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Australian Government
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Veterinary Medicines Authority It 52
em

Application for a permit where the use of the chemical product
or active constituent is proposed to be an emergency use

1. Purpose of the application

a). This application is for:

a new minor use permit

an extension of the duration of an emergency permit which requires technical assessment (this does not
include state extension)

b). The permit is for an:

agricultural chemical product

veterinary chemical product

c). Product and active constituent details:

This application involves a Registered Product

This application involves an Unregistered Product

Product name

Include all similar registered products in permit

Active constituent name Active constituent concentration
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2. Applicant contact details

Full name of applicant:

Name of contact person:

Position/title:

ACN/Overseas equivalent number:

Street address:

Postal address:

Email: Telephone: Facsimile:

3. Authorised Agent details

Authorised Agent (can be employee of the applicant)

No Agent

Full name of Agent (can be a company):

Name of contact person in the company:

Position/title:

Postal address:

Email: Telephone: Facsimile:
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4. Fit for Purpose Declaration

| declare that in accordance with paragraph 112(4)(b) of the Agvet Code, neither the:

. the applicant for the permit (the Applicant); or
. any person who makes, or participates in making, decisions that affect the whole, or a substantial part, of the
Applicant's affairs; or

. if the Applicant is a body corporate, a person who is a major interest holder of the body corporate
has, within the 10 years immediately before this application:

. 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 proven guilty of an offence include above where the court has not recorded a conviction; 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 civil penalty provision of a law of the
Commonwealth or a law of a state or territory involving fraud or dishonesty; or

. held a permit that was cancelled under subsections 119(2) or section 119B of the Agvet Code or under a
corresponding provision of the Agvet Code of another jurisdiction; or

. been a manager, or major interest holder, of a body corporate in respect of which any of the matters, noted
above, applied in that 10 year period, if the conduct resulting in that matter occurred when the person was a
manager or major interest holder of the body corporate.

| cannot make the above declaration in accordance with paragraph 112(4)(b) of the Agvet Code

5. Correspondence

Correspondence about this application is to be addressed to:

Applicant

Authorised Agent

Do

you authorise the APVMA to communicate with the person chosen above electronically using the email provided?

Yes No
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6. Declaration

| have submitted the template(s) for the approved label.

| have submitted all related information online.

I have more information to be posted to APVMA within 7 days.

| declare that the information provided with this application is complete and correct.

Signature:

Date:

Giving false or misleading information is a serious offence and may lead to prosecution for an offence against
the Agricultural and Veterinary Chemicals Code.
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7. General details

Proposed duration of permit

First date of proposed use

Annual timing of use
(i.e. from Sep to Mar or ongoing throughout year)

Proposed permit duration
(i.e. 1,2, 5, 10 years or ongoing)

Location of proposed use

Locations ACT TAS
NSW ViC
NT WA
QLD
SA

Specific locations

Persons to be covered by the permit

Persons 'All persons' (includes everyone - i.e. no restrictions)

A specific group

One or more nominated individuals

Scale of use

Estimated or proposed scale of use
(area, tonnage, number of trees, number of animals,
number of doses etc.)
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8. Proposed Use

Target crop or situation (1) Pasture

Crop

Situation

Target disease, pest | Common name
or purpose

Scientific name

Application rate
(e.g. 100mL or 100g product / 100L and/or
1L or 1kg/ha)

Spray volume
(e.g. 500L/ha)

Addition of wetter
(e.g. plus 200mL/100L - please specify wetter)

Timing of application/growth stage
(e.g. apply at budburst, blossom boom etc)

Maximum number of applications

Minimum re-treatment interval
(days) between consecutive applications

Application method
(e.g. foliar, drench, in-furrow, aerial)

Application equipment
(e.g. knapsack, air-blast sprayer, boomspray)

Proposed withholding | Number of days
periods (food and/or | or weeks between
livestock feed crops last application and
only) harvest

Grazing and cutting
for livestock

Any special precautions/critical use
comments

Is the chemical product intended to be
applied to a genetically modified crop?

Yes No

Page 6 of 12



For Official Use Only

9. Justification for the proposed use

a). Provide reasons as how the proposed use qualifies as an emergency use:

b). Are any products currently registered or approved for the proposed use?

Yes |:| No

Provide justification for why the proposed use should be considered instead of the currently registered products:

c). Has an application been made to register the product?
Yes No
Provide the reasons as to why no application has been made:

10. Formulation details
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11. Active constituent details
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12. Manufacturer details (for unregistered products only)

13. Manufacturers of active constituents (immunobiological products) (for unregistered products only)

14. Active constituent manufacturer details (for unregistered products only)

15. Overseas registration

Are you aware if this pattern is registered overseas?
Yes No
Please name the country (or countries) and provide a copy of label and assessment report, if available.

Label file name:
Assessment report file name:

16. Registered Product Holder/Manufacturer Support of product in Australia

Have you contacted the Registered Product Holder/Manufacturer for support of this use?
Yes No

17. Importation details (for unregistered products only)

18. Product supplier details (for unregistered products only)

19. Container and net content details (for unregistered products only)

20. Storage stability details (for unregistered products only)

21. Executive summary

Describe the purpose of the application.
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22. Chemistry and Manufacture

Have you provided a separate Chemistry and Manufacture data package?

Yes

No, the proposed product is registered and is supplied in an approved container

No, justify why a separate Chemistry and Manufacture data package has not been provided:

23(a). Toxicology

Have you provided a separate Toxicology data package?

Yes

No, the proposed product is registered or contains a currently approved active constituent

No, justify why a separate Toxicology data package has not been provided

23(b). Poisons Scheduling

Have you provided a separate scheduling data package?

Yes

No, the proposed label is consistent with the current Poisons Schedule and the use pattern will not result

in additional risk to users

No, justify why this data package has not been provided
24. Metabolism and Kinetics

Have you provided a separate Metabolism and Kinetics data package?
Yes No

Justify why a separate Metabolism and Kinetics data package has not been provided:

25(a). Residues safety criteria

Have you provided a separate Residues data package?
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Yes

No, food, processed commodities, by-products or animal feed will not be available for consumption by humans
or animals

No, food, processed commodities, by-products or animal feed may be available for consumption, however,
current maximum residue limits (MRLs) are appropriate or the use is exempt from the requirements of an MRL

No, justify why a separate Residues data package has not been provided:

25(b). Trade criteria

Have you provided a separate Trade data package?

Yes
No, food or stockfeed commaodities derived from treated crops, animals or other situations will not be made
available for export or sold into a market where export may occur

No, justify why a separate Trade data package has not been provided:

26. Work Health and Safety criteria

Have you provided a separate Work Health and Safety data package?

Yes
No, the product is registered or the proposed use pattern will not change the currently approved user safety/re-

entry or handling directions
No, justify why a separate Work Health and Safety data package has not been provided:

27. Environmental Safety criteria

Have you provided a separate Environmental Safety data package?

Yes

No, the proposed use pattern is equivalent to currently registered products in terms of risks to the environment

No, justify why a separate Environmental Safety data package has not been provided:

28. Target Animal/Crop Safet

Have you provided a separate Target Animal/Crop Safety data package?

Yes No
Justify why a separate Target Animal/Crop Safety data package should not be required:

29. Efficacy criteria

Have you provided a separate Efficacy data package?

Yes

No, justify why a separate Efficacy data package has not been provided:
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30. Non-food trade aspects

Have you provided a separate non-food trade data package?

Yes

No, non-food commodities derived from treated crops, animals or other situations will not be made available for
export or sold into a market where export may occur

No, justify why a separate non-food trade data package has not been provided:

31. Special data

Have you provided a separate special data package, relating to antibiotic resistance, genetically-modified organisms,
GMP licencing requirements or other special cases as required by data requirements?

Yes

No, this section is not applicable to the current application

No, justify why a separate special data package has not been provided:
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