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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.
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General Information
The APVMA (Australian Pesticides and Veterinary Medicines Authority) 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, www.apvma.gov.au/publications/gazette/.
If you would like to receive email notification when a new edition is published, please subscribe on the APVMA website.
APVMA Contacts
For enquiries regarding the publishing and distribution of the APVMA Gazette:	Telephone: +61 2 6210 4870
For enquiries on the APVMA Gazette content, please refer to the individual APVMA contacts listed under each notice.
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Flonicamid in the product Mainman 500 WG Insecticide
Flonicamid in the product Mainman 500 WG Insecticide
The Australian Pesticides and Veterinary Medicines Authority (APVMA) has before it an application from Ishihara Sangyo Kaisha Ltd, for registration of a new product containing the active constituent flonicamid. The product mainman 500 WG insecticide is for use on apples, cucurbits, potatoes and cotton.
Particulars of The Application
Proposed Product Name(s):
Mainman 500 WG Insecticde
Applicant Company:
Ishihara Sangyo Kaisha, LTD
Name of Active Constituent:
Flonicamid
Signal Heading (Proposed):
Schedule 6
Summary of Proposed Use:
For the control of insect pests in apples, cotton, cucurbits and potatoes

Pack Sizes:
500 g, 1 kg and 5 kg
Withholding Period:
HARVEST: 
Apples: Do Not harvest for 21 days after application
Potatoes: Do not harvest for 14 days after application
Cotton: Do not harvest for 7 days after application
Cucurbits: Do not harvest for 1 day after application

Summary of the APVMA’s evaluation MAINMAN 500 WG INSECTICIDE in accordance with Section 14(3)(e) and (f) of the Agricultural and Veterinary Chemicals Code (the ‘Agvet Code’), scheduled to the Agricultural and Veterinary Chemicals Code Act 1994
The APVMA has evaluated the application and in its assessment in relation to human and environmental safety under section 14(3)(e) of the Agvet Code, it proposes to determine that:
The APVMA is satisfied that the proposed use of mainman 500 WG insecticide containing the active constituent flonicamid would not be an undue hazard to the safety of people exposed to it during its handling and use.
The Office of Chemical Safety (OCS) in the Department of Health and Ageing has conducted a risk assessment on the product and concluded that it can be used safely. 
The main occupational use of the imported product will be by farmers and their workers. Workers may be exposed to the product when opening containers, mixing/loading, application, and cleaning up spills and equipment. The main route of exposure to the product will be dermal and inhalation, although ocular exposure is also possible.
In the absence of exposure data for the proposed mode of application, the Pesticide Handler Exposure Database (PHED) Surrogate Exposure Guide was used to estimate exposure. The MOE’s associated with repeated use of the product when mixing and loading, application to pome and stone fruit by broadcast air assisted, application to potatoes and cotton by boom spray are acceptable (i.e. >100) without the use of personal protective equipment.  
However, based on the acute hazard of severe eye irritation and the potential systemic toxicity due to repeated exposure, it is recommended that when mixing, loading and applying the product, cotton overalls buttoned to the neck and wrist (or equivalent clothing) and goggles are worn.  
Based on the risk assessment, a first aid instruction, safety directions and re-entry statements have been recommended for the product label. 
The APVMA is satisfied that the proposed use of mainman 500 WG insecticide containing the active constituent flonicamid will not be an undue hazard to the safety of people using anything containing its residues.
The APVMA is satisfied that the proposed use of mainman 500 WG insecticide will not be an undue hazard to the safety of people using anything containing its residues provided the product is used in accordance with the proposed label directions.
Long term (chronic) dietary exposure as estimated by the national estimated dietary intake calculation is acceptable. The short term (acute) dietary exposure as estimated by the national estimated sort term intake calculation is also acceptable.
MRLs for pome fruit, cotton seed, potato, cucurbits and animal commodities have been recommended. Comment is sought on the ability of industry to manage the risks associated with the proposed use of mainman 500 WG insecticide and the potential for the proposed uses to unduly prejudice Australian trade.
The APVMA is satisfied that the proposed use of mainman 500 WG insecticide containing the active constituent flonicamid is not likely to be harmful to human beings if used according to the product label.
In rats, following oral administration, flonicamid was rapidly absorbed and maximum concentrations ranged from 0.25 to 1 hour and widely distributed to organs and tissues. The majority of the administered dose (approximately 75–90%), was excreted in the urine within 24 hours at high and low dose levels in either sex. Biliary excretion was not considered as a significant route of elimination as it accounted for 4% of the administered dose in both sexes in low dose animals and 4–5% in high dose animals, with the majority being excreted within the first 24 hours. There was no evidence for accumulation in rats following repeat oral dosing in rats. 
Mainman 500 WG insecticide when used at proposed concentrations in an in vitro dermal absorption study using human split thickness skin showed limited dermal absorption. 
Flonicamid technical had low acute oral, dermal and inhalational toxicity in rats. It is not irritating to the skin of rabbits but it is slightly irritating to the eye of rabbits. Flonicamid is non-sensitising to the skin of guinea pigs. The acute oral toxicity study in rats suggests that males are the more sensitive sex. Furthermore, toxicokinetic data demonstrated that the elimination half-life in male rats administered high doses was almost double that of females, thus the longer retention time supports the observed sensitivity of male rats compared to females in the acute oral toxicity study.    
Following repeat oral dosing in rats, mice and dogs, the primary target organs of toxicity were the liver and kidney in the rat, haematopoietic system in the dog, rat and mouse.  
Although an increased incidence of bronchioloalveolar lung tumours were observed in male and female CD-1 mice following dietary administration of flonicamid for 18–months, additional mechanistic data supplied by the applicant indicate that findings were species and strain specific, and of low relevance to humans. No reproductive toxicity was observed in an oral (dietary) 2–generation rat study. An oral developmental study in rats was suggestive of a developmental toxicity potential, while in a rabbit developmental toxicity study there was evidence of developmental toxicity (a limited number of visceral findings) in the absence of maternal toxicity, albeit in a very small number of animals. There was no evidence of flonicamid being a neurotoxicant in rats. Flonicamid was not mutagenic or genotoxic in vitro and was not genotoxic in vivo, with and without metabolic activation.     
The major metabolites of flonicamid were of low acute and subchronic oral toxicity, and were not mutagenic in bacteria in the presence or absence of metabolic activation. 
The product is of low acute oral, acute dermal and acute inhalation toxicity in rats, is a non-irritant to the skin of rabbits and is severely irritating to the eye of rabbits. The product is not a skin sensitiser in guinea pigs.
Based on an assessment of the toxicology, it was considered that there should be no adverse effects on human health from the use of mainman 500 WG insecticide when used in accordance with the label directions.
The APVMA is satisfied that the proposed use of mainman 500 WG insecticide containing the new active constituent, flonicamid is not likely to have an unintended effect that is harmful to animals, plants or the environment if used according to the product label directions.
Data on the environmental fate and ecotoxicity of flonicamid were assessed in support of the proposed use. It was concluded that the risks to the environment from this use are acceptable provided that the draft label is updated to reflect areas of potential risk.  
While flonicamid is expected to have very high soil mobility, it undergoes rapid soil degradation and is not expected to persist in soil. Flonicamid is stable with minimal or no detectable degradation by abiotic processes (photolysis and hydrolysis). It undergoes degradation by biotic processes in both soil and water/sediment systems under laboratory conditions but will persist for some time in aquatic systems. Flonicamid is not expected to bio-accumulate.
Flonicamid and the WG formulation are not toxic to birds, aquatic species, earthworms, soil-micro-organisms and non-target terrestrial plants. Extensive data indicate that there is a potential short-term risk to honeybees.
At the proposed Australian use rates, there is acceptable risk to non-target terrestrial organisms. Risks to aquatic organisms from flonicamid entering waterbodies by either spraydrift or run-off water entering environmental waters were also determined to be acceptable. Downwind no-spray zones are not required to protect aquatic species or non-target plants following ground application.
Based on the assessment of environmental data it was considered that mainman 500 WG insecticide is unlikely to pose an environmental risk under the proposed use pattern, provided the draft label is updated to reflect areas of potential risk, especially with respect to short-term effects on honeybees. 
The APVMA is satisfied that the proposed use of mainman 500 WG insecticide containing the new active constituent, flonicamid would not adversely affect trade between Australia and places outside Australia.
Export of treated produce containing finite (measurable) residues of flonicamid may pose a risk to Australian trade in situations where (i) no residues tolerance (import tolerance) is established in the importing country or (ii) where residues in Australian product are likely to exceed a residue tolerance (import tolerance) established in the importing country.
While several overseas countries have established flonicamid MRLs in pome fruit and cotton, some key Australian export markets for these commodities have not. As detectable residues are expected to occur when the product is used as directed this creates a potential risk to trade.
Comment is sought on the potential for flonicamid residues resulting from the proposed use of Mainman 500 WG Insecticide on pome fruit and cotton to prejudice Australian trade.
While several overseas countries have established flonicamid MRLs in pome fruit and cotton, some key Australian export markets for these commodities have not. As detectable residues are expected to occur when the product is used as directed this creates a potential risk to trade.
The proposed Australian residue definition for plant commodities is the same as that established in the EU and Japan (i.e. the sum of flonicamid, TFNG and TFNA, expressed as flonicamid). The USA has established a residue definition that also includes the metabolite TFNA-AM. However, from the trials provided residues of the metabolite TFNA-AM were not seen in pome fruit, potatoes or cucurbits and were only present at low levels in cotton.
The EU and USA have established MRLs for flonicamid in pome fruit of 0.2 mg/kg, below the proposed Australian MRL of 0.7 mg/kg. 
Flonicamid MRLs in cottonseed have been established in the EU, USA and Japan at *0.05, 0.2 and 0.5 mg/kg, respectively, below the proposed Australian MRL of 1 mg/kg. 
The proposed Australian residue definition for animal commodities is the same as that established in the EU (i.e. the sum of flonicamid and TFNA-AM, expressed as flonicamid). The USA and Japan have established a residue definition that also includes the metabolite TFNA. However, Australian animal commodity MRLs have been established at the LOQ as detectable residues of flonicamid are not expected to occur in animals that have been fed treated feeds.
Comment is sought on the potential for flonicamid residues resulting from the proposed use of mainman 500 WG insecticide on pome fruit and cotton to prejudice Australian trade.
In relation to its assessment of efficacy under section 14(3)(f), 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.
FuRther Information
A Public Release Summary (PRS) of the evaluation of this product is available from the APVMA website’s public consultation page, www.apvma.gov.au/consultation/public or by contacting the evaluator listed below.
Making a Submission
In accordance with sections 12 and 13 of the Agvet Code, the APVMA invites any person to submit a relevant written submission as to whether the application for registration of mainman 500 WG insecticide 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 include occupational health and safety, chemistry and manufacture, residues, safety and first aid, environmental fate and toxicity, trade and efficacy. 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 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.
When making a submission please include:
	contact name
	company or group name (if relevant)
	email or postal address
	the date you made the submission.

All personal and confidential commercial information (CCI) A full definition of ‘confidential commercial information’ is contained in the Agvet Code. material contained in submissions will be treated confidentially. 
Written submissions on the APVMA’s proposal to grant the application for registration that relate to the grounds for registration should be addressed in writing to: 
Case Management and Administration Unit
Pesticides Program
Australian Pesticides and Veterinary Medicines Authority
PO Box 6182
KINGSTON ACT 2604

Phone:	+61 2 6210 4701
Fax:	+61 2 6210 4721
Email:	enquiries@apvma.gov.au 
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Cancellation of Registration and Approval at the Request of the Holder 
Cancellation of Registration and Approval at the Request of the Holder
At the request of the holder, the APVMA has cancelled the registration and the associated label approvals of the following products.
Product no.
Product name
Approval holder
Date of effect
53285
SHARK HERBICIDE
FMC AUSTRALASIA PTY LTD
22 August 2014
68170
SINOCHEM SCALPEL 240 EC SELECTIVE HERBICIDE
SINOCHEM AGRO CO., LTD
22 August 2014
The following instructions set out how a person can deal with the cancelled products.
Supply
A person may supply or cause to be supplied products manufactured prior to 22 August 2014 at wholesale and retail level, until the 22 August 2015.
After 22 August 2015 it will be an offence against the Agvet Codes to have possession or custody of the products with the intention to supply, or to supply the products.
Use
A person may continue to use the products according to its label instructions until 22 August 2015.
Any person who possesses, has custody of, uses, or otherwise deals with the listed products in accordance with the above instructions is taken to have been issued with a permit under the Agvet Codes to so possess, have custody of, use or otherwise deal with the products after the registration has been cancelled until 22 August 2015.
The supply and use of the products must be in accordance with the conditions of registration or approval, including any conditions relating to the shelf life or expiry date.
It is an offence to possess, have custody of, use, or deal with the products listed in the table in a manner that contravenes the above instructions.
APVMA Contact
For any enquiries or further information about this matter, please contact:
Chemical Review
Australian Pesticides and Veterinary Medicines Authority
PO Box 6182
SYMONSTON ACT 2609

Phone:	+61 2 6210 4749
Fax:	+61 2 6210 4776
Email:	chemicalreview@apvma.gov.au 
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Cancellation of Product Label Approval at the Request of the Holder 
Cancellation of Product Label Approval at the Request of the Holder
At the request of the holder, the APVMA has cancelled product label approvals of the following product: 
Product
no.
Product name
Approval holder
Cancelled label approval number
Date of effect
62751
NUFARM TROOPER 75-D HERBICIDE
NUFARM AUSTRALIA LIMITED
62751/0609
62751/0708
62751/59293
62751/58625
29 August 2014
The following instructions set out how a person can deal with the cancelled product labels.
Supply
A person may supply or cause to be supplied product bearing a cancelled label manufactured prior to 29 August 2014 at wholesale and retail level, until 29 August 2015.
After 29 August 2015 it will be an offence against the Agvet Codes to have possession or custody of the product bearing a cancelled label with the intention to supply.
Use
A person may continue to use the product according to its cancelled label instructions until 29 August 2015.
Any person who possesses, has custody of, uses, or otherwise deals with the listed product bearing a cancelled label in accordance with the above instructions is taken to have been issued with a permit under the Agvet Codes to so possess, have custody of, use or otherwise deal with the product after the label has been cancelled until 29 August 2015.
The supply and use of the product bearing a cancelled label must be in accordance with the conditions of registration or approval, including any conditions relating to the shelf life or expiry date.
It is an offence to possess, have custody of, use, or deal with the product listed in the table in a manner that contravenes the above instructions.
APVMA Contact
For any enquiries or further information about this matter, please contact:
Chemical Review
Australian Pesticides and Veterinary Medicines Authority
PO Box 6182
SYMONSTON ACT 2609

Phone:	+61 2 6210 4749
Fax:	+61 2 6210 4776
Email:	chemicalreview@apvma.gov.au 
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Cancellation of Product Label Approval at the Request of the Holder 
Cancellation of Product Label Approval at the Request of the Holder
At the request of the holder, the APVMA has cancelled a product label approval of the following product: 
Product
no.
Product name
Approval holder
Cancelled label approval number
Date of effect
62939
SPA PROTECTOR POOL & SPA SANITISER
POOL RANGER PTY LIMITED
62939/0408
22 August 2014
The following instructions set out how a person can deal with the cancelled product labels.
Supply
A person may supply or cause to be supplied product bearing a cancelled label manufactured prior to 22 August 2014 at wholesale and retail level, until 22 August 2015.
After 22 August 2015 it will be an offence against the Agvet Codes to have possession or custody of the product bearing a cancelled label with the intention to supply.
Use
A person may continue to use the product according to its cancelled label instructions until 22 August 2015.
Any person who possesses, has custody of, uses, or otherwise deals with the listed product bearing a cancelled label in accordance with the above instructions is taken to have been issued with a permit under the Agvet Codes to so possess, have custody of, use or otherwise deal with the product after the label has been cancelled until 22 August 2015.
The supply and use of the product bearing a cancelled label must be in accordance with the conditions of registration or approval, including any conditions relating to the shelf life or expiry date.
It is an offence to possess, have custody of, use, or deal with the product listed in the table in a manner that contravenes the above instructions.
APVMA Contact
For any enquiries or further information about this matter, please contact:
Chemical Review
Australian Pesticides and Veterinary Medicines Authority
PO Box 6182
SYMONSTON ACT 2609

Phone:	+61 2 6210 4749
Fax:	+61 2 6210 4776
Email:	chemicalreview@apvma.gov.au 


