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Application types

Identify if products require registration or approval and how to apply for permits, licences,
certificates and registration renewal. Find information on assessment periods and
application fees.

Does my product require registration?

Use our self-assessment tool to help determine if your veterinary or agricultural chemical
product requires registration. Outlines arrangements for novel products, products of low
regulatory concern and reserved chemical products, and explains registration models and
exemptions.

The regulatory framework for managing agvet chemical products in Australia is the National
Registration Scheme for Agricultural and Veterinary Chemicals.

Under the scheme, the APVMA is responsible for the assessment and approval or
registration of active constituents and agvet chemical products and for their regulation up to
and including the point of retail sale in Australia.

Before an agvet chemical product can be legally supplied, sold or used in
Australia it must be registered by the APVMA, unless it is exempt from the
registration requirement.

For farmers, food producers, the chemical industry and the general public, registration means
that the product can be supplied or sold, and used safely according to the label directions.

Every year, hundreds of new agvet chemical products are developed for the Australian
marketplace. Many will need to be registered by the APVMA.

The laws that underpin agvet product registration are complex. It is important that anyone

The following content can be found at http://new.apvma.gov.au/node/6
If making a submission, please reference page number: 6

The following content can be found at http://new.apvma.gov.au/node/84
If making a submission, please reference page number: 84
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wanting to develop or market a new product has a good understanding of the rules that
determine whether or not the product needs to be registered.

There are severe penalties for anyone selling an unregistered agvet product in the Australian
marketplace if it is required by law to be registered.

Registration self-assessment tool for
veterinary chemical products

When the APVMA refers to veterinary products (also known as veterinary medicines), we
mean those items that are defined by the legislative framework as ‘veterinary chemical
products’.

Some veterinary products can be clearly and unambiguously identified as needing to be
registered (for example, they may have an obvious therapeutic effect or defined clinical use).
Likewise, for some veterinary products registration is clearly not required. For example, non-
medicated toothpastes that are purely cosmetic in nature (and do not make therapeutic
claims) do not need to be registered.

For other products, however, the situation is not so clear-cut. A number of factors may need to
be considered to determine whether a particular veterinary product needs to be registered
before it can be legally sold in the Australian marketplace.

To help you work out if your product needs registration, we have developed some resources
to guide you through the regulatory requirements:

The user guide: what is or isn’t a veterinary product explains the issues and factors the
APVMA considers in working out whether your product needs to be registered.
A simple, free self-assessment tool provides an automated result based on the product
details you enter and the legal requirements for that type of product. This tool is very
quick to use and you will receive an emailed summary of the result.

If the self-assessment tool shows that your veterinary product needs to be registered, you will
to need apply for registration. If it shows that your veterinary product does not require
registration, keep a copy of the email result for your files for future reference. If you are still not
sure about your product, you can apply to us for a technical assessment. A fee will apply for
this service.

Registration self-assessment tool for

The following content can be found at http://new.apvma.gov.au/node/176
If making a submission, please reference page number: 176

The following content can be found at http://new.apvma.gov.au/node/177
If making a submission, please reference page number: 177
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Application types

agricultural chemical products

When the APVMA refers to agricultural products, we mean those items that are defined by
the legislative framework as ‘agricultural chemical products’.

Some agricultural products can be clearly and unambiguously identified as needing to be
registered (for example, they may have a clear role in pest, weed or plant disease control).
Likewise, for some agricultural products registration is clearly not required. For example,
mould inhibitors sold for domestic use and cut flower preservatives do not need to be
registered. Nor is it necessary to register equipment and other physical devices used for pest
control.

For other products, however, the situation is not so clear-cut. A number of factors may need to
be considered to determine whether a particular agricultural product needs to be registered
before it can be legally sold in the Australian marketplace.

To help you work out if your product needs registration we have developed some resources
to guide you through the regulatory requirements:

The user guide: what is or isn’t an agricultural product explains the issues and factors
the APVMA considers in working out whether your product needs to be registered
A simple, free self-assessment tool provides an automated result based on the product
details you enter and the legal requirements for that type of product. This tool is very
quick to use and you will receive an emailed summary of the result.

If the self-assessment tool shows that your agricultural product needs to be registered, you will
need to apply for registration. If it shows that your agricultural product does not require
registration, keep a copy of the email result for your files for future reference. If you are still not
sure about your product, you can apply to us for a technical assessment. A fee will apply for
this service.

Novel products

New or novel products are usually subject to a full assessment against all statutory criteria. In
order to grant registration, the APVMA must be satisfied that the product meets the safety
criteria, as well as the efficacy and trade criteria (where relevant). To register a new product,
you must show us how the product meets the criteria.

If the product is of a type that we do not believe warrants a full assessment, our ‘modular’
assessment arrangements allow us to assess only those aspects that are necessary. The
assessment fees and timeframes for modular assessments are in line with the regulatory
effort needed and the regulatory risk posed by the product. This is also the case for
applications associated with existing products.

The following content can be found at http://new.apvma.gov.au/node/170
If making a submission, please reference page number: 170

The following content can be found at http://new.apvma.gov.au/node/171
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Arrangements for products of low
regulatory concern

For certain product types that we assess as being of low regulatory concern, we can use a
number of mechanisms to manage those products efficiently.

Reserved chemical products

A reserved chemical product is an agvet chemical product or class of products that is
reserved from registration, subject to conditions. The active constituent in the product or
product class must be specified in Schedule 3C—Reserved Schedule of the Agvet Code
Regulations. Specific parameters as well as any conditions prescribed in the Schedule must
be met in order for a chemical product to be reserved.

The Schedule prescribes the following disinfectant products as reserved chemical products:

benzalkonium chloride
glutaraldehyde
hydrogen peroxide
o-benzyl-p-chlorophenol
ortho-phenylphenol
peroxyacetic acid
phosphoric acid
sodium hydroxide
sodium hypochlorite
sulfamic acid
sulfuric acid. 

This list was correct as at October 2013. For full details of the Schedule, refer to the Agvet
Code Regulations.

For a new product or class of products to be added to the Reserved Schedule, the APVMA
must make a recommendation to the Minister, stating that we are satisfied that the product or
class of products meets the safety, efficacy and trade criteria, and meets certain other
conditions. If the Minister approves, the Governor-General may then amend the regulations to
add the product to the list.

If making a submission, please reference page number: 171

The following content can be found at http://new.apvma.gov.au/node/172
If making a submission, please reference page number: 172

The following content can be found at http://new.apvma.gov.au/node/173
If making a submission, please reference page number: 173
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Listed chemical product

A listed chemical product is an agvet chemical product prescribed in Schedule 3B—Listed
Chemical Products of the Agvet Code Regulations. For a listed chemical product, the
APVMA is satisfied that the product or class of products meets the safety, efficacy and trade
criteria when that product or class of products meets a standard made by the APVMA.

Listed chemical products are of low regulatory concern. Our satisfaction of the safety, efficacy
and trade matters has already been established in the standard, so an individual assessment
is not necessary for the product to be registered. Our assessment focuses purely on whether
the product complies with the standard.

The Schedule currently lists certain home swimming pool and spa products and joint health
products for dogs and horses. Relevant standards for these products are contained within the
relevant Legislative Instrument.

For a new chemical product or class of chemical products to be listed on Schedule, the
APVMA must make a recommendation to the minister, stating (among other things) that we
are satisfied that the product or class of products meets the safety, efficacy and trade criteria
when supplied in accordance with the standard we propose. If the Minister approves, the
Governor-General may then amend the regulations to add the product to the list. We must
also register the standard, which is a legislative instrument, on the Federal Register of
Legislative Instruments.

Registration models

A registration model is essentially a template for registration. Chemical products conforming
to the model can be registered at reduced cost because we are already satisfied that they
comply with the safety, efficacy and trade criteria.

Registration models are most suited to classes of chemical products that are of low
regulatory concern. A registration model is currently available for equine electrolyte products.

While the APVMA may initiate a registration model, most registration models are proposed
by industry groups. We assess the model, and the information supporting it, in much the same
way that we assess an application for registration. The benefit of a registration model is that it
we do not need to revisit that assessment each time that subsequent products conforming to
the model are proposed for registration.

If you are interested in developing a registration model for a class of products, contact us for
information about how to go about it.

The following content can be found at http://new.apvma.gov.au/node/174
If making a submission, please reference page number: 174

The following content can be found at http://new.apvma.gov.au/node/420
If making a submission, please reference page number: 420
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Oral electrolyte products for the
treatment of horses in exercise

Purpose

The purpose of this guideline is to provide a template for the registration of a class of
veterinary chemical products termed ‘orally applied dry-soluble-powder equine electrolyte
products’, including parameters for:

permissible constituents
chemistry and manufacture
use patterns and allowable therapeutic claims
labelling, including instructions for use and handling.

In this guideline, electrolytes are minerals that are dissolved in the blood and cellular fluids,
including sodium, potassium, chloride, calcium, magnesium and phosphate, as electrically
charged salts or ‘ions’. Electrolytes or ‘body salts’ are involved in nerve transmission, muscle
contraction, metabolic processes and water balance. They are lost in sweat, tears, digestive
secretions, urine and faeces.

Equine electrolyte products require registration where they are represented as being suitable
for, supplied or used to treat diseases or conditions in horses resulting from a deficiency of
electrolytes, and/or to improve or modify the health, production, performance or behaviour of
an animal.

Equine electrolyte products are usually administered in the horse’s feed or drinking water. In
some situations, for example to ensure that the horse has consumed the entire intended
dose, aqueous solutions can be administered directly into the mouth using a delivery device
appropriate for that purpose. In certain cases, it may be considered necessary to administer
the electrolyte product by stomach tube under veterinary supervision.

If an electrolyte product conforms to this model, you may apply to the APVMA to register the
product by reference to the model.

If a product conforms to this guideline, we may be satisfied that it meets the statutory criteria
in the absence of data, except where it is specified here that data should be provided. Such
applications also do not require the nomination of an appropriate reference product, as the
model sets the parameters for satisfying the criteria.

If you are applying for registration under this model, you should clearly indicate that the
application references the APVMA Oral Equine Electrolytes Model.

If the electrolyte product contains bicarbonate or citrate ions, makes any claims other than
those specified here, or does not otherwise comply with the model, you should not refer to the
model in your application.

Note that certain stockfood supplements, including certain electrolyte products, are excluded
from the requirements of registration. This model is only applicable to those electrolyte
products that are required to be registered by the APVMA.

6/32



Which electrolyte products generally
require registration?

Electrolyte products for use in animals generally do not require registration if all of the
following apply:

the product is presented in whole food or in a food premix for voluntary ingestion, as a
block or a lick for voluntary ingestion, or with directions to administer in the feed for
voluntary ingestion (not administered as a drench or by stomach tube)
the only claim on the label consists of the words ‘to supplement diets where levels may
be low’, or words to that effect
the product is formulated in such a way that after following the label directions for use
the intended recipient receives between 25 per cent and 100 per cent of the daily
requirement of each electrolyte (from all sources) for maintenance, growth and exercise,
as recommended by the National Research Council (NRC) of the United States
National Academy of Sciences.

The words ‘For Animal Treatment Only’ should not be included on the label of excluded
stockfood supplements that do not require registration with the APVMA. Refer to the
APVMA’s user guide: what is or isn’t a veterinary product for further information.

Electrolyte products for use in animals generally do require registration if either of the
following applies:

the product is to be administered parenterally, or enterally via a stomach tube or directly
into the animal’s mouth, for the direct or indirect prevention or treatment of a disease or
condition caused by an electrolyte deficiency
any claim in relation to the product beyond ‘to supplement diets where levels may be
low’ (or words to that effect) is made, such as a claim to prevent or treat a disease or
condition caused by an electrolyte deficiency or to improve and/or modify the health,
production, performance or behaviour of an animal.

Such products are considered to be represented as being suitable for, supplied or used for a

purpose commensurate with the definition of a veterinary chemical product in the Agvet
Code.

The registration model set out here relates only to those products requiring registration and
which conform to the parameters set out below.

Use pattern parameters

The following content can be found at http://new.apvma.gov.au/node/421
If making a submission, please reference page number: 421

The following content can be found at http://new.apvma.gov.au/node/422
If making a submission, please reference page number: 422
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The products to which this model applies may only be for the purposes listed here.

Target animal species

Healthy horses suitable for exercise and work.

Uses

Exercising horses have an absolute requirement to dissipate the heat generated by muscular
activity. One of the most important mechanisms of heat dissipation in the horse is by
evaporative cooling following sweating. Equine sweat is a hypertonic electrolyte solution, and
significant quantities of both fluid and electrolytes are lost in sweat.

Equine electrolyte products are used to help replace the electrolytes lost in sweat. When
provided in conjunction with freely available water, they allow the horse to rehydrate and
replace water lost in sweat.

Quantitatively, the most significant electrolytes lost by horses in sweat include sodium
(present at 3.0–3.7 g/L), potassium (present at 1.2–2.0 g/L) and chloride (present at 5.3–
6.2 g/L). Equine sweat also contains relatively low levels of calcium (0.08–0.3 g/L),
magnesium (0.024–0.14 g/L) and phosphate (<0.01–0.3 g/L).

Dose rate

Fluid and electrolyte loss in sweat during exercise is related to the speed and duration of
work, the environmental conditions (temperature and humidity) and the training status and
fitness of the horse.

The dose rates set out in the Labelling guidance section of this model for the heavy sweat
and moderate sweat formulations have been determined by taking into account the NRC
recommendations for the replacement of sweat losses, as estimated by body weight loss
during exercise.

The dose rates set out in this model are considered to be appropriate and safe. However, as
noted in the Labelling guidance section, veterinary or nutritionist advice should be sought on
the appropriate use of electrolytes and to ensure that daily electrolyte intakes from the diet
and electrolyte products match the daily requirements of each horse. This is consistent with
normal industry practice and should be reflected in the label instructions.

Chemistry and manufacturing parameters

The products to which this model applies may contain only the constituents set out in this
section. The concentration of any constituent should not exceed the limits specified here.
Where no limits are specified, the allowable concentration of those constituents may be at the
manufacturer’s discretion.

The following content can be found at http://new.apvma.gov.au/node/423
If making a submission, please reference page number: 423
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Active constituents

Products may contain the following active constituents:

Equine electrolyte active

constituents

Australian approved names

and standards

Electrolytes

provided

Ammonium chloride Ammonium chloride BP Chloride

Calcium carbonate Calcium carbonate BP Calcium

Calcium phosphate

Calcium hydrogen phosphate BP
Calcium hydrogen phosphate
anhydrous BP
Calcium phosphate BP

Calcium
Phosphate

Magnesium carbonate Magnesium carbonate USP Magnesium

Magnesium oxide Magnesium oxide USP Magnesium

Magnesium sulfate Magnesium sulfate BP Magnesium

Potassium chloride Potassium chloride BP
Potassium
Chloride

Potassium phosphate

Potassium phosphate—dibasic
trihydrate USP
Potassium phosphate—
monobasic USP

Potassium
Phosphate

Sodium chloride Sodium chloride BP
Sodium
Chloride

Sodium phosphate

Sodium phosphate—dibasic
USP
Sodium phosphate—dibasic
anhydrous USP
Sodium phosphate—dibasic
dihydrate USP

Sodium phosphate—dibasic
dodecahydrate USP

Sodium
Phosphate

Application types
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dodecahydrate USP
Sodium phosphate—dibasic
monohydrate USP
Sodium phosphate—monobasic
USP
Sodium phosphate—tribasic
USP

Phosphate

BP = British pharmacopoeia; USP = United States pharmacopeia.

Non-active constituents

Equine electrolyte products to which this model applies may contain non-active constituents
that perform a variety of functions, such as improving the physical characteristics of the
formulation or enhancing its attractiveness.

Permitted non-active constituents are flavouring agents and those anti-caking and colouring
agents listed in standards published by Food Standards Australia New Zealand as approved
food additives (external site).

The maximum total allowed concentration of all non-active constituents is 2 per cent.

Formulated product details

The equine electrolyte products covered by this model are to be formulated as dry powders.
They may be administered by addition to the feed or drinking water of the horse, or prepared
as a ready-to-administer aqueous solution for direct administration to the horse.

Formulation

The APVMA considers two formulation options under this model:

Heavy sweat formulations: This type of formulation should contain at least 70 per cent
weight per weight (w/w) combined potassium and sodium chloride so that the ratio of
potassium to sodium is 1.8–2.2:1.

Moderate sweat formulations: This type of formulation should contain at least 70 per
cent w/w combined potassium and sodium chloride so that the ratio of potassium to
sodium is 1:1.

These formulations may also contain any of the other constituents listed under Active
constituents and Non-active constituents.

Shelf life

In the absence of stability data, we may be satisfied that the maximum shelf life for products
that conform to this model is 36 months when stored below 30 °C (room temperature).
However, it is your responsibility to be satisfied that the shelf life shown on the label is
appropriate. You may choose to nominate a shorter shelf life.

Maximum pack size

http://www.foodstandards.gov.au/consumer/additives/additiveoverview/Pages/default.aspx
http://new.apvma.gov.au/pdf/new#ac
http://new.apvma.gov.au/nc


You should not propose any pack size greater than 25 kg.

Labelling guidance

You should review the APVMA’s Veterinary Labelling Code for information on how to set out
your label. Claims and instructions should be consistent with those outlined in this section.
Labels should also contain the following elements.

Active Constituent

Each kg of product contains:

[List the concentration of each electrolyte expressed as the ‘ion’]

x g/kg of sodium (Na+)

y g/kg of potassium (K+)’

[etc]

[Therapeutic claim]

[For heavy sweat formulations]

An aid in the prevention and treatment of dehydration and electrolyte imbalance caused by
heavy sweat loss during prolonged exercise such as training, racing, competition or travelling,
particularly in hot, humid conditions.

[Or]

[For moderate sweat formulations]

An aid in the prevention and treatment of dehydration and electrolyte imbalance caused by
moderate sweat loss during exercise such as training, racing, competition or travelling’

Directions for use

Fluid and electrolyte loss in sweat during exercise is related to the speed and duration of

work, the environmental conditions (temperature and humidity) and the training status and
fitness of the horse.

Veterinary or nutritionist advice should be sought on the appropriate use of electrolytes and

to ensure that daily electrolyte intakes from the diet and electrolyte products match the
daily requirements of each horse.

[For heavy sweat formulations]

The following content can be found at http://new.apvma.gov.au/node/424
If making a submission, please reference page number: 424
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This product is intended for use after heavy sweat situations (such as an endurance ride) or
for standardbred horses training in hot, humid conditions, where the horse’s bodyweight loss
through sweat is typically above 4 per cent.

[Or]

[For moderate sweat formulations]

This product is intended for use after mild to moderate sweat situations where the horse’s
bodyweight loss through sweat is typically less than 4 per cent.

This product is for administration after exercise. It is NOT suitable for use just prior to or
during exercise, such as during an endurance ride.

Always ensure that an adequate supply of clean, fresh drinking water is available after

administration of this product. In addition to the salt provided by this product, free access to
common salt (sodium chloride) as rock salt or salt block should also be provided.

Dosage

The exact dose will depend on sweat loss. The typical dose for a horse weighing 500 kg is
30–60 g per day (for other body weights, scale the dose directly on a body weight basis).

One level measure / standard tablespoon is approximately x g. [Insert the amount in terms
of the level measures (where there is an enclosed measure) or level standard tablespoons]

Administration

The product may be administered via the following methods:

in feed

Administer by mixing the required dose into the feed. It may be necessary to dampen
the feed a little to avoid excessive dust and to prevent the product from settling to the

bottom of the feed bin. If the horse is fed twice per day, mix half the dose in morning
feed and half in night feed.

in drinking water
The dose may be administered by dissolving it in 25–50 L of drinking water.
as a drench

The dose may also be administered directly as a 2.5–5 L drench, making sure the
horse is swallowing.

NOTE: Administration of electrolyte products by stomach tube is associated with a number
of potentially serious adverse effects and should only be undertaken by or under the direct
supervision of an appropriately qualified veterinarian.

Always ensure that an adequate supply of clean, fresh, untreated drinking water is available
after administration by any method.

The following content can be found at http://new.apvma.gov.au/node/425
If making a submission, please reference page number: 425
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Other guidance

You should refer to the Make an application page for details about application requirements
that are not specified in this guideline.

Exemptions

In some circumstances, we may exempt chemical products from the possession and supply
offences of the Agvet Code. We consider the circumstances in which we will exercise these
powers on a case-by-case basis, having regard to the objectives of the Agvet Code and
State and Territory control-of-use provisions. Exemptions are only granted for a specified
period and may be subject to certain conditions being met. Products subject to an exemption
cannot be advertised.

We will not consider granting an exemption if we believe that the safety criteria will
not be met.

Exemptions are current for the following products and classes of products:

industrial biocides
Trichoderma species in specific circumstances
calcium hydroxide or hydrated lime in specific circumstances
chlorine gas compressed and packages under pressure as a liquid in specific
circumstances
liquefied petroleum gas
citronella candles and sticks
stockfood in certain circumstances
silver in certain circumstances.

Applying for approvals, registrations and
variations

How to apply for the approval of active constituents and registrations of agvet products,
variations to active constituents and agvet products and labels.

Applications are made to the APVMA to approve, register or vary active constituents,
products, or labels. An application must be supported by information that allows us to
determine whether we are satisfied that the product meets the applicable statutory criteria
(safety, trade, efficacy and labelling criteria).

The following content can be found at http://new.apvma.gov.au/node/175
If making a submission, please reference page number: 175

The following content can be found at http://new.apvma.gov.au/node/92
If making a submission, please reference page number: 92
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Approval of active constituents and registration of
agvet chemical products

For a new agvet chemical product that contains a new active constituent, the APVMA must
approve the active constituent before we register the product. Once approved, the active
constituent may then be used in new agvet chemical products that are presented for
registration.

Each registered product must have a label containing the instructions approved by the
APVMA. Products cannot be supplied without the approved label attached to their containers.
When granting registration, we approve label particulars that contain adequate instructions for
the safe and effective use of the product and for its storage, handling and disposal.

All veterinary chemical products must be manufactured in premises that comply with the Code
of Good Manufacturing Practice, unless the product is excluded or exempt from the scheme
(such as listed or reserved products or products like skin cleansers, shampoos or sheep
branding substances). Australian facilities must be licensed by the APVMA, or hold a permit,
and overseas manufacturers must provide equivalent evidence of compliance at the time of
application for registration of products.

The type and nature of the information we require to determine whether a product meets the
statutory criteria varies according to the applicant’s proposal for registration and the
information provided in the application. For example, an applicant might choose to provide
scientific data or argument to address all or some of the criteria. Alternatively, if the product is
chemically or closely similar to an already registered product (a ‘reference product’) and has
the same use patterns as that product, you could nominate that reference product as
evidence that all of the criteria have already been met, relying on our previous decision to
register the reference product. The use of reference products in this way may depend on
whether there are limits on the use of information associated with the reference product.

The legislative instrument for information to be provided with applications sets out the
information requirements for applications. Guidelines on the how to address the types of
information that may be submitted are in the Information guidelines and standards section.
Applications that involve considerable data assessment will have higher fees and longer
assessment timeframes than those that rely on fewer assessments or use of reference
products.

The APVMA also accepts timeshift applications for the approval of a new active constituent
and the registration of an associated chemical product. Under a timeshift application
arrangement, we work with the applicant to agree on a project plan that sets out the
timeframe for conducting the necessary assessments to allow us to consider our satisfaction
against the safety, efficacy and trade criteria. The same fees apply as for a non-timeshift
application, as the assessment components are the same.

Timeshift applications can be particularly useful to facilitate global joint reviews (GJRs). A
GJR is the concurrent evaluation of a new active constituent and associated agricultural
chemical product through a globally coordinated system of evaluations, peer reviews and
report-sharing with other comparable regulators, typically OECD member governments.

Variations to active constituents, agvet chemical

Application types
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products and labels

Once an active constituent, label or agvet chemical product is approved, the relevant
particulars or conditions may be varied. Variations to products include adding new crops,
animal species, use situations or statements to the label, amending the site/s of manufacture,
making minor variations to the formulation and adding new pack sizes. Although all of the
statutory criteria are considered in the assessment of a variation application, applicants will
usually only need to provide information that addresses the nature of the variation and
whether the product, constituent or label continues to meet all of the statutory criteria.

An application for a variation of a relevant particular or condition can be made:

by the holder
by the nominated agent
by any other person with the consent of the holder

Variations can also be made on the APVMA’s own initiative, with the consent of the holder.

Lower fees and shorter timeframes apply to this type of variation application.

You must notify us within 28 days if you believe we have inaccurately recorded a
relevant particular or condition, and you must tell us the correct particular or
condition. Not doing so is an offence.

We can also amend an incorrect relevant particular or condition if it relates to the signal
words required by the current Poisons Standard for an approved label, or if the street or
postal address of the holder or the nominated agent changes.

Applying for an approval, registration or variation

An application for approval, registration or variation must be made online through the APVMA
portal. The application must include the prescribed fee and any information set out in the
legislative instrument for information to be provided with applications.

Other application types

Information on the different types of permits and how to apply for them, applications related to
licensing and manufacture of veterinary chemical products, certificates for exporting agvet
chemical products, managing holder and nominated agent details and renewal of
registrations.

The APVMA is also responsible for:

administering a permits scheme
issuing licences for manufacture and audits for GMP compliance
issuing certificates for exporting agvet chemical products

The following content can be found at http://new.apvma.gov.au/node/169
If making a submission, please reference page number: 169
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maintaining holder and nominated agent identifying information
renewing the registration of agvet chemical products.

Permits

The APVMA administers a permits scheme that allows for the legal use of chemicals in
certain ways that are contrary to the label instructions or, in certain circumstances allows for
the limited use of an unregistered chemical product.

The statutory criteria that we need to be satisfied about in order to issue a permit is similar as
for an active constituent approval or a product registration. We need to be satisfied that:

the application requirements have been met
any additional information that has been requested from you has been provided
for an active constituent—that the constituent would meet the safety criteria
for a chemical product—that the product would meet the safety criteria, the trade criteria
and the efficacy criteria
that the proposed use of the active constituent or chemical product (other than for
APVMA initiated permits) is for:

a minor use, or
an emergency use, or
for the purposes of research

if an application has not been made for approval of the constituent or registration of the
product or such an application has not been determined that there are reasonable
grounds for the application not having been made or for issuing the permit pending
determination of the application
the permit holder can comply with the conditions of the permit
within the previous 10 years, the proposed permit holder or any other person who
makes or participates in making decisions that affect the whole, or a substantial part, of
the proposed permit holders affairs have not been convicted of certain offences, been
ordered to pay a pecuniary penalty for contraventions of certain penalty provisions, or
had a permit cancelled in certain situations (this is known as the fit and proper person
test)
if the permit relates to authorising conduct that would contravene a condition of a
manufacturing licence that there are exceptional circumstances that justify issuing the
permit.

The legislative instrument for information to be provided with applications sets out the basic
information requirements, and the APVMA’s regulatory guidelines assist applicants to
understand how to ensure that we can be satisfied on the safety, trade and efficacy criteria.

We maintain the record of permits and publish the details of all permits that do not contain
confidential commercial information. The records can be searched using keywords for the
permit number, active constituent, pest/purpose, or animal/crop. If you are going to apply for a
permit, search the record of permits first to see whether there is an existing permit that you
could access.

The following content can be found at http://new.apvma.gov.au/node/611
If making a submission, please reference page number: 611
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Types of permits

Permits are of various types:

Minor use permit—for uses where no relevant registered products or use patterns exist
because registering the use pattern would not produce an economic return.
Emergency use permit—supports primary producers during emergencies or impending
emergencies, such as outbreaks of pests and diseases, by allowing the use of a
chemical product or an active constituent if there is a genuine belief that the use is
required because of the emergency.
Research permit—assists in the development, through experiments, of new uses for
products. Note that the APVMA does not issue permits to enable market research.
Veterinary manufacturing permit—may be issued to allow the manufacture of a
veterinary product that it would otherwise be an offence to manufacture. This type of
permit may only be used in exceptional circumstances where compliance with the
APVMA’s Manufacturing Principles can be demonstrated and is restricted to a
maximum period of 90 days.
Miscellaneous permit—may be issued for a circumstance not covered by the other
permits (for example, a permit to possess or supply an unregistered chemical product
for export; to oversticker an approved label; to supply specific batches of a registered
product that do not comply with the product specifications; to supply a registered
product with an unapproved label; or to extend the shelf life of a batch.

Applying for a permit

You may apply for a new permit or, in certain circumstances, apply to extend the duration of
an existing permit online through the APVMA portal. The application must include the
prescribed fee and any information set out in the legislative  instrument for information to be
provided with applications.

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.

Ability to comply with conditions—permit

The following content can be found at http://new.apvma.gov.au/node/612
If making a submission, please reference page number: 612

The following content can be found at http://new.apvma.gov.au/node/613
If making a submission, please reference page number: 613

The following content can be found at http://new.apvma.gov.au/node/614
If making a submission, please reference page number: 614
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and manufacturing licence

If the APVMA is not satisfied that an applicant will be able to comply with any conditions that
we think appropriate to apply to a permit or licence, we will 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 which must be met before we can
issue an approval for a permit or a manufacturing licence. Under these arrangements, the
APVMA must refuse the application if the proposed permit holder or applicant, or persons
with a specified relationship with the proposed permit holder or applicant, has:

been convicted of an offence against, an agvet law, or
been convicted of an offence against a law of this or another jurisdiction relating to
chemical products, or
been convicted of an offence against a law of the Commonwealth or a law of a State or
Territory involving fraud or dishonesty, or
been ordered to pay a pecuniary penalty for the contravention of an agvet penalty
provision, or
been ordered to pay a pecuniary penalty for the contravention of another law of this or
another jurisdiction relating to chemical products, or
been ordered to pay a pecuniary penalty for the contravention of a law of the
Commonwealth or a law of a State or Territory involving fraud or dishonesty, or
been a manager, or a major interest holder of a body corporate who was convicted of
an offence or been ordered to pay a pecuniary penalty of the type listed above while
that person was a manger or majority interest holder of the body corporate, or
for a permit application, 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, or
for a licence application, held a licence that was cancelled under subsection 127(1)(d)
or (e) of the code or under a corresponding provision of the Agvet Code of another
jurisdiction, or
been a manager, or a major interest holder of a body corporate that held a
permit/licence that was cancelled in the circumstances set out above, while that person
was a manager or majority interest holder of the body corporate, or
for a licence application has within the 5 years immediately before the application,
failed to comply with a manufacturing principle in connection with the manufacture of
chemical products.

The following content can be found at http://new.apvma.gov.au/node/615
If making a submission, please reference page number: 615
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Application fees and assessment periods

Application fees and assessment periods

Applications related to licensing and
manufacture for veterinary chemical
products

During the evaluation of an application to register a veterinary chemical product, the APVMA
assesses the evidence for Good Manufacturing Practice (GMP) at the premises where the
product has been or will be manufactured. Each Australian-based manufacturing site must
hold a current licence that is appropriate for the type of product. Unless an exemption or
exclusion applies, applicants must provide evidence that all proposed manufacturing sites
are licensed or, if the sites are overseas, they must demonstrate equivalence to the GMP
Code.

Manufacturing licences

Section 121 of the Agvet Code requires anyone engaged in any step of manufacture of a
veterinary chemical product in Australia to be appropriately licensed by the APVMA,unless
the product is exempt or the person holds a permit. This applies regardless of whether the
product is to be supplied within Australia or exported.

Manufacturers seeking to either obtain a new licence or to vary their licence (for example, to
vary the premises or the scope) must apply to the APVMA for approval, pay the prescribed
application fee and be issued with a licence before performing any steps in manufacture of
their product.

Manufacturer must be able to satisfy us that the manufacturing facility is suitable for the
activities proposed and that they are able to comply with the general licence conditions and
the Manufacturing Principles before we can issue or change the licence.

The following content can be found at http://new.apvma.gov.au/node/616
If making a submission, please reference page number: 616

The following content can be found at http://new.apvma.gov.au/node/80
If making a submission, please reference page number: 80

The following content can be found at http://new.apvma.gov.au/node/102
If making a submission, please reference page number: 102
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Certificates of GMP compliance issued
under the mutual recognition agreement
between the European Community and
Australia

Australia has entered into two mutual recognition agreements (MRAs) on conformity
assessments that cover veterinary chemical products. One is with the European Community
(EC) and the other with the European Free Trade Association (EFTA), which includes
Iceland, Liechtenstein and Norway.

The EC MRA allows the EC member states and Australia to recognise certificates of
conformity (such as GMP certificates) issued by each other’s authorities using their own
conformity assessment or inspection rules and regulations. That is, the MRA provides for
conformity assessment to be carried out in the country of manufacture.

Because different legislative and regulatory requirements apply among MRA partners, the
MRA does not create a direct equivalence between Australian and EC regulations. Rather, it
allows for mutual recognition of test results and other conformity assessment documentation,
including certification.

The European Community recognises the Therapeutic Goods Administration (TGA) as the
competent authority for inspecting premises in Australia. The APVMA is recognised as the
competent authority for the issue of the certificates.

To obtain a certificate issued under the European Community MRA, licence holders must
undergo an inspection by the TGA against the TGA’s Code of GMP, which the European
Community accepts as being equivalent to its requirements. After the inspection, we will
assess the inspection information and may issue a certificate.

Licence holders seeking to export products into the European Union can to apply for a
Certificate of GMP Compliance of a Manufacturer.

Veterinary manufacturing permit

The APVMA is able to issue permits for the manufacture of veterinary chemical products.
However, we can grant an application for a permit to manufacture in contravention of the
Agvet Code only where there are exceptional circumstances and where compliance with the
APVMA’s Manufacturing Principles can be demonstrated. Permits are not to be used to

The following content can be found at http://new.apvma.gov.au/node/103
If making a submission, please reference page number: 103

The following content can be found at http://new.apvma.gov.au/node/104
If making a submission, please reference page number: 104
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circumvent GMP requirements for the manufacture of chemical products.

APVMA audits of overseas manufacturers

If an applicant proposes to register a veterinary chemical product in Australia and is unable to
obtain acceptable evidence of GMP compliance for the overseas facility manufacturing that
product, an audit of the overseas facility by an APVMA-authorised GMP auditor will be
required. The applicant will need to arrange an audit and submit the relevant notification
forms to the APVMA.

Certificates for exporting agricultural and
veterinary chemical products

Before accepting exports of a chemical product from Australia, many countries require an
assurance from the government authority responsible for regulating the product in Australia.
The APVMA issues certificates containing the relevant details of such products through a
range of common types of certificate.

You can apply for a certificate in writing or online through the APVMA portal. The application
must include the prescribed fee and any information to support the application.

There is no statutory timeframe for the APVMA to assess an application for an
export certificate. However, we try to process certificate applications within 20
working days.

Fees

The fees for certificates are prescribed in the APVMA’s regulations. The standard fee is set
at $125, but a further $105 is payable if technical or scientific assessment is needed.

If you apply for subsequent certificates on the same day as the original application, you do not
have to pay an additional fee for the subsequent certificates if they are the same in all
respects, except for the addressee, the destination country or the foreign regulatory agency,
to the original.

If you require the APVMA to take a certificate to the Department of Foreign Affairs and Trade
to perform a consular act in relation to the certificate, the following further fees apply:

for signing and affixing a seal to the certificate: $20 per certificate

The following content can be found at http://new.apvma.gov.au/node/105
If making a submission, please reference page number: 105

The following content can be found at http://new.apvma.gov.au/node/98
If making a submission, please reference page number: 98
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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.

Holder and nominated agents

A holder is the person entered in the APVMA’s Record or Register and in the relevant
APVMA file as the holder of an active constituent approval, agvet chemical product
registration, label approval, permit approval or manufacturing licence.

A nominated agent acts on behalf of the holder in relation to an approval or registration in
Australia. The nominated agent is taken to have the same responsibilities under the
APVMA’s legislation as the holder. The nominated agent must be a resident of or carry on a
business in Australia. All overseas holders must have an Australian nominated agent. For
overseas holders, the nominated agent bears the liability for the holder under the APVMA’s
legislation.

Types of applications

The holder of an approval (except for a manufacturing licence) or registration can, by
application, change the holder in the Record or Register, appoint a nominated agent or vary a
nominated agent. However, a manufacturing licence cannot be transferred to a new
manufacturer; instead, an application for a new licence will be needed.

To facilitate changes to nominated agents, a separate application and fee are not needed to
appoint or vary an agent if the change is made in conjunction with the lodgement of an
application to approve, register or vary an active constituent, agvet chemical product or
permit.

Applying to vary holder or nominated agent details

An application to vary the holder or nominated agent may be made in writing or online through
the APVMA portal. The application must include consent from the new holder or nominated
agent, the prescribed fee and any information set out in the legislative instrument for
information to be provided with application.

A nominated agent may at any time submit a signed written request to cease being the agent.
The APVMA must be satisfied that the nominated agent has notified the holder about their
withdrawal before the variation can be completed.

The following content can be found at http://new.apvma.gov.au/node/81
If making a submission, please reference page number: 81

The following content can be found at http://new.apvma.gov.au/node/82
If making a submission, please reference page number: 82
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Renewals of registration

The holder of a registration may apply to renew their registration each financial year. The
renewal application must be made no later than one month before the registration ends. If the
registration occurs in June, a renewal application must still be made before the registration
ends, and a late fee will not apply. In certain circumstances and upon payment of a late fee, a
late application may be accepted. Failure to provide a renewal application by the due date
results in the cancellation of the registration of the product.

Applying for a renewal

An application to renew a registration must be made online through the APVMA portal. The
application must include the prescribed fee and any information set out in the legislative
instrument for information to be produced with applications. The preferred payment method
for a renewal application is online through the APVMA portal using credit card or
Bpay/electronic funds transfer.

Application fees and assessment periods

Application fees and assessment periods for all application types as well as annual fees for
licences.

The application fee and the assessment period in which the APVMA is required to determine
an application vary depending on the complexity of the application. The APVMA’s regulations
prescribe the fees and timeframes for each type of assessment (see tables 1, 2 and 3).

Table 1: Approvals and registrations made under section 10 of the Agvet Code

Item
Description of
application

Assessment
period

Fee
1 July
2014

Fee
1 Jan
2015

Maximum
pre‑application
assistance

rebate

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 $84 115 $96 135 $1 400

Approval of an active
constituent contained in a

chemical product,

The following content can be found at http://new.apvma.gov.au/node/83
If making a submission, please reference page number: 83
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2
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 and
fee

$1 400

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 $56 545 $64 620 $1 050

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 $32 090 $36 675 $1 050

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 $4 260 $4 870 $700

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
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6 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 $3 755 $4 290 $700

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 $1 535 $1 755 $350

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 $1 455 $1 655 $350

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 $1 395 $1 595 $350

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

Modular assessment period and
fee

$350
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described in items 3 to 9

15
Approval of an active
constituent requiring a full
assessment

14 months $26 730 $30 550 $1 400

16

Approval of an active
constituent requiring less
than a full assessment but
requiring a toxicological
assessment

9 months $16 455 $18 805 $700

17

Approval of an active
constituent requiring less
than a full assessment but
not requiring a toxicological
assessment

7 months $2 760 $3 155 $700

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 and
fee

$350

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 and
fee

$1 400

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

Fee
1 July
2014

Fee
1 Jan
2015

Maximum

pre‑application
assistance
rebate

11

Vary particulars or
conditions of registration or
label approval where a full
assessment of the chemical
product is required

10 months $25 035 $28 610 $1 050

Vary particulars or

Application types
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12
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 $1 020 $1 170 $350

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 Nil Nil Nil

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 $385 $385 Nil

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 and
fee

$350

18
Vary particulars or
conditions of an approved
active constituent

11 months $2 155 $2 465 $700

 

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

Fee
1 July
2014

Fee
1 Jan
2015

Maximum
pre‑application

assistance
rebate

A permit, or extension of a
permit, to possess or supply,
other than for use in Australia,
an active constituent that is not
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19 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 $350 $350 $350

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 $350 $350 $350

21
A permit, or extension of a
permit, where the proposed
use is a minor use

Modular
assessment
period

$350 $350 $350

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 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
and fee

$350

The assessment modules that may apply to an application of a kind described by item 2, 10,
14, 21, 23, 24 or 27 are set out in Table 4. These assessment modules may also apply to a
reconsideration. The module level depends on the type of assessment work covered by the
module.

 

Table 4: Module levels, types, periods for completion and fees

Module
level

Module type
Period for
completion

Fee

1 July
2014

Fee

1 Jan
2015

1 Preliminary assessment Not applicable $620 $710

2.1 Chemistry 13 months $8 065 $9 220

2.2 Chemistry 9 months $2 690 $3 075

2.3 Chemistry 6 months $1 380 $1 580

2.5 Chemistry—timeshift only
As set out in
project plan $8 065 $9 220



3.1 Toxicology 13 months $24 430 $27 920

3.2 Toxicology 9 months $14 620 $15 795

3.3 Toxicology 5 months $3 540 $4 050

3.4 Toxicology—timeshift only
As set out in
project plan

$24 430 $27 920

4.1
Toxicology requiring poison schedule
classification

13 months $2 435 $2 435

4.2
Toxicology requiring poison schedule
classification—timeshift only

As set out in
project plan

$2 435 $2 435

5.1 Residues 13 months $15 900 $18 170

5.2 Residues 8 months $9 210 $10 525

5.3 Residues (permit only) 8 months $7 175 $8 200

5.4 Residues 4 months $6 535 $7 465

5.5 Residues (permit only) 4 months $1 750 $2 000

5.6 Residues—timeshift only
As set out in
project plan

$15 900 $18 170

6.1 Occupational health and safety 13 months $4 310 $4 410

6.2 Occupational health and safety 7 months $2 900 $3 185

6.3 Occupational health and safety 4 months $3 480 $3 980

6.4
Occupational health and safety—timeshift
only

As set out in
project plan

$4 310 $4 410

7.1 Environment 13 months $23 095 $26 390

7.2 Environment 7 months $6 400 $7 315

7.3 Environment 4 months $1 505 $1 720

7.4 Environment—timeshift only
As set out in
project plan

$23 095 $26 390

8.1 Efficacy and safety 6 months $2 075 $2 370

8.2 Efficacy and safety 4 months $855 $975

8.3 Efficacy and safety 3 months $505 $580

8.4 Efficacy and safety—timeshift only
As set out in
project plan

$2 075 $2 370

9 Non-food trade 6 months $1 175 $1 175

10.1 Special data 13 months nil nil

10.2 Special data 7 months nil nil

10.3 Special data 7 months nil nil
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10.4 Special data—timeshift only
As set out in
project plan

nil nil

11.1 Finalisation 3 months $3 545 $4 055

11.2 Finalisation 2 months $1 350 $1,545

11.3 Finalisation 2 months $755 $865

12 Data protection Not applicable $400 $460

 

Table 5: Change of holder or variation of nominated agent made under section 8L, 8M, 8N or
8Q of the Agvet Code

Item Description of application Assessment period Fee
Maximum
pre‑application
assessment rebate

8L
Change the holder of an
approval or registration

Within 1 month after
the application is
lodged

$50 Nil

8M
Nominate a nominated agent
for an approval or registration

Within 1 month after
the application is
lodged

$50 Nil

8N
Change a nominated agent
for an approval or registration

Within 1 month after
the application is
lodged

$50 Nil

8Q
Request to withdraw from
being a nominated agent

Not applicable Nil Nil

 

Table 6: Renewals made under section 48 of the Agvet Code

Description of
application

Assessment period Fee
Maximum
pre‑application

assistance rebate

Renewal of
registration

The APVMA must renew the registration
before the registration end date

$430 Nil

Renewal of
registration late
fee

Within 1 month after the late application
is made

$50 Nil

 

Table 7: Manufacturing licence applications made under section 122 of the Agvet Code

Activity Fee

Maximum

pre‑application
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Activity Fee
assistance
rebate

New licence application submitted $900 Nil

Licence variation application submitted (applies for all partial
audits for extension of licence scope. This fee covers
assessment of the application and audit)

$1 800 Nil

 

Annual fees for manufacturing licences
issued under section 123 of the Agvet
Code

Annual fees cover the cost of monitoring the timely conduct and closure of all audits of
Australian-based manufacturers, preparing pre-audit information for auditors, reviewing audit
reports, addressing disputes, answering manufacturer queries, updating licences for routine
changes (such as changes to personnel), and where necessary initiating compliance
enforcement action. These activities are undertaken on behalf of all manufacturers, and an
audit of each manufacturer is conducted on a regular basis.

Table 1 sets out the annual fees that apply to Australian licensed manufacturers.

Table 1: Annual fees for manufacturing licences issued under section 123 of the Agvet Code

Licence category
Annual

fee

Category 1 licensed manufacturers $7 500

Multi-category licences (manufacturers who hold licences to manufacture category
2 and 3, category 2 and 4, category 2, 3, and 4 or category 3 and 4 products)

$7 500

Single-category manufacturers (category 2, 3 or 4 products only) $5 000

Category 6 (single step) $1 800

Low-income manufacturers

Licensed manufacturers who provide the APVMA with satisfactory evidence that the total
notional wholesale value of the chemical products manufactured under the licence in the
previous financial year was less than $50 000 will be eligible to apply for a fee reduction of

The following content can be found at http://new.apvma.gov.au/node/470
If making a submission, please reference page number: 470

The following content can be found at http://new.apvma.gov.au/node/471
If making a submission, please reference page number: 471
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50%. In practice this means that category 1 manufacturers and multi-category manufacturers
who meet the eligibility criteria will only be required to pay an annual fee of $3 750 for the
financial year in which they are eligible. Single-category manufacturers who meet the criteria
will only be required to pay $2 500, and category 6 manufacturers who meet the criteria will
only be required to pay $900 for the financial year in which they are eligible.

Fees for registration holders of products
manufactured overseas

The APVMA also assesses information relating to overseas manufacturing facilities. The
fees for the assessment of this information are payable by the product registration holder
annually.

Table 1: Fees for registration holders of products manufactured overseas
Activity Fee

Annual overseas GMP compliance assessment fee per overseas site of
manufacture used per registration holder

$1 000

The following content can be found at http://new.apvma.gov.au/node/472
If making a submission, please reference page number: 472
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