—along with records of when the form of the approved
label was supplied—for 5 years after the last supply of the product with that label
stored labels and associated records must be provided to the APVMA on request.

Products covered by this Veterinary Labelling Code

This publication covers the labelling requirements for veterinary chemical products, as defined in the Agvet Code. Any veterinaryl chemical product
that requires registration may not become registered unless the APVMA also approves a label for the product The Agvet Code Regulations may
declare a class of substances or mixture of substances to be or not to be a veterinary chemical product. You should consult the Agvet Code and
Agvet Code Regulations to determine whether a product is deemed to be a veterinary chemical product. Any chemical product that is an veterinary
chemical product and requires registration by the APVMA is subject to therequirements. If you are unsure whether a product is a veterinary chemical
product, seek legal advice, use the veterinary self-assessment tool or contact the APVMA.

For requirements relating to agricultural chemical product labels, refer to the Agricultural Labelling Code.

Label content

This requirement explains the information that must be placed on labels for veterinary products if they are to meet the legislative requirements, and
provides examples of acceptable wording for certain statements where specific words are not mandated by the legislation.

However, the specific wording required to be included on a particular product label will be determined during evaluation of the application for product
registration or variation.

Specific requirements over and above the minimum requirements for placement and legibility of the particulars are also provided in this requirement.

Some variations to these requirements apply to certain classes of products. Therefore, specific information is provided for:

non-prescription injectable products
anthelmintics for dogs and cats
ectoparasiticides for dogs and cats
anthelmintics for sheep, goats and cattle
ectoparasiticides for sheep and goats

The following content can be found at http://new.apvma.gov.au/node/938
If making a submission, please reference page number: 938
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hormonal growth promotants
therapeutic pet food diets
complementary animal health products
veterinary vaccines and antisera
teat dips and sprays
intraruminal products
antibiotics
anti-inflammatories
euthanasiates
products for application to wounds
products containing minerals
individual/multi/variable dose forms
professional packs of oral non-prescription products.

Signal heading

Signal words

If the product contains a substance that is classified as a scheduled poison in the current Poisons Standard, the label must include any signal words
relating to the schedule in which that substance is included. Appropriate signal words for veterinary chemical products containing scheduled poisons
are as follows:

Schedule 4: PRESCRIPTION ANIMAL REMEDY
Schedule 5: CAUTION

Schedule 6: POISON

Schedule 7: DANGEROUS POISON
Schedule 8: CONTROLLED DRUG.

If the product label is required to include signal words, they must be:

on the first line of the main label, with nothing other than a class label written on that line as specified in the Australian Code for the Transport of
Dangerous Goods by Road or Rail (ADG Code). Note that for a Schedule 5 poison only, a statement of the principal hazard of the poison may
be written on that line.
in bold-face, sans-serif capital letters of uniform thickness
in a letter size that is at least half the height of the largest letter or numeral on the label, provided that this is greater than 1.5 mm. However, the
size need not be larger than 6 mm on labels for containers of nominal capacity of 2 L or less, or larger than 15 mm for larger containers. If the
label includes a single large letter or numeral as part of the product name that is larger than other lettering on the label or is an affix forming part
of the trade name, do not take this into account when determining the largest letter size.

For a Schedule 8 poison, the cautionary statement is also required:

POSSESSION WITHOUT AUTHORITY ILLEGAL

This statement must be written:

on a separate line or lines immediately below the signal words
in bold-face, sans-serif capital letters of uniform thickness
in letters that are at least four-tenths the height of the letters used for the signal words
on a single line, with no other statement written on the same line.

Other cautionary words or phrases

Keep out of reach of children

If the product contains a substance that is classified as a poison in the current Poisons Standard, the following statement must be included on the
label as part of the signal heading:

KEEP OUT OF REACH OF CHILDREN

Where this statement is required on the label as part of the signal heading, it must be:

immediately below the signal word(s), with nothing, other than a class label—as specified in the ADG Code—written on that line
in bold-face, sans-serif capital letters of uniform thickness
in letters that are at least four-tenths the height of the letters used for the signal words, provided that these are larger than 1.5 mm.

For products that do not contain scheduled substances, this statement must not appear in the signal heading; however, you may incorporate it with the
storage instructions.

Read safety directions before opening or using

The following content can be found at http://new.apvma.gov.au/node/940
If making a submission, please reference page number: 940
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Either of the following statements must be included whenever safety directions are shown on the label:

READ SAFETY DIRECTIONS BEFORE OPENING OR USING

READ SAFETY DIRECTIONS

This requirement applies to products that do not require any other signal heading (that is, they are not scheduled substances) but are required to
include safety directions.

If this statement is required on the product label, it must:

be on a separate line immediately below the cautionary statement ‘Keep out of reach of children’, or
placed immediately below other cautionary statements that are required to be on the line immediately below ‘Keep out of reach of children’
have no other statement on the same line, other than a class label, as specified in the ADG Code
be in bold-face, sans-serif capital letters of uniform thickness
be in letters that are at least four-tenths the height of the letters used for the signal words (provided that these are larger than 1.5 mm).

If this statement is required for products that do not contain any scheduled substances, it must be the first line of the signal heading.

For animal treatment only

The following statement is required as part of the signal heading of all veterinary chemical products:

FOR ANIMAL TREATMENT ONLY

This statement must be placed immediately below any required other signal words, expressions or statements as follows:

on a separate line, either
immediately below the cautionary statement ‘Read safety directions before opening or using’ or ‘Read safety directions’
if these statements are not required, immediately below ‘Keep out of reach of children’
if other cautionary statements are required to be on the line immediately below ‘Keep out of reach of children’, immediately below those
statements

with no other statement on the same line, other than a class label, as specified in the ADG Code
in bold-face, sans-serif capital letters of uniform thickness
in letters that are at least two-tenths the height of the letters used for the signal words (provided that these are larger than 1.5 mm)
for products that do not contain any scheduled substances, and the ‘Read safety directions before opening or using’ is not required, this
statement must be the first line of the signal heading.

Although this statement must be included as part of the signal heading of all veterinary chemical products, it must not be used for products that are not
medicinal, or do not contain scheduled substances, such as food and food supplements, as these products are not regarded as being for treatment of
animals.

Other cautionary words and statements

Other words and cautionary statements may be required in the signal headings, depending on the types of constituents in a particular product. These
statements will be determined by us on a case-by-case basis during product evaluation and, if the application is granted, they will become part of the
approved particulars for the product.

Product name

The label must contain the distinguishing name of the product (product name).

The product name is the name given to the product in the application form and it is the name entered into the Register of Agricultural and Veterinary
Chemical Products when a product is registered. The product name must be included on the product label and, along with the APVMA label approval
number, is a distinguishing feature that identifies the product.

The product name must be:

positioned between the signal heading and the ‘Active constituent’ statement on the main panel of the label
the most prominent wording in that section of the label
written as a single expression.

Guidance notes

Please keep in mind the following advice when deciding on a product name:

All words, symbols and numbers that appear between the ‘For animal treatment only’ statement and the ‘Active constituent’ statement are
considered to be the distinguishing name of the product.
The product name should be distinctive. It must not be misleading, confusing or inconsistent with other label instructions or be easily confused

The following content can be found at http://new.apvma.gov.au/node/941
If making a submission, please reference page number: 941

Make an application
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with other registered product names. It is your responsibility to ensure that the product name is sufficiently unique as to not cause confusion in
the market place.
The name should describe the physical form and route of administration and, possibly, its intended purpose (for example, oral powder, feed
additive, oily injection, inhalant, tablet, spray-on, dip, oral paste, dip and spray, pessary, injectable suspension, oral suspension).
A simple approach is to use a trade name (if applicable), followed by the brief description. Where the product name is not distinctive, such as a
generic active constituent, the company name could, for example, be incorporated into the product name to distinguish it from other products
having similar names.
Products for over-the-counter sale are normally named according to their purpose; for example ‘pour-on worm treatment for sheep and goats’.
The product name should be distinctive, descriptive and concise. It is not necessary to detail a medicinal claim in a product name where this is
given in an abbreviated statement of claim elsewhere on the main panel of the label.
When numbers are used as part of the distinguishing name, they should relate to the level or concentration of the active constituent in the
product, and be expressed in metric units (not percentages) or as otherwise determined by the APVMA. Exceptions we permit may include
references to dose rates in relation to weights of target animals in the product name, (for example, TICKEX 20, where a unit of the product was
the dose for a 20 kg dog or 5 IN 1 for multivalent vaccines).
We may approve the word ‘plus’ in a name when another active constituent is added to a currently registered product to extend the medicinal
claim. In this instance, the name of the new active constituent or class of constituent should be listed after the word ‘plus’. Note that we would not
normally approve the word ‘plus’ in a name in any other circumstances.
If you apply to update the label or approve a label change of a technical nature for a currently registered product, you should not insert or delete
words or figures from the distinguishing name of a product that was approved at registration.
If a logo containing a registered trade name is used as part of the distinguishing product name, the inclusion of this trade name is acceptable,
providing all other labelling requirements in the Veterinary Labelling Code are met. You must nominate whether the product name will include
the words in the logo at the time of registration.

Constituent statements

‘Active constituent’ statement

The label must contain the name and proportion of each active constituent in the product.

The active constituents are the substances that are primarily responsible for the biological activity or other effect identifying the product as a veterinary
chemical product. This biological activity, or other effect, together with the proposed uses, makes the product a veterinary chemical product.

The concentration and name of all active constituents in the product must be shown immediately below the product name on the main panel of the
label, parallel to other printed matter on the label. The label should not include on the same lines other wording that is not associated with the ‘Active
constituent’ statement.

The concentration of the active constituent must be clearly stated in front of the name of the constituent.

These statements must be:

in bold-face, sans-serif letters of uniform thickness
in letters that are at least 1.5mm in height.

Where two or more active constituents are present in the end-use product, the following conditions apply:

the active constituents must be shown in descending order of concentration (highest to lowest)
when solvents, synergists or other scheduled ingredients are present, even when present at higher levels than the active constituents, they must
be shown after the main active constituents.

The following statement must also be included on labels for products containing organophosphate or carbamate compounds:

anticholinesterase compound

Where this statement is required on labels, it must appear immediately below, following or beside the ‘Active constituent’ statement for each active
constituent with anticholinesterase activity.

Note that the use of the following heading is optional:

ACTIVE CONSTITUENTS

Synergists

The label must contain the name and proportion of any constituent that has synergistic activity in the product.

Synergists are constituents that, on their own may not be known to be biologically active for the particular use described, but their inclusion may result
in a synergistic effect with the active constituents, so that the product may not be as effective without them.

The concentration and name of any synergistic constituents must:

be preceded by the subheading:

The following content can be found at http://new.apvma.gov.au/node/942
If making a submission, please reference page number: 942
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Also contains:

be placed immediately below the ‘Active constituent’ statement and parallel to other printed matter on the label
have immediately following or beside the ingredient statement the word:

(synergist)

Other scheduled constituents

The label must:

contain the name and proportion of any solvent or any other constituent in the product that is a scheduled medicine or poison in the current
Poisons Standard
contain the concentration and name of any other scheduled constituents—these must be placed immediately below the ‘Active constituent’
statement and parallel to other printed matter on the label and be preceded by the subheading:

Also contains:

if the constituent is a solvent, it must have immediately following or beside the constituent statement, the word:

(solvent)

Note: The subheading is not considered appropriate for unscheduled non-active constituents or food constituents to supplement diets where levels
may be low—such as vitamins, minerals or amino acids fed at normal dietary levels. However, these ingredients may be included under the following
subheading on the ancillary panel:

Other ingredients:

Appropriate use of ‘Also contains:’ statements is determined by the APVMA on a case-by-case basis.

Guidance notes

Please keep in mind the following advice when creating constituent statements.

Name of constituents

The name for scheduled constituents should be the name specified in the current Poisons Standard.

If a poison schedule does not apply, the preferred name for constituents is:

the name in the Therapeutic Goods Administration (TGA) approved terminology for medicines, which is the Australian approved name (AAN)
the name, not including synonyms by which the constituent is described in; for example, the British pharmacopoeia, the British pharmaceutical
codex, the Australian pharmaceutical formulary and handbook, or the British pharmacopoeia (veterinary), the European pharmacopoeia, or the
United States pharmacopeia
the name approved by Standards Australia
the name given by the International Organisation for Standardisation
the name given by the British Standards Institution
the accepted scientific name (in the Chemical Abstracts or International Union of Pure and Applied Chemistry) or the name descriptive of the
true nature and origin of the constituent.

Expression of quantities

The quantity for the constituents should be expressed in metric terms according to the formulation.

All units of mass or volume should be written in full or represented by their correct symbols such as gram or g, litre or L, for example:

gram/litre or g/L for large volume liquid preparations (1 litre or more)
gram/kilogram or g/kg for large volume solid preparations such as premixes
milligram/millilitre or mg/mL for injectable preparations and small volume liquids (1 litre or less)
milligram/gram or mg/g for small volume solid or semi-solid preparations
gram/kilogram or g/kg for aerosol preparations
µg should be used as the abbreviation of microgram.

Expressions for a product packed in discrete dosage units or for small volume liquids (10 mL or less) include:

each tablet/capsule/caplet contains [x] mg (active constituent)
each mL contains [x] mg (active constituent).
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International units, or potency units, may be applicable to some preparations such as antibiotics, sera and biologicals, but only if preparations cannot
be described as above.

Vitamins A and D should be expressed in International Units (IU) while other vitamins are to be expressed in metric units.

The ‘Active constituent’ statement for direct-fed microbials should read as:

Contains a source of live (viable) naturally occurring microorganisms

This should then be followed by a listing of each of the microorganisms and their quantities, such as colony-forming units per gram (CFU/g).

Salts or esters of active constituents that are used in a formulation should indicate the amount of active moiety present and nominate the salt or ester
present, for example:

110 mg/mL hydroxyprogesterone hexanoate (equivalent to 100 mg/mL hydroxyprogesterone)
100 mg/mL hydroxyprogesterone (as the hexanoate)

Solvents should be given as:

Solvent: [x] g/L or liquid hydrocarbons
Solvent: [x] g/L or toluene

Format for constituents of mixtures

Active constituents should be shown in a column or sequence in descending order, based on the concentration of each active constituent present in
the product.

Where synergists are present, they should be shown after the main active constituent(s) even when at a higher concentration than the active
constituent(s).

Where scheduled non-active constituents are present, they should be shown after the active constituent(s) (and synergists, if applicable) even when at
a higher concentration than the active constituent(s)/synergist(s).

Vitamin and mineral preparations should have the ingredients listed in the following order:

fat-soluble vitamins
water-soluble vitamins
minerals
antioxidants
other ingredients.

Statement of claims for use

The label must include a statement of the claims (indications) for use that have been approved for the product. The indications for effective use of a
product are determined by the APVMA on a case-by-case basis during product evaluation.

The claims or indications for use must be positioned immediately beneath the active constituent statements, on the main panel of the label. If the
required detailed statement of indications does not fit in this position, a suitable summary statement must appear on the main panel and a full
detailed indications statement must appear immediately above the ‘Directions for use’ on the ancillary panel.

Guidance notes

Please keep in mind the following advice when creating a ‘Claims for use’ statement.

Where it is known, the class or group (by mode of action) of the active constituents must be identified.
For prescription-only products, the class or level of permitted prescribing should be stated as follows:

when the level of permitted prescribing is either for use by or under supervision of a registered veterinarian, either of the following
statements should appear as the first (and possibly only) indication statement on the main panel of the label:

For use only by a registered veterinarian

For use only by or under supervision of a registered veterinarian

when it is permitted to dispense the product, the following statement should appear as the first statement of indications on the main panel

The following content can be found at http://new.apvma.gov.au/node/943
If making a submission, please reference page number: 943
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of the label:

For use by or under direction of a registered veterinarian

and this statement should also appear immediately above the ‘Directions for use’ heading (see below) on the ancillary label panel:

Use as directed by prescribing veterinarian

All labels should have accurate and moderately worded claim(s). The claim(s) should not imply excessive efficacy or make a comparison with
other competing products.
The name(s) of the intended target species (for example, dog, cat, horse, sheep) should be included in the statement of claims on the main
panel.
The disease, condition or other pharmacological or physiological effect in each target animal species, and (where applicable) in each class of
animal, must be clearly stated. Claims must be directly related to the parameters measured in the pivotal target animal efficacy trials you
submitted for registration.
The Linnaean binomial (scientific name, bracketed and in italics or underlined) and common name used in Australia of each pest, parasite or
disease organism for which an effect is claimed should be included in the ‘Claims for use’ statement. The Linnaean binomial is optional in the
abbreviated claim if included in the extended claim on the ancillary panel or on the leaflet (where space is limiting).
Labels of parasiticides and antimicrobials must also include a resistance warning statement. • Important restrictions, limitations, contra-
indications or warning statements that affect the use of the product can also be repeated in the ‘Statement of claims’ on the main panel.

‘Net contents’ statement

The label must state the net contents of the container of the product.

The ‘Net contents’ statement must be positioned immediately beneath the ‘Statement of claims’ or ‘Summary of claims’ statement on the main panel
of the label.

Guidance notes

Please keep in mind the following advice when creating a ‘Net contents’ statement.

The heading ‘Contents’ is optional.
In accordance with the requirements of the National Measurement Act 1960 and its regulations, units of mass or volume must be metric, and be
written in full or represented by their correct symbols:

liquids must be expressed by reference to volume, usually as:

[x] mL (millilitre/s) or L (litre/s)

solids, semi-solids, pastes or aerosols must be expressed by reference to mass, usually as:

[x] g (gram/s) or kg (kilogram/s)

products containing discrete dosage units, like tablets or syringes must be shown as the number of units; for example:

[x] tablets or [x] x 1 mL syringes

When the product is a non-prescription veterinary product that consists of discrete dosage units or an immediate container that is not the
primary pack, it is illegal to supply these containers without the primary pack (including the leaflet or insert to which the primary pack refers, if
applicable). The ‘Net contents’ statement must contain either of the following words:

It is illegal to sell individual [container/unit] separately

Illegal to sell [container/unit] separately

The following content can be found at http://new.apvma.gov.au/node/944
If making a submission, please reference page number: 944

The following content can be found at http://new.apvma.gov.au/node/949
If making a submission, please reference page number: 949
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Directions for use

The label must include adequate directions for use of the product. Directions for safe and effective use for a product are determined by the APVMA
on a case-by-case basis during product evaluation.

The directions-for-use section of a label, when required, must be placed below the following heading on the ancillary label panel:

DIRECTIONS FOR USE

Immediately below this, the section must be divided (in the order shown below) into the following subsections:

Restraints

Contraindications

Precautions Side effects/Adverse reactions

Dosage and administration

General directions [including a general limitation statement for ectoparasiticides and advice on avoiding the
development of resistance].

Restraints

Restraints A restraint is an absolute limitation or restriction placed on the use of the product. The limitation is required to manage a risk associated
with the use of the product that may be necessary for human safety, public health or environmental protection (for example, issues related to residues,
antibiotic resistance) and that has been determined during product evaluation. ‘Restraints’ statements that relate to a withholding period must also be
included.

If ‘Restraints’ statements are required on a label, they must be the first item in the ‘Directions for use’ section; and be preceded by a subheading:

Restraints

Each separate ‘Restraints’ statement must commence on a new line.

Guidance notes

Please keep in mind the following advice when creating a ‘Restraints’ statement.

‘Restraints’ statements must begin with text such as:

DO NOT USE
NOT TO BE USED

USE ONLY

For all products intended for intravenous administration or stomach tubing (excluding Schedule 4 or Schedule 8 products) or any other products
as directed by the APVMA, the following statement should appear immediately below the ‘Directions for use’ heading:

FOR USE ONLY BY OR UNDER the direction of a registered veterinary surgeon

When the chemical or product is not for use in food—or fibre-producing species of animals, the restraint following statement should appear:

The following content can be found at http://new.apvma.gov.au/node/950
If making a submission, please reference page number: 950

Make an application

94/156

http://www.apvma.gov.au/consultation/public/index.php


Make an application

NOT TO BE USED in food-producing species of animals

Antibiotics for ornamental fish should have the following ‘Restraints’ statement:

DO NOT USE in fish intended for human consumption.

Re-treatment interval

A re-treatment interval is a restraint that must be included on the label of products used in or on food-producing animals where a repeat dosage
regimen can be reasonably expected, even if a repeat dosage regimen is not specified on the label. The re-treatment interval will be determined by
the APVMA during evaluation of the product. The statement should appear in bold-face font.

Example of a statement for the re-treatment interval:

Re-treatment interval: DO NOT re-treat animals for [x] days after last treatment

Contraindications

Contraindications indicate when the product should never be given or is generally not indicated if there are safety issues for the target animal. They
are normally used when there is evidence that toxicity will occur in a particular situation or physiological state or in an off-label animal species. If
‘Contraindications’ statements are required on a label, they must be preceded by a subheading:

Contraindications

Guidance notes

Please keep in mind the following advice when creating a ‘Contraindications’ statement:

a ‘Contraindications’ statement must begin with text such as:

This product should not be used (or is not recommended/intended for use, or is contraindicated for use)
in [species (or species with a particular disease/condition)]

‘Contraindications’ statements are relevant where test results or adverse experience reports for the product demonstrate an adverse effect
‘Contraindications’ statements should be grouped according to outcome, and should explain the mechanism of action (where known).

Precautions

‘Precautions’ statements aim to minimise health risks to target animals from approved use(s) of a product. They are normally used when there is
insufficient evidence to demonstrate safety in a particular situation or physiological state.

If ‘Precautions’ statements are required on a label, they must be preceded by the subheading:

Precautions

Guidance notes

Please keep in mind the following advice when creating a precautions statement.

A ‘Precautions’ statement must begin with text such as:

The following content can be found at http://new.apvma.gov.au/node/951
If making a submission, please reference page number: 951

The following content can be found at http://new.apvma.gov.au/node/952
If making a submission, please reference page number: 952

The following content can be found at http://new.apvma.gov.au/node/953
If making a submission, please reference page number: 953
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Use with caution
Check [xxx] before using

Statements regarding incompatibilities must be included as precautions
‘Precautions’ statements are relevant where test results for the product are not available for all physiological situations (for example, a pregnant
or lactating female, a foetus or neonate and/or an aged animal)
‘Precautions’ statements should be grouped according to outcome, and should explain the mechanism of action (where known).

Side effects

Statements on side effects or adverse drug reactions alert the end users of effects that may occur in the target animal from approved use(s) of a
product (such as anaphylaxis). These statements should indicate the severity, clinical importance and treatment of the effects. You could also include
statements on how to avoid, recognise and treat overdosage under this heading.

If ‘Side effects’ statements are required on a label, they must be preceded by the subheading:

Side effects

Dosage and administration

Dosage and administration includes instructions on:

the specific dose rate (for example, [x] mg of active constituent/kg body weight of animal)
the general dose rate or inclusion rate (for example, [x] mL of product/10 kg body weight or [y] kg of product/tonne of feed) for each species
the method and route of administration
the frequency of dosing
the duration of treatment
any special instructions relating to dosage and administration.

All units of mass or volume must be stated in metric units and, where abbreviated, must be represented by their correct symbols.

The statement on dosage and administration is always required on a label, and must be preceded by the subheading:

Dosage and administration

Where applicable, the relevant mixing directions and in-use shelf life statements must also appear under this subheading.

Guidance notes

Please keep in mind the following advice when creating a ‘Dosage and administration’ statement.

Relevant mixing directions and in-use shelf life statements should be given first in bold type; for example:

Shake well before use

Use all product within 24 hours of mixing

Use the contents within 24 hours of first broaching of the vial. Discard the unused portion

Special instructions may include dosage adjustment in renal or liver disease or concomitant disease, maximum tolerated daily dose, maximum
dose for an entire course of therapy, monitoring advice and other information (for example, relating to administration with food).

The following content can be found at http://new.apvma.gov.au/node/954
If making a submission, please reference page number: 954

The following content can be found at http://new.apvma.gov.au/node/955
If making a submission, please reference page number: 955

The following content can be found at http://new.apvma.gov.au/node/956
If making a submission, please reference page number: 956

96/156

http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php


General directions

General directions include any other instructions or advice about safe and effective use of the product not included elsewhere on the product label.
Examples include statements on the general limitation for ectoparasiticides, antibiotic and anthelmintic resistance, non-prescription injectable
product warning, performance animal withholding period, and on compatibility for mixing a product with other products.

If any other directions are required on a label, they must be the last item in the ‘Directions for use’ section and be preceded by a subheading:

General directions

Guidance notes

Please keep in mind the following advice when creating a ‘General directions’ statement.

The general limitation statement must be printed in bold-face and sans-serif capital letters of not less than 2 mm in height. This statement should
appear below the ‘General directions’ heading or under a ‘Directions for use’ table, but above the ‘Withholding period’ statement. For example,
the general limitation statement for ectoparasiticides is:

NOT TO BE USED FOR ANY PURPOSE, OR IN ANY MANNER, CONTRARY TO THIS LABEL UNLESS
AUTHORISED UNDER APPROPRIATE LEGISLATION

Products that may be used in performance animals may carry the following statement printed in bold-face and sans-serif letters of not less than
2 mm in height:

If used in performance animals, the regulations of the relevant authorities regarding medication should
be observed

For advice on non-prescription injectable preparations likely to be used in food producing animals, see the requirements for non-prescription
injectable products.
Compatibility statements require evaluation and approval before addition to the label.

‘Withholding period’ statements

The label must include ‘Withholding period’ statements that are required to avoid unacceptable residues of veterinary chemical products and/or their
metabolites in animal produce and food for humans. ‘Withholding period’ statements for a product are determined by the APVMA during product
evaluation.

The withholding period is the minimum period that should elapse between the last administration or application of a veterinary chemical product
(including treated feed) and the slaughter, collection or harvesting for human consumption or use of the animal commodity. Any ‘Restraints’ statement
that restricts or limits the use due to residue concerns must also be included.

If ‘Withholding period’ statements are required on a label, they must be:

the next item following the directions for use section required above
preceded by the following heading in capital bold-faced letters:

WITHHOLDING PERIODS

Guidance notes

Please keep in mind the following advice when creating a ‘Withholding period’ statement.

Withholding periods should appear in bold type and lowercase, except where the following special text is required to be inserted:

DO NOT USE

NOT TO BE USED

A ‘Restraints’ statement is used when a withholding period has not been set. This means that the product has a limited or restricted use in

The following content can be found at http://new.apvma.gov.au/node/959
If making a submission, please reference page number: 959
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animals that are producing a specified commodity. The ‘Restraints’ statement should appear in bold-faced type immediately after the
‘Directions for use’ heading under the ‘Restraints’ subheading. It is not necessary to also include the restraint under the ‘Withholding periods’
heading.
Where there is more than one withholding period, each one should appear on a separate line. For example:

WITHHOLDING PERIODS:
MEAT: [appropriate statement(s)]
MILK: [appropriate statement(s)]

Where a product can be used in, or on, more than one species or by more than one route of administration and the withholding periods are
different, these differences should be clearly indicated on the label.
Where no withholding period is required, the following statement should be shown on the label:

WITHHOLDING PERIODS: Zero (0) days

For prescription products, the prescribing veterinarian should be made aware that the registered withholding periods are based on the
registered use pattern, and that any increase to dose, frequency, or duration, or any variation to route of administration (under vets prescribing
rights) would require a different withholding period.

Statements required for food producing species

Depending on the species of animal, more than one commodity may be produced. For example, statements may be required for the meat alone, or
for meat and/or milk or eggs (as well as fibre). Table 1 lists the species and the relevant commodity requiring statements.

Table 1: Commodities requiring Withholding period
statements

Species Commodity requiring statement

Cattle  Meat and milk

Sheep  Meat and milk

Goats  Meat and milk

Poultry  Meat and eggs 

Pigs Meat 

Aquatic species Meat 

Rabbits Meat 

Bees Honey

Note: Meat also includes offal.

Minor species are also required to carry appropriate statements. Appropriate statements for each type of commodity are listed below.

Meat

Ruminants, poultry, pigs and others (including aquatic species, rabbits)

All products for use in, or on, meat-producing species of animals (for example, cattle, sheep, goats, poultry, pigs, aquatic species and rabbits) are
required to carry one of the ‘Withholding period’ statements for meat.

The following ‘Withholding period’ statement should be used:

MEAT: DO NOT USE less than [x] days before slaughter for human consumption
REMOVE ALL MEDICATED FEED/WATER [x] days before slaughter for human consumption

When harvesting aquatic species for slaughter, degree days should be used. For example, 500 degree days = 50 days at 10˚C water temperature or
25 days at 20˚C water temperature. The following ‘Withholding period’ statement should be used:

DO NOT USE less than [x] degree days before harvesting [fish/abalone/etc.] for human consumption

For rabbits, where a withholding period is not established, a ‘Restraint’ statement such as the following should be used.

DO NOT USE [in/on] rabbits that may be used or processed for human consumption

Milk

Make an application
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Non-intramammary products

‘Withholding period’ statements for milk are to be based on residue data for lactating animals.

All products for use in or on cattle, sheep and goats from which milk or milk products may be used for human consumption are required to carry an
appropriate ‘Residue’ statement such as:

Milk collected from [cows/ewes/does] within [x] hours ([x] milkings) following treatment MUST NOT BE
USED or processed for human consumption, or fed to bobby calves

Where a withholding period is not established, you should use a ‘Restraints’ statement such as the following:

DO NOT USE [in/on] [cows/ewes/does] which are producing or may in the future produce milk that may be
used or processed for human consumption

Depending on residue data available, one of the following ‘Restraints’ statements may be used instead of the one stated above:

DO NOT USE [in/on] lactating or pregnant [cows/ewes/does] where milk may be used or processed for
human consumption

DO NOT USE [in/on] lactating [cows/ewes/does] or within [x] days of [calving/lambing/kidding] where milk
may be used or processed for human consumption

DO NOT USE [in/on] lactating [cows/ewes/does] where milk may be used or processed for human
consumption

Intramammary products

Products for use in lactating cows should use the following statement:

Milk collected from cows within [x] hours ([y] milkings) following treatment MUST NOT BE USED or
processed for human consumption, or fed to bobby calves

Products for use in dry cows should use the following statement:

DO NOT USE in lactating cows or within [x] days of calving. After calving, colostrum or milk from treated dry
cows MUST NOT USED or processed for human consumption for [y] hours ([z] milkings). If premature or
unscheduled calving occurs, consult the prescribing veterinarian for advice on handling milk for bobby

calves

Eggs

Statements are required on all products for use in, or on, female poultry from which eggs or egg products may be used or processed for human
consumption.

Practically, producers cannot implement a withholding period other than a ‘nil’ withholding period. The following statement applies:

EGGS: Zero (0) days

If a ‘nil’ withholding period cannot be set, the following ‘Restraints’ statement is required:

DO NOT USE [in/on] birds which are producing or may in the future produce eggs or egg products which
may be used or processed for human consumption

Depending on residue data available, one of the following ‘Restraints’ statements may be used instead of the one given above:
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DO NOT USE [in/on] birds during lay where eggs or egg products which may be used or processed for
human consumption

DO NOT USE [in/on] birds during laying or within [x] days of laying where eggs or egg products may be
used or processed for human consumption or processing. If laying takes place within [x] days, those eggs

or egg products must not be used processed for human consumption

Honey

All products for use in, or on, bees or bee hives that produce honey or bee by-products (including comb honey, royal jelly and propolis) for human
consumption or processing are required to carry an appropriate residue statement. ‘Withholding period’ statements for honey are based on honey
residues data generated with treated bees or bee hives.

Where the use of products in, or on, bees or bee hives is permitted, you should use one of the following ‘Withholding period’ statements:

HONEY: Honey collected from hives within [x] hours ([y] days) following treatment must not be used or
processed for human consumption.

HONEY: Zero (0) days.

Where use in, or on, bees or bee hives is not permitted, you should use a ‘Restraints’ statement such as the following:

HONEY: DO NOT USE [in/on] bees or hives which are producing or may in the future produce honey for
human consumption or processing.

Where available residues data indicate that residues preferentially partition into bee by-product fractions (for example, wax), the following ‘Restraints’
statement may be appropriate:

[COMB HONEY/PROPOLIS/ROYAL JELLY]: DO NOT make [comb honey/propolis/royal jelly] from treated
bees or hives available for human consumption.

Statements required for fibre producing species

The following ‘Withholding period’ statements are required for the wool of sheep, and the fibre (for example, mohair) of goats, alpacas and llamas.

WITHHOLDING PERIOD—WOOL/FIBRE: DO NOT USE less than [x] days/weeks/months before shearing
or fibre collection

‘Withholding period’ statements for meat and milk are also required for these species.

Statements required for horses

Although horses are not currently defined as a food-producing animal, horse products require a ‘Withholding period’ statement for meat to appear on
the product label. The statement should begin with:

MEAT WITHHOLDING PERIOD (HORSES):

The inclusion of this header is particularly important for products not used in other meat-producing species. The ‘Withholding period’ statement for
meat for horses shows the minimum period that should elapse between the last treatment and slaughter for human consumption and not the
withdrawal period required by the relevant racing authorities to ensure that racehorses are presented for competition drug-free, which appears in the
general directions under the ‘Directions for use’ heading.

The options for this statement are:

For products containing:
synthetic pyrethroids, aminoglycoside antibiotics or non-steroidal anti-inflammatory drugs (unless residue data are available to support a
withholding period)
substances having a thyrostatic, oestrogenic, androgenic, gestagenic, somatotrophic or beta-agonistic action
substances that are not approved for use in food producing animals (unless residue data are available to support a withholding period),
the following ‘Restraints’ statement is required. The ‘Restraints’ statement should be located after the ‘Directions for use’ heading under

Make an application

100/156



the ‘Restraints’ subheading:

DO NOT USE [in/on] horses that may be used for human consumption

For products where there are no residue concerns, for example:
products where the residues are identical to or indistinguishable from natural food components, or are otherwise of no toxicological
significance
most vaccines (unless otherwise directed by the APVMA)
many nutritional and general healthcare products—including most stockfoods; vitamins, mineral or amino acid supplements; electrolyte
supplements; hoof and coat care products; grooming aids; rubefacients, liniments or poultices; skin emollients; antiseptics or astringents
(provided they do not contain prescription drugs or unless otherwise directed by the APVMA)—a withholding period is not required and
the following statement should be used:

WITHHOLDING PERIODS: Zero (0) days

For other products that are registered for use in food producing animals, a ‘Withholding period’ statement may be set on data or argument. If
scientific data or argument is not presented to establish a withholding period then a conservative default period will be used with the following
statement:

DO NOT USE less than [x] days before slaughter for human consumption

A default period of 28 days will be used where the withholding period for all of the food producing animals on the label is less than or equal to 7 days.
A default period of 60 days will be used where the withholding period for all of the food producing animals on the label is between 7 and 28 days.
Otherwise the following ‘Restraints’ statement is required:

DO NOT USE [in/on] horses that may be used for human consumption

Trade advice

 The label must include any export slaughter, collection or harvest interval statement or trade advice that is required to avoid unacceptable residues of
veterinary medicines and their metabolites in animals or produce that may be exported, where those residues have the potential to unduly prejudice
Australian trade. All products for use in or on cattle, sheep and pigs require ‘Trade advice’ statements. ‘Trade advice’ statements for a product are
determined by the APVMA during product evaluation.

If ‘Trade advice’ statements are required on a label, they must be:

the next item following the withholding periods section required above
preceded by either of the following headings, as appropriate:

TRADE ADVICE—Export Slaughter Interval

TRADE ADVICE—Export Collection/Harvest Interval

printed in bold type and lowercase, except where text such as the following must be inserted:

DO NOT USE

Examples of ‘Trade advice’ statements for meat commodities

Where an export slaughter interval (ESI) has been established for the product:

EXPORT SLAUGHTER INTERVAL (ESI): DO NOT USE less than [x] days before slaughter for export.
Before using this product, confirm the current ESI from [registration holder/distributor name] on [insert

telephone contact number] or the APVMA website (www.apvma.gov.au/residues)

The following content can be found at http://new.apvma.gov.au/node/964
If making a submission, please reference page number: 964
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Where the ESI is zero days:

EXPORT SLAUGHTER INTERVAL (ESI): Zero (0) days. Before using this product, confirm the current ESI
from the [registration holder/distributor name] on [telephone contact number] or the APVMA website

(www.apvma.gov.au/residues)

Where an ESI has not been established for the product:

EXPORT SLAUGHTER INTERVAL (ESI): An ESI has not been established for this product. Note—
observing the meat withholding period may not be sufficient to mitigate potential risks to export trade. Trade

advice should be sought from [registration holder/distributor name] on [telephone contact number] before
using this product.

Safety directions

The label must include safety directions that relate to safety in handling, mixing and using of the product from the First aid instruction and safety
directions (FAISD) handbook: handbook of first aid instructions, safety directions, warning statements and general safety precautions for agricultural
and veterinary chemicals , published by the Department of Health. Safety directions are product-specific and apply regardless of scheduling
considerations related to the product. ‘Safety directions’ statements for a product are determined by the APVMA during product evaluation.

Safety directions are statements included on product labels that specify human hazards, precautions and instructions for handling, mixing and using
the product safely.

If ‘Safety directions’ statements are required on a label, they must be:

the next item following the sections required above
preceded by the following heading and written in capital, bold-faced letters of not less than 1.5 mm in height):

SAFETY DIRECTIONS

Guidance notes

Please keep in mind the following advice when creating a ‘Safety directions’ statement:

Statements should be in clear letters of not less than 2 mm in height to enable users to readily locate and read them. They should be clearly
separated from the rest of the information on the label.
Where safety directions are required, the appropriate signal heading should also be included on the label.
Safety directions may be required even if the active constituent is exempt from poisons scheduling.

First aid instructions

The label must include first aid instructions from the FAISD handbook: handbook of first aid instructions, safety directions, warning statements and
general safety precautions for agricultural and veterinary chemicals, published by the Department of Health. First aid instructions are substance-
specific.

First aid instruction ‘a’ (see below) should appear on the label of all agricultural and veterinary chemical products unless replaced by instruction ‘i’.

Other substance-specific standard statements in the FAISD handbook apply only to substances in agricultural and veterinary chemical products
registered by the APVMA when present in concentrations at which they would be scheduled as poisons. ‘First aid’ statements for a product are
determined by the APVMA during product evaluation.

First aid instructions specify the initial action to be taken to counteract the effects of exposure to the product. The instructions may include
decontamination measures, administration of antidotes or medical treatment advice.

‘First aid’ statements must be:

the next item following the sections required above
preceded by the following heading, written in capital, bold-faced letters of not less than 1.5 mm in height:

FIRST AID

The following content can be found at http://new.apvma.gov.au/node/966
If making a submission, please reference page number: 966

The following content can be found at http://new.apvma.gov.au/node/968
If making a submission, please reference page number: 968
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Guidance notes

Please keep in mind the following advice when creating a ‘First aid’ statement:

Statement ‘a’:

If poisoning occurs, contact a doctor or Poisons Information Centre. Phone Australia 131126, New Zealand 0800 764 766.

Statement ‘i’:

If poisoning occurs, get to a doctor or hospital quickly.

Additional user safety information

Statements additional to those listed as mandatory in the FAISD handbook may be included on the label, provided they are reasonable and do not
contradict the mandatory statements. These statements may be determined during product evaluation or may be required by other legislation.

If required, statements must be clearly identified as separate to the first aid and safety directions above, and the following heading must precede
them:

ADDITIONAL USER SAFETY INFORMATION

If the product is classified as a hazardous chemical under the Work Health and Safety Regulations there are likely to be labelling requirements in
those regulations. You should make inquiries about these requirements with Safe Work Australia or state or territory workplace health and safety
agencies.

For hazardous substances, ‘Additional user safety information’ statements may include important extracts from the safety data sheet (SDS) and/or
reference as to where to get a copy of the full SDS. Reference to obtaining a safety data sheet for the product is not a relevant label particular. It is
nevertheless encouraged, to ensure that users are aware of their obligations under relevant state or territory occupational health and safety
legislation. When an SDS is required to be obtained under that legislation, product labels may refer users to the SDS by including a statement such
as the following:

Additional information is listed in the safety data sheet.

Guidance notes

Please keep in mind the following advice when creating an ‘Additional user safety information’ statement:

It is your responsibility to determine if you need to include a reference to an SDS or to other work health labelling.
It is your responsibility to determine when extracts from, or reference to, the SDS are required on the label. The information provided in the SDS
should be consistent with the other safety information provided on the label.

Environmental protection statements

The label must include suitable instructions about the proper method to dispose of used product and any other statements required to manage risk to
the environment. ‘Environmental protection’ statements are those relating to the protection of wildlife, fish, crustaceans and the environment. These
statements are determined by APVMA during product evaluation.

If ‘Environmental protection’ statements are required on a label, you must precede them with the heading:

ENVIRONMENTAL PROTECTION

Guidance note

An example of an ‘Environmental protection’ statement is:

Do not contaminate dams, rivers, streams or other waterways with the chemical or used container.

The following content can be found at http://new.apvma.gov.au/node/969
If making a submission, please reference page number: 969

The following content can be found at http://new.apvma.gov.au/node/970
If making a submission, please reference page number: 970

The following content can be found at http://new.apvma.gov.au/node/971
If making a submission, please reference page number: 971
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Disposal statements

You must include suitable instructions about the proper method of disposing of containers and any unused product on the label. These statements are
determined by the APVMA during product evaluation.

The following heading must precede an appropriate ‘Disposal’ statement:

DISPOSAL

‘Disposal’ statements provide advice on the appropriate method to dispose of unused chemical and used containers. Inappropriate disposal of
product containers can present a hazard to the environment and human safety. Consumers should be offered sufficient guidance for disposal of small
or large containers and single-use product containers.

Guidance notes

The following statements should be used as guidance.

Small containers (less than or equal to 1 L or 1 kg)

These are example statements for small containers.

Live vaccine containers

Dispose of vial/container in a designated and appropriately labelled biologicals container.

Aerosol cans

Aerosols should be completely emptied before disposal. Place empty can in household rubbish. Do not puncture or incinerate.

Other small containers (less than or equal to 1L or 1kg)

Dispose of container by wrapping with paper and putting in garbage.

Disposal of sharps

Where a disposable sharp is distributed with a product or is expected to be used with a product, and sales of the product are not restricted to
veterinarians, the following additional statement is recommended: Discarded needles/sharps should immediately be placed in a designated and
appropriately labelled ‘sharps’ container.

Large containers (greater than 1 L or 1 kg)

These are example statements for large containers.

Metal drums and plastic containers

Triple-rinse container into the medicated water, dip, drench, etc. Do not dispose of undiluted chemicals on-site. If recycling, replace cap and return
clean container to recycler or designated collection point. If not recycling, break, crush, or puncture container and deliver to an approved waste
management facility. If an approved waste management facility is not available, bury the broken, crushed or punctured containers 500 mm below the
surface in a disposal pit specifically marked and set up for this purpose clear of waterways, vegetation and tree roots, in compliance with relevant
local, state or territory government regulations. Do not burn empty containers or product.

In the case of drenches in metal or plastic containers that are not diluted, the following statement should replace the first sentence above. In some
instances additional wording may be required:

Triple-rinse container and dispose of rinsate in compliance with relevant local, state or territory government regulations.

DrumMUSTER-eligible containers

For containers eligible for drumMUSTER the following statement may be used in place of, or in addition to, the second sentence (recycling statement)
above:

If the container has the drumMUSTER logo visible, and has been thoroughly cleaned and dried, and is free of any visible residues, it can be recycled
at any drumMUSTER collection or similar container management program site. The cap should not be replaced, but may be recycled separately with
the container.

Plastic bags

Single-rinse or shake container into the medicated feed, water, dip, drench, etc. Do not dispose of undiluted chemicals on-site. Puncture bag and
deliver to an approved waste management facility. If an approved waste management facility is not available, bury the container 500 mm below the
surface in a disposal pit specifically marked and set up for this purpose clear of waterways, vegetation and tree roots, in compliance with relevant
local, state or territory government regulations. Do not burn empty containers or product.

Paper or cardboard containers and paper material bags

Shake container into medicated feed, water, dip, drench, etc. Do not dispose of undiluted chemicals on-site. Break, crush, or puncture container and
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deliver to an approved waste management facility. If an approved waste management facility is not available, bury the punctured containers 500 mm
below the surface in a disposal pit specifically marked and set up for this purpose clear of waterways, vegetation and tree roots, in compliance with
relevant local, state or territory government regulations. Do not burn empty containers or product.

Storage statements

You must include suitable instructions on storage of the product on the label. These statements are determined during product evaluation by the
APVMA and reflect the conditions studied during the generation of stability data. The following heading must precede the appropriate ‘Storage’
statement:

STORAGE

‘Storage’ statements are instructions on appropriate temperatures, light and environmental conditions for storage of product, as determined by
stability studies.

The statement:

KEEP OUT OF REACH OF CHILDREN

may also be shown here, as well as in the signal heading if it is required there.

One of the following standard statements may be appropriate:

Store below -18 ˚C (deep freeze)

Store in liquid nitrogen or ‘dry ice’ and alcohol

Store below -5 ˚C (freeze)

Store between 2 ˚C and 8 ˚C (refrigerate, do not freeze)

Store below 8 ˚C (refrigerate)

Store below 2 ˚C (air conditioning)

Store below 30 ˚C (room temperature)

Storage conditions specifying temperatures over 30 ˚C or below -18 ˚C may be allowed, subject to submission and review of stability data.

The APVMA may require other storage instructions, for example:

Store in a dry place, keep container closed, protect from light

Name and address of person primarily responsible for marketing
the product

The label must contain the name and address of the person who is primarily responsible for marketing the product. The address shown must be a

The following content can be found at http://new.apvma.gov.au/node/973
If making a submission, please reference page number: 973

The following content can be found at http://new.apvma.gov.au/node/974
If making a submission, please reference page number: 974
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street address (not a post office box) in Australia and an emergency contact telephone number (NOT just ‘000’) must also be included.

This statement may be qualified by, for example, the words:

Packed for

Distributed by

Licensed to

Manufactured by

Sold by

Holders need to be careful that the wording chosen does not infer that the product is manufactured in Australia if this is not the case. The Competition

and Consumer Act 2010 establishes rules about making false and misleading representations. Further information can be obtained from the
Australian Competition and Consumer Commission.

Holders should also note that the Commerce (Trade Descriptions) Act 1905, administered by the Australian Customs and Border Protection
Service, establishes rules for the labelling of imported goods that relate to the country of origin.

You may also show other information on labels, including details of branch offices, local agents or distributors, phone numbers and web addresses.
These details will not be checked for approval by the APVMA.

APVMA label approval number

The label must contain the distinguishing number of the label for the product. This is a number unique to each label that is allocated by the APVMA.
The number must not be written or displayed in any way that implies that the APVMA recommends, warrants or guarantees the use of the product.
This would include using letters that are large in comparison with others on the label or prefixing the statement with words that imply that the APVMA
recommends, warrants or guarantees the use of the product.

The unique number, allocated by the APVMA, must be included at the bottom of either the main panel or the ancillary panel of an approved label, and
must be preceded by either of the following statements (depending on label space):

APVMA Approval No.:

APVMA:

Expiry date and date of manufacture of the product

The expiry date of a product must be determined for all veterinary medicines. These dates are determined by the APVMA on a case-by-case basis
during product evaluation and they must be shown on the label, or be suitably affixed to the label or container, before containers of the product are
released for supply.

The expiry date is the date (month and year) after which the product should not be used. Show the expiry date in such a way that the meaning is clear,
for example:

DEC16

12/16

Expiry dates must be preceded by either of the statements:

Expiry Date

Expiry

or by a suitable prefix:

The following content can be found at http://new.apvma.gov.au/node/975
If making a submission, please reference page number: 975

The following content can be found at http://new.apvma.gov.au/node/976
If making a submission, please reference page number: 976
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EXP

(E)

The appropriate expiry date must be printed adjacent to the expression or prefix, to ensure that it is not confused with any other numerical codes that
may also be on the label.

The date of manufacture may also be included on the label for these products and should immediately follow the expiry date. When the date of
manufacture does appear, it must be preceded by either of the statements:

Date of Manufacture

DOM

The appropriate date of manufacture must be printed adjacent to this expression or prefix, to ensure that it is not confused with any other numerical
codes that may also be on the label.

Batch number

The label must state the batch number for the product. This must be shown on the label or be suitably affixed to the label or the container before
containers of the product are released for supply.

The batch number is the number or letters, or a combination of numbers and letters, in English, by which the manufacturer uniquely identifies each
production batch. It enables the tracing of a particular batch from manufacture through distribution to end-use.

A batch number must be preceded by either of the statements:

Batch Number

Batch

or a suitable prefix:

BN

(B)

The appropriate batch number must be printed adjacent to this expression or prefix, to ensure that it is not confused with any other numerical codes.

Guidance note

Please keep in mind the following advice when adding an expiry date or a batch number statement.

The batch number and expiry date should appear together and be grouped together with the APVMA approval number. When they do not appear in
this actual position the information must be easy to find. Appropriate wording to specify the actual position would be:

For batch and expiry see [xxx]

Other label information

Other information to meet the requirements of other regulators—such as emergency and transport advice and hazard symbols, warranty statements
or disclaimers, as well as logos such as drumMUSTER and barcodes—may be included on the label, provided they are shown in a distinct panel or

The following content can be found at http://new.apvma.gov.au/node/1055
If making a submission, please reference page number: 1055

The following content can be found at http://new.apvma.gov.au/node/977
If making a submission, please reference page number: 977
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clearly delineated box, and not incorporated under the same headings as the APVMA-required directions or instructions approved by the APVMA.
This additional information should not be supplied to the APVMA as part of label approval as it does not constitute relevant particulars.

Some of the other information will be assessed and approved by the APVMA, including company-chosen statements such as other ingredients,
typical analysis and other human safety advice.

Emergency and transport advice on steps to be taken in the case of leakage, spillage or fire should be included on the label when required under the
Australian Code for the Transport of Dangerous Goods by Road and Rail (ADG Code).

Emergency information statements should include the information required by the ADG code, or its successor, which is incorporated into relevant
state legislation. The information should be included on the label in a clearly defined emergency information panel or box.

Note that it is the responsibility of the applicant to meet these requirements. However, the information will not be assessed or approved as part of the
APVMA’s approval process. Please make sure that the other label information must not be contrary to the relevant label particulars that are approved
by the APVMA and that these are placed in such a way as not to interfere with the layout and presentation requirements in this code.

Label presentation and layout

The Agricultural and Veterinary Chemicals Code (Agvet Code), scheduled to the Agricultural and Veterinary Chemicals Code Act 1994, stipulates
that, for a label for a container for a chemical product to meet the labelling criteria and be approved, the label must contain adequate instructions

relating to specified matters (as are appropriate), including any matters prescribed by the Agricultural and Veterinary Chemicals Code Regulations

1995 (Agvet Code Regulations). Among other things, a label must comply with the requirements of the Labelling Standard or, if there is no Labelling
Standard, the Agricultural or Veterinary Labelling Codes made by the APVMA, as in force from time to time. This guidance is part of the Veterinary
Labelling Code and provides details on: what information is required on labels and what should be avoided: 

label layout
printing and legibility requirements.

Information required on labels

The Agvet Code stipulates that a label must contain adequate instructions relating to such of the following as are appropriate:

the circumstances in which the product should be used
how the product should be used
the times when the product should be used
the frequency of the use of the product
the duration of the withholding period after the use of the product
the disposal of the product when it is no longer required
the disposal of the product’s containers
the safe handling of the product and first aid in the event of an accident caused by the handling of the product
any matters prescribed by the Agvet Code Regulations, which include:

the duration of any treatment when using the product
the prevention of undue prejudice to trade or commerce between Australia and places outside Australia
the appropriate signal words (if any) required by the current Poisons Standard
the storage of containers for the product any other matter determined by the APVMA CEO.

Legislative compliance

The label must also comply with any the particulars prescribed by the Agvet Code Regulations that are appropriate to be contained on the label. The
following particulars are prescribed:

the appropriate signal words required by the current Poisons Standard
the distinguishing name of the chemical product
the name of each active constituent in the product
the proportion of each active constituent in the product
the name of each constituent for the product that is:

not an active constituent, and
classified as a poison in the current Poisons Standard

the proportion of each constituent that is:
not an active constituent, and
classified as a poison in the current Poisons Standard

the net contents of the product
other particulars determined by the APVMA CEO.

The ‘relevant particulars’ in relation to the approval of a label, as defined in the Aget Code, include the adequate instructions and prescribed
particulars specified above.

The label must also comply with any conditions of the approval imposed by the APVMA. Among other things, a label must comply with the
requirements of the Labelling Standard or, if there is no Labelling Standard, the Agricultural or Veterinary Labelling Codes made by the APVMA, as
in force from time to time.

The following content can be found at http://new.apvma.gov.au/node/921
If making a submission, please reference page number: 921

The following content can be found at http://new.apvma.gov.au/node/923
If making a submission, please reference page number: 923
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The Veterinary Labelling Code also includes requirements relating to certain additional information on the label, its layout, presentation, printing and
legibility. These requirements must be met for the label to comply with the conditions of approval of the label.

Additional information

Labels may also include:

information needed to meet the requirements of other regulators; for example, reference to safety data sheet and transport emergency
information
other company chosen statements, such as warranty statements, disclaimers regarding liability, logos such as drumMUSTER and barcodes
other information that is not contrary to the label’s relevant particulars or the requirements of the Agvet Code and the Agvet Code Regulations.

This additional information must be placed in such a way as to enable compliance with the layout requirements of this Labelling Code. It will not be
assessed as part of the APVMA’s label approval process and does not need to be supplied to the APVMA for the purposes of label approval.

Terms to be avoided

According to the Agvet Code, a label must not include any statement or expression that expressly or impliedly claims—irrespective of how the claim
is stated—that:

the APVMA recommends the use of the product
the APVMA guarantees, warrants or assures the safety or efficacy of a product, or
the product is natural, organic, safe, harmless, non-toxic, non-poisonous, non-injurious or environmentally friendly without qualification, or with a
qualification that is not acceptable to the APVMA.

In addition, advertising statements are not permitted on labels. This includes cross-references to other products. An exception to cross-references to
other products may be for compatibility purposes or pest or disease management where specific approval has been obtained from the APVMA. The
name of a product not registered for use in a state or territory is not acceptable on a label for use in that state or territory.

The information on a label should avoid using certain terms and making claims that cannot be substantiated (see Tables 1 and 2).

Table 1: Examples of terms to be avoided

Category Examples of terms to be avoided

Superlatives and comparatives

the best, better, the most effective, superior
control, super, top, best, highly, complete, extra,
quality, care, essential, elite, premium, enhance,
organic, advance

Imprecise words and phrases
booster (except vaccines), conditioner (except as
coat conditioner), improver, tonic, pep,
constitution, worms

Multiple meanings liver tablets, lamb paste, kidney mixture, fly dust

Table 2: Examples of phrases that must be qualified

Conditions of use Examples of phrases to be qualified

Natural origin claims

These terms, and similar words, can only be used
when all product constituents are of natural origin

natural, naturally derived, nature’s way

New product claims

plus

new, improved (use is limited to six months after
first sales of a product or new formulation and is
not permitted in a product’s name)

Australian-made claims

Relevant consumer affairs and trade practices
authorities should be contacted for information
about the valid use of these claims

Australian made, Made in Australia, Australian
owned, Australian based and owned

Use of logos and pictures

Logos must not interfere with the required label information. Labels must not include logos that:

contain letters or words that are superlatives or comparatives
make a claim regarding product safety or efficacy, or
make a promotional or marketing inference or statement.

Logos and pictures should be pertinent to the product, and not confuse, mislead, be deceptive, or reduce the readability of the label. If a label features
a non-target species used as either a background graphic or logo, it should show enough information or instructions on the label to clearly indicate the
species for which the product is intended.

All words, symbols and numbers that appear between FOR ANIMAL TREATMENT ONLY and the ‘Active constituent’ statement are considered to be
the distinguishing name of the product.

Company logos containing representations of animals that are not included in the claim for the product or other pictures should be located next to the
registration holder or distributor name and address—in other words, well separated from the claim and product name. The size and prominence of
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such a logo should not diminish the prominence of the product name or claims for use.

If a logo containing a registered trade name is used as part of the distinguishing product name, the inclusion of this trade name is acceptable,
provided all other labelling requirements stated in this publication are met. The applicant must nominate whether or not the product name is to include
the words in the logo at the time of registration. If approved, these words form part of the distinguishing product name recorded by the APVMA in the
register. An application is required to amend a product name.

An Australian-made logo or graphic (for example, Australian flag, kangaroo, koala) that implies a product is Australian may appear on a label in a
position that does not interfere with the label’s function. This does not represent approval for the use or the accuracy of such claims. Relevant
consumer affairs and trade practices authorities should be contacted for information about the valid use of these claims.

Pack sizes

A single product may be registered with several pack sizes, provided it is the same product (that is, it has the same formulation, specifications). In
general, the product will have the same immediate container packaging material and shelf life, but we will consider these on a case-by-case basis.
The product will have the same relevant label particulars, except that the different pack sizes will have different net contents of the containers and
possibly different ‘Disposal’ statements relevant to the pack size.

However, related veterinary chemical products that have different dosage masses or different concentrations cannot be registered as different pack
sizes, and must be registered as separate products. This is because they have different pharmaceutical properties that may result in different
stability, different efficacy and safety profiles, and different label instructions to ensure the safe and effective use of the product. The packs containing
different dosage masses or different concentrations should be easily recognised and differentiated, to avoid inadvertent over-dosing or under-dosing.

Refer to the requirements for labelling for professional packs of oral non-prescription products for more details.

Promotional, display and shipper packs

Promotional, display and shipper packs are defined as:

outer packaging containing one or more registered products used to promote, display or protect the products or the special deal for the
purchaser in the form of a price discount, a free bonus pack or a gift.

They may also contain unregistered products or gifts. Generally, these packs are discarded prior to, or once a product is supplied or sold, except in
the case of the gift being a reusable container such as an esky. The promotional, display or shipper packaging should not obscure the approved label
information.

The pack itself does not require approval as a primary pack if:

the chemical products inside the pack are registered and have labels that contain all the relevant particulars
the wording on the promotional, shipper or display pack does not include any registration information (claims, instructions, warnings, etc.), other
than the product name, pack size or sizes, company name and any transport information required under other legislation.

The packs may also contain words such as Gift Pack, Starter Pack, and Combination Pack.

Label layout

Although the APVMA no longer approves the final form of the label when finalising a registration or variation application, the Agvet Code provides that
we may subsequently request the registration holder to provides us with a copy of the approved label. The registration holder is responsible for
conversion of the approved relevant particulars into the approved label.

In the next two sections we provide guidance on the placement of information on labels and any layout requirements and details of label printing and
colour requirements to ensure labels are legible. This information is provided for:

non-prescription products
prescription products.

The size and type of container determines the space available for labelling and, therefore, the format or layout of a label and the space available for
each item on the label. More space and a larger typeface should be allocated for key information.

Space must be allowed for items such as barcodes and hazard symbols and care taken to ensure that:

the legislative requirements for relevant poisons are not contravened
the information of greatest importance to the user of the product is not difficult to read.

Non-prescription products

Primary pack—main panel

Table 1 shows the type of information that must be shown on a primary pack. The relevant label particulars must be shown on the main panel of the
primary pack label in the following order and be visible at all times without the need to open packaging or leaflets.

Table 1: Non-prescription products—information that must appear on the main panel of a primary pack

Required information Order of appearance on label

Signal headings 1

Product name 2

The following content can be found at http://new.apvma.gov.au/node/925
If making a submission, please reference page number: 925
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Product name 2

‘Active constituent’ statement (and, where applicable, ‘Also contains’ statement 3

Statement of claims for use 4 (at least in summary form)

‘Net contents’ statement 5

When the product consists of discrete dosage units or an immediate container that is not the primary pack, it is illegal to supply these containers
without the primary pack (and the leaflet or insert where the primary pack refers to one). In this case, the ‘Net contents’ statement must contain either
of the following statements:

It is illegal to sell individual [container/unit] separately

Illegal to sell [container/unit] separately [where space is limited]

Primary pack—ancillary panels

Table 2 shows the type of information that must be shown on the ancillary panels of a primary pack. All indications and instructions for use, including
any restrictions or limitations, must be visible at all times without the need to open the packaging or read leaflets or inserts.

When there is no user information leaflet or insert included in, or attached to, the primary pack, the following particulars, when required, must appear
on the ancillary panels of the primary pack label, in the order shown in Table 2.

If there is a user information leaflet or insert included in, or attached to, the primary pack, and where space is limited, the particulars appearing on the
ancillary panels of the primary pack label may be reduced (see minimum required information column in Table 2). When they are reduced, the
following statement must be inserted above the ‘Directions for use’ heading:

Read the [enclosed/attached] leaflet/insert for full instructions

Table 2: Non-prescription products—information that must appear on the ancillary panel of a primary pack

Required information Minimum required information (on reduced labels)

Order of

appearance

on label

Complete statement of claims (indications) for use (where
summarised on the main panel)

Complete statement of claims (indications) for use (where
summarised on the main panel)

1

The directions for use section of a label, divided into the
following subsections and expressed in this order:

Restraints
Contraindications
Precautions
Side effects/adverse reactions

Dosage and administration1

General directions

Withholding periods2

Trade advice1

Safety directions
First aid instructions
Additional user safety information (where appropriate)
‘Environmental protection’ statement
‘Disposal’ statement
‘Storage’ statement

The directions for use section of a label divided into the following
subsections and expressed in this order:

Restraints
Contraindications

Dosage and administration1

Withholding periods1

Trade advice1

Safety directions
First aid instructions
‘Environmental protection’ statement
‘Disposal’ statement
‘Storage’ statement

2

The following details must also appear below the items listed
above, unless they appear on the main panel away from the
items required there:

name of the person primarily responsible for marketing the
product
APVMA label approval number
expiry date
batch number

The following details must also appear below the items listed
above, unless they appear on the main panel away from the
items required there:

name of the person primarily responsible for marketing the
product
APVMA label approval number
expiry date
batch number

3

1 May be abbreviated where it appears in full on the leaflet or insert.

Immediate container

The immediate container is the container that is in direct contact with the agvet chemical product.

When the immediate container is the primary pack—it must carry the same information in the same layout and format as required on the main
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and ancillary panels of the primary pack label.

If the container that is in direct contact with the product is a bag in a box, and the bag is firmly attached inside the box, and cannot easily be removed,
it is considered as part of the box, and does not require separate labelling. If however the bag is not stuck inside the box, it needs to be labelled as an
immediate container, with the box as the primary pack.

When the immediate container is not the primary pack, it must carry the same information in the same layout and format as required on the main
panels of the primary pack label, but where space is limited, it may have reduced information on the ancillary panels (see Table 3 below).
When labels are reduced, either of the following statements, as appropriate, must be inserted above the ‘Directions for use’ heading:

Read the outer pack/carton for full instructions

Read the [enclosed/attached] leaflet/insert for full instructions

Table 3: Non-prescription products—minimum information that must appear on the ancillary panels of the immediate container label

Required information
Order of
appearance on

label

Indications for use1 1

The directions for use section of a label divided into the following subsections and expressed in this order:

Restraints
Contraindications

Dosage and administration1

Withholding periods1

Trade advice1

Safety directions

First aid instructions1

‘Environmental protection’ statement
‘Storage’ statement

2

The following details must also appear on the ancillary panels of the immediate container below the items listed above,
unless they appear on the main panel away from the items required there:

name of the person primarily responsible for marketing the product
APVMA label approval number
expiry date
batch number

3

1 These statements may be abbreviated where they appear in full on the leaflet or insert.

Products containing discrete dosage units or packed in very small immediate containers—for example, foils or blister packs containing tablets or
capsules; or syringes, ampoules, vials or tubes containing less than 5 mL or 5 g—when packed inside a primary pack that has all the required
instructions for primary packs above may have the instructions that appear on the immediate container label further reduced (see Table 4).

Table 4: Non-prescription products—minimum reduced information for very small containers or discrete
doses packed inside a primary pack

Required information Order of appearance on label

FOR ANIMAL TREATMENT ONLY 1

distinguishing words of product name1

‘active constituent’ statement
contents (not needed for foils and blisters)
name of the person primarily responsible for marketing the product
expiry date
batch number

2

1 Where a distinguishing word is used for several products—for example, for different target animal species or different concentrations of active
constituent—each will need to be distinguished by identifying the species or concentration. This information should appear at least once on every
strip of foil or blister pack enclosed within a primary pack, and more frequently on packs that are scored for sub-division.

Leaflets 

When a leaflet or insert is included in, or attached to, the primary pack, it must include all of the information in the same layout and format as required
on the main and ancillary panels of the primary pack label that do not contain a leaflet or insert, except for:

expiry date
batch number.
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If the leaflet is used as a common leaflet with other similar products, all product names, active constituent names and concentrations or strengths, and
all APVMA numbers need to appear on it.

If a zip-seal label is attached to an immediate container that is also the primary pack, it may require certain information to be repeated so that, when it
is folded, the necessary information is still visible at all times.

Prescription products

Prescription-only products may be approved for use by, under supervision of, or under direction of, a registered veterinarian.

Under state and territory prescribing laws, it is the responsibility of the prescribing veterinarian to give adequate instruction to their client on the safe
and effective use of a prescription-only veterinary product when dispensing it. This is usually done after a diagnosis is made or as part of a treatment
trial, so the specific indication, appropriate dose, frequency and duration of treatment have already been determined. The states and territories
generally require these instructions to be in writing, particularly for the treatment of food-producing animal species.

The prescribing laws also require, among other things, the label to contain the name and contact details of the prescribing veterinarian and date of the
prescription. As with prescription products for humans, this is usually done by sticking a personalised veterinary practice label over the product label,
being careful not to obscure any of the details on the main panel, or any of the label instructions the veterinarian wishes to be available as part of their
written instructions.

Space should therefore be allowed on some part of the product label for a personalised veterinary practice label. Most products will have space for
this on a panel of the primary pack; however, very small containers may need to have this space on a specific user information leaflet or insert.

Primary pack—main panel

The mandatory layout and placement requirements for the relevant label particulars for non-prescription veterinary products on the main panel of the
primary pack also apply to prescription veterinary products, with the following exception:

The statement of the registered indications for use of a product on the main panel of the primary pack label is not mandatory, although, if known,
the class or group (by mode of action) of the active constituents should be identified, and the class or level of permitted prescribing should be
stated.

Note: If the product is a prescription veterinary product that consists of discrete dosage units or has an immediate container that is not the primary
pack, the ‘Net contents’ statement on the main panel of the primary pack label is not normally required to mention that the container or units must not
be sold separately.

Primary pack—ancillary panels

The mandatory layout and placement requirements for the particulars for non-prescription veterinary products on the ancillary panels of the primary
pack also apply to prescription veterinary products, with the following exceptions:

When the full particulars are contained in a user information leaflet or insert, the following statement must appear immediately above the
‘Directions for use’ heading,

Read the [enclosed/attached] leaflet/insert for full instructions

When it is permitted to dispense the product, the statement must also appear immediately above the ‘Directions for use’ heading,

Use as directed by prescribing veterinarian.

In the latter case, the particulars appearing on the ancillary panels of the primary pack label may be reduced as required as shown in Table 5.

Space should be made available on an ancillary panel for the personalised practice label of the prescribing veterinarian.

Table 5: Prescription products—minimum requirements for ancillary panels of primary pack

Required information
Order of appearance on

label

The directions for use section of a label with the following subsection:

restraints

dosage1

withholding periods1

 trade advice1

safety directions
first aid instructions

1

Additional details2

name of the person primarily responsible for marketing the
product
APVMA approval number
expiry date

batch number

na
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1 These statements may be able to be abbreviated where they appear in full on the leaflet or insert. 

2 These details must also be placed on the ancillary panels of the primary pack, below the items listed above, unless they appear on the main panel away from the items required

there.

Immediate container

The mandatory layout and placement requirements on the immediate container for prescription veterinary products are the same as for the primary pack.

Products containing discrete dosage units or in very small immediate containers—for example, foils or blister packs containing tablets or capsules; or syringes, ampoules, vials

or tubes containing less than 5 mL or 5 g—when packed inside a primary pack that has all the required instructions for primary packs above, may have the instructions that

appear on the immediate container label further reduced (see Table 6).

Table 6: Prescription products—minimum reduced information for very small containers or discrete
doses packed inside a primary pack

Required information
Order of appearance on
label

FOR ANIMAL TREATMENT ONLY 1

distinguishing words of product name
‘Active constituent’ statement
contents (not needed for foils and blisters)
name of the person primarily responsible for marketing the
product
expiry date
batch number

2

Leaflet or insert

Leaflets or inserts are almost always included with prescription products. The mandatory layout and placement requirements on the leaflet or insert for
non-prescription veterinary products also apply to prescription veterinary products.

Note: If it is required by the APVMA, or requested by the applicant and permitted by APVMA, that detailed clinical or pharmacological information be
included on a label to help the prescribing veterinarian understand the type of drug or the trial work carried out during the registration process, this
should appear on a separate professional leaflet or insert. This will avoid unnecessary clutter or confusion with the end-user instructions that the
prescribing veterinarian may wish to give the animal owner or carer.

Printing and legibility requirements

The label instructions required by the APVMA, and any other information relevant to the handling or use of the chemical product contained on a label,
must be legible to the average person using their normal reading aids (for example, glasses) if required, in good natural light conditions (320 lux). If
the product is primarily for use indoors (for example, household products), the label must be legible using incandescent lighting of the type used in the
average household (160 lux).

Any words required on labels must be printed on the outside face of the label or container and be in the English language.

When printed for attachment to containers of agricultural and veterinary chemical products registered under the Agvet Code, labels must adhere to
requirements for:

attachment method
print size and style
typeface
print quality
colour.

Attachment method

Every label for a product must be printed on, or securely attached to, the outside of the container or pack of the product. Leaflets or booklets, if used,
should be attached to the container in plastic pockets or other suitable secure holding methods.

Print size and style

A print size of 2 mm or greater should be used unless label space is limited. Larger print sizes are more readable by users and other persons dealing
with the chemical. This facilitates the clear communication of warnings and instructions and contributes to the safe handling and use of the chemical.

If label space is limited (for example, on very small immediate containers), a minimum letter height of 1.5 mm (6 point type) may be used on the
ancillary panel. This means that:

letters with ascenders or descenders, such as b, f, g, h, l, t, are to be a minimum of 1.5 mm in height
letters without ascenders or descenders, such as a, e, i, o, u, m, r, are to be a minimum of 1 mm in height.

This minimum print size should only be used on the ancillary panel where space is limited.

Typeface

Typefaces chosen for labels need to be clear and simple. Complicated or decorative fonts can be difficult to read and should be avoided. Bodies of
text should not be in all capitals or italics, unless specifically required. Closely-spaced, condensed or widely-spaced lettering should be avoided. Bold
text can be used for emphasis, in addition to where it is required. Where bold text is used, registration holders must ensure the type does not become
so thick that it reduces the white spaces within characters.
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Print quality

Printing must be clear and crisp, and free from blurring or other distortion. Printing must be sufficiently durable so as not to fade, run, smudge or
otherwise lose legibility during reasonable handling and storage for at least the stated shelf life of the products.

Colour

The colour of the printed letters must be distinctly contrasted to the background colours—use light-coloured text on dark background and dark text on
light background. Well-contrasted colours with widely differing hues and an appreciable difference in value should be used; avoid using strongly
saturated colour pairs for text and background.

There must be a luminance contrast of at least 30 per cent between letters and background. (Australian Standard AS1428.1, particularly Appendix D,
provides further details on luminance contrast).

Text printed directly over pictorial or multicoloured backgrounds may be difficult to read and should be avoided. A plain screen, preferably white, may
be used beneath the letters to improve legibility in these situations.

Colour blindness affects a significant number of people in the community—between 5 to 10 per cent of males and around 0.5 per cent of females.
These people usually have difficulty with the colours green, yellow, orange and red, so this should be taken into account when choosing label colours
for critical information. In particular, avoid red print on green background or the reverse. Do not use red, green, brown, grey and purple next to each
other or on top of each other.

Anthelmintics for dogs and cats

In addition to the standard labelling requirements, labels on anthelmintic products for dogs and cats must also carry the following information, as
applicable.

Indications

Label claims must only state the specific parasites and stages of the life cycle against which the compound has been tested and proved effective.

Both the common and scientific name of parasites must appear in the medicinal claims on the labels of anthelmintics for dogs and cats; for example,
roundworms (Toxocara canis). However, where space is limited and the scientific names are included in the complete claim that appears on an
ancillary panel, they do not have to appear in the summary claim on the main label panel.

Generic claims for hookworm in dogs are allowed, provided the product controls both Uncinaria and Ancylostoma species. An ‘aids-in-control’ claim
may be allowed for one of these worm species, provided the APVMA has agreed that the range of efficacy resulting from registration trials is
acceptable. All labels for dog and cat anthelmintics for gastrointestinal parasites should carry the statement:

If worm problems persist, consult a veterinarian.

Directions for use

Dosage and administration

All anthelmintics (except prescription products) should carry specific label directions as outlined in Tables 1 and 2 below.

For anthelmintics administered routinely every month,(for example monthly heartworm products that aslo control gastrointestinal worms), the
directions for the dosing interval instructions may be varied to those outlined below on a case by case basis, as appropriate. This will be determined
during evaluation of the product. 

Table 1: Dosage for cats

Parasite/situation Treatment

Tapeworm Treat every 3 months

Roundworm or hookworm Treat at 6, 8, and 12 weeks of age—thereafter every 3 months

Pregnant cats Treat at mating, before birth of kittens and then every 3 months

 

Table 2: Dosage for dogs

Parasite/situation Treatment

Hydatid tapeworm
Dogs should not be fed, or allowed to feed on, offal from any species. Dogs in hydatid areas should be treated every
6 weeks.

Other tapeworms
Treat every 3 months. A statement regarding flea control should appear on the labels in relation to Dipylidium species (not
relevant to Taenia species).

Roundworm and
hookworm

Treat at 2, 4, 8 and 12 weeks—thereafter every 3 months

Whipworm Treat every 6 to 8 weeks after 3 months of age

The following content can be found at http://new.apvma.gov.au/node/917
If making a submission, please reference page number: 917
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Heartworm (when
relevant)

WARNING: Consult a veterinarian before use. Adverse reactions may occur when administering this product to dogs for
prevention of heartworm.

Pregnant bitches Treat at mating, before whelping and then every 3 months

All heartworm products should carry the following instruction:

Treatment for heartworm should occur regularly at [x] intervals.

Use of specific terminology

‘Broad-spectrum’ or ‘all wormer’

The term ‘broad-spectrum’ or ‘all wormer’, with reference to cat and dog anthelmintics, should only be used for worm treatments that control all major
types of gastrointestinal worms (that is, roundworms, tapeworms, hookworms and whipworms in dogs; and roundworms, tapeworms and hookworms
in cats).

Where ‘broad-spectrum’ or ‘all wormer’ is claimed for anthelmintics for dogs, the following statement must be included in the claim on the front panel
unless data to the contrary is provided:

Does not control heartworm in dogs.

A generic claim for tapeworm control is permitted only when a product used at the recommended label rate removes greater than 99 per cent of
hydatid tapeworm. Where no hydatid control claim is made, the label must have the following statement in the claim on the front panel:

Does not control hydatid tapeworms (Echinococcus granulosus).

Anthelmintics for sheep, goats and cattle

In addition to the standard labelling requirements, labels on anthelmintic products for sheep, goats and cattle should also carry the following
information, as applicable.

Indications

All label claims must contain, as a minimum, the following statements:

[Name of product] contains [name of active ingredient], a member of the [name of the anthelmintic group]
family of chemicals. It is effective against sensitive strains of the following internal parasites: [list of

scientific and common names used in Australia]. Resistance may develop to any chemical.

Both the common and scientific name of parasites must appear in the ‘Claims for use’ statement on the label. The scientific name must either be
written in italics or underlined. The scientific names are optional in the summary claim on the main panel if they appear in the complete claim on the
ancillary panel.

You may propose relevant wording specific to your products in addition to the above statements. Labels may also show claims that a product is
effective against resistant parasites, providing you present us with convincing data to satisfy registration requirements.

Labels on products for sheep and goats must also contain the following statements:

Ask your local veterinary practitioner or animal health adviser for recommended parasite management
practices for your area to reduce development of resistance. It is advisable that a resistance test be

conducted before any parasite treatment is used.

Directions for use

Contraindications

Products containing abamectin for sheep and/or cattle should include the following ‘Contraindications’ statement(s), unless data are assessed to
support an alternative:

Sheep

The following content can be found at http://new.apvma.gov.au/node/920
If making a submission, please reference page number: 920
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This product is contraindicated for use in lambs under 6 weeks of age or less than 10 kg body weight.

Cattle

This product is contraindicated for use in calves under 16 weeks of age or less than 50 kg body weight.

Precautions

Products containing levamisole should include the following ‘Precautions’ statements:

Exercise care in handling weak, pregnant and young animals to avoid unnecessary stress.

Avoid yarding animals off-feed overnight and ensure animals have access to water when yarded prior to
drenching.

Recommended dose should not be exceeded.

Dosage and administration

The directions for use should be simple, clear and concise and at least provide the minimum information necessary on how to use the product
appropriately. Where appropriate, the dosage and administration instructions may appear in tabular form.

The dose rate of anthelmintic for sheep, goats and cattle is to be expressed as:

[x] mL/kg body weight

Dose volume tables are to be shown for cattle up to 650 kilograms (kg), and sheep and goats up to 75 kg. Tables for sheep and goat products should
include dose or volume increments of no greater than 10 kg of body weight for animals up to 75 kg body weight. Tables for cattle products should
include dose or volume tables with increments of no greater than 50 kg of body weight up to 650 kg body weight.

The following statement should appear after the dose or volume tables for sheep and goat products:

Animals heavier than 75 kg to be dosed at [x] mL per [y] kg. A representative sample of animals should be
weighed before treatment. Dose the mob to the heaviest animal by live weight in each group (ewes,

wethers, rams, lambs); (bucks, does, kids). Where there is a large variation in size within the group, dose
rate should be based on the label directions for each weight range. Do not underdose. Drafting into two or

more lines may be appropriate, to avoid excessive overdosing.

The following statement should appear after the dose or volume table for cattle products:

Cattle heavier than 650 kg should be dosed at [x] mL per [y] kg. A representative sample of animals should
be weighed before treatment either with scales or a weighband. Dose rate to be based on heaviest cattle in

each group (bulls, cows, steers, calves, etc.). Do not underdose. Where there is a large variation in size
within the group, draft into two or more lines based on body weight, to avoid excessive overdosing.

Complementary animal health products

Herbal remedies

In certain circumstances full data packages may not be necessary for the APVMA to assess an application for veterinary product registration. The
APVMA may evaluate applications for registration of veterinary herbal and marine-derived remedies with reduced data packages if:

the proposed product label clearly identifies the product as a complementary animal health product, i.e.

The summary claim on the main panel of the label must clearly state:

The following content can be found at http://new.apvma.gov.au/node/948
If making a submission, please reference page number: 948
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This product is registered as a complementary animal health product.

and

the product label only makes a limited claim for possible health benefits.

For example, a general health claim, such as:

May be of benefit for improving or promoting [organ/system] health or production or performance.

Anti-inflammatories

In addition to the standard labelling requirements, labels for anti-inflammatories should also carry the information outlined below.

Phenylbutazone

All products that contain phenylbutazone must include the following ‘Restraint’ statement. This should be placed immediately below the ‘Directions for
use’ heading.

RESTRAINT
NOT FOR USE in food-producing animals.

If a product is to be registered for use in horses, the following ‘Restraint’ statement should be included:

RESTRAINT
DO NOT USE in horses that may be used for human consumption.

Antibiotics

In addition to the standard labelling requirements, labels for antibiotic products should include the following information, where applicable.

Long-acting oxytetracycline products

The following critical comments must appear below the ‘Directions for use’ heading of the label:

Injections should be given in the neck region.
Injection site volumes should not exceed 10 mL per site.

Treated animals should be clearly identified in such a way that they will maintain their treatment identity
during the withholding period.

Gentamicin products

All gentamicin products are to include the following ‘Restraint’ statement. This should be placed immediately below the ‘Directions for use’ heading.

RESTRAINT
NOT FOR USE in food-producing animals.

If a product is to be registered for use in horses, the following ‘Restraint’ statement is appropriate:

RESTRAINT
DO NOT USE in horses that may be used for human consumption.

The following content can be found at http://new.apvma.gov.au/node/922
If making a submission, please reference page number: 922

The following content can be found at http://new.apvma.gov.au/node/931
If making a submission, please reference page number: 931
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Ectoparasiticides for dogs and cats

In addition to the standard labelling requirements, labels for ectoparasiticides for dogs and cats must also carry the following information, as
applicable.

‘Active constituent’ statement

The active isomer (and, where relevant, the isomeric ratio) must be specified. For example:

S-methoprene and permethrin 60:40

Active constituents of mixtures should be shown in a column, in descending order based on the concentration of each active constituent present.
When synergists are also present, they should be shown after the main active constituent(s), even when they are present in the product at a higher
concentration than the active constituents(s) (for example, piperonyl butoxide as a synergist for pyrethrin).

Product name

Where a product does not require further dilution before usage, the following words may be included in the product name:

READY FOR USE

Indications

Where control of ticks is claimed, the species name of ticks must be stated. Where tick control is claimed and paralysis tick is not controlled, the
following statement should appear:

Does not control paralysis tick (Ixodes holocyclus).

Products that claim to control Ixodes holocyclus should have the following label statement:

Ixodes holocyclus ticks do not occur in Western Australia.

If a claim is made in relation to I. holocyclus ticks, the following grooming statement must appear:

In tick season, daily searching for, and removal of, any ticks found is recommended.

Both the common and scientific name of parasites must appear in the claims statement on the label. The scientific name must be written in italics or
underlined. The scientific names are optional in the summary claim appearing on the main panel, if they appear in the complete claim on the ancillary
panel.

Products that have the claim ‘aids in the control of fleas’ (efficacy 75–95 per cent) must show the following statement:

This product is an aid in the control of fleas and may not completely eliminate fleas from treated animals.
Total eradication of fleas requires appropriate treatment of both the animal and its environment. A

veterinarian should be consulted when flea infestation continues to be a problem.

A repellent claim is not permitted in relation to ticks and fleas without supporting data.

‘Net contents’ statement

Contents of aerosol cans must be expressed as:

[x] g NET

Directions for use

Contraindications

The following content can be found at http://new.apvma.gov.au/node/947
If making a submission, please reference page number: 947

Make an application
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Either of the following contraindication statements should appear on all products, except those containing pyrethrins or permethrin (unless data to the
contrary is supplied):

Not recommended for use on kittens and puppies under 3 months of age.

Must not be used on kittens and puppies under 3 months of age.

Side effects

Sprays containing pyrethrin or permethrin and intended for use on cats must carry the following statement under the ‘Side effects’ heading:

May cause dribbling and unsteady gait in cats. If these  occur, wipe off excess product and contact a
veterinarian.

Dosage and administration

The directions for use should be simple, clear and concise and at least provide the minimum information necessary on how to use the product
appropriately. Where appropriate, the dosage and administration instructions may appear in tabular form.

General directions

The following statement must appear in sans-serif, bold-face capital letters of not less than 2 mm in height:

NOT TO BE USED FOR ANY PURPOSE, OR IN ANY MANNER, CONTRARY TO THIS LABEL UNLESS
AUTHORISED UNDER APPROPRIATE LEGISLATION.

Advice on control of fleas in the animal’s environment (zone control) is required (for example, treat bedding, carpet, etc).

Dog spot-ons that contain permethrin

In addition to the standard labelling requirements and those described above, dog spot-ons that contain permethrin must also carry the following
information. We will require this information by applying a special condition to the label approval for these products. Details of the conditions are
explained below:

Warning image

Label approval condition 1

The label contains either the white keyline image or the white box image set out below at greater than or equal to the dimensions specified for each
 image (the ‘warning image’).

Warning text

Label approval condition 2

The label  contains the following text in the following form (the ‘warning text’):

Keep cats separated from recently treated dogs.

There are reports of toxic effects in cats which groom or contact dogs treated 48 hours earlier.

Toxic effects include behaviour changes, drooling, tremors and death.

Seek veterinary advice immediately if you suspect toxicity in a cat.

Each sentence is to begin on a separate line.

Label approval condition 3

Make an application
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The warning image and the warning text are displayed on the label in accordance with the following requirements:

front of package:
the warning image is to be placed on the front of each package in the dimensions stated  in condition 1 or a larger dimension
the PMS colours are to be green PMS 355C and red PMS 485C
the warning image is to be placed beneath the active constituents, and as close to the active constituents as possible in accordance with
the APVMA Labelling Code or Labelling Standard, whichever is in force at the time.

back of package:
the same version of the warning image that is used on the front of the package is to appear on the back of the package, beneath the
‘Directions for use’ heading
the warning image is to be in the dimensions stated above in condition 1 or a larger dimension
the warning text must accompany the warning image and be either directly below or beside the warning image
the warning text is to be in at least the same size text as the rest of the text on the back of the package.

internal packaging:
for internal foil packs, the warning image must be in the dimensions stated in condition 1 or a larger dimension, but may be printed in a
single colour
for pipettes, a version of the warning image is to appear if space permits. If space does not permit, the words ‘toxic to cats’ must appear
in text at least 1.5 mm high
for leaflets, the warning image must be in the dimensions stated above in condition 1 or a larger dimension and may be printed in a single
colour. The warning text must appear as it appears on the back of package.

Ectoparasiticides for sheep and goats

In addition to the standard labelling requirements, labels on ectoparasiticide products for sheep and goats should also carry the following information,
as applicable.

You may apply to us with a request to include alternative statements to those described below. You will need to submit data supporting your request.
We will assess the data and if we agree we may approve the requested alternative label content.

‘Active constituent’ statement

Bacteriostats approved by the APVMA should be included as an active constituent on the label when included in the marketed product.

Indications

Claims must refer to susceptible strains of parasites. Both the common and scientific name of parasites must appear in the ‘Claims for use’
statement on the label. The scientific name must be written in italics or underlined.

Examples of ‘Claims for use’ statements:

For the [eradication/control] of [chemical name]-susceptible strains of lice (Bovicola ovis) on sheep with
short wool.

For the control of [chemical name]-susceptible strains of lice (Bovicola ovis) on sheep with long wool.

For [the treatment of/protection for up to x weeks against] strike by [chemical name]-susceptible strains of
blowflies (Lucilia cuprina) when applied by jetting.

Any claims for efficacy against resistant strains of ectoparasites must be supported by efficacy data.

The abbreviated (main panel) claim should indicate the length of wool on which a product is to be used, such as ‘off-shears’, ‘short wool’ or ‘long
wool’. These terms should be explained when used on the label. Variations to the definitions and time periods may be allowed in some
circumstances, when supported by data. Where these terms are not incorporated into the distinguishing product name, they should be included in the
product claim.

The following statement should appear—in bold-face capital letters that are a minimum of 2 mm in height—as the last statement under the ‘Claims
(indications) for use’ section, towards the bottom of the main panel of the primary pack label:

READ DIRECTIONS FOR USE BEFORE OPENING OR USING THIS PRODUCT

Directions for use

Restraints, contraindications and precautions

You should refer to the statements required on labels for each product type below. The statements may be modified subject to APVMA approval. (Our

The following content can be found at http://new.apvma.gov.au/node/932
If making a submission, please reference page number: 932

Make an application
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expectation is that you will be able to supply appropriate data to support your requested modifications.)If the use of certain products is prohibited in
certain states and territories, this should be indicated in this section.

Dosage and administration

Critical use comments are statements that are essential for the effective use of the product.

Where a premixing instruction is included, it should appear under the ‘Dosage and administration’ heading.

Dilution rates should be shown as:

[x] mL or litres [product]/100 litres water.

Ratios or percentages should not be used.

Directions for use should be simple, clear and concise and at least provide the minimum information necessary on how to use the product
appropriately. Where appropriate, the dosage and administration instructions may appear in tabular form.

For products registered and approved for use on goats and sheep the directions must make reference to goats as well as sheep.

Directions for use should include a dose, volume or usage table (as outlined in examples below).

General directions

For all ectoparasiticides, the following statement must appear in bold-face, sans-serif capital letters of not less than 2 mm in height:

NOT TO BE USED FOR ANY PURPOSE, OR IN ANY MANNER, CONTRARY TO THIS LABEL UNLESS
AUTHORISED UNDER APPROPRIATE LEGISLATION

For all new products, advice on rainfastness (the time after an application when the product may need to be re-applied if heavy rain falls) must be
included on labels in the general instructions. Data should normally be available from efficacy studies.

Other information that may be included in the general directions, as appropriate for a product, includes compatibility statements, instructions to avoid
settling, instructions for mixing, topping up and dipping out dips, mycotic dermatitis information and bacteriostat requirements.

Withholding periods

Appropriate withholding period statements for meat, milk and wool are to be included on labels. Meat and milk ‘Withholding period’ statements are to
precede those for wool.

Note: The wool ‘Withholding period’ statement is likely to change in the near future and may include a wool harvesting interval and wool rehandling
period. In the interim, a default withholding period of at least 2 months applies unless data supporting a shorter or longer withholding period are
supplied.

Note: For wound dressings and fly strike treatments for individual sheep, default withholding periods of at least one month applies, unless data is
supplied to support a shorter withholding period.

Off-shears backline products for lice

In addition to the general labelling requirements above, the labels for off-shears backline products for lice should also carry information as listed under
the following sections.

Product name

Descriptive terms relevant to the type of product such as ‘pour-on’ or ‘spray-on’ should be used in the name where possible.

Indications

Where the descriptive terms such as ‘pour-on’ or ‘spray-on’ or ‘backline’ are not included in the product name they should be included in the
statement of claims for use.

Directions for use

Restraints

The following statement should be included under the ‘Restraints’ heading:

DO NOT USE more than 24 hours after shearing

Critical use comments

The following ‘Critical use comment’ statements should appear on the product label:

Make an application
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Use only on sheep that have been cleanly shorn.

Avoid treating ewes less than [x] weeks before lambing commences, while ewes are lambing or have lambs
at foot, as live lice can persist and infect the lambs.

Treated sheep should not be mixed with untreated sheep until [x] weeks after treatment.

Dosage and administration

All off-shears backline treatments should show the following under the heading ‘Critical use comments’:

Dose rates are to be based on the heaviest sheep (goats) in the mob.

Sheep (goats) must be weighed and where necessary, treated in separate groups based on body weight.

Dose or volume tables with appropriate weight steps extending up to at least 75 kg must be shown, to ensure that minimum rates of application are
reached. You must justify these rate steps in your registration application to the APVMA. All off-shears backline treatments should show the following
headings in a dose or volume table:

Animal Pest Body weight (kg) Dose (mL of product)

    

[This example table shows the headings: Animal, Pest, Body weight (kg), Dose (mL of product)]

A pictogram or photograph of a sheep illustrating the correct application method should appear on the label. For pour-ons, the correct method of
application is generally from the poll of the head to the base of the tail. For other products (spray-on etc.), the correct method should be clearly
described.

Instructions should be added as appropriate for a product, including information relating to the applicator, method of application or clean up after use.

Example 1: Suggested ancillary panel layout for an off-shears pour-on lousicide product.

EXPANDED CLAIMS: [if abbreviated on main panel] [include scientific names of pests if not included on
the main panel]

For the [eradication/control] of [chemical name]-susceptible strains of lice (Bovicola ovis) on sheep off-
shears.

DIRECTIONS FOR USE:
Restraints:

DO NOT USE more than 24 hours after shearing.

Critical use comments:
Use only on sheep that have been cleanly shorn.

Avoid treating ewes less than [x] weeks before lambing commences, while ewes are lambing or have lambs
at foot, as live lice can persist and infect the lambs.

Treated sheep should not be mixed with untreated sheep until [x] weeks after treatment’.

Dosage and Administration:
Dose rate: [x] mL per [y] kg body weight.

 

Animal Pest Body weight (kg) Dose (mL of product)

Sheep  [x] kg [y] mL

Make an application
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[This example table shows the headings: Animal; Pest; Body weight (kg); Dose (mL of product). The first row shows an example for sheep.]

Critical use comments:
Apply as a single band from poll of the head to the base of tail as in diagram below. Sheep should be
weighed before treatment. Treat sheep according to the heaviest animal by live weight in each group

(ewes, rams, lambs). Do not underdose. Sheep in excess of 75 kg body weight to be dosed at x mL per
y kg body weight.

[Appropriate pictogram]
NOT TO BE USED FOR ANY PURPOSE, OR IN ANY MANNER CONTRARY TO THIS LABEL UNLESS

AUTHORISED UNDER THE APPROPRIATE LEGISLATION.

Short-wool products—plunge and shower dips

In addition to the general labelling requirements for all ectoparasiticides above, the labels on short wool plunge and shower dips should also carry the
following information as relevant for stripping or non-stripping dips.

Constant replenishment recommendations are only to apply to shower dips, unless data are provided to
support use in plunge dips.

Restraints

The following ‘Restraints’ statement is required:

DO NOT dip sheep more than 6 weeks after shearing.

Contraindications

The following ‘Contraindications’ statement is required:

DO NOT dip sheep more than 6 weeks after shearing.

Contraindications

The following ‘Contraindications’ statement is required:

Dipping within 2 weeks of shearing is not recommended.

Critical use comments

The following ‘Critical use comments’ statements are required:

Dipping sheep heavily infested with grass seed is not recommended.

Where applicable, use the following statements:

For effective control of lice, thorough wetting to skin level is essential.

Dip sheep at onset of fly wave. Thoroughly saturate sheep
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Stripping dips

The active constituent in stripping dips strips out of the wash through absorption by the wool. The complex dip management regimen must be clearly
explained in the ‘Directions for use’ on product labels. A label statement should clearly indicate that the product is a stripping dip.

Dosage and administration

Directions for use must clearly show how falling sump volume requires first reinforcement and then topping up. Directions are required for both the
addition of product (reinforcement) and combined product and water (topping-up) needed to maintain the dip at an effective level and strength. Both
directions should be concise and clear enough to stand alone. Separate directions for ‘dipping out’ should not be used, because dipping out is
covered by reinforcement. Reinforcement alone should only be used in cases where the addition of water is unwarranted or unwanted, either because
the reduction in wash volume is too little to justify re-filling the dip or because dipping is nearly complete, that is, dipping out.

Where instructions for continuous replenishment are used, it must be clear on the label that this term currently refers only to shower dips and not
plunge dips, unless a case can be made for use with plunge dips.

Critical use comments

All stripping dips should show the following:

Critical use comments
This is a STRIPPING dip. Reinforcement with undiluted concentrate is required before topping up. When

dipping out, reinforce only.

Advice on exactly how to mix products into dips should be included. For some products, specific instructions are essential, such as the pre-mixing of
powder products or some liquids. All such statements should be justified to the APVMA.

All stripping dips should show the following headings in a dose, volume or usage table:

Animal(pest)
Treatment
method

Initial
charge

Reinforcement (always reinforce before
topping up)

Topping up (when dip or sump falls by
approximately 25%)

     

[This example table shows the headings: Animal (pest); Treatment method; Initial charge; Reinforcement (always reinforce before topping up);
Topping up (when dip or sump falls by approximately 25%).]

Example 2: Suggested ancillary panel layout for a sheep dip for lice that strips out.

Indications: [if abbreviated on main panel] [include scientific names of pests if not included on the main
panel].

For the [eradication/control] of [chemical name]-susceptible strains of lice (Bovicola ovis) on sheep with
short wool

DIRECTIONS FOR USE:
Restraints:

DO NOT dip sheep more than 6 weeks after shearing.
Contraindications:

Dipping within 2 weeks of shearing is not recommended.

Critical Use Comments:
Dipping sheep heavily infested with grass seed is not recommended.

For effective control of lice, thorough wetting to skin level is essential.

Dosage and Administration:
Critical Use Comments:

This is a stripping dip. Reinforcement with undiluted concentrate is required before topping up. When
dipping out, reinforce only.

Animal(pest)
Treatment

method

Initial

charge

Reinforcement (always reinforce before

topping up)

Topping up (when dip/sump level falls

by approximately 25%)

Sheep (lice) Plunge dip [x] mL per
100 L water

Do not add water. Add [y] mL of product each
time the level of dip wash falls by 500 L

Reinforce first. Then add [z] mL of product
per 100 L of fresh water required

Make an application



Critical use comment: Immerse heads of sheep at least twice after they enter the dip

Sheep (lice) Standard shower dip
[x] mL per
100 L water

Add [y] mL of product each time the level of dip
wash falls by 200 L

Reinforce first. Then add [z] mL of product
per 100 L of fresh water required

Critical use comment: Do not use a shower dip with a sump volume less than 2000 litres and do not allow dip level in sump to fall below half full.

Sheep (lice)
Continuous
replenishment
shower dip

[x] mL per
100 L water

Not required
Use dip wash from the replenishment tank
mixed at [y] mL per 1000 L of water

Critical use comment: Maintain sump level at least 500 mm above pump intake.

NOT TO BE USED FOR ANY PURPOSE, OR IN ANY MANNER CONTRARY TO THIS LABEL UNLESS
AUTHORISED UNDER THE APPROPRIATE LEGISLATION.

Non-stripping dips

The active constituent in non-stripping dips does not strip out of the wash through absorption by the wool. The dip management regimen must be
clearly explained in the directions for use on product labels. A label statement should clearly indicate that the product is a non-stripping dip.

Dosage and administration

Directions for use must clearly show how falling sump volume requires topping up. Directions are required for the addition of combined product and
water (topping-up) needed to maintain the dip at an effective level.

Critical use comments

All non-stripping dips should show the following:

Critical use comments
This is a NON-STRIPPING dip. Reinforcement with undiluted concentrate is not required when topping up.
When topping up (when the level of dip wash falls by more than 25%) or each time the level of dip wash

falls by 500 L (or 200 L for shower dips) add [x] mL of product per 100 L of water.

You should include advice on exactly how to mix products into dips. For some products, specific instructions are essential, such as the pre-mixing of
powder products or some liquids. All such statements should be justified to the APVMA.

All non-stripping dips should show the following headings in a dose, volume or usage table:

Animal(pest) Treatment method Initial charge Topping up (when dip/sump level falls by approximately 25%)

    

[This example table shows the headings: Animal (pest); Treatment method; Initial charge; Topping up (when dip/sump level falls by approximately
25%).]

Long-wool products—jetting and spray-on products

Long wool products are for use on sheep more than six weeks after shearing. In addition to the general labelling requirements for sheep and goat
ectoparasiticides, the labels on long wool products should also comply with the following requirements, as relevant.

Directions for use

Dosage and administration

The following ‘Critical use comment’ statements should appear on all long-wool products unless modified subject to APVMA approval based on
appropriate data.

Critical use comments
For use on sheep more than six weeks after shearing. Reduced effectiveness is likely if used on sheep

with lumpy wool.

Make an application
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The following ‘Critical use comment’ statement should appear on products that have not been registered with a claim for eradication of lice but may
be modified subject to APVMA approval based on appropriate data:

Critical use comment
After the next shearing, sheep should be re-treated with an effective off-shears or short-wool (up to six

weeks after shearing) product.

The following ‘Critical use comment’ statement should appear on products registered for jetting of sheep for either fly or lice control but may be
modified subject to APVMA approval based on appropriate data:

Critical use comment
This product is not recommended for use in jetting races because reduced efficacy and/or a reduced period

of protection may result.

Where dose rates depend on the length of wool or the time since last shearing (either or both may be used), including those for jetting products for fly
strike prevention or long-wool lice control, then appropriate instructions should be shown with the following headings in a dose or volume table:

Animal(pest) Treatment method Months after shearing Dose (mL of product)

 Spray-on   

 Jetting   

[This example table has four columns with the following headings: Animal (pest); Treatment method; Months after shearing; Dose (mL of product).
Most of the remaining cells are empty, except for the ‘Treatment method’ column, which contains in the first row, ‘Spray-on’ and in the second row,
‘Jetting’.]

In addition:

Where mixing directions are required, they should also be included in the table above.

Information relating to the applicator, method of application or clean-up after use should be included. Statements relating to pump pressure, method
of jetting, etc. should also be included. Note: the APVMA may approve the use of jetting races if appropriate data are supplied and the trade name
and/or type of the jetting race(s) is included on the label.

For spray-on products, a pictogram or photograph of a sheep illustrating the correct application method should appear on the label.

Example 3: Suggested ancillary panel layout for a long-wool spray-on product for lice.

EXPANDED CLAIMS: [if abbreviated on main panel] [include scientific names of pests if not included on the
main panel]

For the control of [chemical name]-susceptible strains of lice (Bovicola ovis) on sheep with long wool.

DIRECTIONS FOR USE:
Dosage and administration:

Animal (pest) Treatment method Months after shearing Dose (mL of product) Critical comments

Sheep (lice)  [x] months [y] mL Application instructions

     

     

     

[This example table shows the headings: Animal (pest); Treatment method; Months after shearing; Dose (mL of product); Critical comments. The first
row contains the example for sheep.]

Critical Use Comments: For use on sheep more than six weeks after shearing. Reduced effectiveness is
likely if used on sheep with lumpy wool.
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After the next shearing, sheep should be treated with an effective off-shears or short wool (less than six
weeks after shearing) product.

[Appropriate pictogram]
NOT TO BE USED FOR ANY PURPOSE, OR IN ANY MANNER CONTRARY TO THIS LABEL UNLESS

AUTHORISED UNDER THE APPROPRIATE LEGISLATION.

All fly strike control products (including wound dressings)

In addition to the general labelling requirements for sheep and goat ectoparasiticides and the specific requirements for all dips, spray-ons and jetting
products above, the labels on all fly strike control products should also comply with the following requirements.

Indications

The approved protection period must be specified in the label claim by using one of the following alternative statements:

When applied as directed this product will protect against fly strike for [x] to [y] weeks

When applied as directed this product will protect against fly strike for up to [x] weeks.

Directions for use

Dosage and administration

Products registered for fly strike control on sheep or goats should also include the following ‘Critical use comments’ statements (as appropriate)

Critical use comments: Jet at onset of blowfly wave.

Critical use comments: When used on sheep with less than 6 weeks wool a reduced period of protection
may result.

Critical use comments: This product is not recommended for use in jetting races because a reduced period
of protection may result.

DO NOT collect and re-use fluid that runs off.

Specific directions for use should be included in the dose or volume usage table. Where claims for pests other than blowfly are also made the
directions in the table must clearly distinguish between each pest for which claims are made.

Example 4: Suggested ancillary panel layout for a product that is used as a long wool jetting product for fly strike prevention and

individual animal treatment of fly strike.

Expanded claims: [if abbreviated on main panel] [include scientific names of pests if not included on the
main panel]

For the protection for up to [x] weeks of strike by [chemical name]-susceptible strains of blowfly (Lucilia
cuprina) when applied by jetting.

DIRECTIONS FOR USE:
Dosage and Administration:

Animal (pest) Treatment Rate

Sheep (blowfly) Jetting for prevention of fly strike Add [y] mL product for each 100 L of water

[This example table shows the headings: Animal (pest); Treatment; Rate. The first row contains an example for sheep.]

Critical use comments:
For use on sheep more than six weeks after shearing. Reduced effectiveness is likely if used on sheep

with lumpy wool.
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Jet at onset of blowfly wave.
When used on sheep with less than 6 weeks wool a reduced period of protection may result.

This product is not recommended for use in jetting races because reduced efficacy and/or a reduced period
of protection may result.

Do not collect and re-use fluid which runs off.

Animal (pest) Treatment Rate

Sheep (blowfly) Dressing for treatment Use [z] mL product for each 1 L water

[This example table shows the headings: Animal (pest); Treatment; Rate. The first row contains an example for sheep.]

Critical use comments: Saturate struck area thoroughly
NOT TO BE USED FOR ANY PURPOSE, OR IN ANY MANNER CONTRARY TO THIS LABEL UNLESS

AUTHORISED UNDER THE APPROPRIATE LEGISLATION.

All itch mite products

In addition to the general labelling requirements for sheep and goat ectoparasiticides above, the labels on itch mite products should also comply with
the following requirements.

Indications

Only claims for ‘control’ of itch mite will be permitted on a label, unless a different claim can be demonstrated.

Directions for use

Dosage and administration

Specific directions for use should be included in the dose or volume usage table. Where claims for pests other than itch mite are made, the directions
in the table must clearly distinguish between each pest for which claims are made.

Euthanasiates

In addition to the standard labelling requirements, labels for euthanasiates should also carry the following ‘Restraints’ statement. This should be
placed immediately below the ‘Directions for use’ heading.

RESTRAINTS
For euthanasia only.

DO NOT USE as an anaesthetic.
DO NOT USE in animals that may be used for human or animal consumption.

Hormonal growth promotants

In addition to the standard labelling requirements, labels for hormonal growth promotants (HGPs) must also carry the following information.

The following statement must appear immediately under the heading of ‘Active constituents’:

This product contains a palpable marker.

The following statement must appear on the label following the above statement:

This product must only be supplied in accordance with Division 4.2 of the Agvet Code Regulations (Supply
of Hormonal Growth Promotants).

The following content can be found at http://new.apvma.gov.au/node/926
If making a submission, please reference page number: 926

The following content can be found at http://new.apvma.gov.au/node/946
If making a submission, please reference page number: 946
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The following statement must appear under the ‘Directions for use’ heading:

To be used ONLY in accordance with the instructions on this label unless authorised under appropriate
legislation.

Restraints

All products must carry the following statements under the ‘Restraints’ heading:

DO NOT USE in any animal other than [delete whichever does not apply: steers/heifers/steers and heifers]
producing beef for human consumption.

DO NOT USE more than one implant of any type concurrently per [steer/heifer/steer or heifer].
DO NOT implant sooner than [x] days after the last implant.

DO NOT implant this product in any site other than beneath the skin in the middle third of the back of the
ear.

DO NOT USE this product on HGP-free accredited cattle. It is a breach of Department of Agriculture
accreditation conditions to use this product on HGP-free accredited cattle or to possess this product on

any HGP-free accredited property (except for feedlots with flexible accreditation). Treated animals must be
identified as having received a hormonal implant by use of an approved ear punch.

When use in heifers is approved, this additional statement is required:

[DO NOT USE in heifers that are producing, or may in the future produce, milk that may be used or
processed for human consumption.]

Precautions

The following statements must appear under the ‘Precautions’ heading:

Implanting cattle under 6 weeks of age is NOT recommended.
Implanting cattle intended for breeding is NOT recommended as they may experience decreased fertility.
Growth responses may vary widely for nutritional or other reasons. Improved performance may be noted

only when conditions are favourable for good growth.
Preputial/vaginal] and rectal prolapse, increased bulling activity, high tailheads, sunken loins, ventral

oedema and udder development may occur as side effects of treatment. [Delete whichever does not apply]
To help avoid abscess formation at the site of the implant, the surface of the ear should be thoroughly

cleaned and disinfected before implantation.

When the product contains trenbolone, the following alternative statement is required (3 months for grass-fed or 6 months for lot-fed beef):

Implanting cattle under [3 months for grass fed/6 months for let fed] of age is NOT recommended.

Administration

The following statements must appear under the ‘Dosage and administration’ heading:

READ THE ENCLOSED LEAFLET BEFORE USING THIS PRODUCT.
Approved implantation technique is fully described in the enclosed leaflet.

Cattle implanted with this product must be individually identified with an approved ear punch mark.

Disposal

The following statements must appear under the ‘Disposal’ heading:

DO NOT dispose of unused implants in any way other than surrender to an approved retailer or wholesaler.
Dispose of empty cartridges by wrapping with paper and putting in garbage.

Discarded needles should immediately be placed in a designated ‘sharps’ container.

Make an application
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Individual, multi- and variable dose forms

Related veterinary medicinal products that have different dosage masses or different concentrations must be registered as separate products. This is
because they have different pharmaceutical properties, which may result in different stability, different efficacy and safety profiles. Different label
instructions may be needed to ensure safe and effective use. The packs containing those doses should be easily recognised and differentiated, so
that inadvertent overdosing or underdosing may be avoided.

Individual-dose forms

Individual-dose forms include tablets, caplets, capsules, implants, sachets, syringes and pipettes packaged and presented for use as a discrete dose
for an individual animal. Where there is more than one dosage mass (for example, tablet size) of an individual dose form the distinguishing product
name as approved by the APVMA should include numbers and/or words to indicate the different dosage mass. Each dosage mass will require a
separate registration.

This requirement applies even if the different dosage masses are made from the same bulk formulation. For example, if a company formulates a bulk
mix containing 1 gram per kilogram (g/kg) of active ingredient, then makes it into three different tablet sizes—for example, 10 milligram per tablet
(mg/tab), 20 mg/tab or 50 mg/tab—each of the three tablet sizes will require separate registration.

Each of these separate products may have several pack sizes. The pack size should indicate the number of doses in each pack, rather than the
dosage mass—for example, 10, 50 or 100 tablets. Provided they have identical label instructions, the different pack sizes will not require different
product names, and may be registered as a single product.

Multi- and variable-dose forms

Multi- and variable-dose forms include powders, pastes and liquids packaged and presented for use as a bulk pack where discrete doses need to be
measured out before administration or application to an individual animal. Where there is more than one concentration of a multi- or variable-dose
form, the distinguishing product name as approved by the APVMA should incorporate numbers and/or words to indicate the different concentration.
Each concentration will require a separate registration.

This requirement applies even if the different concentrations are made from the same bulk formulation. For example, if a company formulates a bulk
mix containing 1 gram per litre (g/L) of active ingredient, then makes it into three different concentrations by adding or instructing the addition of
diluent—for example, 10 milligram per millilitre (mg/mL), 20 mg/mL or 50 mg/mL—each of the three concentrations will require separate registration.

Each of these separate products may have several pack sizes. The pack size should indicate the weight or volume in each pack, rather than the
concentration—for example, 1 L, 5 L or 10 L packs. Provided they have identical label instructions, the different pack sizes will not require different
product names, and may be registered as a single product.

Intraruminal products

In addition to the standard labelling requirements, labels for intraruminal products should include the following statement under the ‘Directions for use’
heading where applicable.

Contraindication
SHOULD NOT BE ADMINISTERED TO CATTLE LESS THAN 5 MONTHS OF AGE

Non-prescription injectable products

In addition to the standard labelling requirements, labels on injectable products should carry the following information, as applicable. These
requirements only apply to non-prescription, injectable products and not to Schedule 4, Schedule 8 or vaccine products intended for use by or under
direction of a registered veterinarian.

All multi-use injectable products must include an in-use shelf life statement on the label. This statement should be located under the ‘Directions for
use’ heading, immediately beneath the ‘Dosage and administration’ subheading. In-use shelf life statements are determined by the APVMA during
evaluation and are based on chemistry data. Where an in-use shelf life has not been previously determined for a product, the default in-use shelf life
for the product is 24 hours. If you propose an alternative shelf life you must submit supporting data. We will assess the data and if we agree we may
approve an alternative shelf life.

Example of an in-use shelf life statement:

The following content can be found at http://new.apvma.gov.au/node/937
If making a submission, please reference page number: 937

The following content can be found at http://new.apvma.gov.au/node/936
If making a submission, please reference page number: 936

The following content can be found at http://new.apvma.gov.au/node/912
If making a submission, please reference page number: 912
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Use the contents within [x] [hours/days/months] of first broaching the vial.
Discard the unused portion.

Intravenous injections

For all non-prescription products (excluding remedies for metabolic diseases -see below) that are intended for intravenous administration, or for any
other products as directed by the APVMA, the following statement should appear as part of the claim or indications on the main panel and
immediately below the ‘Dosage and administration’ subheading on the ancillary panel of the label. The statement should appear in bold-face, sans-
serif letters as shown.

For intravenous (IV) use by or under the direction of a registered veterinary surgeon.

Subcutaneous injections

For non-prescription products intended for subcutaneous administration to food-producing animals, the following directions should appear on a leaflet
or on the label with the ‘Caution’ statement in bold-face, sans-serif letters in sentence case.

Caution: avoid carcass damage
1. Sterilise all injection apparatus by boiling (or equivalent) before use. Avoid use of strong disinfectants on

apparatus.
2. Maintain cleanliness at all times.

3. Keep needles sharp and clean. Replace frequently.
4. Use shortest needle possible, certainly not exceeding 15 mm.

5. As far as possible, avoid injection of animals during wet weather or under dusty conditions.
6. This product should be injected only under the skin.
7. If possible, inject high on the neck behind the ear.

Points to note:

Items 4, 5 and 7 may not be appropriate for calcium borogluconate and other metabolic disease remedies, or for other injections of relatively
large volume.
Item 7 may not be appropriate for products administered to poultry.

Combined intramuscular or subcutaneous injections

For non-prescription products intended to be administered either intramuscularly or subcutaneously to food-producing animals, the following
directions may only appear on a leaflet or on a securely attached tag. The ‘Caution’ statement should be in bold-face, sans-serif letters in sentence
case.

Caution: avoid carcass damage
1. Sterilise all injection apparatus by boiling before use. Avoid use of strong disinfectants on apparatus.

2. Maintain cleanliness at all times.
3. Keep needles sharp and clean. Replace frequently.

4. Use needles of appropriate gauge and length. For subcutaneous administration, use shortest needle
possible, certainly not exceeding 15 mm.

5. As far as possible, avoid injection of animals in wet weather or under dusty conditions.
6. Intramuscular injections should be made into muscle tissue on the side of the neck. Subcutaneous

injections should be made under the skin, high on the neck behind the ear.

The following content can be found at http://new.apvma.gov.au/node/915
If making a submission, please reference page number: 915

The following content can be found at http://new.apvma.gov.au/node/916
If making a submission, please reference page number: 916

The following content can be found at http://new.apvma.gov.au/node/918
If making a submission, please reference page number: 918
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Point to note:

Item 6 may need to be modified to delete the reference to injection on the neck for products administered to poultry.

Calcium, magnesium, glucose and phosphorus solutions for the
treatment of metabolic diseases in sheep and cattle

In addition to the standard labelling requirements and the labelling requirements for non-prescription, injectable products above, solutions of calcium,
magnesium, glucose and phosphorus for the treatment of metabolic diseases in sheep and cattle must also carry the information outlined below.

For calcium borogluconate and other metabolic disease remedies, the following statement should appear as part of the claim or indications on the
main panel and immediately below the ‘Dosage and administration’ subheading on the ancillary panel of the label. The statement should appear in
bold-face, sans-serif letters as shown.

Use of this product intravenously may be hazardous to the animal and advice from a registered veterinary
surgeon should be sought.

Use of the phrase ‘four in one’ or ‘4 in 1’ in the product name for products containing calcium, magnesium, glucose and phosphorus will still be
accepted on the basis of historical use, provided that:

only the calcium, phosphorus and magnesium content are declared as active constituents, as per the example below:
Active constituents—per 500 mL
Calcium (as the gluconate)—12.50 g
Phosphorus (as the hypophosphite)—6.00 g
Magnesium (as the hypophosphite)—2.35 g
Also contains:
Glucose (as dextrose monohydrate)—[x] g

only the treatment of hypocalcaemia (parturient paresis or milk fever) and related metabolic diseases (transit paresis, transit tetany) in sheep
and cattle are claimed in the indications for use. The claim may also include the treatment of hypomagnesaemia (grass tetany or lactation
tetany), provided that directions are given for initial treatment with a magnesium salt solution, as well as with the product making the claim. The
claim should not include any indication for hypoglycaemia (pregnancy toxaemia or ketosis or acetonaemia).

Products containing minerals

In addition to the standard labelling requirements, products containing minerals should also include the information below.

Selenium

For products that contain selenium, include the following statement:

Contraindications
This product is contraindicated for use when selenium intake from pasture is high or selenium is provided by

other means (such as top dressing, vaccine, pellets or selenium drenches) if blood selenium levels at
treatment are high. Users can determine selenium status by consulting their veterinarian.

Copper

For products that contain copper, include the following statement:

Contraindications
Excessive copper is toxic. This product is contraindicated for use unless copper deficiency is confirmed.

Cobalt

For products that contain cobalt, include the following statement:

Contraindications
This product is contraindicated for use unless cobalt deficiency is confirmed.

The following content can be found at http://new.apvma.gov.au/node/919
If making a submission, please reference page number: 919

The following content can be found at http://new.apvma.gov.au/node/933
If making a submission, please reference page number: 933
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This product is contraindicated for use in sheep that are dehydrated or unwell.

Other minerals

The following ‘Contraindications’ and ‘Precautions’ statements may also be required on some products containing minerals:

Contraindications
This product is contraindicated for use unless mineral deficiency is confirmed.

This product is contraindicated for use in animals that are dehydrated or unwell.
Precautions

Minerals such as copper, cobalt, selenium, iron, manganese and molybdenum compete with each other for
metabolically important processes in the animal. Users should seek veterinary advice before treatment.

Products for application to wounds

In addition to the standard labelling requirements, labels of products for treating wounds should also carry the information as outlined below.

Products for use on wounds that contain alcohol as a solvent (20 per cent or more) and may cause discomfort or delay wound healing should carry the
following statement:

Repeated use on open wounds is not recommended.

Professional packs of oral non-prescription products

Tablets are the most common type of oral, non-prescription, individual-dose veterinary chemical products for use in companion animals. The tablets
are usually registered initially for supply in a foil or blister pack.

We will generally not approve supply of larger pack sizes of these same products when they are not packaged in foil or blister packs, without requiring
a risk assessment, that addresses the following issues:

Some of the individual doses could be dispensed without the full label instructions being passed on to the end user. This has implications for
efficacy and the safety of the target animal, as well as end-user safety.
The product container may be introduced into the home, where young children are more likely to be exposed to significantly larger quantities of
the product. This may increase the possibility of accidental poisoning.
The bulk-pack product is likely to be less stable and therefore require a different shelf life to the foil- or blister-pack product.

To minimise risk, we may require separate registration of these products where supply in larger pack sizes is proposed. We may also require a
separate product name including the words ‘Professional Pack’, and a separate shelf life (if required).

The main panel of the product label should also contain the statement:

Only to be used by or under the direction of a registered veterinarian.

We may also apply a condition to the registration of these products that require the product to only be advertised and supplied to registered
veterinarians.

Teat dips and sprays

In addition to the standard labelling requirements, labels for teat dips and sprays should include the following directions for use, where applicable.

Dosage and administration
Ensure teats are CLEAN and dDRY before milking to reduce organic and bacterial contaminations and

reduce the possibility of residue in the milk. If washing is required for heavily soiled udders or teats, ensure

The following content can be found at http://new.apvma.gov.au/node/930
If making a submission, please reference page number: 930

The following content can be found at http://new.apvma.gov.au/node/929
If making a submission, please reference page number: 929

The following content can be found at http://new.apvma.gov.au/node/928
If making a submission, please reference page number: 928
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they are properly dried.
Mix fresh solutions daily. Do not top up solutions made up on the previous day.

To make a minimum of 0.5 per cent available iodine/chlorhexidine in the final solution, dilute [x] parts of
[product] in [y] parts water.

OR if emollient is added:

To make a minimum of 0.5 per cent available iodine/chlorhexidine in the final solution, dilute [x] parts of
[product] in [y] parts water and [z] parts of emollient.

Thoroughly spray or dip all teats after every milking as follows:
SPRAY: Spray upwards from underneath the teats, not from the side, and ensure the whole surface of each

teat is covered.
DIP: Use a plastic or other non-metal type container for iodine solutions. Clean out dip cup as teat dip gets

low. Do not top up the dip cup.

Note that emollient may only be included to a maximum of 10 per cent of the final solution and the quality of water and emollient must be specified (for
example, cooled boiled tap water or very clean potable water; food-grade glycerine).

Therapeutic pet food products

The following information must appear on all therapeutic pet food product labels:

the product name (distinguishing)
an indication of product type (food)
the directions for use (clear, simple and concise)—include dose rates or use levels, and other information that may affect the efficacy and safety
of the product
a description (content, use, claim)—include any nutrients that relate to the product claim; express content as ‘% as fed’ (gram/unit of energy)
the nutrient composition (related to claim)
a ‘use before’ or ‘best before’ date, or expiry date
the statement ‘Use under directions of a veterinarian’
the APVMA approval number (assigned at time of label approval)
storage information (to be stored below 30°C, in a cool dry place)
contact information
contents (in metric weight).

The following information should appear on the product leaflet:

a feeding guide
the ingredients.

The statement ‘for animal treatment only’ is not required to appear on the labels of therapeutic pet-food products.

Veterinary vaccines and antisera

In addition to the standard labelling requirements, labels for veterinary vaccines and antisera should carry the following information, where applicable.

Signal heading

The Schedule 4 signal heading is required for all live-virus veterinary vaccines (except poultry vaccines, pigeon pox vaccine and scabby mouth
vaccine) and specific antisera products, including canine tick antiserum, monoclonal antibodies for therapeutic use, and tetanus antitoxin.

Distinguishing name of product

As well as the distinguishing word(s) (for example, ‘Canvac 4’, ‘Vibravac’, etc.), the name should identify whether the product is living or inactivated
and be concluded with the word ‘vaccine’.

Active constituent(s) and scheduled non-active constituents

Labels for vaccines and antisera must state the measure of potency. This measure should be in the form of the end-of-shelf-life titre or potency.
Measures should be expressed as international units or potency units where applicable; for example, TCID50/mL, µg/mL, etc.

The live antigen(s) should appear first in the ‘Active constituent’ statement, followed by the inactivated antigen(s). If the vaccine also contains non-
biological chemical active constituents, they should be listed after any biological components.

The following content can be found at http://new.apvma.gov.au/node/927
If making a submission, please reference page number: 927

The following content can be found at http://new.apvma.gov.au/node/945
If making a submission, please reference page number: 945
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Vaccine types (for example, ‘whole cells’, ‘cell fractions’, ‘subunits’, ‘toxoid’, etc.) are to be described in the ‘Active constituent’ statement unless
already in the product name. If a vaccine contains both live and inactivated components, then this should be clearly stated in the ‘Active constituents’
statement.

Labels for vaccine products should state the end-of-shelf-life potency or titre of all active constituents, as well as the scheduled non-active constituents
and the preservative used. Labels should also refer to relevant pharmacopoeial monographs, where applicable.

Directions for use

For multiple-dose containers and for freeze-dried products that must be reconstituted before use, the in-use shelf-life stability (viz. the time interval
from broaching to the time when the product reaches end-of-shelf-life specifications) must be supported by data. The following statement must be
placed under the ‘Directions for use’ heading:

USE ALL PRODUCT WITHIN [X] HOURS OF OPENING/RECONSTITUTION/MIXING.

General directions

Instructions to sterilise reusable syringes and needles should appear on labels for live vaccines for farm animals and should include specific advice
on the number of washings required when devices have been chemically sterilised or the period required for cooling down when heat sterilised. Such
statements should appear on labels under the ‘General directions’ heading.

Withholding periods

A withholding period of zero (0) days is generally acceptable for vaccines and antisera, unless otherwise indicated by data. If we require you to
include a different withholding period we will advise you about this need.

User safety information

Additional user safety instructions apply to vaccines. These should be placed under the heading ‘User safety information’. The following statements
relate to adjuvants, and the relevant statement based on the adjuvant used in the vaccine should be applied. For vaccines with no adjuvant, the ‘Mild-
aluminium-like’ statement should be used. Note: some phrases are underlined for emphasis.

Standard mandatory warning statement for all vaccines

Take care to avoid self-injection.

Mild—aluminium-like

In the event of self-administration, seek medical attention if you are concerned. Show the package leaflet
or label to the Medical Practitioner.

Moderate—emulsion or vegetable oil-like

Accidental self-administration may result in local bruising, pain and swelling. In the event of self-
administration, seek medical attention and show the package leaflet or label to the Medical Practitioner.

Severe—mineral oil-like

This product contains mineral oil. In the event of self-administration, seek prompt medical attention and take
this package leaflet/carton with you. Accidental self-administration may result in local bruising, severe pain

and swelling, particularly if injected into a joint or finger, and in rare cases could result in the loss of the
affected finger if prompt medical attention is not given. If pain persists for more than 12 hours after medical

examination, seek medical advice again.

Extreme—Freund’s-like

This product contains mineral oil and is an irritant. In the event of accidental self-administration, it can
cause significant pain and swelling at the injection site, perhaps also involving the draining lymph nodes.

Medical or surgical intervention may be required, especially if the site of injection involves a finger joint or
tendon sheath. Contact a doctor as soon as possible, even if only a very small amount is injected, and take

this package leaflet/carton with you. Allow the wound to bleed freely and do not squeeze or interfere with
the injection site to avoid spread of the vaccine.

Make an application



Ancillary advice to the medical practitioner
This product contains mineral oil. Even if small amounts of this product have been accidentally self-
administered, it can cause intense swelling and a persistent granulomatous inflammatory reaction. If
injected into a finger joint or tendon sheath, the product may track along the tendon. The swelling and

inflammation may compromise blood supply and result in necrosis that, in rare cases, may lead to the loss
of a digit.

Following appropriate immediate local cleansing, corticosteroids may be considered to decrease the
severity of any local reaction. Ascertain the patient’s tetanus immunisation status, and provide booster or

primary series, as appropriate.

In some cases of accidental self-injection, PROMPT surgical attention may be required. The wound should
be incised and irrigated to remove the vaccine, especially where there is involvement of finger pulp or
tendon. Complete curettage or total excision of the lesion may be required for chronic granulomatous

reactions. Meticulous technique is required to stop inadvertent spread of the product.

Removable labels for small single-dose vaccines

We may approve removable, or part removable, labels (as used for vaccination recording purposes) provided the following criteria are met:

the products are only for use by veterinarians
the labels are for vials of single-dose vaccines
label information clearly states that the removable label can only be removed after all contents have been used on the target animal (or
otherwise disposed of)
label information clearly states that the used vial must be disposed of via an authorised clinical waste repository
the labels must, as a minimum, state the vaccine name, APVMA approval number, batch number and expiry date to enable traceback if there
are complaints about the product.

We assess applications for removable labels on a case-by-case basis.

Limits on use of information

Previously known as 'data protection', provides an explanation on the exceptions to these limits, use of information, eligibility information and
limitation periods. Includes information on how to make an application, prepare a data list, authorising parties and intellectual property protection
arrangements.

The APVMA can use information obtained by it from any source for the purpose of performing any of its functions or exercising any of its powers
under the Agvet Code and the Agvet Code Regulations, subject to certain ‘limitation on use of information’ provisions contained in the Agvet Code
and the Agvet Code Regulations.

The limitation on use of information’ provisions limit the use the APVMA can make of the information given to us:

in connection with an application for approval or registration under section 10 of the Agvet Code
in connection with an application for variation of the relevant particulars of conditions of approval or under section 27 of the Agvet Code
under section 161 (which imposes a standing requirement on certain persons to provide certain information to the APVMA).

The ‘limitation of use provisions are designed to encourage innovation. Limiting the use that the APVMA can make of certain information it obtains
makes it easier for people who invest in developing information in support of new regulatory proposals to get a return on that investment.

The Agvet Code also provides separate limitations to the use of information that has been given to the APVMA in relation to an application for
registration of certain new chemical products where that information has been disclosed by a government entity or an entity, acting on behalf of a
government and that information was not previously publicly available. Further separate use of information limitations also arise in relation to
reconsiderations.

General rules about use of information

The APVMA cannot use the following information when:

assessing or making a decision on an application made under section 10 or 27 
information given to the APVMA in connection with another application made under section 10 or 27 by the applicant for the other
application, and
any new information given to the APVMA under section 161

varying relevant particulars or conditions under section 26C, 29A or 29G or reconsidering an approval or registration under Division 4 of Part 2 
information given to the APVMA in connection with an application made under section 10 or 27 by the applicant for the application, and

The following content can be found at http://new.apvma.gov.au/node/62
If making a submission, please reference page number: 62

The following content can be found at http://new.apvma.gov.au/node/328
If making a submission, please reference page number: 328
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any new information given to the APVMA under section 161.

Exceptions

We may use information given to use in connection with applications for approval or registration (including variations) or under section 161 if:

the authorising party gives written consent to use the information
use of the information is in the public interest (subject to further legislative requirements)
the information shows that the constituent or product may not meet the safety criteria, the trade criteria or the efficacy criteria
the information is given to the APVMA in connection with an application and is used to assess or make a decision on the application
 the information is given to the APVMA in connection with the reconsideration of an approval or registration and is used to reconsider the
approval or registration
the information is ‘protected information’ whose ‘protection period’ has expired
information is information to which a limitation period applies and the limitation period has ended
information is information to which a limitation period’ applies and the information is to be used to reconsider an approval or registration if the
decision on the reconsideration is made after the limitation period has ended
the information is publicly available
the information was given to the APVMA in connection with an application for approval, as an active constituent for a chemical product, of a
substance that was a previously endorsed active constituent on 1 January 2005, and   
the information was given to the APVMA in connection with an application for the variation of the relevant particulars or conditions of the
approval of an active constituent for a chemical product.

Information and the use of information

‘Information’ includes knowledge communicated to the APVMA to enable it to assess relevant criteria in respect of an active constituent, a chemical
product or a label (such as the safety, efficacy or trade criteria). It includes such things as reports, studies, reviews, descriptions of methods of
analysis, scientific argument prepared to address relevant criteria, or other scientific work intended to inform the APVMA’s assessment of relevant
criteria.

For the purposes of the limitation on use of information provisions, the Agvet Code defines the ‘use of information’ to include:

applying a decision made, or a conclusion reached, based on the information
the use of knowledge or understanding gained from the information.

Consequently, it is not necessary for information to be specifically delved into or looked at for it to be used. Rather, use also occurs whenever
knowledge or understanding derived from the information is applied.

For example, referencing a registered chemical product in an application for registration of a new chemical product would be regarded as use of the
information underpinning the registered product’s registration. This is because the purpose of referencing is to rely on the APVMA’s satisfaction of
particular criteria for the registered product as establishing satisfaction of those criteria in respect of the new product

Limitation periods

The limitation on use of information provisions do not apply to information if it is:

information to which a limitation period applies and the limitation period has ended, or
information to which a limitation period applies and the information is to be used to reconsider an approval or registration if the decision on the
reconsideration is made after the limitation period has ended.

The limitation on use of information provisions apply only for the duration of the relevant limitation period

The table below sets out the limitation periods for certain information given in connection with an application made under section 10 or 27 of the
Agvet Code. If the information is provided to the APVMA in connection with such an application, and the application is not granted (for example, it is
refused by the APVMA or withdrawn by the applicant), that information does not have a limitation period and it remains subject to the limitation on use
of information provisions (that is, it’s use is limited indefinitely).

Item Circumstance in which information is given
Limitation

period

1
Given in connection with an application under section 10 for approval of an active constituent (for a proposed or existing
chemical product) that was not a previously endorsed active constituent and was relied on for approval of the active
constituent

10 years after
the active
constituent is
approved

Given in connection with an application under section 10 for registration of a chemical product, at least one of whose active
constituents was not a previously endorsed active constituent when the application passed preliminary assessment, or

10 years after
the product is

The following content can be found at http://new.apvma.gov.au/node/329
If making a submission, please reference page number: 329

The following content can be found at http://new.apvma.gov.au/node/330
If making a submission, please reference page number: 330

The following content can be found at http://new.apvma.gov.au/node/331
If making a submission, please reference page number: 331
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2 approval of a label for a container for a chemical product, at least one of whose active constituents was not a previously
endorsed active constituent when the application passed preliminary assessment, and was relied on to register the product
or approve the label

registered
and the label
approved

3
Given in connection with an application (except one covered by item 2) made under section 10 for registration of an
agricultural chemical product or approval of a label for a container for an agricultural chemical product, and was relied on to
register the product or approve the label

5 years after
the product is
registered
and the label
approved

4
Given in connection with an application (except one covered by item 2) made under section 10 for registration of a veterinary
chemical product or approval of a label for a container for an agricultural chemical product and was relied on to register the
product or approve the label

3 years after
the product is
registered
and the label
approved

5
Given in connection with an application made under section 27 for variation of the relevant particulars or conditions of the
registration of an agricultural chemical product or approval of a label for a container for an agricultural chemical product and
was relied on to vary the relevant particulars or conditions

5 years after
the product is
varied and the
label
approved

6
Given in connection with an application made under section 27 for variation of the relevant particulars or conditions of the
registration of a veterinary chemical product or approval of a label for a container for an veterinary chemical product, and
was relied on to vary the relevant particulars or conditions

3 years after
the product is
varied and the
label
approved

The table below sets out the limitation periods for information given to the APVMA under section 161 of the Agvet Code

Item Circumstance in which information is given Limitation period

1 Given under section 161 in connection with an agricultural chemical product 5 years after the information is given

2 Given under section 161 in connection with a veterinary chemical product 3 years after the information is given

Making an application

Applications for approval or registration, and for variation of relevant particular or conditions of approval or registration, must be complete and contain
all relevant information. In particular, it must either contain information in relation to the statutory criteria the APVMA is required to be satisfied of in
determining the application (such as the safety criteria, the efficacy criteria or the trade criteria), or refer to a reference product (that is, a registered
chemical product) from which the APVMA can draw some or all of its satisfaction of the relevant criteria.

We will not search our information archives to retrieve information we hold—whether its use is limited or not—to support applications. If you wish to
rely on information to address particular statutory criteria, rather than referencing a use for some other element of satisfaction of the criteria from a
reference product, you will need to provide all relevant information with the application.

If you are submitting information to support your application, you are required to provide a data list with the application (see below).

If you are making an application that is reliant on a reference product, before lodging the application you should first check whether the information
associated with that reference product is subject to the limits on use of information provisions in Division 4A of Part 2 of the Agvet Code. This can be
done via our public database. If limits on use do apply, you will need to arrange for the authorised party to give you written consent to the use of the
information prior to lodging the application (a template for consent for use is available on our website). Evidence of such consent must be provided
with the application.

Data lists

A data list is a list of the details about the information submitted with an application to address the safety, efficacy and trade criteria. The Agvet Code
requires us to publish this information at particular stages in the assessment of the application, with a summary of the application after the application
passes preliminary assessment and with notices that are required to be published if we grant the application. The data list is also necessary for any
relevant limitations on use to be appropriately administered.

 Data lists should be submitted electronically. To assist you in completing the data list, we have an electronic tool, the APVMA data list editor.

The Agvet Code and the Agvet Code Regulations require us to record and publish certain things in relation to each item of information contained in or
accompanying applications for approval or registration, or for variation of relevant particulars or conditions of approvals and registration. These can
include such things as short description of each item of information and certain of the ‘application information details’, which, for an item of
information contained in or accompanying an application, means the following details:

the title shown on the item of information
the name of the author, or each of the authors, of the information
the date shown on the item of information (if any)
if no date is shown on the item of information, the date when the preparation of the information was completed

The following content can be found at http://new.apvma.gov.au/node/332
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if the information was published
the date when it was published
the name of the publication in which it was published

a unique identifier for the item of information that indicates the location of the item in the application (for example the volume and page number
where the item of information is located in the application)
the name and address of the authorising party for the information.

The data list editor provides guidance on how these details may be completed.

All information submitted with an application for approval or registration, or for variation of relevant particulars or conditions of approvals and
registration, must be included in the data list. Examples of the sort of information that is generally submitted with applications and that must be
included in a data list include:

a report describing one or more test, analysis, trial or study (eg a stability trial, toxicology study, metabolism study, residue processing study,
worker exposure study, ecotoxicology study, efficacy trial etc.)
a report summarising information (eg a report summarising the toxicological properties and case histories of a particular active constituent with
respect to target animal safety)
a description of a method of analysis (including validation methods)
a description of a manufacturing process
a scientific argument to support the assessment (including an expert opinion)
any other information intended to demonstrate a result to support or otherwise address the safety, efficacy or trade criteria (eg a report with an
intellectual property value).

Information that must be included in the approved form, such as formulation details, need not be included in a data list. Similarly, previous assessment
reports compiled by or on behalf of the APVMA need not be included in a data list. 

Authorising party

The APVMA may use information otherwise subject to the limit on use of information provisions if the authorising party gives written consent to the
use of the information.

The Agvet Code defines an authorising party as a person who would be entitled to bring an action for breach of an obligation of confidence if the
information were disclosed by someone else to the APVMA for the purposes of the Agvet Code or the Agvet Code Regulations without the person’s
permission.

A ‘person’ includes an individual or a body corporate (such as a limited liability company). It is possible that more than one person could be an
authorising party in respect of particular information (for example, more than one individual or a group of limited liability companies). The authorising
party need not reside in Australia.

Typically the authorising party is the owner of the information.

For the purposes the data list using the tool the authorising party could be identified as the:

applicant—the applicant as identified on the data list and application form is the authorising party, or
other party—a party other than the applicant is the authorising party. If ‘other party’ is selected, the ‘name of other party’ and ‘details of other
party’ fields will become available where the name and address details of the other party need to be completed. Where the authorising party is
both the applicant and another party, 'other party' should be selected and both the applicant and other party’s details should be inserted in the
‘name of other party’ and ‘details of other party’ fields.

Note: It is the applicant’s responsibility to ensure the correct authorising party or parties are provided in the data list. We will only accept consent for
use from the nominated authorising party or parties. There are criminal penalties for providing false or misleading information to the APVMA.

Trade-related aspects of intellectual property rights

Australia has obligations under the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) set out Annex 1C to the Marrakesh
Agreement establishing the World Trade Organization. Part 7B of the Admin Act gives effect to these obligations.

Part 7B of the Admin Act limits the use the APVMA can make of (and affords protection to) information given to the APVMA in connection with a
previous application made to the APVMA for approval of an active constituent for a proposed or existing chemical product where:

the previous application was made to the APVMA between 1 April 1999 and 31 December 2004 (inclusive)
the information given to the APVMA in connection with the previous application has not been made publicly available in Australia, and
at the time immediately before the previous application was made, no application had been made to the APVMA for approval of the active
constituent to which that application related.

This information is often referred to as TRIPS protected data or information.

The APVMA cannot grant a new application for approval of an active constituent for a proposed or existing chemical product that seeks to rely on the
APVMA using TRIPS protected information:

the person who made the application has given information to the APVMA that makes it unnecessary for the APVMA to use the TRIPS
protected information in connection with the new application
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the person who made the application has given to the APVMA evidence that satisfies the APVMA that the person who made the previous
application (with TRIPS protected information) has consented to the APVMA using the TRIPS protected information in connection with the new
application
at least five years has elapsed since the previous application (with TRIPS protected information) was determined by the APVMA or withdrawn,
as the case may be.

When making an application to us for active constituent approval that is reliant on a reference active constituent you are required to check if the
information associated with the reference active constituent is TRIPS protected information. If it is, and the five-year protection period has not
elapsed, prior to making the application you are required to arrange consent from the approval holder of the reference active constituent for the use of
the TRIPS protected information. The list of agricultural and veterinary active constituents that have TRIPS protection is available on the APVMA
website.

Administration of applications (the application process)

Detailed information about application processing, including preliminary evaluation, risk analysis, using external advice, seeking additional
information from applicants, re-categorising applications, transparency measures, data handling and applicant's rights in appealing decisions.

The APVMA’s legislation governs the application process. While each application type will follow a similar process, there can be some distinct
differences. The following process maps illustrate the application process for each application type.

Process maps

Approval or variation of an active constituent

Registration of an agricultural or veterinary chemical product and approval of label

Variation of an agricultural or veterinary chemical product or label

Approval or extension of the duration of a permit

Approval or variation of a manufacturing licence

Renewal of registration

Certificate for exporting agricultural and veterinary chemical products

Change of holder or nominated agent

Process map—approval, registration, variation

Process map—permit approval

Process map—renewal of registration

Process map—change of holder or nominated agent
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Process map—certificate for exporting agricultural and veterinary
chemical products

Process map—manufacturing licence

 

 

Preliminary assessment—approval, registration, variation

We will complete a preliminary assessment of an application within one month of the application being lodged to determine if it appears to meet the
application requirements. The application requirements as defined by the legislation require it to be:

in writing, in the approved form and signed by the applicant
accompanied by the relevant fee (refer to Application fees and timeframes)
accompanied by any information that is specified in the legislative instrument.

The preliminary assessment is not a technical assessment to determine if we are satisfied that the application meets the safety criteria, efficacy
criteria, trade criteria or labelling criteria; nor will a decision be made in relation to the accuracy of the level of assessment that has been identified as
being required to determine your application. The APVMA must refuse applications at preliminary assessment if they do not meet the application
requirements.  

You will be notified of the outcome of preliminary assessment within 14 days of the decision being made. If the application is refused, you will receive
a notice that will include the reasons for the refusal.

Applications that pass preliminary assessment—advice to
applicants

If the application appears to meet the application requirements, you will receive a notice that includes:

advice that the application has passed preliminary assessment and will be determined under section 14 of the Agvet Code, or that it has
passed preliminary assessment and will be determined under section 29 of the Agvet Code
the date on which the assessment of the application will commence
the balance of the application fee payable (if any) which must be paid within 28 days of the date of the notice
advice that we may determine that the application is more correctly categorised as a different item in Part 2 of Schedule 6 to the Agvet Code
Regulations than the item for which any fee has been paid, or that a different module level mentioned in Schedule 7 to the Agvet Code
Regulations is necessary. A further amount of application fee may be payable or refunded and the assessment period of your application may
change
the number of copies (if any) of the application you must give to the APVMA, within 28 days of the date of the notice and in the required format
the assessment period for the application and the expected date by which the application will be determined
the modules (if any) that apply to the application
advice that if we make a request for specific information under section 159 of the Agvet Code, the assessment period will be extended
nominated agents’ obligations (for applications made by nominated agents)
your obligations regarding relevant information that contradicts previous information given to us or shows that the constituent or product to which
the application relates may not meet the safety criteria, the trade criteria or the efficacy criteria
advice that if we do not determine the application within the assessment period (and any extension to the assessment period), you may notify us
that you wish to treat the application as having been refused, and may seek review of the refusal
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a reminder that you may withdraw your application at any time before it is determined, by giving us a signed, written notice
that if the balance of fees or additional copies of your application are requested, the assessment period will commence on the day the notice is
complied with, within the allowable 28-day period, and that the application will be refused if the notice is not complied with within the 28-day
period.

After an application passes preliminary assessment we may alter it with written consent of the applicant—for example, to correct typographical errors
or in conjunction with a Notice of Proposal to Refuse or approve or register an active constituent, chemical product or label with instructions or
relevant particulars other than those set out in the application which is issued to you. We cannot be compelled to amend an application and will only
do this where it is efficient to do so.

Exception

An application to vary prescribed particulars or conditions made under section 26B of the Agvet Code is not subject to a preliminary assessment.
After the application is lodged, we will determine it under section 26C of the Agvet Code.

Preliminary assessment—permits

We will complete a preliminary assessment of an application within one month of the application being lodged to determine if it appears to meet the
application requirements. The application requirements as defined by the legislation require it to be:

in writing, in the approved form and signed by the applicant
accompanied by the relevant fee (refer to Application fees and timeframes)
accompanied by any information that is specified in the legislative instrument.

The preliminary assessment is not a technical assessment to determine if we are satisfied that the application meets the safety criteria, efficacy
criteria or trade criteria; nor will a decision be made in relation to the accuracy of the level of assessment that has been identified as being necessary
to determine your application.. The APVMA must refuse applications at preliminary assessment if they do not meet the application requirements.

The preliminary assessment for permit applications is different to  that for other applications. This is to reflect the need for more flexibility for
prospective permit applicants. It allows for a single opportunity to correct defects identified during preliminary assessment where those defects can
be reasonably rectified within one month.

If it appears the defects in the application can reasonably be rectified, then within 14 days of making that decision we must advise you that the
application has defects, provide you with details of those defects and allow one month for you to rectify the defects.

We must refuse an application if the defects cannot reasonably be rectified within one month or if the defects are not rectified satisfactorily in the time
provided.

You will be notified of the outcome of the preliminary assessment within 14 days of the preliminary assessment decision being made. If the
application is refused, you will receive a notice that will include the reasons for the refusal.

Applications that pass preliminary assessment—advice to
applicants

If the application appears to meet the application requirements you will receive a notice that includes:

advice that the application has passed preliminary assessment and will be determined under section 112 of the Agvet Code
the date on which the assessment of the application will commence
the balance of the application fee payable (if any) which must be paid within 28 days of the date of the notice
advice that we may determine that the application is more correctly categorised as a different item in Part 2 of Schedule 6 to the Agvet Code
Regulations to the item for which any fee has been paid, or that a different module level mentioned in Schedule 7 to the Agvet Code Regulations
is necessary. A further amount of application fee may be payable or refunded and the assessment period of your application may change
the number of copies (if any) of the application you must give to the APVMA, within 28 days of the date of the notice and in the required format
the assessment period for the application and the expected date by which the application will be determined
the modules (if any) that apply to the application
advice that if we make a request for specific information under section 159 of the Agvet Code the assessment period will be extended
nominated agents’ obligations (for applications made by nominated agents)
your obligations regarding relevant information that contradicts previous information given to us or that shows that the constituent or product to
which the application relates may not meet the safety criteria, the trade criteria or the efficacy criteria
advice that if we do not determine the application within the assessment period (and any extension to the assessment period), you may notify us
that you wish to treat the application as having been refused, and may seek review of the refusal
a reminder that you may withdraw your application at any time before it is determined, by giving us a signed, written notice
that if the balance of fees or additional copies of your application are requested, the assessment period will commence on the day the notice is
complied with, within the allowable 28-day period, and that the application will be refused if the notice is not complied with within the 28-day
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period.

After an application passes preliminary assessment we may alter it with  written consent of the applicant—for example, to correct typographical errors
or in conjunction with a Notice of Proposal to Refuse Application. We cannot be compelled to amend an application and will only do this where it is
efficient to do so.

Exception

An application to extend the duration of a permit made under section 115(3) of the Agvet Code is not subject to a preliminary assessment and cannot
be altered. After the application is lodged, we will determine it under this section of the Agvet Code.  

Extension of duration of permit

A holder of a permit may apply to extend the duration of a permit. When making an application of this type you will need to determine if the previous
assessment(s) remains valid. If parts are no longer valid, you will need to provide appropriate information to satisfy us that it meets the statutory
criteria.

A manufacturing permit may only be issued for a maximum of 90 days and can only be extended if it is within the 90-day period.

Within one month of receiving an application for an extension of the duration of a permit we must give you a notice that includes the following details:

that the application will be determined under section 115 of the Agvet Code
the date on which the assessment of the application will commence
the balance of the application fee payable (if any) which must be paid within 28 days of the date of the notice
the number of copies (if any) of the application you must give to the APVMA, within 28 days of the date of the notice and in the required format
the assessment period for the application and the expected date by which the application will be determined
the modules (if any) that apply to the application
your obligations regarding relevant information that contradicts previous information given to us or shows that the constituent or product to which
the application relates may not meet the safety criteria, the trade criteria or the efficacy criteria
advice that if we do not determine the application within the assessment period (and any extension to the assessment period), you may notify us
that you wish to treat the application as having been refused, and may seek review of the refusal
that you may withdraw your application at any time before it is determined, by giving us a signed, written notice
that if the balance of fees or additional copies are requested, the assessment period will commence on the day the notice is complied with,
within the allowable 28-day period, and that the application will be refused if the notice is not complied with within the 28-day period.

Assessment period

The assessment period  in which the APVMA is required to determine an application varies depending on the complexity of the application. The
legislation prescribes the assessment period for most application types; however, depending on the type of application, the assessment period may
be extended in certain circumstances.

The following information provides details of the assessment periods and relevant information for applications for:

the approval or variation of an active constituent or registration
a permit
renewal of registration 
certificates for exporting agricultural and veterinary chemical products
change to the holder or nominated agent.

Approval or variation of an active constituent or product
registration

The assessment period for an application for approval, registration or variation commences on the day:

the notice advising you that your application has passed preliminary assessment is issued, provided you are not required to provide copies or
your application or pay an outstanding amount of fees  or
you comply with the notice requesting the balance of fees or additional copies of your application.

Within one month from the commencement of the assessment period, we may conduct an evaluation planning exercise to determine:
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if your application should be recategorised to ensure that the item and level of module assessment originally identified is appropriate
if arguments provided in your application in lieu of data is appropriate
if there are any obvious and critical information gaps in the dossier.

The assessment period may change if one of the circumstances listed below applies to the application.

If a notice requiring specified information under section 159 of the Agvet Code is issued, the extended assessment period prescribed by the
Agvet Code Regulations will apply. This extension can only be applied once, regardless of how many notices are issued under section 159
If a notice is issued changing the item or module level or type that is required to determine your application and this results in a change to the
assessment period or fees, the assessment period may be lengthened or shortened. Where you are required to pay an additional fee the
assessment period will be extended to allow for the period until the fee is paid. Fees must be paid within 28 days from the date of notice
If a Notice of Proposal to refuse or to approve or register an active constituent, chemical product or label with instructions or relevant particulars
other than those set out in the application is issued to you the assessment period will be paused for the 28-day period within which you are
invited to respond to the notice.

Permit

The assessment period for a new permit application commences on the day:

the notice advising you that your application has passed preliminary assessment is issued, provided you are not required to provide copies or
your application or pay an outstanding amount of fees  or
you comply with the notice requesting the balance of fees or additional copies of your application.

The assessment period for a permit extension commences on the day we issue you with a notice advising you that you application for a permit
extension will be assessed under subsection 115 is issued.

Within one month from the commencement day of the assessment period, we may conduct an evaluation planning exercise to determine:

if your application should be recategorised to ensure that the item and level of module assessment originally identified is appropriate
if arguments provided in your application in lieu of data is appropriate
if there are any obvious and critical information gaps in the dossier.

The assessment period may change if one of the circumstances listed below applies to the application:

if a notice requiring specified information under section 159 of the Agvet Code is issued, the extended assessment period prescribed by the
Agvet Code Regulations will apply. This extension can only be applied once, regardless of how many notices are issued under section 159.
if a notice is issued changing the item or module, level or type that is required to determine your application and this results in a change to the
assessment period or fees, the assessment period may be lengthened or shortened. Where you are required to pay an additional fee the
assessment period will be extended to allow for the period until the fee is paid. Fees must be paid within 28 days from the date of notice
if a Notice of Proposal to refuse is issued to you the assessment period will be paused for the 28-day period within which you are invited to
respond to the notice.

Renewal of registration

If your application is received at least one month prior to your renewal date we will determine your application prior to the date entered in the Register
as the day the registration ends.
When we have accepted a late renewal application from you we will determine your application within one month after you have made the late renewal
application.

Certificates for exporting agricultural and veterinary chemical
products

Although there is no statutory timeframe for us to assess an application for certificate to export agricultural and veterinary chemical product, we will
endeavour to process certificate to export applications within 20 working days.

Change to the holder or nominated agent

We have one month from when the application is lodged to consider and make a decision in relation to your application to change a holder or
nominated agent.
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The risk analysis process

An application to the APVMA for active constituent approval or product registration typically contains a number of distinct parts, including data for
chemistry and manufacture, toxicology relating to public health and occupational health and safety (OHS), residues, environmental safety, and product
efficacy. The APVMA and its external advisory agencies perform risk assessments of various parts of the application, assessing both hazard (ie. the
intrinsic toxicity of the chemical) and the likely extent of exposure to the chemical.

These assessments determine how toxic a chemical or product is (to humans and to plants and animals in the environment) and the extent to which
people, plants or animals are likely to be exposed to the chemical when it is used according to the proposed label.

The APVMA uses these assessments to determine whether the risks associated with the proposed use(s) are acceptable and whether any identified
risks can be appropriately managed or mitigated.

The potential risks involved in using a chemical product are communicated to relevant people, such as end users. One of the most important tools for
risk communication is the product label that is attached to the product container.

The processes of risk assessment, risk management and risk communication are all part of the risk analysis process.

APVMA may seek and use external advice

We routinely use technical experts from Commonwealth, state and territory government departments to provide advice on particular aspects of agvet
chemicals in determining our satisfaction against the statutory criteria:

for an approval, registration, variation re-approval or re-registration application, or
in considering the issuance of a permit for the supply and use of agvet chemical products.

External advice may be sought from:

the Chemical Assessment Section in the Department of the Environment for advice about environmental impacts of agvet chemicals
the Office of Chemical Safety in the Department of Health for advice about toxicity and work health and safety aspects of the use proposed
the Office of the Gene Technology Regulator for advice about genetically modified organisms and their products
Food Standards Australia New Zealand for advice about food standards and chemical residues in human food
in addition, the APVMA at any time may seek external expert advice from consultants recognised by the APVMA, for reviewing data or
information or to provide independent advice on technical matters. Such advice may include toxicity and work health and safety aspects of the
use proposed or residues of the agvet chemical in food producing animals.

The state and territory departments of agriculture or primary industries (coordinators) or independent contract reviewers provide advice about the
quality, efficacy and crop or target animal safety for agricultural or veterinary uses.

In the case of an application for permit approval, we must, unless we think inappropriate, give the coordinator(s) a copy of the permit application and
of any accompanying documents. The coordinator(s) may provide us with a recommendation as to whether the permit should be issued.

The APVMA may as part of a risk assessment, consult with manufacturers of products subject to a permit applications for minor or emergency uses.

Recategorising an application item or module level

Applications made under the Agvet Code may require differing levels of assessment for the APVMA to be satisfied of the relevant criteria set out in
the Agvet Code. When a person makes an application under the Agvet Code it is categorised as requiring assessment in line with a particular item of
the table in Part 2 of Schedule 6 to the Agvet Code Regulations and where required it is assigned particular modules, levels or types mentioned in
Schedule 7 of the Agvet Code Regulations. This recategorisation is based on the level of assessment required.

At any time after preliminary assessment, the APVMA may determine to recategorise your application to the appropriate item or assessment module
levels for an application.

We must give you notice if we recategorise an application. As a consequence of the recategorisation, different application fees and assessment
timeframes may apply to the recategorised application. The fee structure and assessment timeframes in the Agvet Code Regulations reflects these
differing levels of assessment.

We will only recategorise your application to ensure that:

1. the correct level of assessment, and associated assessment period is applied
2. the correct fees are charged.

We will recategorise your application only where the information provided by you is sufficient for us to assess the recategorised application.

We will not recategorise your application where further information would need to be provided by you for us to assess the recategorised application.

The following content can be found at http://new.apvma.gov.au/node/316
If making a submission, please reference page number: 316

The following content can be found at http://new.apvma.gov.au/node/252
If making a submission, please reference page number: 252

The following content can be found at http://new.apvma.gov.au/node/590
If making a submission, please reference page number: 590
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In this situation we must assess the application made by you and make the appropriate decision in relation to your application.

We will not recategorise your application where you have provided all of the relevant information required to assess an application under the
nominated item and during the course of the evaluation we determine that we cannot be satisfied that the application meets the statutory
requirements, but we identify that if further data was to be provided and the application recategorised the approval or registration may be granted. In
these circumstances, we must assess the application made and make the appropriate decision in relation to your application.

Any recategorisation of an application made by the APVMA must be consistent with the Agvet Code and the Agvet Code Regulations.

Requiring samples or further information

Requiring additional information under section 159 of the Agvet
Code

For the purpose of determining an application in relation to an active constituent, chemical product, label or permit, the APVMA may seek correction
or clarification of the information provided with the application under section 159 of the Agvet Code. You may be required to take one or more of the
following actions:

give the APVMA information of a kind stated in a written notice, for example:
information to support what has already been provided;for example, where reference is made to additional studies or information which
has not been provided; or where the information provided is incomplete
information to correct an error in the application—for example, where every second page is missing from a document, or a document
listed on the data list has not been provided

carry out a search of published literature for information about the active constituent,  chemical product or any of its constituents, and give a
report to the APVMA on the results of that search.
give a sample of the active constituent, or of the chemical product or any of its constituents, to the APVMA, or to another body determined by
the APVMA or authority, in order for it to be analysed by an approved analyst.

Our power to require additional information relates to the provision of information that is already in existence so does not extend to requiring the
generation of data.

Approval or variation of an active constituent or registration

If we require clarification of the information submitted with the application, we will issue a notice under section 159 of the Agvet Code requesting this.

When we issue a notice of this kind, the assessment period for the application will be extended when the first notice is issued. The notice will specify
the period in which a response must be provided. If a response is not received before the end of the period set out in the notice, a Notice of Proposal
to Refuse Application will be issued and all further evaluation of the application will put on hold until the period stated in the notice expires. If the
outcome is to refuse the application, no further evaluation will be conducted prior to the refusal.

The Agvet Code Regulations use the following formula to prescribe the maximum period which can be included in this notice:

MP = XP - 1 month

MP means the maximum period

XP means the extended assessment period mentioned for the application in column 3 of Part 2 of Schedule 6 of the Agvet Code

Regulations minus the assessment period mentioned for the application in column 2 of Part 2 of Schedule 6 of the Agvet Code
Regulations.

For example, if the assessment period for an application is three months, and the extended assessment period is five months (XP=5-
3), then the maximum amount of time you have to respond to a notice requiring further information is one month (MP=2-1).

We may allow a further period if an extraordinary event or circumstance beyond your control prevents you from complying with the period stated in the
notice. For a time shift application, the maximum period is the period agreed to by the APVMA and the applicant.

Permit

If we require any clarification of the information submitted with the application for a permit, we will issue a notice under section 159 of the Agvet Code
requesting this.

The following content can be found at http://new.apvma.gov.au/node/591
If making a submission, please reference page number: 591

The following content can be found at http://new.apvma.gov.au/node/869
If making a submission, please reference page number: 869

The following content can be found at http://new.apvma.gov.au/node/592
If making a submission, please reference page number: 592

The following content can be found at http://new.apvma.gov.au/node/593
If making a submission, please reference page number: 593
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When we issue a notice of this kind, the assessment period for the application will be extended when the first notice is issued. The notice will specify
the period in which a response must be provided. If a response is not received before the end of the period set out in the notice ends, a Notice of
Proposal to Refuse Application will be issued and all further evaluation of the application will be put on hold until the period stated in the notice
expires. If the outcome is to refuse the application, no further evaluation will be conducted prior to the refusal.

The Agvet Code Regulations use the following formula to prescribe the maximum period which can be included in this notice:

MP = XP - 1 month

MP means the maximum period
XP means the extended assessment period mentioned for the application in column 3 of Part 2 of Schedule 6 of the Agvet Code

Regulations minus the assessment period mentioned for the application in column 2 of Part 2 of Schedule 6 of the Agvet Code
Regulations.

For example, if the assessment period for an application is three months, and the extended assessment period is five months(XP=5-

3), then the maximum amount of time you have to respond to a notice requiring further information is one month (MP=2-1).

We may allow a further period if an extraordinary event or circumstance beyond your control prevents you from complying with the period stated in the
notice. This formula does not apply if the application is for an emergency permit.

Manufacturing Licences

If we require any clarification of the information submitted with an application for a manufacturing licence, we will issue a notice under section 122(2)
of the Agvet Code.  You must provide the information request in this notice within the timeframe stated in the notice.

Change of the holder or nominated agent

If we require any clarification of the information submitted with an application to change the holder or nominated agent, we will issue a notice
requesting this.

You will have a short period from the date of the notice in which to provide a response. If a response is not received by the end of this period, a Notice
of Proposal to Refuse Application will be issued and all further evaluation of the application will be put on hold until the period stated in the notice
expires. If the outcome is for the application to be refused, no further evaluation will be conducted prior to the refusal.

Requiring samples to be given for analysis

In determining an application we may require you to provide the APVMA or a body named by the APVMA with the following for the purposes of
analysis by an approved analyst:

a sample of the constituent, or
any of the constituents contained in the product or a sample of the product, or both.

The sample must:

be of quantity that the APVMA has directed
be taken on a day that the APVMA has directed
be taken in a manner that the APVMA has directed
be taken from a batch that the APVMA has directed

The applicant must pay to the APVMA the amount of the cost of analysis, including the cost of packaging and transporting the sample or samples of
analysis.

Extended assessment period and maximum response period

The assessment period in which the APVMA is required to determine an application varies depending on the complexity of the application. The
APVMA’s regulations prescribe assessment period, the extended assessment period if a notice under section 159 of the Agvet Code requiring
additional information is issued and the maximum period an applicant has to response to this notice (see tables 1, 2 and 3).

Table 1: Approvals and registrations made under section 10 of the Agvet Code

Assessment
Extended Maximum

The following content can be found at http://new.apvma.gov.au/node/594
If making a submission, please reference page number: 594

The following content can be found at http://new.apvma.gov.au/node/595
If making a submission, please reference page number: 595

The following content can be found at http://new.apvma.gov.au/node/596
If making a submission, please reference page number: 596

The following content can be found at http://new.apvma.gov.au/node/599
If making a submission, please reference page number: 599

Make an application

http://new.apvma.gov.au/node/599
http://www.comlaw.gov.au/Series/F1996B00288
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php


149/156

Item Description of application period Assessment

period

Response

period

1
Approval of an active constituent contained in a chemical product, registration of the
associated chemical product and approval of the product label requiring a full assessment of
the active constituent and product

18 months 25 months 6 months

2
Approval of an active constituent contained in a chemical product, registration of the
associated chemical product and approval of the product label requiring less than full
assessment of the active constituent and product

Modular
assessment
period

The modular
assessment
period plus 6
months

Extended
assessment
period,
minus the
assessment
period,
minus 1
month

3
Registration of a chemical product containing an approved active constituent, and approval of
the product label, if there is no registered chemical product containing the active constituent
and a full assessment of the product is required

18 months 25 months 6 months

4

Registration of a chemical product containing an approved active constituent, and approval of
the product label, if there is a registered chemical product containing the active constituent
and a full assessment of the product is required and there are no relevant maximum residue
limits and poison schedule classification is required

18 months 25 months 6 months

5

Registration of a chemical product containing an approved active constituent, and approval of
the product label, if the product is similar to a registered chemical product and chemistry and
manufacture, efficacy or target species safety data is the only data required to demonstrate
the similarity of the product to the registered chemical product

8 months 12 months 3 months

6

Registration of a chemical product containing an approved active constituent, and approval of
the product label, if the product is closely similar to a registered chemical product and efficacy
and safety data are not required to demonstrate the similarity of the product to the registered
chemical product and chemistry and manufacture data are required

8 months 12 months 3 months

7

Registration of a chemical product containing an approved active constituent, and approval of
the product label, if the product is closely similar to a registered chemical product and efficacy
and safety data are not required to demonstrate the similarity of the product to the registered
chemical product and chemistry and manufacture data are not required

3 months 5 months 1 month

8
Registration of a chemical product containing an approved active constituent, and approval of
the product label, if the chemical product is the same as a registered chemical product and
the product is to be registered with a different name

3 months 5 months 1 month

9
Registration of a listed chemical product and approval of a product label where the product
and label comply with an established standard that has been approved in accordance with
section 8U of the code

2 months 4 months 1 month

10
Registration of a chemical product containing an approved active constituent (or an active
constituent for which the APVMA has received an application for approval) and approval of the
product label for all situations other than those described in items 3 to 9

Modular
assessment
period

The modular
assessment
period plus 6
months

Extended
assessment
period,
minus the
assessment
period,
minus 1
month

15 Approval of an active constituent requiring a full assessment 14 months 20 months 5 months

16
Approval of an active constituent requiring less than a full assessment but requiring a
toxicological assessment

9 months 13 months 3 months

17
Approval of an active constituent requiring less than a full assessment but not requiring a
toxicological assessment

7 months 11 months 3 months

24
Approval or registration under section 10 of the code requiring assessment of a technical
nature (other than of the kinds described in any of items 1 to 10, 15, 16 or 17)

Modular
assessment
period

The modular
assessment
period plus 6
months

Extended
assessment
period,
minus the
assessment
period,
minus 1
month

27
Timeshift application for approval of an active constituent that is not a previously endorsed
active constituent or registration of a chemical product containing an active constituent that is
not an active constituent contained in any other registered chemical product

Modular
assessment
period

The modular
assessment
period plus 6
months

Extended
assessment
period,
minus the
assessment
period,
minus 1
month

Table 2: Variation of approval or registration relevant particulars or conditions made under section 26B or 27 of the Agvet Code

Item Description of application
Assessment

period

Extended
Assessment

period

Maximum Response

period

Make an application
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11
Vary particulars or conditions of registration or label approval where a full
assessment of the chemical product is required

10 months 15 months 5 months

12
Vary particulars or conditions of registration or label approval if the variation is
to allow a minor change and no data of a technical nature is required

3 months 5 months 1 month

13
Vary particulars or conditions of registration or label approval if the variation is
to allow a minor change and  no data of a technical nature is required and  the
variation is a change required by the APVMA

3 months 5 months 1 month

13A
Vary a relevant particular of an approval or registration where the relevant
particular is set out in a legislative instrument made for section 26B of the
code

2 months 4 months 1 month

14
Vary particulars or conditions of registration or label approval if the application
is not of a kind described in any of items 11 to 13A

Modular
assessment
period

The modular
assessment
period plus 6
months

Extended assessment
period, minus the
assessment period, minus
1 month

18 Vary particulars or conditions of an approved active constituent 7 months 11 months 3 months

Table 3: Approval of a permit or extension of the duration of a permit made under section 110A or 115(3A) of the Agvet Code

Item Description of application
Assessment

period

Extended
Assessment

period

Maximum
Response

period

19

A permit, or extension of a permit, to possess or supply, other than for use in Australia,
an active constituent that is not an approved active constituent or a chemical product
that is not a registered chemical product, where no data of a technical nature is
required

3 months 5 months 1 month

20
A permit, or extension of a permit, where a previous assessment remains valid and no
data of a technical nature is required

3 months 5 months 1 month

21 A permit, or extension of a permit, where the proposed use is a minor use
Modular
assessment
period

The modular
assessment
period plus 6
months

Extended
assessment
period, minus the
assessment
period, minus 1
month

22
A permit, or extension of a permit, in respect of a chemical product or an active
constituent if the proposed use of the chemical product or active constituent is
determined by the APVMA to be an emergency use

Nil

23
A permit, or extension of a permit, in respect of a chemical product or an active
constituent if the application is not of a kind described in any of items 19 to 21

Modular
assessment
period

The modular
assessment
period plus 6
months

Extended
assessment
period, minus the
assessment
period, minus 1
month

Communication between applicants and the APVMA

The Agvet Code requires the APVMA to notify you when certain things happened through the course of the application’s assessment. We can provide this notification through

either standard post or electronically (if you give consent to do so). If you give your consent we may send information—including sending notices, issuing a certificate, or giving a

statement of reasons—electronically. We can also give consent to receive information from you electronically. If we consent, you may also provide information to us—such as

notification to withdraw an application, or making a request—electronically. In some cases, including, providing a data list, or providing relevant particulars for label approval, we

will only accept the information in electronic form.

When we will notify you

We will notify you …
Approval or variation of an active

constituent or registration

Permit

 

Renewal of

registration

Change of holder

or nominated
agent

—to acknowledge receipt of the application—within 10
days of receiving it

✓ ✓ ✓ ✓

—if we identify defects in the application that can be
reasonably rectified within the one-month timeframe

N/A ✓ N/A N/A

—if the conditions imposed on the registration prevent it
being renewed

N/A N/A ✓ N/A

—if the application has passed preliminary assessment—
within 14 days of making the decision

✓ ✓ N/A N/A

The following content can be found at http://new.apvma.gov.au/node/370
If making a submission, please reference page number: 370

The following content can be found at http://new.apvma.gov.au/node/371
If making a submission, please reference page number: 371
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within 14 days of making the decision

—if the application has been refused in preliminary
assessment—within 14 days of making the decision

✓ ✓ N/A N/A

—if the balance of fees or additional copies of the
application are required

✓ ✓ N/A N/A

—if further clarification, information or samples are required ✓ ✓ N/A ✓

—if the application is re-categorised ✓ ✓ N/A N/A

—if the application is re-categorised and an additional fee
is required

✓ ✓ N/A N/A

—if we require your consent to vary the application ✓ ✓ N/A ✓

—if we propose to vary the particulars of the application ✓ ✓ N/A ✓

—if we propose to refuse the application ✓ ✓ ✓ ✓

—if the application has been refused—within 14 days of the
refusal

✓ ✓ ✓ ✓

—if the application is granted ✓  ✓ ✓ ✓

If you have applied for a certificate for exporting agricultural and veterinary chemical products we will notify you when:

the application has been received
further clarification or information is required
the certificate has been issued
the application has been refused.

Transparency

The legislation requires us to publish certain information to support the transparency of our decisions. We do this by publishing application
summaries and information about our decisions on our website or in the Commonwealth of Australia Agricultural and Veterinary Chemicals Gazette.

Application summaries—early disclosure

For most applications for an active constituent or agvet chemical product, we publish a ‘summary of application’ on our website shortly after the
application has passed preliminary assessment. This allows us to publicly acknowledge that an application has been made, while publishing the
information that has been submitted to support the application.

One of the benefits of this approach is that other government authorities that have functions within our legislation—such as Food Standards Australia
New Zealand and the Office of the Gene Technology Regulator—are able to disclose the existence of an application to allow other related regulatory
actions to occur.

The type of applications to which early disclosure applies include those for new active constituents, products, labels, and applications involving
variations to products and labels, where the variation involves a change to the use, supply or disposal of the product.

The application summary will include details specified in the Agvet Code Regulations which may include different combinations of the following
details:

applicant name
application number
active constituent name and number
product name and number
application purpose and description of active constituent or product use
the data list that was provided with the application
the relevant reference active constituent and/or product names and numbers.

Publication on approval or variation of an active constituent or
registration

When the APVMA grants an application for approval or variation of an active constituent or registration, we publish certain information in the gazette
or on our website. The information published may include a combination of the following details:

The following content can be found at http://new.apvma.gov.au/node/267
If making a submission, please reference page number: 267

The following content can be found at http://new.apvma.gov.au/node/269
If making a submission, please reference page number: 269

The following content can be found at http://new.apvma.gov.au/node/273
If making a submission, please reference page number: 273

✓Make an application✓N/AN/A
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the constituent, product or label that has been approved or registered and the date of the approval or registration
a brief statement about the conditions of the approval or registration that directly regulate the use of the constituent or product
the relevant particulars or conditions that have been varied and the date of the variation
a brief statement of the nature of, and reasons for, the variation
the name of the applicant for the approval, registration or variation
the application number
the name and distinguishing number of the active constituent
the name and distinguishing number of the chemical product
the distinguishing number of the label approval
the name of the active constituents of the chemical product
a short description of the application and its purpose, including the way in which the active constituent or chemical product is intended to be
used
brief details about the APVMA's decision
information contained in the data list that has been afforded a limitation period.

Publication of information on manufacturing licences

When we issue a new licence, vary a current licence, or suspend or cancel a licence, we publish certain information in the gazette. The information
published may include the following details:

the licence number, company name, address, product types, step(s) of manufacture and issue date of new/amended licences
a brief description of licence changes
the date of licence cancellation or suspension, including legislative reason
the date of revocation of licence, cancellation or suspension.

Public consultation

We publish information for public consultation on the APVMA website and in the Commonwealth of Australia Agricultural and Veterinary Chemicals
Gazette.

Notice in the Commonwealth of Australia Agricultural and
Veterinary Chemicals Gazette

The APVMA will publish in the gazette a Notice for a New Active Constituent or New Product Containing a New Active Constituent before deciding
whether to approve an application of this type.

The notice will include the following information:

that the APVMA has to decide whether to approve the constituent
the name of the constituent or the name that the applicant intends to use to describe the product
particulars of the constituent or the particulars of the product and its active constituents
a summary of our assessment of whether the constituent meets the safety criteria or the product meets the safety criteria, the trade criteria and
the efficacy criteria
any other matters that we think appropriate
an invitation for any person to make, within a specified period of at least 28 days, a written submission as to whether the constituent or product
should be approved or registered and a statement of the grounds on which the submission is based (which must be grounds that relate to the
statutory criteria).

Trade Advice Notice

For certain applications, we prepare a Trade Advice Notice where a proposed change in the use of a registered product has the potential to affect
Australia's trade. It provides a summary of the APVMA’s residue and trade assessment.

Trade Advice Notices are published on the public consultation page on APVMA’s website where the public is invited to comment on the trade
implications of a proposed use of a registered product. The APVMA communicates the opportunity for consultation by writing to relevant stakeholders
and including a notice in the APVMA’s online newsletter, Regulatory Update. Submissions must be lodged within 28 days from when relevant
stakeholders are advised of the consultation opportunity. Only comments relating to the legislative grounds for the assessment, which are the trade
implications of the use of the product are considered before a decision is made register the use.

The following content can be found at http://new.apvma.gov.au/node/275
If making a submission, please reference page number: 275

The following content can be found at http://new.apvma.gov.au/node/305
If making a submission, please reference page number: 305

The following content can be found at http://new.apvma.gov.au/node/306
If making a submission, please reference page number: 306

The following content can be found at http://new.apvma.gov.au/node/307
If making a submission, please reference page number: 307
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Data handling by the APVMA

The Australian Government Protective Security Policy Framework requires the APVMA to classify the information it receives. How that information is
classified determines how it will be disclosed or accessed as well as how it is to be stored or disposed of.

Information received with an application (for example details provided in dossiers) is generally classified as sensitive—confidential commercial
information. This classification requires us to securely store application information, and when using an external reviewer, send the information using
commercially approved couriers who are responsible for its carriage and safekeeping. 

Confidential commercial information

Section 162 of the Agvet Code prohibits the APVMA (or any member of its staff) from disclosing confidential commercial information. Confidential
commercial information in relation to an active constituent or a chemical product is defined in section 3 of the Agvet Code to mean:

a trade secret relating to the active constituent or chemical product or other information about them that has a commercial value that would be,
or could reasonably be expected to be, destroyed or diminished if the information were disclosed; or
information other than trade secrets including information that concerns the lawful commercial or financial affairs of a person, organisation or
undertaking and relates to the manufacture, distribution or supply of the active constituent or chemical product that if disclosed could
unreasonably affect the owner of the information in an adverse manner.

The definition of confidential commercial information under the Agvet Code does not include information associated with making a permit application
for the use of an active constituent or a chemical product, if the use proposed in the application is for minor or emergency use and includes the
information prescribed by regulation 3C of the Agvet Code Regulations.

The APVMA takes reasonable precautions to ensure that its staff does not release or enable access to classified information by unauthorised
people.  

Separate to the concept of information being confidential commercial information some information associated with applications to the APVMA
attracts limits on use of the information under division 4A of the Agvet Code.

The documents or samples provided to the APVMA for any purpose under the Agvet Code do, by section 169 of the Agvet Code, become the
property of the APVMA including information of any application that has been refused or withdrawn.

Records Management

The APVMA, as a commonwealth authority, is required to keep all documentation (paper and electronic) in accordance with the Archives Act 1983
(the Archives Act) that is administrated by the National Archives of Australia (the NAA).

Seeking review of decisions made by the APVMA

If you are unsatisfied with a decision made by the APVMA under the Agvet Code you may be able to seek internal review of the decision within 42
days from the date that the original decision was made. Alternatively, you may be able to apply for review by the Administrative Appeal Tribunal (AAT)
within 28 days from the day after the day on which the decision is notified to the applicant. AAT review may also be available with respect to
decisions made by the APVMA after a process of internal review.

Approval or variation of an active constituent or registration

Section 167 of the Agvet Code lists a range of decisions we make, relating to applications for approval, registration and variation, that are reviewable
by the Administrative Appeal Tribunal (AAT). Alternatively, you can seek internal review of any decision listed at section 167.

The decisions made by us in relation to an application for approval, registration or variation that are eligible for AAT review or internal review include:

approval or registration of a constituent, product or label with an instruction or relevant particular other than an instruction or relevant particular
set out in the application

The following content can be found at http://new.apvma.gov.au/node/581
If making a submission, please reference page number: 581

The following content can be found at http://new.apvma.gov.au/node/582
If making a submission, please reference page number: 582

The following content can be found at http://new.apvma.gov.au/node/583
If making a submission, please reference page number: 583

The following content can be found at http://new.apvma.gov.au/node/574
If making a submission, please reference page number: 574

The following content can be found at http://new.apvma.gov.au/node/575
If making a submission, please reference page number: 575
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approval or registration of a constituent, product or label subject to particular conditions
refusal of an application to approve or register a constituent, product or label, or to vary the relevant particulars or conditions of a constituent,
product or label—other than if the decision to refuse is a circumstance set out above
refusal to waive or remit whole or a part of a fee.

Internal review is also available for decisions made by us to refuse your application for approval, registration or variation (except in preliminary
assessment) where our decision was based only on the application requirements set out under sections 8A(a) and 8A(b) of the Agvet Code not being
met. These decisions are not subject to review by the AAT.

Application requirements set out under sections 8A(a) and 8A(b) of the Agvet Code include that your application must: 

be in writing in the approved form
be signed by you
be accompanied by so much of the prescribed fee as is required to be paid when your application is made
be lodged with the APVMA
contains, or will be accompanied by, any information specified for the application in the legislative instrument created by us under section 8B of
the Agvet Code and
be compliant with or will comply with any relevant requirements prescribed by the Agvet Code Regulations for active constituents, chemical
products or labels.

Permit

Section 167 of the Agvet Code lists a range of decisions we make, relating to applications for a permit, that are reviewable by the Administrative
Appeal Tribunal (AAT), including applications for an extension to a permit. Alternatively, you can seek internal review of any decision listed at section
167. The decisions made by us on application for permits that are eligible for AAT review or internal review include:

refusal to issue an application for a permit approval or to extend the duration of a permit, other than if the decision to refuse is a circumstance
set out above
issuance of a permit subject to particular conditions or for a particular period only
refusal to waive or remit the whole or a part of a fee.

Internal review is also available for decisions made by us to refuse your application for a permit or an extension of the duration of an existing permit
(except in preliminary assessment) where our decision was based only on a requirement made by the APVMA on behalf of the coordinator or the
application requirements set out under sections 8A(a) and 8A(b) of the Agvet Code not being met. These decisions are not subject to review by the
AAT.

Application requirements set out under sections 8A(a) and 8A(b) of the Agvet Code include that your application must:    

be in writing in the approved form
be signed by you
be accompanied by so much of the prescribed fee as is required to be paid when your application is made
be lodged with the APVMA
contains, or will be accompanied by, any information specified for the application in the legislative instrument created by us under section 8B of
the Agvet Code and
be compliant with or will comply with any relevant requirements prescribed by the Agvet Code Regulations for active constituents, chemical
products or labels.

Renewal of registration

In relation to applications for the renewal of registration you can only seek internal review, or make an application to the AAT seeking a review, of our
decision to refuse:

to accept a late application
to waive or remit whole or a part of a fee.

Certificates for exporting agricultural and veterinary chemical
product

If we make a decision to refuse a request for a certificate you can make an application to the AAT seeking a review of that decision.

The following content can be found at http://new.apvma.gov.au/node/576
If making a submission, please reference page number: 576

The following content can be found at http://new.apvma.gov.au/node/577
If making a submission, please reference page number: 577

The following content can be found at http://new.apvma.gov.au/node/578
If making a submission, please reference page number: 578

The following content can be found at http://new.apvma.gov.au/node/579
If making a submission, please reference page number: 579
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Change the holder or nominated agent

In relation to applications made to change the holder, or to propose or change a nominated agent, you can seek internal review, or make an
application to the AAT seeking a review, of our decision to refuse:

the application
to waive or remit whole or a part of a fee.

Manufacturing licences

Section 167 of the Agvet Code lists a range of decisions we make, relating to applications for manufacturing licences, that are reviewable by the
Administrative Appeal Tribunal (AAT). Alternatively, you can seek internal review of any decision listed at section 167. The decisions on applications
for manufacturing licences that are eligible for AAT review or internal review include:

refusal of an application to issue a licence because an applicant has not met the application requirements
issuance of a licence subject to certain conditions 
imposition of new conditions on a licence or variation of existing conditions

Internal review is also available for decisions made by us to refuse your application for a manufacturing licence where our decision was based only
the application requirements set out under sections 122 of the Agvet Code not being met. These decisions are not subject to review by the AAT.

Application requirements set out under sections 122 of the Agvet Code include that your application must:     

be in writing in the approved form
be signed by you
be accompanied by so much of the prescribed fee as is required to be paid when your application is made
be lodged with the APVMA and
contains, or will be accompanied by, any information specified for the application in the legislative instrument created by us under section 8B of
the Agvet Code.

Other Australian Government requirements that may apply to
chemical products

Requirements of other regulators for certain types of applications, such as permits for biological imports, and compliance of labelling information with
the Dangerous Goods Code.

Holders supplying chemical products to the marketplace should be aware of the requirements of Australian regulators (other than the APVMA) that
may apply to the supply of chemical products. These requirements are regulated by other authorities and may include dangerous goods, hazardous
chemicals, imported biological agents or genetically modified organisms.

Australian Dangerous Goods Code (National Transport
Commission)

The Australian Dangerous Goods Code, as adopted by the states and territories, sets out, among other things, requirements for the labelling of
chemicals that are classed as dangerous goods. These labelling requirements are referred to in the Labelling Codes. A panel on the label sets out
how these requirements are conveyed.

The label content that is mandated by the Australian Dangerous Goods Code contributes to our assessment of ‘adequate instruction’ on an agvet
chemical label—particularly in terms of acute handling information that is relevant to handling during transport and storage. However, in the past we
have based our satisfaction with this content on the fact that it is specifically regulated (and enforced) by a competent authority in each jurisdiction.
We have therefore not specifically assessed this content in our approval of labels as this would involve regulatory duplication. In addition, the nature of
the information and its presentation is such that there is little or no potential for it to conflict with or otherwise interact with the label requirements and
instructions derived from our assessment of other aspects of occupational health and safety and the handling and management of the chemical. 

Workplace labeling (Safe Work Australia)

The following content can be found at http://new.apvma.gov.au/node/580
If making a submission, please reference page number: 580

The following content can be found at http://new.apvma.gov.au/node/584
If making a submission, please reference page number: 584

The following content can be found at http://new.apvma.gov.au/node/585
If making a submission, please reference page number: 585

The following content can be found at http://new.apvma.gov.au/node/586
If making a submission, please reference page number: 586
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The Work Health and Safety Regulations impose rules relating to hazardous chemicals that may be relevant. For example, the manufacturer or
importer of a hazardous chemical must ensure that it is correctly labelled. Also, a supplier must not supply hazardous chemicals to a workplace if the
hazardous chemicals are not correctly labelled.

Biological imports (Australian Quarantine and Inspection Service)

Imported biological agents require a permit from the Australian government Department of Agriculture before they can be brought into Australia.

Genetically modified organisms (Office of the Gene Technology
Regulator)

For materials which consist of or contain genetically modified organisms (GMOs) and are regulated by APVMA, we seek advice from the Office of
the Gene Technology Regulator (OGTR) on any application for approval of a GMO or the product of a GMO.

To have a GMO approved, the applicant must also address OGTR requirements for data for a risk analysis relating to the use of the GMO.

Drinking Water Guidelines for Pesticide

The 2011 Australian Drinking Water Guidelines (ADWG) has been developed by National Health and Medical Research Council in collaboration with
the Natural Resource Management Ministerial Council. The ADWG is designed to provide an authoritative reference to the Australian community and
the water supply industry on what defines safe, good quality water, how it can be achieved and how it can be assured. The guidelines have been
developed after consideration of the best available scientific evidence and provide a framework for good management of drinking water supplies to
ensure safety at point of use. They address both the health and aesthetic quality aspects of supplying good quality drinking water.

Issuing of a licence

Information on the refusal of a licence application, applicant rights and appealing decisions, including transparency around the process.

The APVMA must issue a licence in the circumstances specified in section 123 of the Agvet Code. We must be satisfied that the applicant will
comply with the conditions to be imposed on the licence if the licence is issued, that the premises are satisfactory for the manufacture of the products
and that the applicant can comply with the Manufacturing Principles and GMP Code.

Annual fees are payable for licences.

After a licence is issued, the licence holder is then required to maintain GMP compliance and undergo periodic audits.

Refusal of a licence application

Circumstances that may lead to the APVMA refusing an application include (but are not limited to):

an applicant has not met the application requirements
failure by the applicant to respond to our requests for further information
failure by the applicant to provide the report of the audit to the APVMA
failure by the applicant to demonstrate to our satisfaction

your ability to comply with the conditions of the licence, or
your ability to comply with the Manufacturing Principles, or
that the premises are satisfactory for the manufacture of the products

failure by the applicant to pay the prescribed fee
the APVMA finding that the applicant is not a ‘fit and proper person’.

The following content can be found at http://new.apvma.gov.au/node/587
If making a submission, please reference page number: 587

The following content can be found at http://new.apvma.gov.au/node/588
If making a submission, please reference page number: 588

The following content can be found at http://new.apvma.gov.au/node/589
If making a submission, please reference page number: 589

The following content can be found at http://new.apvma.gov.au/node/65
If making a submission, please reference page number: 65

The following content can be found at http://new.apvma.gov.au/node/308
If making a submission, please reference page number: 308
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