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Preface 

The Australian Pesticides and Veterinary Medicines Authority (APVMA) is an independent statutory authority 

with responsibility for assessing and approving agricultural and veterinary chemical products prior to their 

sale and use in Australia. 

The APVMA has a policy of encouraging openness and transparency in its activities and of seeking 

stakeholder involvement in decision making. Part of that process is the publication of Trade Advice Notices 

for all proposed extensions of use for existing products where there may be trade implications. 

The information and technical data required by the APVMA to assess the safety of new chemical products 

and the methods of assessment must be undertaken according to accepted scientific principles. Details are 

outlined in regulatory guidance published on the APVMA website. 

About this document 

This Trade Advice Notice indicates that the Australian Pesticides and Veterinary Medicines Authority 

(APVMA) is considering an application to vary the use of an existing registered agricultural or veterinary 

chemical. 

It provides a summary of the APVMA’s residue and trade assessment. 

Comment is sought from industry groups and stakeholders on the information contained within this 

document. 

Making a submission 

The APVMA invites any person to submit a relevant written submission as to whether the application to 

register Coxiril 5mg/g microgranulate should be granted. Submissions should relate only to matters that the 

APVMA is required by legislation to take into account in deciding whether to grant the application. These 

grounds relate to the trade implications of the extended use of the product. Submissions should state the 

grounds on which they are based. Comments received outside these grounds cannot be considered by the 

APVMA. 

Submissions must be received by the APVMA by close of business on Tuesday 22 December 2020 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 to grant the application 

and in determining appropriate conditions of registration and product labelling. 

When making a submission please include: 

 contact name

 company or organisation name (if relevant)
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 email or postal address (if available)

 the date you made the submission.

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. 

Unless you request for your submission to remain confidential, the APVMA may release your submission to 

the applicant for comment. 

Written submissions should be addressed to: 

Executive Director, Risk Assessment Capability 

Australian Pesticides and Veterinary Medicines Authority 

GPO Box 3262 

Sydney NSW 2001 

Phone: +61 2 6770 2300 

Email: enquiries@apvma.gov.au 

Further information 

Further information can be obtained via the contact details provided above. 

Further information on Trade Advice Notices can be found on the APVMA website: apvma.gov.au.

https://apvma.gov.au/node/72856
https://apvma.gov.au/node/72856
mailto:enquiries@apvma.gov.au
http://www.apvma.gov.au/
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Introduction 

Huvepharma EOOD has applied for approval of a new product for use of Coxiril 5 mg/g microgranulate 

containing diclazuril for the prevention and control of coccidiosis in broiler chickens. 

Products containing diclazuril are not currently registered for use in Australia, however a product was 

previously approved for use in broiler chickens. Diclazuril MRLs for chicken offal at 1 mg/kg and chicken 

meat at 0.2 mg/kg were established in the APVMA MRL standard prior to their removal in 2011. 

The current proposal requires establishment of MRLs for chicken tissues. The trade aspects relating to the 

proposed use are discussed here. 

Trade considerations 

Poultry meat and offal are currently considered to be major export commodities1. 

Value of exports 

In 2019 to 2020, 40 kilotonnes of chicken meat was exported at a value of $76 million2. 

Proposed Australian use pattern 

Table 1: Proposed use pattern 

Species Claims Dose rate 

Quantity of Coxiril 

incorporated into the feed 

(g/tonne) 

Chickens 

(Broiler) 

For prevention and control of 

coccidiosis in chickens caused by 

Eimeria species, including Eimeria 

tenella, E. necatrix, E. acervulina, 

E. maxima, E. brunetti, E. mitis and

E. praecox.

0.8 – 1.2 mg diclazuril /kg in 

complete feed 

160 – 240 

Restraints: DO NOT USE in birds which are producing or may in the future produce eggs or egg product 

which may be used or processed for human consumption. 

Precaution: Diclazuril should not be mixed with other coccidiostats. 

Withholding periods: MEAT: Zero (0) days 

1 Australian Pesticides and Veterinary Medicines Authority, Veterinary drug residues in food commodities and overseas trade 
APVMA website, 20 July 2020. 

2 Australian Chicken Meat Federation, Australian Industry Facts and Figures ACMF website 

https://apvma.gov.au/node/669
https://www.chicken.org.au/facts-and-figures/#Australian_Industry_Facts_Figures
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Results from residues trials presented to the APVMA 

The proposed treatment of Coxiril 5 mg/g microgranulate involves administration of diclazuril to broiler 

chickens at a dose rate of 0.8 to 1.2 mg diclazuril/kg in complete feed. A meat withholding period of zero 

days is proposed. A restraint to prevent use in laying hens is also proposed. 

There is currently a residues definition/marker residue listed in the APVMA MRL Standard for diclazuril as 

parent diclazuril. Available information such as that summarised in the European public MRL assessment 

report for diclazuril3 confirms that the current residues definition for the proposed product remains 

appropriate for the proposed use in broiler chickens. 

A GLP compliant residue depletion study has been provided which involved in feed administration at a dose 

of 1.2 mg diclazuril/kg of feed for 42 days and tissue sampling at 0, 3, 6, 24, 48 and 96 hours after cessation 

of treatment. Concentrations of diclazuril residues in broiler tissues are summarized below. 

Muscle: Diclazuril residues ranged from 67 to 160 µg/kg (mean residues = 125 µg/kg) zero hours after 

treatment. At 3 hours, residues ranged from 108 to 178 µg/kg (mean residues = 132 µg/kg). At 6 and 

24 hours, residues ranged from 89 to 155 µg/kg (mean residues = 114 µg/kg) and 58 to 90 µg/kg (mean 

residues = 71 µg/kg) respectively. Statistical analysis indicates that a withdrawal period of zero days is 

considered appropriate to comply with the recommended MRL of 300 µg/kg for chicken muscle. 

Liver: Diclazuril residues ranged from 640 to 906 µg/kg (mean residues = 786 µg/kg) zero hours after 

treatment. At 3 hours, residues ranged from 574 to 1037 µg/kg (mean residues = 767 µg/kg). At 6 and 

24 hours, residues ranged from 571 to 865 µg/kg (mean residues = 701 µg/kg) and 431 to 475 µg/kg (mean 

residues 466 µg/kg) respectively. Statistical analysis indicates that a withdrawal period of zero days is 

considered appropriate to comply with the recommended MRL of 1500 µg/kg for chicken liver. 

Kidney: Diclazuril residues ranged from 507 to 720 µg/kg (mean residues = 621 µg/kg) zero hours after 

treatment. At 3 hours, residues ranged from 645 to 878 µg/kg (mean residues = 687 µg/kg). At 6 and 

24 hours, residues ranged from 502 to 659 µg/kg (mean residues = 567 µg/kg) and 320 to 449 µg/kg (mean 

residues 396 µg/kg) respectively. Statistical analysis indicates that a withdrawal period of zero days is 

considered appropriate to comply with the recommended MRL of 1,000 µg/kg for chicken kidney. 

Skin/fat: Diclazuril residues ranged from 189 to 344 µg/kg (mean residues = 276 µg/kg) zero hours after 

treatment. At 3 hours, residues ranged from 267 to 354 µg/kg (mean residues = 308 µg/kg). At 6 and 24 

hours, residues ranged from 198 to 289 µg/kg (mean residues = 241 µg/kg) and 127 to 205 µg/kg (mean 

residues 175 µg/kg) respectively. Statistical analysis indicates that a withdrawal period of zero days is 

considered appropriate to comply with the recommended MRL of 500 µg/kg for chicken skin/fat. 

Overseas registration and approved label instructions 

The applicant indicated that diclazuril products are registered for use on chickens in EU, NZ and Canada. 

3 European Medicines Authority European public MRL assessment report (EPMAR) March 2013. 

https://www.ema.europa.eu/en/documents/mrl-report/diclazuril-extension-poultry-european-public-maximum-residue-limit-assessment-report-epmar-cvmp_en.pdf
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Codex Alimentarius Commission and overseas MRLs 

The Codex Alimentarius Commission (Codex) is responsible for establishing Codex Maximum Residue 

Limits (CXLs) for veterinary drugs. Codex CXLs are primarily intended to facilitate international trade, and 

accommodate differences in Good Veterinary Practice (GVP) employed by various countries. Some 

countries may accept Codex CXLs when importing foods. Diclazuril has been considered by the Codex and 

various international markets for use in poultry. 

Table 2: Comparison of overseas diclazuril MRLs with the proposed Australian MRLs for poultry tissues 

Area Overseas MRL/tolerance (mg/kg) Proposed 

Australian 

MRL (mg/kg) 

CODEX4 EU5 Rep. Korea6 Japan7 

Poultry Chicken and 

turkey 

Chicken, turkey 

and duck 

Chicken and 

other poultry 

Chicken 

Liver 3 1.5 3 3 1.5 

Kidney 2 1 2 2 1 

Muscle 0.5 0.5 0.5 0.5 0.3 

Fat 1 0.5 1 1 0.5 

Proposed Australian MRLs for diclazuril 

Table 3: Proposed amendments to the MRL Standard 

Amendments to Table 1 

Compound Food MRL (mg/kg) 

Add: 

Diclazuril 

Chicken fat/skin 0.5 

Chicken liver 1.5 

Chicken kidney 1 

4
Food and Agriculture Organization of the United Nations, Maximum Residue Limits (MRLs) and Risk Management 

Recommendations (RMRS) for residues of veterinary drugs in foods 2018

5 EMA European public MRL assessment report (EPMAR) March 2013. 

6 Food Safety Korea. MRLs in Veterinary Drugs 2015 

7 Residual pesticide standard value search system, List of limits on pesticides, veterinary drugs and feed additives remaining 
in food Japan Food Chemical Research Foundation. 

https://www.google.com/url?client=internal-element-cse&cx=018170620143701104933:i-zresgmxec&q=http://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/%3Flnk%3D1%26url%3Dhttps%25253A%25252F%25252Fworkspace.fao.org%25252Fsites%25252Fcodex%25252FStandards%25252FCXM%252B2%25252FMRL2e.pdf&sa=U&ved=2ahUKEwjt5ozCpZrtAhUlguYKHV6cD4AQFjABegQICBAB&usg=AOvVaw3pLhT-Oic1BaDqMM3fVtsw
https://www.google.com/url?client=internal-element-cse&cx=018170620143701104933:i-zresgmxec&q=http://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/%3Flnk%3D1%26url%3Dhttps%25253A%25252F%25252Fworkspace.fao.org%25252Fsites%25252Fcodex%25252FStandards%25252FCXM%252B2%25252FMRL2e.pdf&sa=U&ved=2ahUKEwjt5ozCpZrtAhUlguYKHV6cD4AQFjABegQICBAB&usg=AOvVaw3pLhT-Oic1BaDqMM3fVtsw
https://www.ema.europa.eu/en/documents/mrl-report/diclazuril-extension-poultry-european-public-maximum-residue-limit-assessment-report-epmar-cvmp_en.pdf
http://www.foodsafetykorea.go.kr/residue/vd/mrls/list.do?currentPageNo=1&searchCode=&menuKey=2&subMenuKey=83&subChildMenuKey=&searchConsonantFlag=en&searchConsonantFlag2=en&searchValue2=E&searchFlag=vd&searchClassLCode=&searchClassMCode=&searchClassScode=&searchValue=E
http://db.ffcr.or.jp/front/pesticide_comp
http://db.ffcr.or.jp/front/pesticide_comp
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Amendments to Table 1 

Compound Food MRL (mg/kg) 

Chicken muscle 0.3 

Potential risk to trade 

Export of treated chicken products containing finite (measurable) residues of diclazuril may pose a risk to 

Australian trade in situations where (i) no residue tolerance (import tolerance) is established in the importing 

country or (ii) where residues in edible commodities from chickens are likely to exceed a residue tolerance 

(import tolerance) established in the importing country. 

For chickens, the recommended Australian diclazuril MRLs for chicken liver, kidney, muscle and fat/skin are 

lower than those established in the Codex, the Rep. Korea and Japan. Australian MRLs are consistent with 

those in the EU for liver, kidney and fat, and slightly lower for muscle at 0.3 mg/kg than the EU MRL of 

0.5 mg/kg. The risk to trade associated with the proposed use with a zero day withholding period is 

considered low for those markets. 

Conclusion 

Huvepharma EOOD has applied for approval of a new product for use of Coxiril 5 mg/g microgranulate 

containing 5 g/kg diclazuril for the prevention and control of coccidiosis in broiler chickens. 

Comment is sought on the potential risks to trade in chicken tissues from the proposed use and the ability of 

the industry to manage any potential risks. 
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