
 

Gazette 
Agricultural and veterinary chemicals 
No. APVMA 12, Tuesday 16 June 2026 

Published by the Australian Pesticides and Veterinary Medicines Authority 

 

The Agricultural and Veterinary Chemical Code Act 1994 (the Act) commenced on 15 March 1995. The 
Agricultural and Veterinary Chemicals Code (the Agvet Code) scheduled to the Act requires notices to be 
published in the Gazette containing details of the registration of agricultural and veterinary chemical products 
and other approvals granted by the Australian Pesticides and Veterinary Medicines Authority. The Agvet Code 
and related legislation also requires certain other notices to be published in the Gazette. A reference to Agvet 
Codes in this publication is a reference to the Agvet Code in each state and territory jurisdiction. 

ISSN 1837-7629 

Commonwealth 
of Australia 
 

 
  

 

 
  

 

   



© Commonwealth of Australia 2026 

This work is copyright. Apart from any use as permitted under the Copyright Act 1968, no part may be reproduced by any 
process without prior written permission from the Australian Pesticides and Veterinary Medicines Authority (APVMA). 
Requests and inquiries concerning reproduction and rights should be addressed to: 

Assistant Director, Communications 
Australian Pesticides and Veterinary Medicines Authority 
GPO Box 574 
Canberra ACT 2601 

Email: communications@apvma.gov.au 
Website: apvma.gov.au 

General information 

The APVMA Gazette is published fortnightly and contains details of the registration of agricultural and veterinary 
chemicals products and other approvals granted by the APVMA, notices as required by the Agricultural and Veterinary 
Chemicals Code (the Agvet Code) and related legislation and a range of regulatory material issued by the APVMA. 

Pursuant to section 8J(1) of the Agvet Code, the APVMA has decided that it is unnecessary to publish details of 
applications made for the purpose of notifying minor variations to registration details. The APVMA will however report 
notifications activity in quarterly statistical reports. 

Distribution and subscription 

The APVMA Gazette is published in electronic format only and is available from the APVMA website. 

If you would like to subscribe to receive email notification when a new edition is published, please complete a 
subscription form. 

APVMA contacts 

For enquiries regarding the publishing and distribution of the APVMA Gazette: Telephone: +61 2 6770 2300. 

For enquiries on APVMA Gazette content, please refer to the individual APVMA contacts listed under each notice. 

Privacy 

For information on how the APVMA manages personal information when you contact us, see our Privacy Policy.

mailto:communications@apvma.gov.au
http://www.apvma.gov.au/
http://www.apvma.gov.au/news-and-publications/publications/gazette
https://apvma.us2.list-manage.com/subscribe?u=f09f7f9ed2a2867a19b99e2e4&id=a025640240
https://apvma.gov.au/node/59876


iii 

 

Contents 

Agricultural chemical products and approved labels ....................................................................................................... 1 

Veterinary chemical products and approved labels ....................................................................................................... 19 

Approved active constituents ........................................................................................................................................ 21 

Revocation of suspension of registration ....................................................................................................................... 22 

Applications for registration of new products – Numelvi Tablets For Dogs, containing atinvicitinib ............................... 34 

Amendments to the APVMA MRL Standard .................................................................................................................. 45 

Proposal to amend Schedule 20 in the Australian New Zealand Food Standards Code ............................................... 46 



1 Commonwealth of Australia No. APVMA 12, Tuesday 16 June 2026 

 

Agricultural chemical products and approved labels 

Pursuant to the Agricultural and Veterinary Chemicals Code scheduled to the Agricultural and Veterinary Chemicals 
Code Act 1994, the APVMA hereby gives notice that it has registered or varied the relevant particulars or conditions of 
the registration in respect of the following products and has approved the label or varied the relevant particulars or 
conditions of the approval in respect of the containers for the chemical product, with effect from the dates shown. 

Table 1: Agricultural products based on new active constituents 

Application no. 141352 

Product name Actavan Bio Plant Defence Elicitor 

Active constituent 900 g/L beet extract 

Applicant name ADAMA Australia Pty Limited 

Applicant ACN 050 328 973 

Date of registration 26 May 2026 

Product registration no. 94052 

Label approval no. 94052/141352 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Registration of a 900 g/L beet extract product that is a natural elicitor that enhances the plant defences 
in vine grapes, increasing their resistance to Botrytis infection 

 

Application no. 144596 

Product name Vismax Specialty Fungicide 

Active constituent 0.12 g/L of Flg22-Bt peptide 

Applicant name Elemental Enzymes Australia Pty Ltd 

Applicant ACN 633 417 633 

Date of registration 1 June 2026 

Product registration no. 95076 

Label approval no. 95076/144596 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Registration of a 0.12 g/L of Flg22-Bt peptide soluble concentrate (SL) product for the control of the 
fungal disease Shot hole caused by Wilsonomyces carpophilus in almonds 
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Table 2: Agricultural products based on existing active constituents 

Application no. 149446 

Product name JYJ Harvest Prothioconazole + Tebuconazole 420 SC Fungicide 

Active constituents 210 g/L prothioconazole, 210 g/L tebuconazole 

Applicant name Anhui Jiuyi Agriculture Co., Ltd. 

Applicant ACN N/A 

Date of registration 3 June 2026 

Product registration no. 96474 

Label approval no. 96474/149446 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Registration of a 210 g/L prothioconazole and 210 g/L tebuconazole suspension concentrate (SC) 
product for the control of various diseases in wheat, barley, oats, triticale, canola and pyrethrum 

 

Application no. 147289 

Product name Titan Patrol 350 FS Seed Treatment 

Active constituent 350 g/L thiamethoxam 

Applicant name Titan AG Pty Ltd 

Applicant ACN 122 081 574 

Date of registration 5 June 2026 

Product registration no. 95820 

Label approval no. 95820/147289 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Registration of a 350 g/L thiamethoxam suspension concentrate for seed treatment (FS) product for 
treatment of canola, cereal crop seed for the control of aphids and stored grain pests in stored cereal 
planting seed 

Table 3: Variations of registration – agricultural chemical products 

Application no. N/A – variation under s29A 

Product name Bulldock 25 EC Insecticide 

Active constituent 25 g/L beta-cyfluthrin 

Applicant name Bayer Cropscience Pty Ltd 

Applicant ACN 000 226 022 

Date of variation 25 May 2026 

Product registration no. 40422 

Label approval no. 40422/61825V 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of relevant particulars of registered chemical product and label approval and label particulars 
to update the constituent statement for Bulldock 25 EC Insecticide 
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Application no. 145006 

Product name Prodigy Insecticide 

Active constituent 240 g/L methoxyfenozide 

Applicant name Corteva Agriscience Australia Pty Ltd 

Applicant ACN 003 771 659 

Date of variation 25 May 2026 

Product registration no. 61605 

Label approval no. 61605/145006 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation to the particulars of registration and label approval to add use as suppression of carob moth 
in carob 

 

Application no. N/A – variation under s29A 

Product name Genfarm Diflu-Brom Selective Herbicide 

Active constituents 250 g/L bromoxynil present as the octanoate, 25 g/L diflufenican 

Applicant name Nutrien Ag Solutions Limited 

Applicant ACN 008 743 217 

Date of variation 25 May 2026 

Product registration no. 64315 

Label approval no. 64315/RV2024V 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of relevant particulars of chemical product registration and label approval to update the 
constituent statements 

 

Application no. N/A – Variation under s29A 

Product name Kenso Agcare Ken-Tac 100 Insecticide 

Active constituent 100 g/L alpha-cypermethrin 

Applicant name APVMA initiated variation 

Date of variation 27 May 2026 

Product registration no. 54938 

Label approval no. 54938/0310V 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product and 
the nature of and 
reasons for the 
variation. 

Variation of relevant particulars of registered chemical product and label approval and label particulars 
to update the constituent statement 
For the control of insect pests including heliothis and Helicoverpa spp on various crops and red legged 
earth mite and blue oat mite on certain field crops and pastures and certain pests on fruit and 
vegetable crops as specified in the directions for use table 
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Application no. N/A – Variation under s29A 

Product name Conquest Atomic Selective Herbicide 

Active constituent 99.5 g/L quizalofop-P-ethyl 

Applicant name APVMA initiated variation 

Date of variation 1 June 2026 

Product registration no. 57811 

Label approval no. 57811/0903V 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product and 
the nature of and 
reasons for the 
variation. 

Conquest Atomic Selective Herbicide is for the control of certain grass weeds in broadleaf crops as 
shown in the Directions for Use Table 
Variation of relevant particulars of chemical product registration and label approval to update the 
constituent statements 

 

Application no. N/A – Variation under s29A 

Product name Conquest Diclofop 375 Selective Herbicide 

Active constituent 375 g/L diclofop-methyl 

Applicant name Conquest Crop Protection Pty Ltd 

Date of variation 1 June 2026 

Product registration no. 55564 

Label approval no. 55564/0502V 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product and 
the nature of and 
reasons for the 
variation. 

Variation of relevant particulars of registered chemical product and label approval to update the 
constituent statements on the label for post-emergent control of annual ryegrass, common barbgrass 
and wild oats in wheat, linseed, peas and other crops as listed in the Directions for Use Table 
Variation of relevant particulars of chemical product registration and label approval to update the 
constituent statements 

 

Application no. N/A – Variation under s26 

Product name Dipel DF Biological Insecticide Dry Flowable 

Active constituent 540 g/kg Bacillus thuringiensis subsp. kurstaki, strain ABTS-351, fermentation solids and solubles 

Applicant name APVMA initiated variation 

Date of variation 2 June 2026 

Product registration no. 53431 

Label approval no. 53431/101018V 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product and 
the nature of and 
reasons for the 
variation. 

Variation of relevant particulars of chemical product registration and label approval to update 
constituent statements to control Lepidopteran caterpillars in agricultural and non-agricultural uses: 
vegetables, fruit, vines, oilseeds, cereal grains, herbs, tobacco, ornamentals, forestry, amenity trees 
and turf as specified in the Directions for Use Table 
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Application no. N/A – Variation under s29A 

Product name Genfarm Fluroxypyr 200 Herbicide 

Active constituent 200 g/L fluroxypyr as the methyl heptyl ester 

Applicant name APVMA initiated variation 

Date of variation 1 June 2026 

Product registration no. 59594 

Label approval no. 59594/62646V 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product and 
the nature of and 
reasons for the 
variation. 

Variation of relevant particulars of chemical product registration and label approval to update 
constituent statements, safety directions, and first aid instructions 
For the control of a wide range of broadleaf weeds in fallow, lucerne, maize, millets, pastures, 
sorghum, sugar cane, sweet corn and winter cereals, and also for the control of woody weeds in 
agricultural non-crop areas, commercial and industrial areas, forests, pastures and right-of-ways as 
specified in the Directions for Use Table 

 

Application no. N/A – Variation under s29A 

Product name Kenso Agare Kensban 500 Insecticide 

Active constituent 500 g/L chlorpyrifos (an anticholinesterase compound) 

Applicant name APVMA initiated variation 

Date of variation 5 June 2026 

Product registration no. 55213 

Label approval no. 55213/RV24V 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product and 
the nature of and 
reasons for the 
variation. 

Variation of relevant particulars of chemical product registration and label approval to update the 
constituent statement for Kenso Agcare Kensban 500 Insecticide which is used for the control of 
certain insect pests in various situations as per the Directions for Use Table 

 

Application no. N/A – Variation under s29A 

Product name Kenso Agcare Ken-Grass 375 Selective Herbicide 

Active constituent 375 g/L diclofop-methyl 

Applicant name APVMA initiated variation 

Date of variation 5 June 2026 

Product registration no. 55496 

Label approval no. 55496/0304V 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product and 
the nature of and 
reasons for the 
variation. 

Variation of relevant particulars of chemical product registration and label approval to update the 
constituent statement for Kenso Agcare Ken-Grass 375 Selective Herbicide which is a post-emergent 
herbicide for the control of annual ryegrass, common barbgrass, and wild oats in wheat, linseed, peas 
and other crops as listed in the Directions for Use Table 
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Application no. N/A – variation under s29A 

Product name Roban Rodenticide Blocks 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 65339 

Label approval no. 65339/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Time’s Up Rat & Mouse Killer Ready to Use Bait Packs 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 67644 

Label approval no. 67644/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Time’s Up All Weather Block Bait Rodenticide 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 67647 

Label approval no. 67647/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 



7 Commonwealth of Australia No. APVMA 12, Tuesday 16 June 2026 

 

Application no. N/A – variation under s29A 

Product name Brigand Rodenticide Blocks 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 68025 

Label approval no. 68025/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Roban Rodenticide Grain Bait 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 69347 

Label approval no. 69347/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name The Big Cheese Ultra Power Fast Action Bait Blocks 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 81663 

Label approval no. 81663/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 
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Application no. N/A – variation under s29A 

Product name The Big Cheese Ultra Power Rat Kill Bait Station 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 81664 

Label approval no. 81664/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name The Big Cheese Ultra Power Mouse Kill Bait Station 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 81665 

Label approval no. 81665/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name The Big Cheese Ultra Power Fast Action Bait Packs 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 81666 

Label approval no. 81666/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 
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Application no. N/A – variation under s29A 

Product name Time’s Up Fast Action Place Packs 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 85522 

Label approval no. 85522/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Time’s Up Fast Action Block Bait 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 85523 

Label approval no. 85523/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name The Big Cheese Home Choice All Weather Block Bait 

Active constituent/s 0.025 g/kg difenacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 87869 

Label approval no. 87869/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 
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Application no. N/A – variation under s29A 

Product name The Big Cheese Home Choice Rat & Mouse Kill Place Packs 

Active constituent/s 0.025 g/kg difenacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 87870 

Label approval no. 87870/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Roban 25 All Weather Block Bait 

Active constituent/s 0.025 g/kg difenacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 92812 

Label approval no. 92812/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name No Mice Difend Rodenticide Blocks 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 94917 

Label approval no. 94917/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 
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Application no. N/A – variation under s29A 

Product name No Rats & Mice One Feed Rodenticide Blocks 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 94918 

Label approval no. 94918/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name No Mice Difend Place Packs 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 95822 

Label approval no. 95822/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name No Mice Difend Prefilled Bait Station 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Pelgar International (Aus) Pty Ltd 

Applicant ACN 159 699 779 

Date of variation 26 May 2026 

Product registration no. 95823 

Label approval no. 95823/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 
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Application no. N/A – variation under s29A 

Product name Ratshot Rodenticide Paste 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 68759 

Label approval no. 68759/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Ratshot Reusable Baited Rat Kill Station 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 68760 

Label approval no. 68760/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Ratshot Rodenticide Blocks 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 68762 

Label approval no. 68762/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 
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Application no. N/A – variation under s29A 

Product name Ratshot Rat And Mouse Killer Paste 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 68763 

Label approval no. 68763/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Ratshot Rapidkill Rodenticide Blocks 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 69209 

Label approval no. 69209/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Ratshot Final Kill Paste Rodenticide 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 69210 

Label approval no. 69210/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 
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Application no. N/A – variation under s29A 

Product name Ratshot One Shot Rodenticide Pellets 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 80029 

Label approval no. 80029/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Ratshot-G Rodenticide Grain Bait 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 80667 

Label approval no. 80667/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Freezone Ratshot G Quickshot Rodenticide 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 84215 

Label approval no. 84215/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 
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Application no. N/A – variation under s29A 

Product name Raticate all-weather block - Difenacoum 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 89556 

Label approval no. 89556/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Raticate all-weather block - Brodifacoum 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 89557 

Label approval no. 89557/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Titan Onza Blue Rodenticide Grain Bait 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 91552 

Label approval no. 91552/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 
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Application no. N/A – variation under s29A 

Product name Titan Onza Red Rodenticide Paste 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 91553 

Label approval no. 91553/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Titan Onza Red Rodenticide Blocks 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 91554 

Label approval no. 91554/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Titan Onza Blue Rodenticide Paste 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 91555 

Label approval no. 91555/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 
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Application no. N/A – variation under s29A 

Product name Titan Onza Blue Rodenticide Blocks 

Active constituent/s 0.05 g/kg difenacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 91556 

Label approval no. 91556/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

 

Application no. N/A – variation under s29A 

Product name Titan Onza Red Grain Bait 

Active constituent/s 0.05 g/kg brodifacoum 

Applicant name Freezone Public Health Pty Ltd 

Applicant ACN 132 080 098 

Date of variation 25 May 2026 

Product registration no. 91708 

Label approval no. 91708/RV2026 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of instructions for use to address the reasons for the suspension of second-generation 
anticoagulant rodenticides 

Table 4: Label approval – agricultural chemical products 

Application no. 152742 

Product name Brunnings Fast Action Organic Weed Kill 

Active constituent 36.8 g/L nonanoic acid 

Applicant name Brunnings Garden Products Pty Ltd 

Applicant ACN 050 655 760 

Date of registration 29 May 2026 

Product registration no. 88791 

Label approval no. 88791/152742 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Registration of a new label for the registered product ‘Brunnings Fast Action Organic Weed Kill’ with 
the label name ‘Brunnings Fast Action WEEDMAX Organic Weed Killer’ 
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Application no. 152347 

Product name D-TER Animal & Bird Repellent 

Active constituents 997.3 g/kg aluminium ammonium sulfate,1.5 g/kg sucrose octa-acetate, 0.1 g/kg denatonium benzoate 

Applicant name Umcos Newcombe Pty Limited 

Applicant ACN 127 959 791 

Date of registration 28 May 2026 

Product registration no. 34018 

Label approval no. 34018/152347 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

To approve a new label for the registered product ‘D-TER Animal & Bird repellent’ with the label name 
‘EnviroSafe Rodent Repellent Concentrate’ 
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Veterinary chemical products and approved labels 

Pursuant to the Agricultural and Veterinary Chemicals Code scheduled to the Agricultural and Veterinary Chemicals 
Code Act 1994, the APVMA hereby gives notice that it has registered or varied the relevant particulars or conditions of 
the registration in respect of the following products and has approved the label or varied the relevant particulars or 
conditions of the approval in respect of the containers for the chemical product, with effect from the dates shown. 

Table 5: Veterinary products based on existing active constituents 

Application no. 152382 

Product name Trimecta Oral Drench for Sheep 

Active constituents 40 g/L levamisole hydrochloride, 25 g/L albendazole, 1 g/L moxidectin 

Applicant name Vetpharm Laboratories IP Pty Ltd 

Applicant ACN 654406756 

Date of registration 26 May 2026 

Product registration no. 97219 

Label approval no. 97219/152382 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Registration of a 40 g/L levamisole hydrochloride, 25 g/L albendazole, 1 g/L moxidectin oral drench for 
the treatment and control of sensitive strains of gastrointestinal nematodes (roundworms), including 
nematodes that have single, dual or triple resistance to macrocyclic lactones (including abamectin 
resistant strains), benzimidazoles, imidazothiazoles (levamisole/morantel) or monepantel 

 

Application no. 152099 

Product name Owtbac Eprinomax Pour-on for Beef and Dairy Cattle 

Active constituent 5 mg/mL eprinomectin 

Applicant name Owtbac Australia Pty Ltd 

Applicant ACN 679 042 098 

Date of registration 2 June 2026 

Product registration no. 97173 

Label approval no. 97173/152099 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Registration of a 5 mg/mL eprinomectin solution for the treatment and control of internal and external 
parasites of beef and dairy cattle and internal parasites of deer 
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Table 6: Variations of registration – veterinary chemical products 

Application no. 153346 

Product name Coopers Trifecta Triple Active Drench for Sheep and Cattle Mineralised 

Active constituents 80 g/L levamisole hydrochloride, 45.3 g/L oxfendazole, 5 g/L cobalt (as disodium cobalt EDTA),  
2 g/L abamectin, 1 g/L selenium (as sodium selenate) 

Applicant name Intervet Australia Pty Limited 

Applicant ACN 008 467 034 

Date of variation 21 May 2026 

Product registration no. 67327 

Label approval no. 67327/153346 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

To update the safety directions appearing on a label to reflect the current FAISD handbook 

 

Application no. 142029 

Product name CaniPRBC - Canine Packed Red Blood Cells 

Active constituent ≥400 mL/L canine erythrocytes (RBC) 

Applicant name Plasvacc Pty Ltd 

Applicant ACN 099 547 841 

Date of variation 5 June 2026 

Product registration no. 81359 

Label approval no. 81359/142029 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of the relevant particulars of the product registration to add an additional 175 mL net content; 
and Variation of the relevant particulars of the approved label to add an additional 175 mL net content 
and update the instructions for use, including alignment with the Veterinary Labelling Code 

 

Application no. 148483 

Product name Tulaxx Injection 

Active constituent 100 mg/ml tulathromycin 

Applicant name Abbey Laboratories Pty Ltd 

Applicant ACN 156 000 430 

Date of variation 5 June 2026 

Product registration no. 85687 

Label approval no. 85687/148483 

Description of the 
application and its 
purpose, including the 
intended use of the 
chemical product 

Variation of the relevant particulars of the registered chemical product and the approved label to add a 
new claim for treating early stages of footrot in sheep 
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Approved active constituents 

Pursuant to the Agricultural and Veterinary Chemicals Code scheduled to the Agricultural and Veterinary Chemicals 
Code Act 1994, the APVMA hereby gives notice that it has approved or varied the relevant particulars or conditions of 
the approval of the following active constituents, with effect from the dates shown. 

Table 7: Approved active constituents 

Application no. 141351 

Active constituent Beet extract 

Applicant name Adama Australia Pty Limited 

Applicant ACN 050 328 973 

Date of approval 26 May 2026 

Approval no. 94051 

Description of the 
application and its 
purpose, including the 
intended use of the 
active constituent 

Approval of the active constituent beet extract for use in agricultural chemical products 

 

Application no. 144595 

Active constituent Flg22-Bt peptide 

Applicant name Elemental Enzymes Australia Pty Ltd 

Applicant ACN 633 417 633 

Date of approval 1 June 2026 

Approval no. 95075 

Description of the 
application and its 
purpose, including the 
intended use of the 
active constituent 

Approval of the active constituent Flg22-Bt peptide for use in agricultural chemical products 

 

Application no. 149564 

Active constituent Clethodim 

Applicant name Shandong Binnong Technology Co Ltd 

Applicant ACN N/A 

Date of approval 4 June 2026 

Approval no. 96509 

Description of the 
application and its 
purpose, including the 
intended use of the 
active constituent 

Approval of the active constituent clethodim for use in agricultural chemical products 
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Revocation of suspension of registration 

Pursuant to section 46(2)(b) of the Agricultural and Veterinary Chemicals Code scheduled to the Agricultural and 
Veterinary Chemicals Code Act 1994, the APVMA hereby gives notice that it has revoked the suspensions of the 
registrations listed below with effect from the dates shown. 

Table 8. Product registrations that are no longer suspended 

Product name Roban Rodenticide Blocks 

Active constituent/s 0.05 g/kg difenacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 65339 

Label approval no. 65339/RV2026 

Brief reasons The APVMA suspended the registration of Roban Rodenticide Blocks on 24 March 2026 on the basis 
that use of the product may have presented an unintended effect that was harmful to non-target 
animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Time’s Up Rat & Mouse Killer Ready to Use Bait Packs 

Active constituent/s 0.05 g/kg difenacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 67644 

Label approval no. 67644/RV2026 

Brief reasons The APVMA suspended the registration of Time’s Up Rat & Mouse Killer Ready to Use Bait Packs on 
24 March 2026 on the basis that use of the product may have presented an unintended effect that was 
harmful to non-target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions, conditions and pack size limits to manage the unintended effects to non-target animals. 
Therefore, the reason for the APVMA’s decision to suspend the product registration has been 
addressed 
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Product name Time's Up All Weather Block Bait Rodenticide 

Active constituent/s 0.05 g/kg difenacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 67647 

Label approval no. 67647/RV2026 

Brief reasons The APVMA suspended the registration of Time's Up All Weather Block Bait Rodenticide on 24 March 
2026 on the basis that use of the product may have presented an unintended effect that was harmful to 
non-target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions, conditions and pack size limits to manage the unintended effects to non-target animals. 
Therefore, the reason for the APVMA’s decision to suspend the product registration has been 
addressed 

 

Product name Brigand Rodenticide Blocks 

Active constituent/s 0.05 g/kg brodifacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 68025 

Label approval no. 68025/RV2026 

Brief reasons The APVMA suspended the registration of Brigand Rodenticide Blocks on 24 March 2026 on the basis 
that use of the product may have presented an unintended effect that was harmful to non-target 
animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Roban Rodenticide Grain Bait 

Active constituent/s 0.05 g/kg brodifacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 69347 

Label approval no. 69347RV2026 

Brief reasons The APVMA suspended the registration of Roban Rodenticide Grain Bait on 24 March 2026 on the 
basis that use of the product may have presented an unintended effect that was harmful to non-target 
animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 
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Product name The Big Cheese Ultra Power Fast Action Bait Blocks 

Active constituent/s 0.05 g/kg brodifacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 81663 

Label approval no. 81663/RV2026 

Brief reasons The APVMA suspended the registration of The Big Cheese Ultra Power Fast Action Bait Blocks on 24 
March 2026 on the basis that use of the product may have presented an unintended effect that was 
harmful to non-target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name The Big Cheese Ultra Power Rat Kill Bait Station 

Active constituent/s 0.05 g/kg brodifacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 81664 

Label approval no. 81664/RV2026 

Brief reasons The APVMA suspended the registration of The Big Cheese Ultra Power Rat Kill Bait Station on 24 
March 2026 on the basis that use of the product may have presented an unintended effect that was 
harmful to non-target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name The Big Cheese Ultra Power Mouse Kill Bait Station 

Active constituent/s 0.05 g/kg brodifacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 81665 

Label approval no. 81665/RV2026 

Brief reasons The APVMA suspended the registration of The Big Cheese Ultra Power Mouse Kill Bait Station on 24 
March 2026 on the basis that use of the product may have presented an unintended effect that was 
harmful to non-target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 
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Product name The Big Cheese Ultra Power Fast Action Bait Packs 

Active constituent/s 0.05 g/kg brodifacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 81666 

Label approval no. 81666/RV2026 

Brief reasons The APVMA suspended the registration of The Big Cheese Ultra Power Fast Action Bait Packs on 24 
March 2026 on the basis that use of the product may have presented an unintended effect that was 
harmful to non-target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Time's Up Fast Action Place Packs 

Active constituent/s 0.05 g/kg brodifacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 85522 

Label approval no. 85522/RV2026 

Brief reasons The APVMA suspended the registration of Time's Up Fast Action Place Packs on 24 March 2026 on 
the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Time's Up Fast Action Block Bait 

Active constituent/s 0.05 g/kg brodifacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 85523 

Label approval no. 85523/RV2026 

Brief reasons The APVMA suspended the registration of Time's Up Fast Action Block Bait on 24 March 2026 on the 
basis that use of the product may have presented an unintended effect that was harmful to non-target 
animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 
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Product name The Big Cheese Home Choice All Weather Block Bait 

Active constituent/s 0.025 g/kg difenacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN N/A 

Date suspension 
revoked 

2 June 2026 

Product registration no. 87869 

Label approval no. 87869/RV2026 

Brief reasons The APVMA suspended the registration of The Big Cheese Home Choice All Weather Block Bait on 24 
March 2026 on the basis that use of the product may have presented an unintended effect that was 
harmful to non-target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions, conditions and pack size limits to manage the unintended effects to non-target animals. 
Therefore, the reason for the APVMA’s decision to suspend the product registration has been 
addressed 

 

Product name The Big Cheese Home Choice Rat & Mouse Kill Place Packs 

Active constituent/s 0.025 g/kg difenacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 87870 

Label approval no. 87870/RV2026 

Brief reasons The APVMA suspended the registration of The Big Cheese Home Choice Rat & Mouse Kill Place 
Packs on 24 March 2026 on the basis that use of the product may have presented an unintended 
effect that was harmful to non-target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions, conditions and pack size limits to manage the unintended effects to non-target animals. 
Therefore, the reason for the APVMA’s decision to suspend the product registration has been 
addressed 

 

Product name Roban 25 All Weather Block Bait 

Active constituent/s 0.025 g/kg difenacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 92812 

Label approval no. 92812/RV2026 

Brief reasons The APVMA suspended the registration of Roban 25 All Weather Block Bait on 24 March 2026 on the 
basis that use of the product may have presented an unintended effect that was harmful to non-target 
animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 
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Product name No Mice Difend Rodenticide Blocks 

Active constituent/s 0.05 g/kg difenacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 94917 

Label approval no. 94917/RV2026 

Brief reasons The APVMA suspended the registration of No Mice Difend Rodenticide Blocks on 24 March 2026 on 
the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions, conditions and pack size limits to manage the unintended effects to non-target animals. 
Therefore, the reason for the APVMA’s decision to suspend the product registration has been 
addressed 

 

Product name No Rats & Mice One Feed Rodenticide Blocks 

Active constituent/s 0.05 g/kg brodifacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 94918 

Label approval no. 94918/RV2026 

Brief reasons The APVMA suspended the registration of No Rats & Mice One Feed Rodenticide Blocks on 24 March 
2026 on the basis that use of the product may have presented an unintended effect that was harmful to 
non-target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name No Mice Difend Place Packs 

Active constituent/s 0.05 g/kg Difenacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 95822 

Label approval no. 95822/RV2026 

Brief reasons The APVMA suspended the registration of No Mice Difend Place Packs on 24 March 2026 on the basis 
that use of the product may have presented an unintended effect that was harmful to non-target 
animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions, conditions and pack size limits to manage the unintended effects to non-target animals. 
Therefore, the reason for the APVMA’s decision to suspend the product registration has been 
addressed 
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Product name No Mice Difend Prefilled Bait Station 

Active constituent/s 0.05 g/kg difenacoum 

Holder name Pelgar International (Aus) Pty Ltd 

Holder ACN 159 699 779 

Date suspension 
revoked 

2 June 2026 

Product registration no. 95823 

Label approval no. 95823/RV2026 

Brief reasons The APVMA suspended the registration of No Mice Difend Prefilled Bait Station on 24 March 2026 on 
the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 26 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions, conditions and pack size limits to manage the unintended effects to non-target animals. 
Therefore, the reason for the APVMA’s decision to suspend the product registration has been 
addressed 

 

Product name Ratshot Rodenticide Paste 

Active constituent/s 0.05 g/kg Difenacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 68759 

Label approval no. 68759/RV2026 

Brief reasons The APVMA suspended the registration of Ratshot Rodenticide Paste on 24 March 2026 on the basis 
that use of the product may have presented an unintended effect that was harmful to non-target 
animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Ratshot Reusable Baited Rat Kill Station 

Active constituent/s 0.05 g/L Difenacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 68760 

Label approval no. 68760/RV2026 

Brief reasons The APVMA suspended the registration of Ratshot Reusable Baited Rat Kill Station on 24 March 2026 
on the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions, conditions and pack size limits to manage the unintended effects to non-target animals. 
Therefore, the reason for the APVMA’s decision to suspend the product registration has been 
addressed 
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Product name Ratshot Rodenticide Blocks 

Active constituent/s 0.05 g/kg Difenacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 68762 

Label approval no. 68762/RV2026 

Brief reasons The APVMA suspended the registration of Ratshot Rodenticide Blocks on 24 March 2026 on the basis 
that use of the product may have presented an unintended effect that was harmful to non-target 
animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Ratshot Rat and Mouse Killer Paste 

Active constituent/s 0.05 g/kg Difenacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 68763 

Label approval no. 68763/RV2026 

Brief reasons The APVMA suspended the registration of Ratshot Rat and Mouse Killer Paste on 24 March 2026 on 
the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions, conditions and pack size limits to manage the unintended effects to non-target animals. 
Therefore, the reason for the APVMA’s decision to suspend the product registration has been 
addressed 

 

Product name Ratshot Rapidkill Rodenticide Blocks 

Active constituent/s 0.05 g/kg Brodifacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 69209 

Label approval no. 69209/RV2026 

Brief reasons The APVMA suspended the registration of Ratshot Rapidkill Rodenticide Blocks on 24 March 2026 on 
the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 
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Product name Ratshot Final Kill Paste Rodenticide 

Active constituent/s 0.05 g/kg Brodifacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 69210 

Label approval no. 69210/RV2026 

Brief reasons The APVMA suspended the registration of Ratshot Final Kill Paste Rodenticide on 24 March 2026 on 
the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Ratshot One Shot Rodenticide Pellets 

Active constituent/s 0.05 g/kg Brodifacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 80029 

Label approval no. 80029/RV2026 

Brief reasons The APVMA suspended the registration of Ratshot One Shot Rodenticide Pellets on 24 March 2026 on 
the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Ratshot-G Rodenticide Grain Bait 

Active constituent/s 0.05 g/kg Difenacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 80667 

Label approval no. 80667/RV2026 

Brief reasons The APVMA suspended the registration of Ratshot-G Rodenticide Grain Bait on 24 March 2026 on the 
basis that use of the product may have presented an unintended effect that was harmful to non-target 
animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions limits to manage the unintended effects to non-target animals. Therefore, 
the reason for the APVMA’s decision to suspend the product registration has been addressed 
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Product name Freezone Ratshot G QuickShot Rodenticide 

Active constituent/s 0.05 g/kg Brodifacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 84215 

Label approval no. 84215/RV2026 

Brief reasons The APVMA suspended the registration of Freezone Ratshot G QuickShot Rodenticide on 24 March 
2026 on the basis that use of the product may have presented an unintended effect that was harmful to 
non-target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Raticate all-weather block - Difenacoum 

Active constituent/s 0.05 g/kg Difenacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 89556 

Label approval no. 89556/RV2026 

Brief reasons The APVMA suspended the registration of Raticate all-weather block - Difenacoum on 24 March 2026 
on the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions limits to manage the unintended effects to non-target animals. Therefore, 
the reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Raticate all-weather block - Brodifacoum 

Active constituent/s 0.05 g/kg Brodifacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 89557 

Label approval no. 89557/RV2026 

Brief reasons The APVMA suspended the registration of Raticate all-weather block - Brodifacoum on 24 March 2026 
on the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 
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Product name Titan Onza Blue Rodenticide Grain Bait 

Active constituent/s 0.05 g/kg Brodifacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 91552 

Label approval no. 91552/RV2026 

Brief reasons The APVMA suspended the registration of Titan Onza Blue Rodenticide Grain Bait on 24 March 2026 
on the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions limits to manage the unintended effects to non-target animals. Therefore, 
the reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Titan Onza Red Rodenticide Paste 

Active constituent/s 0.05 g/kg Brodifacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 91553 

Label approval no. 91553/RV2026 

Brief reasons The APVMA suspended the registration of Titan Onza Red Rodenticide Paste on 24 March 2026 on 
the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Titan Onza Red Rodenticide Blocks 

Active constituent/s 0.05 g/kg Brodifacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 91554 

Label approval no. 91554/RV2026 

Brief reasons The APVMA suspended the registration of Titan Onza Red Rodenticide Blocks on 24 March 2026 on 
the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 
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Product name Titan Onza Blue Rodenticide Paste 

Active constituent/s 0.05 g/kg Difenacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 91555 

Label approval no. 91555/RV2026 

Brief reasons The APVMA suspended the registration of Titan Onza Blue Rodenticide Paste on 24 March 2026 on 
the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions limits to manage the unintended effects to non-target animals. Therefore, 
the reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Titan Onza Blue Rodenticide Blocks 

Active constituent/s 0.05 g/kg Difenacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 91556 

Label approval no. 91556/RV2026 

Brief reasons The APVMA suspended the registration of Titan Onza Blue Rodenticide Blocks on 24 March 2026 on 
the basis that use of the product may have presented an unintended effect that was harmful to non-
target animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions limits to manage the unintended effects to non-target animals. Therefore, 
the reason for the APVMA’s decision to suspend the product registration has been addressed 

 

Product name Titan Onza Red Grain Bait 

Active constituent/s 0.05 g/kg Brodifacoum 

Holder name Freezone Public Health Pty Ltd 

Holder ACN 132 080 098 

Date suspension 
revoked 

2 June 2026 

Product registration no. 91708 

Label approval no. 91708/RV2026 

Brief reasons The APVMA suspended the registration of Titan Onza Red Grain Bait on 24 March 2026 on the basis 
that use of the product may have presented an unintended effect that was harmful to non-target 
animals and therefore may not meet the safety criteria 
On 25 May 2026, the APVMA varied the product registration and label approval to include additional 
instructions and conditions to manage the unintended effects to non-target animals. Therefore, the 
reason for the APVMA’s decision to suspend the product registration has been addressed 
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Applications for registration of new products – Numelvi Tablets For Dogs, 
containing atinvicitinib 

The Australian Pesticides and Veterinary Medicines Authority (APVMA) has before it 4 applications for the registration of 
4 new veterinary products containing atinvicitinib, Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg Tablets For 
Dogs, Numelvi 7.2 mg Tablets For Dogs and Numelvi 4.8 mg Tablets For Dogs. 

All four Numelvi Tablets for Dogs products are manufactured from the same uniform bulk mixture, which contains a fixed 
concentration of 30 g/kg of atinvicitinib as the active constituent. To achieve the different strengths, this single mixture is 
compressed into 4 distinct tablet sizes presentations: 

• Numelvi 4.8 mg Tablets For Dogs - Size S: 4.8 mg of atinvicitinib per tablet 

• Numelvi 7.2 mg Tablets For Dogs - Size M: 7.2 mg of atinvicitinib per tablet 

• Numelvi 21.6 mg Tablets For Dogs - Size L: 21.6 mg of atinvicitinib per tablet 

• Numelvi 31.6 mg Tablets For Dogs - Size XL: 31.6 mg of atinvicitinib per tablet 

These 4 weight-proportional sizes allow for precise dosing of dogs across a body weight range of 2.0 to 79.0 kg. The 
products are used for the symptomatic treatment of pruritus, inflammation, and clinical signs associated with allergic skin 
conditions, including atopic dermatitis in dogs. 

As part of the application to register Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg Tablets For Dogs, Numelvi 7.2 
mg Tablets For Dogs and Numelvi 4.8 mg Tablets For Dogs containing atinvicitinib, the APVMA has evaluated the safety 
of the new active constituent, atinvicitinib. Public consultation for this new active closed on 7 April 2026. For more 
information refer to the APVMA website public consultation page. 

Table 9: Particulars of the products 

Proposed product names Numelvi 31.6 mg Tablets For Dogs 
Numelvi 21.6 mg Tablets For Dogs 
Numelvi 7.2 mg Tablets For Dogs 
Numelvi 4.8 mg Tablets For Dogs 

Applicant company INTERVET AUSTRALIA PTY LIMITED 

Name of active constituent Atinvicitinib 

Signal heading Schedule 4 – Prescription Animal Remedy 

Summary of proposed use Numelvi contains atinvicitinib, a novel, selective Janus kinase (JAK) inhibitor, selective 
for JAK 1. Atinvicitinib inhibits the function of a variety of pruritogenic cytokines and 
proinflammatory cytokines, as well as cytokines involved in allergy that are dependent 
on JAK 1 enzyme activity. It is highly selective for JAK 1 compared to the other JAK-
family members. 
The products are for use by or under the direction of a veterinarian; for the 
symptomatic treatment of pruritus, inflammation, and clinical signs associated with 
allergic skin conditions, including atopic dermatitis in dogs. 

  

https://www.apvma.gov.au/news-and-publications/public-consultations
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Dose rate Numelvi should be administered once daily with food at a dose of 0.8 - 1.2 mg/kg of 
atinvicitinib in accordance with the following table: 

*The available tablet strengths do not allow for accurate dosing of dogs weighing less 
 

than 2 kg body weight. 
For oral use only. 
The tablets are breakable along the score line. 
Dogs weighing more than 79.0 kg, can be dosed with the appropriate number of full or 
half tablets to achieve a target dose of 0.8 - 1.2 mg/kg body weight. 
Numelvi is available in four strengths (S, M, L, XL). Each tablet contains 4.8 mg (S), 
7.2 mg (M), 21.6 mg (L), or 31.6 mg (XL) atinvicitinib. The tablets are scored and 
marked with S, M, L, XL on each half. 

Pack sizes 30 tablets 
90 tablets 

Withholding period N/A 

A summary of the APVMA’s evaluation of Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg Tablets For Dogs, 
Numelvi 7.2 mg Tablets For Dogs and Numelvi 4.8 mg Tablets For Dogs in accordance with the requirements of 
section 14(1)(c) of the Agricultural and Veterinary Chemicals Code (the ‘Agvet Code’), scheduled to the Agricultural and 
Veterinary Chemicals Code Act 1994: 

1) The APVMA has evaluated the applications and in its assessment in relation to whether the safety criteria have 
been met in accordance with the definition set out in section 5A of the Agvet Code, proposes to determine that: 

i. The APVMA is satisfied that proposed use of Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg Tablets For 
Dogs, Numelvi 7.2 mg Tablets For Dogs and Numelvi 4.8 mg Tablets For Dogs would not be an undue hazard to 
the safety of people exposed to them during their handling and use. 

Assessment included toxicology and work, health and safety (WHS) data package on atinvicitinib that comprised 
acute toxicity studies, pharmacokinetic/pharmacodynamic studies, subacute, sub-chronic repeat dose oral and 
dermal toxicity studies, genotoxicity studies, developmental studies, and other supporting information. No long-term 
repeat dose toxicity studies, carcinogenicity studies or reproductive toxicity, neurotoxicity and immunotoxicity 
studies were provided. 

a. The use pattern is expected to be medium to long-term duration. 

b. The applicant provided a qualitative and quantitative user risk assessment addressing the risks for adults 
administering the product to dogs and accidental intake by children. 

(i) Exposure to Numelvi Tablets for Dogs, may occur during application of the product, both by 
veterinarians and pet owners. Pet owners administering tablets may be repeatedly exposed to 
the product primarily by the dermal route when removing the tablet from the blister packaging, 
placing the tablet into the feed bowl, or breaking the tablet in half (if required), and offering the 
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tablet by hand to the dog. The tablets are scored and marked with S, M, L, XL on each half, 
which reduces exposure to the active constituent if tablets are not halved, therefore splitting a 
tablet will result in the greatest potential exposure. Post-application exposure after the tablet has 
been swallowed by the dog will be negligible. 

(ii) Exposure from accidental/incidental ingestion may also occur, and most likely in children, from 
access to an opened blister strip or bottle. The tablets are packaged in child-resistant blister 
packaging, which limits availability. Tablets removed from the blister just before administration 
i.e. a single dosing could potentially be accidentally ingested, or a halved tablet replaced into the 
opened blister could be accessed. 

(iii) Given the method of administration of the Numelvi Tablets for Dogs exposure via the inhalation 
route is likely to be negligible provided that the proposed label directions are followed. 

(iv) The risk management outcomes are as follows: 

• Management of health risks is achieved primarily via label directions, established from a 
consideration of the acute hazards of the product in conjunction with possible adverse 
health effects from repeated exposure to both users and the general public. 

• For the safety directions, the recommended hazard and precaution statements reflect 
the acute hazard profile of the product. Use instructions are determined from both the 
acute hazards and the risks from repeated exposure. 

• The product is estimated to have low acute oral, dermal and inhalation toxicity. It is not a 
skin or eye irritant and is estimated to not be a skin sensitiser. PPE is not required to 
mitigate acute hazards. 

• Accidental ingestion by toddlers/children could occur, with possible pharmacological 
effects. These risks have been mitigated with child-resistant packaging and label 
directions e.g. Schedule 4 signal heading, signal wording ‘Keep out of reach of children’ 
and the storage statement. 

c. To mitigate potential risks, the following signal headings, statement of claims (class or level of permitted 
prescribing), directions for use, first aid instructions, and safety directions statements are to appear on the 
product labels: 

Signal Heading 
• PRESCRIPTION ANIMAL REMEDY 
• KEEP OUT OF REACH OF CHILDREN 
• FOR ANIMAL TREATMENT ONLY 
• READ SAFETY DIRECTIONS BEFORE OPENING OR USING 

Claims 
• For use by or under direction of a veterinarian. 

 
Directions for use 

• For use by or under direction of a veterinarian. 

  Dosage and Administration 
[For bottle presentation] 

• Store half-tablets in the bottle with cap sealed. Use half-tablets within 180 days for the 90 
tablets bottle and within 60 days for the 30 tablets bottle. 
 
[For blister presentation] 

• Halved tablets should be placed back in the original opened blister and used within 9 days. 
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• Discard unused tablet portions. 

Safety Directions 

• Wash hands after use. 

First aid instructions 

• If poisoning occurs, contact a doctor or Poisons Information Centre. Phone Australia 13 11 
26. 

Additional user safety 

• Additional information is listed in the safety data sheet (SDS). 
 

d. After consideration of the toxicological profile and likely human exposure associated with the use of 
Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg Tablets For Dogs, Numelvi 7.2 mg Tablets For 
Dogs and Numelvi 4.8 mg Tablets For Dogs the APVMA concludes that the human health risks are 
acceptable and the safety criteria of section 5A of the Agvet Code are met when used in accordance with 
the directions for use (DFU). 

ii. The APVMA is satisfied that the proposed use of Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg Tablets For 
Dogs, Numelvi 7.2 mg Tablets For Dogs and Numelvi 4.8 mg Tablets For Dogs will not be an undue hazard to the 
safety of people using anything containing its residues. 

a. The product is for use in companion animals (dogs) only. Therefore, the Numelvi Tablets for Dogs 
products are unlikely to enter the food chain. 

iii. The APVMA is satisfied that the proposed use of Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg Tablets For 
Dogs, Numelvi 7.2 mg Tablets For Dogs and Numelvi 4.8 mg Tablets For Dogs are not likely to have an unintended 
effect that is harmful to the environment if used according to the product label directions. 

a. Environmental risks of Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg Tablets For Dogs, Numelvi 7.2 
mg Tablets For Dogs and Numelvi 4.8 mg Tablets For Dogs containing the active atinvicitinib were 
assessed according to the VICH Phase I decision tree. The assessment determined that the amount of 
atinvicitinib introduced to the environment is expected to be negligible based on its uses in non-food 
animals (dogs). Therefore, the assessment stopped in VICH phase I and no further assessment was 
required. 

b. The following mitigation/labelling statement is recommended, based on the outcome of the risk assessment 
and general labelling requirements: 

Disposal 

• Dispose of container by wrapping with paper and putting in garbage. 

iv. The APVMA is satisfied that the proposed use of Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg Tablets For 
Dogs, Numelvi 7.2 mg Tablets For Dogs and Numelvi 4.8 mg Tablets For Dogs containing the active atinvicitinib 
would not be likely to have an unintended effect that is harmful to target animals (dogs) if used according to 
the product label directions. 

a. Two (2) field studies and three (3) margin of target animal safety (TAS) studies were conducted in which 
the proposed product was administered at the proposed dose 0.8 - 1.2 mg/kg body weight. The studies 
duration ranged from 21 days to 6-month. The two Margin of safety studies were conducted for 6 months 
one using atinvicitinib (30 mg/g) at the rate of 0.5, 1.5, 2.5 mg/kg twice daily or 5.0 mg/kg once daily and 
second using 1.2 mg/kg daily PO, 3.6 mg/kg daily PO and 6.0 mg/kg daily PO. The third margin of safety 
study used 0.6 mg/kg body weight twice daily for two weeks then once daily thereafter (BID), or 1.2 mg/kg 
body weight daily (SID) for 4 months. 
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b.  Based on the margin of safety studies including 1X, 3X and 5X the recommended dose rates for Numelvi 
following were observed: 

(i) There were no treatment-related effects on the clinical observations or health parameters. 
There were also no treatment-related changes in gross necropsy findings, organ weight 
changes, or microscopic findings. 

(ii) Some dogs exhibited interdigital cysts, but these appeared to be self-limiting and could be an 
expected occurrence in research colony dogs. 

(iii) There were some occurrences of conjunctivitis, mandibular swelling and gingivitis that did not 
appear to be dose-related and resolved with veterinary treatment. 

(iv) There were also some instances of abnormal faeces, particularly in male dogs at higher dose 
rates, although some of these were linked to gut infections, including giardia, and may have 
flared up with treatment-induced changes to the immune system. 

(v) There were minor occurrences of watery eye discharge, skin redness and pruritus, but these 
occurred in both groups, so were not considered treatment related. 

(vi) An interdigital cyst appeared in one dog, but this resolved by the end of the study. 

(vii) There were some treatment-related changes at the highest dose rate (5.0 mg/kg), in both the 
once daily and twice daily groups and these involved a reduced red cell mass and reticulocyte 
count. However, these changes were considered minor and not affecting clinical health. 

c. One of the margins of safety studies examined the effect of Numelvi Tablets for Dogs on multi-valent 
vaccine against Canine Adenovirus (CAV-2), Canine Distemper Virus (CDV), Canine Parvovirus (CPV) and 
Rabies Virus (RV) and was done at 3X dose rate. 

(i) At a 3X dose rate, it did not affect the active immunity response to routine vaccinations for 
dogs. Result of the vaccine study are further discussed under the Efficacy section of this 
Gazette. However, it was noted that all the dogs in the study were young and healthy, plus 
were not exhibiting any immune activation, such as may occur in dogs with AD. 

d. In general, these were comprehensive and scientifically rigorous studies, strongly supporting the safety of 
Numelvi when administered for prolonged periods (6 months) at the recommended dose rate. Numelvi was 
well tolerated when administered orally to healthy 6-month-old puppies at 1x and 3x the maximum 
recommended dose of 1.2 mg/kg once daily for a period of 6 months in a pivotal margin of safety study. It 
was also generally well tolerated at 5x the maximum recommended dose. However, administration of 
Numelvi to dogs at significant overdoses may increase susceptibility for the development of bacterial, 
fungal and/or parasitic skin disease and minor infections (e.g., demodicosis, interdigital cysts, conjunctivitis, 
gingivitis, or diarrhoea). 

e. The APVMA has concluded that the administration of Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg 
Tablets For Dogs, Numelvi 7.2 mg Tablets For Dogs and Numelvi 4.8 mg Tablets For Dogs are generally 
well tolerated. The following statements must be included on the label to mitigate the risks identified: 

Contraindications 

• Do not use in cases of known hypersensitivity to the active constituent atinvicitinib. 

Precautions 

• The use of this product should be based on a benefit-risk assessment by the responsible 
veterinarian. 

• Numelvi should not be used in dogs less than 6 months of age or less than 2 kg body weight. 
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• The safety of the product has not been established during pregnancy and lactation, or in breeding 
male dogs. Based on studies in laboratory animals, its use is not recommended during pregnancy, 
lactation or in dogs intended for breeding. 

• The safety of the veterinary medicinal product has not been investigated in dogs with evidence of 
immune suppression, such as uncontrolled primary hypothyroidism or rickettsial disease, or with 
evidence of progressive malignant neoplasia. 

• In dogs with a history of recurrent demodicosis, assure appropriate (anti-parasitic) treatment and 
consider the risks and benefits of treatment prior to initiating treatment with Numelvi. 

• Numelvi has not been evaluated in combination with systemic immunosuppressive agents like 
glucocorticoids and cyclosporine. 

Side Effects 

• The common adverse events reported in 1 to 10 animals in 100 treated animals were emesis, 
diarrhoea, lethargy, and decreased appetite. 

Overdose 

• Numelvi was well tolerated when administered orally to healthy 6-month-old puppies at 1x and 3x 
the maximum recommended dose of 1.2 mg/kg once daily for a period of 6 months in a pivotal 
margin of safety study. It was also generally well tolerated at 5x the maximum recommended 
dose. However, administration of Numelvi to dogs at significant overdoses may increase 
susceptibility for the development of bacterial, fungal and/or parasitic skin disease and minor 
infections (e.g., demodicosis, interdigital cysts, conjunctivitis, gingivitis, or diarrhoea). 

• In case of adverse effects following an overdose, the dog should be treated symptomatically. 

f. After consideration of the target animal exposure associated with the use of of Numelvi 31.6 mg Tablets 
For Dogs, Numelvi 21.6 mg Tablets For Dogs, Numelvi 7.2 mg Tablets For Dogs and Numelvi 4.8 mg 
Tablets For Dogs, the APVMA concludes that the target animal risks are acceptable and the safety criteria 
of section 5A of the Agvet Code are met when used in accordance with the directions for use (DFU). 

2) The APVMA has evaluated the application and in its assessment in relation to whether the efficacy criteria have 
been met in accordance with the definition set out in section 5B of the Agvet Code, and proposes to determine that: 

i. In relation to its assessment of efficacy the APVMA is satisfied that data from trials supporting the efficacy of the 
product adequately demonstrate that if used according to the product label directions, the product is 
effective for its proposed uses as outlined in Table 9. 

a. Several peer-reviewed journal articles and clinical studies were submitted. 

b. Pharmacokinetics: 

(i) Nine (9) pharmacokinetic studies in dogs were reported to determine drug exposure (via 
maximum plasma concentration (CMAX) and area under the curve (AUC)), following different 
dose rates. The PK studies also determined that there was no accumulation of active over 
prolonged periods and supported administration of the product in fed dogs. 

1. Following oral administration of Numelvi (0.8 - 1.2 mg atinvicitinib/kg) to adult Beagle 
dogs once daily for four days, atinvicitinib was rapidly and well absorbed, with a 
mean time to peak plasma concentration (Tmax) of approximately 1 hour and a 
mean terminal half-life (T1/2) of 2 hours. Pharmacokinetics were similar between 
males and females. 
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2. Bioavailability was higher in fed dogs. The absolute bioavailability of atinvicitinib after 
administration once daily for four days was approximately 65%. 

3. Atinvicitinib has moderate protein binding with 82.3% bound in fortified canine 
plasma at a concentration of 1802 ng/mL (5 μM). Atinvicitinib is metabolised in the 
dog to multiple metabolites. Atinvicitinib is mainly excreted in the faeces while urinary 
elimination is a minor route of excretion. 

(ii) Summary of the PK info will be on the label under general directions. The proposed label also 
provides clear guidance that Numelvi should be administered once daily with food. Feeding 
appeared to have a substantial effect on overall drug exposure. 

c. Two dose determination studies and one dose confirmation study were submitted. 

(i) Dose determination was conducted with lower dosage at 0.05, 0.1, 0.5 mg/kg BW while 
Numelvi recommended at 0.8-1.2 mg/kg once daily. When administered at 0.5 mg/kg, 
atinvicitinib had similar efficacy as the reference (oclacitinib). The effects of atinvicitinib 
appear to be dose-related and correlated with plasma drug concentrations. 

(ii) Another dose determination study examined the PK parameters for 3 different dose rates 0.6, 
1.2 and 2.4 mg/kg BW were equivalent to 0.5, 1 and 2 X the recommended dose rate. The 1.2 
mg/kg (Group 2, 1.0X) was the most relevant, since this was the recommended dose rate, 
with an F~ 60%. There were dose-dependent increases in parameters, particularly CMAX. 

(iii) A dose confirmation study used a canine IL-31 model for dose response comparison at the 
dose rate of 1 mg/kg body weight which showed a reduction of pruritus when assessed 2 
hours after administration of atinvicitinib. 

b. Two efficacy field confirmation studies were submitted. The following efficacy parameters were 
implemented: 

(i) Pruritus was evaluated using the Pruritus Visual Analog Scale (PVAS) and for skin lesions the 
Canine Atopic Dermatitis Extent and Severity Index (CADESI)-4 scoring tool was used. The 
primary efficacy criterion (PEC) was the percent treatment success rate defined according to 
the percent reduction in PVAS or CADESI-4 scores. An animal with at least a 50% reduction 
of the PVAS score or a 50% reduction of the CADESI-4 score at Day 28 compared to Day 0 
or on at least 70% of study days (i.e. at least 5/7 days) was deemed a treatment success. 

(ii) The secondary efficacy criteria (SEC) were the CADESI-4 and PVAS scores from all the time 
points and the percent treatment success rate defined by at least 2 cm decrease on the 10 
cm PVAS when comparing day 28 scores to day 0. The secondary efficacy criteria (SEC) 
were calculated from overall PVAS, including the percentage of reduced cases, and 
Dermatitis Visual Analog Scale (DVAS) scores. 

d. Reduction of pruritus associated with allergic dermatitis 

(i) In a placebo-controlled field trial 289 dogs were enrolled with moderate to severe allergic 
dermatitis caused by one or more of the following reasons: Food allergy, flea allergy, atopic 
dermatitis, contact dermatitis. Only 128 dogs were included in the assessment of treatment 
efficacy. 

(ii) Dogs were randomised to receive either Numelvi at 0.8-1.2 mg/kg or a placebo. Dogs were 
recorded as a treatment success if they achieved at least 50% reduction from baseline in 
owner-assessed pruritus scores on the Pruritus Visual Analog Scale (PVAS) on at least 5 
out of the first 7 days of treatment. In the final analysis the proportion of Numelvi treated 
dogs that achieved treatment success (24.2%, 31/128) was 2.8 times greater than the 
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placebo control dogs (8.7%, 11/126). This difference was statistically significant (p = 
0.0109). 

(iii) In secondary efficacy criteria assessments, 51.7% (61/118) of dogs achieved significant 
reductions in pruritus score consistent with mild dermatitis, or better, [≤3.6 cm on the 10 cm 
Pruritus Visual Analog Scale (PVAS)] within one week of initiating treatment and a subset of 
these dogs (30.5%; 36/118) achieved a pruritus score of a healthy dog (<2 cm), compared 
to 22.2% (24/108) and 11.1% (12/108), respectively, of placebo control dogs. The reduction 
in the DVAS assessed by the veterinarian were significantly higher in the treated dogs at 
day 7, however, at day 28 no significant difference between groups for DVAS was observed. 

e. Reduction in pruritus and clinical manifestations associated with atopic dermatitis 

(i) A field dose confirmation study was conducted in 61 animals with 21 treated with proposed 
product. Dogs of at least 12 months of age with a clinical diagnosis of cAD and a Pruritus 
Visual Analog Scale (PVAS) baseline score of equal or greater than 6 (scale 0 -10) were 
enrolled in the study. However, only 15 treated animals were used in the assessment of 
efficacy. Dogs were randomly assigned into one of three groups 1.0 mg/kg daily PO for 28 
days; 0.5 mg/kg twice daily PO for 14 days then once daily for 14 days and 3rd group twice 
daily PO for 14 days then once daily for 14 days. 

(ii) The study confirmed Numelvi administered at 0.8-1.2 mg/kg significantly reduced 
inflammation, pruritus and other clinical manifestations of atopic dermatitis. Additional 
analysis submitted showed that in this trial, only 15 treated animals were used in the 
assessment of efficacy. The low number of animals in this efficacy study reduced statistical 
power and robustness of the study. Dogs were enrolled and randomised to receive either 
Numelvi or a placebo with treatment success defined as a ≥ 50% reduction from baseline in 
owner assessed pruritus scores on the Pruritus Visual Analog Scale (PVAS) or a ≥ 50% 
reduction from baseline in veterinarian-assessed skin lesion scores on the Canine Atopic 
Dermatitis Extent and Severity Index version 4 (CADESI-4) on Day 28. It was concluded that 
87.5% (14/16) of dogs treated with Numelvi were a treatment success compared to 23.1% 
(3/13) of placebo control dogs (p = 0.011). 

(iii) However, it should be noted that the additional analysis submitted showed that at D7, 53.3% 
(8/15) dogs had PVAS scores still in the mild AD category and only 20% (3/15) returned 
scores in the normal range. 

f. Summary of the target animal efficacy field studies will be on the label under general directions.  

g. The treatment with the proposed product did not lead to a complete resolution of clinical signs 
(including pruritus and inflammation) associated with allergic skin conditions in dogs but rather 
demonstrated a alleviation in clinical signs as presented by the reduction in the PVAS and DVAS 
scores and the study reports also concluded that the product showed a reduction in the clinical signs 
associated with atopic dermatitis. However, the sample size for both pivotal efficacy studies is 
considered small, particularly for a new chemistry. 

h. In conclusion, the APVMA has therefore, concluded that the studies supported a reduction of the 
clinical signs (including pruritus and inflammation) associated with allergic skin conditions (including 
AD) and therefore supports the below applicant’s proposed claim: 

“For the symptomatic treatment of pruritus, inflammation, and clinical signs associated with 
allergic skin conditions, including atopic dermatitis, in dogs.” 
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i. Numelvi is designed for direct oral administration to dogs and are not expected to be consumed by 
voluntary ingestion or as part of a food additive. Therefore, no separate palatability studies were 
conducted. 

j. Compatibility of Numelvi products with several dog vaccines was investigated: 

(i) There was no impact on immune response to vaccination. The veterinary medicinal product 
was well tolerated with no adverse clinical effects related to treatment when used 
concomitantly with vaccination. An adequate immune response (serology) to modified live 
Canine Adenovirus type-2 (CAV), modified live Canine Distemper Virus (CDV), modified live 
Canine Parvovirus (CPV), and inactivated Rabies Virus (RV) vaccination was achieved 
when 6-month-old vaccine naive puppies were administered the veterinary medicinal 
product at 3.6 mg/kg atinvicitinib (3x the maximum labelled dose) once daily for 84 days. 

(ii) Numelvi was well tolerated by all treated puppies in this study. Further, dogs were observed 
for an additional 84-day period after last treatment administration. The following serum titre 
levels were the minimum level necessary to conclude protective immunity: CDV ≥32, CAV 
≥16, CPV ≥80, and Rabies >0.5 IU/mL. All treated dogs (but not all control dogs) had 
protective levels of antibodies against all four viruses at days 56, 84 and 168, except one 
dog on day 168 against rabies and did not negatively affect the immune response to routine 
vaccinations since the titre levels were above those required for protective immunity for 
each vaccine antigen. There were no treatment related effects on survival, clinical 
observations, veterinary examinations, body weights, faecal evaluations and clinical 
pathology (haematology, clinical chemistry and urinalysis). No animal was removed from or 
euthanised during the study. 

(iii) All the dogs in the study were young and healthy, plus were not exhibiting any immune 
activation, such as may occur in dogs with AD, label statement has been included to be 
transparent on the vaccine study and subjects. 

k. Drug interactions of Numelvi products were investigated: 

(i) No drug interactions were observed in field studies where Numelvi was administered 
concomitantly with other veterinary medicinal products such as antimicrobials (including 
topicals), ecto- and endoparasiticides (isoxazolines, milbemycins, avermectins, pyrethrins 
and pyrethroids), analgesics, anaesthetics, nutritional supplements, topical skin and ear 
cleansers that did not contain glucocorticoids, as well as medicated shampoos. 

l. Based on the data submitted, the APVMA has concluded that Numelvi would be to a reasonable 
degree effective for symptomatic treatment. Relevant statements to mitigate the risks identified will be 
included on the product label: 

Claims 

• For use by or under the direction of a veterinarian. 

• For the symptomatic treatment of pruritus, inflammation, and clinical signs associated with 
allergic skin conditions, including atopic dermatitis, in dogs. 

Dosage and administration 

• [For bottle presentation] 

Store half-tablets in the bottle with cap sealed. Use half-tablets within 180 days for the 90 tablets bottle 
and within 60 days for the 30 tablets bottle. 

• [For blister presentation] 
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Halved tablets should be placed back in the original opened blister and used within 9 days. Discard 
unused tablet portions. 

• For oral use only. 

• Numelvi should be administered once daily with food at a dose of 0.8 - 1.2 mg/kg of 
atinvicitinib in accordance with dosing as outlined in Table 9. 

• The tablets are breakable along the score line. 

• Ensure that the entire dose is consumed; watch your dog for few minutes after dosing to 
ensure that this is the case. 

• The intensity and duration of signs of allergic dermatitis including atopic dermatitis are 
variable. The need for long-term treatment should be based on an individual benefit-risk 
assessment. 

• Dogs weighing more than 79.0 kg, can be dosed with the appropriate number of full or half 
tablets to achieve a target dose of 0.8 - 1.2 mg/kg body weight. 

• Numelvi is available in four strengths (S, M, L, XL). Each tablet contains 4.8 mg (S), 7.2 mg 
(M), 21.6 mg (L), or 31.6 mg (XL) atinvicitinib. The tablets are scored and marked with S, M, 
L, XL on each half. 

General directions 

• It is recommended to investigate and treat complicating factors, such as bacterial, fungal or 
parasitic infections (e.g. flea, Demodex mites), as well as any underlying causes (e.g. flea 
allergy, contact allergy, food allergy) of allergic and atopic dermatitis. 

3) The APVMA has evaluated the application and in its assessment in relation to whether the trade criteria have 
been met in accordance with the definition set out in section 5C of the Agvet Code, proposes to determine that: 

i. The APVMA is satisfied that the proposed use of Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg 
Tablets For Dogs, Numelvi 7.2 mg Tablets For Dogs and Numelvi 4.8 mg Tablets For Dogs would not 
adversely affect trade between Australia and places outside Australia. The product is for use in dogs, which are 
not food producing animals, and which do not produce any major Australian export commodities. 

ii. Therefore, there are no concerns from a trade perspective relating to the registration of this product. 
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Making a submission 

In accordance with section 13 of the Agvet Code, the APVMA invites any person to submit a relevant written submission 
as to whether Numelvi 31.6 mg Tablets For Dogs, Numelvi 21.6 mg Tablets For Dogs, Numelvi 7.2 mg Tablets For 
Dogs and Numelvi 4.8 mg Tablets For Dogs should be registered. Submissions should relate only to matters that are 
required by the APVMA to be taken into consideration in determining whether the safety, efficacy or trade criteria have 
been met. Submissions should state the grounds on which they are based. 

Submissions must be received by the APVMA within 28 days of the date of this notice and be directed to the contact listed 
below. All submissions to the APVMA will be acknowledged in writing via email or by post. 

Relevant comments will be taken into account by the APVMA in deciding whether the product should be registered and in 
determining appropriate conditions of registration and product labelling. 

Please note: Submissions will be published on the APVMA’s website, unless you have asked for the submission to remain 
confidential (see public submission coversheet). 

Please lodge your submission with a public submission coversheet, which provides options for how your submission will 
be published. 

Note that all APVMA documents are subject to the access provisions of the Freedom of Information Act 1982 and may be 
required to be released under that Act should a request for access be made. 

Please send your written submission and coversheet by email or post to: 

Email: casemanagement@apvma.gov.au 

Post: 
Case Management 
Australian Pesticides and Veterinary Medicines Authority 
GPO Box 574 
Canberra ACT 2601 

Privacy 

For information on how the APVMA manages personal information when you make a submission, see our Privacy Policy

https://apvma.gov.au/node/72856
https://apvma.gov.au/node/72856
mailto:casemanagement@apvma.gov.au
https://apvma.gov.au/node/59876
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Amendments to the APVMA MRL Standard 

The Australian Pesticides and Veterinary Medicines Authority (APVMA) approves maximum residue limits (MRLs) of 
agricultural and veterinary chemicals in agricultural produce, particularly produce entering the food chain. The MRLs 
approved by the APVMA are associated with a regulatory decision to register a product, grant a permit approval, or as an 
outcome from a review decision and are set out in the Agricultural and Veterinary Chemicals (MRL Standard for 
Residues of Chemical Products) Instrument 2023. The MRL Standard lists MRLs of substances that may arise from the 
approved use of agricultural and veterinary chemical products containing those substances on commodities used for 
human consumption as well as livestock feeds. The MRL Standard also provides the relevant residue definitions to which 
these MRLs apply. There may be situations where the residue definition for monitoring and enforcement is different to 
the definition used for dietary risk assessment purposes. 

MRLs are set at levels which are not likely to be exceeded if the agricultural or veterinary chemicals are used in 
accordance with approved label instructions. In considering MRLs and variation to MRLs, the APVMA takes into account 
studies on chemistry, metabolism, analytical methodology, residues, toxicology, good agricultural practice and dietary 
exposure. In approving MRLs, the APVMA is satisfied, from dietary exposure assessment, that the levels set are not an 
undue hazard to human health. 

The APVMA has amended the MRL Standard and the changes will have affect the day after the instrument is registered. 

Details of the amendment can be found in the Agricultural and Veterinary Chemicals (MRL Standard for Residues of 
Chemical Products) Amendment Instrument (No. 2) 2026. 

The amendments will be incorporated into the compilation of the Agricultural and Veterinary Chemicals (MRL Standard 
for Residues of Chemical Products) Instrument 2023. 

The MRL Standard is accessible via the Federal Register of Legislation website. 

For further information please contact: 

MRL Contact Officer 
Australian Pesticides and Veterinary Medicines Authority 
GPO Box 574 
Canberra ACT 2601 

Phone: +61 2 6770 2300 
Email: enquiries@apvma.gov.au

https://www.legislation.gov.au/Series/F2023L01350
mailto:enquiries@apvma.gov.au
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Proposal to amend Schedule 20 in the Australian New Zealand Food Standards 
Code 

In the previous notice on page 45 of APVMA Gazette No. 12, the APVMA gazetted amendments which it has approved 
to vary maximum residue limits (MRLs) for substances contained in agricultural and veterinary chemical products as set 
out in the APVMA’s MRL Standard. 

Under section 82 of the Food Standards Australia New Zealand Act 1991, the APVMA is proposing to incorporate those 
variations Agricultural and Veterinary Chemicals (MRL Standard for Residues of Chemical Products) Amendment 
Instrument (No. 2) 2026 to MRLs into Schedule 20 – Maximum residue limits in the Australia New Zealand Food 
Standards Code. 

MRLs contained in Schedule 20 provide the limits for residues of agricultural and veterinary chemicals that may 
legitimately occur in foods. By this means Schedule 20 permits the sale of treated foods and protects public health and 
safety by minimising residues in foods consistent with the effective control of pests and diseases. 

The APVMA and Food Standards Australia New Zealand (FSANZ) are satisfied, based on dietary exposure assessments 
and current health standards, that the proposed limits are not harmful to public health. 

The agreement between the Australian Government and the New Zealand Government concerning a Joint Food 
Standards System excludes MRLs for agricultural and veterinary chemicals in food from the system setting joint food 
standards. Australia and New Zealand independently and separately develop MRLs for agricultural and veterinary 
chemicals in food. 

A Sanitary and Phytosanitary (SPS) notification to the World Trade Organization (WTO) will be made. 

The APVMA invites comment on these proposals. Details on how to make a submission appear near the end of this 
notice, below the details of the proposed amendment. 

The APVMA will consider any public comments made in response to this proposal. If the APVMA decides to proceed with 
the proposal, it will further notify any variations it makes to Schedule 20 in the APVMA Gazette. The variations will take 
effect as from the date of that subsequent notice.  
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Proposed variation to Schedule 20 in the Australia New 
Zealand Food Standards Code 

16 June 2026 

Note: Subsection 82(2) of the Food Standards Australia New Zealand Act 1991 provides that variations to 
standards are legislative instruments, but are not subject to disallowance or sunsetting. 

To commence: on gazettal of variation 

Schedule 20 Maximum Residue Limits 

[1] Section S20—3 
Repeal, the corresponding permitted residue(s), food commodities and associated MRLs: 
 

Agvet chemical: Glufosinate and Glufosinate-
ammonium 

Permitted residue: Sum of glufosinate-ammonium, N-
acetyl glufosinate and 3-[hydroxy(methyl)-
phosphinoyl] propionic acid, expressed as glufosinate 
(free acid) 

All other foods except animal food 
commodities 

0.1 

Assorted tropical and sub-tropical fruits – 
inedible peel [except tamarillo (tree 
tomato)] 

0.2 

Berries and other small fruits [except 
strawberry] 

0.1 

Cereal grains [except rice; sweet corns] *0.1 
Cherries *0.05 
Citrus fruits 0.1 
Coffee beans T*0.05 
Common bean (pods and immature 
seeds) 

T*0.05 

Cotton seed 3 
Date *0.05 
Edible offal (mammalian) 5 
Eggs *0.05 
Hops, dry T1 
Maize 0.2 
Meat (mammalian) 0.1 
Milks *0.05 
Mustard seeds T0.5 
Native foods *0.05 
Oilseed (subgroup) [except cotton seed; 
mustard seeds; rape seed (canola)] 

T*0.1 

Peaches (including nectarines and 
apricots) 

0.3 

Peppers, sweet *0.05 
Plums 0.3 
Podded pea (young pods) (snow and 
sugar snap) 

T*0.05 

Pome fruits *0.1 
Poultry, edible offal of *0.1 
Poultry meat *0.05 
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Pulses [except soya bean (dry)] *0.1 
Rape seed (canola) 0.5 
Rice 0.9 
Saffron T*0.05 
Sentul 0.2 
Soya bean (dry) 2 
Strawberry 0.3 
Sugar cane *0.2 
Table olives *0.1 
Tomato *0.05 
Tea, green, black *0.05 
Tree nuts 0.1 
Truffle T*0.2 

[2] Section S20—3  
Insert in alphabetical order the following chemicals, the corresponding permitted residue(s), food 
commodities and associated MRLs: 

 
Agvet chemical: Folpet 

Permitted residue: Folpet 
Dried grapes (currants, raisins and 
sultanas) 

20 

Edible offal (mammalian) *0.01 
Eggs *0.01 
Grapes 10 
Meat (mammalian)  *0.01 
Milks *0.01 
Poultry meat *0.01 
Poultry, edible offal of *0.01 

 
Agvet chemical: Glufosinate, Glufosinate-
ammonium and Glufosinate-P-ammonium 

Permitted residue: Sum of glufosinate isomers, their 
salts and metabolites 3-
[hydroxy(methyl)phosphinoyl]propionic acid (MPP) 
and N-acetyl-glufosinate (NAG), expressed as 
glufosinate 

All other foods except animal food 
commodities 

0.1 

Assorted tropical and sub-tropical fruits – 
inedible peel [except tamarillo (tree 
tomato)] 

0.2 

Berries and other small fruits [except 
strawberry] 

0.1 

Cereal grains [except rice; sweet corns] *0.1 
Cherries *0.05 
Citrus fruits 0.1 
Coffee beans 0.1 
Common bean (pods and immature 
seeds) 

T*0.05 

Cotton seed 3 
Date *0.05 
Edible offal (mammalian) 5 
Eggs *0.05 
Hops, dry T1 
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Maize 0.2 
Meat (mammalian) 0.1 
Milks *0.05 
Mustard seeds T0.5 
Native foods *0.05 
Oilseed (subgroup) [except cotton seed; 
mustard seeds; rape seed (canola)] 

T*0.1 

Peaches (including nectarines and 
apricots) 

0.3 

Peppers, sweet *0.05 
Plums 0.3 
Podded pea (young pods) (snow and 
sugar snap) 

T*0.05 

Pome fruits *0.1 
Poultry, edible offal of *0.1 
Poultry meat *0.05 
Pulses [except soya bean (dry)] *0.1 
Rape seed (canola) 0.5 
Rice 0.9 
Saffron T*0.05 
Sentul 0.2 
Soya bean (dry) 2 
Strawberry 0.3 
Sugar cane *0.2 
Table olives *0.1 
Tomato *0.05 
Tea, green, black *0.05 
Tree nuts 0.1 
Truffle T*0.2 

[3] Section S20—3 (table entry for Agvet chemical: Clothianidin) 

Repeal: 
Soya bean (dry) T0.02 

Substitute: 
Soya bean (dry) *0.01 

[4] Section S20—3 (table entry for Agvet chemical: Cinmethylin) 

Insert: 
Rape seed *0.01 

[5] Section S20—3 (table entry for Agvet chemical: Fludioxonil) 

Repeal: 
Cotton seed *0.05 

Substitute: 
Cotton seed T0.05 

[6] Section S20—3 (table entry for Agvet chemical: Fluxapyroxad) 

Repeal: 
All other foods 0.1 
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Substitute: 
All other foods 0.2 

[7] Section S20—3 (table entry for Agvet chemical: Fluxapyroxad) 

Insert: 
Cos lettuce 5 

[8] Section S20—3 (table entry for Agvet chemical: Isocycloseram) 

Repeal: 
Bush berries T*0.01 
Cane berries T*0.01 
Low growing berries T*0.01 

Substitute: 
Bush berries T3 
Cane berries T5 
Low growing berries T0.7 

[9] Section S20—3 (table entry for Agvet chemical: Pydiflumetofen) 

Repeal: 
Cotton seed 0.02 

Substitute: 
Cotton seed T0.2 

[10] Section S20—3 (table entry for Agvet chemical: Pyraclostrobin) 

Repeal: 
Lettuce, head 2 
Lettuce, leaf 2 

Substitute: 
Lettuce, head 7 
Lettuce, leaf 20 

[11] Section S20—3 (table entry for Agvet chemical: Pyraclostrobin) 

Insert: 
Cos lettuce 7 

[12] Section S20—3 (table entry for Agvet chemical: Spirotetramat) 

Insert: 
Litchi T15 

[13] Section S20—3 (table entry for Agvet chemical: Tetraniliprole) 

Repeal: 
Avocado T0.2 
Litchi T0.5 
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Substitute: 
Avocado 0.2 
Litchi 1 

[14] Section S20—3 (table entry for Agvet chemical: Tetraniliprole) 

Insert: 
Custard apple 0.4 
Olive oil, virgin 0.6 
Olives for oil production 0.3 
Persimmon, American 0.2 
Table olives 0.3 
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Invitation for submissions 

Written submissions are invited from interested individuals and organisations to assist the APVMA in considering the 
proposal to vary Schedule 20 – Maximum residue limits in the Australia New Zealand Food Standards Code. 

Submissions should be strictly confined to relevant matters that the APVMA must consider (such as public health and 
safety) which are associated with the occurrence of the proposed residues in foods. Comments received outside these 
grounds will not be considered by the APVMA. 

Claims made in submissions should be supported wherever possible by referencing or including relevant studies, 
research findings, trials and surveys. Technical information should be in sufficient detail to allow independent scientific 
assessment. 

Submissions must be made in writing and should be clearly marked as a ‘submission on the proposed amendment to 
Schedule 20’ and quote the correct amendment number. 

Deadline for public submissions 

Submissions must be received by 14 July 2026 (28 days from date Gazette published). Submissions received after this 
deadline will only be considered by prior arrangement or if agreement for an extension has been given prior to this 
closing date. Agreement to an extension of time will only be given if extraordinary circumstances warrant an extension to 
the submission period. 

Please note: submissions will be published on the APVMA’s website, unless you have asked for the submission to 
remain confidential, or if the APVMA chooses at its discretion not to publish any submissions received (refer to the public 
consultation coversheet). 

Please lodge your submission using the public consultation coversheet, which provides options for how your submission 
will be published. 

Note that all APVMA documents are subject to the access provisions of the Freedom of Information Act 1982 and may 
be required to be released under that Act should a request for access be made. 

For further information please contact: 

MRL Contact Officer  
Australian Pesticides and Veterinary Medicines Authority 
GPO Box 574 
Canberra ACT 2601 

Phone: +61 2 6770 2300 
Email: enquiries@apvma.gov.au 

Privacy 

For information on how the APVMA manages personal information when you make a submission, see our Privacy Policy. 

https://apvma.gov.au/node/72856
https://apvma.gov.au/node/72856
https://apvma.gov.au/node/72856
mailto:enquiries@apvma.gov.au
https://apvma.gov.au/node/59876
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