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Note to the reader

This consolidated addendum of the product assessment report (PAR), for the minor change application of the product authorisation, is based on the addendum PAR of the major change authorisation, in which all necessary addenda have been included. 

In part 2.6. of the consolidated PAR: the summary of product characteristics is pointed out and corresponds to the decision for the minor change application.

In the other parts of this consolidated addendum, each section contains the initial assessment and the subsequent successive assessments (minor change, major change, post authorisation data...) the assessments related to the minor change of the product are at the end of each section and are highlighted in grey.

History of the dossier

	Application type
	refMS
	Case number in the refMS
	Decision date
	Assessment carried out (i.e. first authorisation / amendment /renewal)

	BAAM
	FR
	-
	18.06.2013
	Initial assessment for FAAR AVOINE

	NA-MAC
	FR
	BC-EV016442-30
	13.06.2016
	Major change application for FAAR AVOINE

	NA-ADC
	FR
	BC-GV027335-22
	27.02.2017
	Administrative modification of the authorization for FAAR AVOINE

	NA-BBS
	FR
	BC-GF025769-37
	18.04.2017
	Same authorisation for FAAR CEREALES A 25

	NA-MAC
	FR
	BC-EP032486-30
	20.06.2018
	Major change application for FAAR CEREALES A 25

	NA-AAT
	FR
	-
	29.01.2018
	Compliance of the authorisation for FAAR CEREALES A 25

	NA-MIC
	FR
	BC-VE041127-44
	10/12/2018
	Minor change application for FAAR CEREALES A 25


1 CONCLUSION
The major change consists in reduction of bromadiolone concentration in the product (from 0.005% to 0.0025%), the addition of uses by non-professional users, the modification of shelf lifen, the modification of packaging, and the addition of trade names and manufacturers.   

FR CA considers that 

· The product is compatible with all claimed packaging (except loose bait in paper bags without plastic film inside). 
· Data submitted demonstrated the efficacy of the product FAAR CEREALES A 25 according to the uses and doses claimed. 

· The risk for human health is considered as acceptable with appropriate RMMs indicated in the SPC. 
· A shelf life of 24 months can be granted.
Risk for the environment has not been reviewed for the major change assessment.
The major change is therefore accepted and new conditions of uses are given the in SPC.
· Minor change 2018
The minor change consists in a reduction of use rates for target organisms rats (Rattus rattus and Rattus norvegicus) at 100g per bait station every 5 to 10 meters, the modification of packaging, the addition of trade names and modification of manufacturing sites.

· Efficacy
FR CA considers that:

· The product FAAR CEREALES A 25 has shown sufficient efficacy and can be used for the control of rats (Rattus norvegicus and Rattus rattus) at the claimed application rate of 100 g per bait station.
· Identity, physico-chemical and analytical method data
No additional data was provided in the frame of the minor change of the product authorisation. The minor change consists on an addition of packagings. See dedicated part (part 2.1.9) for details.

2 ASSESSMENT REPORT

FAAR CEREALES A 25 is the same product as FAAR AVOINE. Please refer to the product assessment report related to FAAR AVOINE product authorisation under Regulation UE n° 528/2012 for the assessment of FAAR CEREALES A 25.  
In the framework of the major change, the following section should be amended : 
2.1 Summary of the product assessment 

2.1.3 Administrative information

Please refer to the product assessment report related to FAAR AVOINE product authorisation under Regulation UE n° 528/2012 for the assessment of FAAR CEREALES A 25  

2.1.4 Product composition and formulation

2.1.4.1 Identity of the active substance

NB: the full composition of the product according to Annex III Title 1 should be provided in the confidential annex.

Does the product have the same identity and composition as the product evaluated in connection with the approval for listing of the active substance(s) on the Union list of approved active substances under Regulation No. 528/2012?

Yes 
 FORMCHECKBOX 

No 
 FORMCHECKBOX 

2.1.4.2 Identity of the active substance

	Main constituent(s)

	ISO name
	Bromadiolone


	IUPAC or EC name
	3-[3-(4'-Bromo[1,1'-biphenyl]-4-yl)-3-hydroxy-1-phenylpropyl]-4-hydroxy-2H-1-benzopyran-2-one

	EC number
	28772-56-7

	CAS number
	249-205-9

	Index number in Annex VI of CLP
	

	Minimum purity / content
	960 g/kg

	Structural formula
	


2.1.4.3 Candidate for substitution

Not relevant
2.1.4.4 Qualitative and quantitative information on the composition of the biocidal product 

	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	Bromadiolone
	3-[3-(4'-Bromo[1,1'-

biphenyl]-4-yl)-3-hydroxy-

1-phenylpropyl]-4-

hydroxy-2H-1-

benzopyran-2-one
	Active substance
	28772-56-7
	249-205-9
	0.0025


2.1.4.5 Information on the substance(s) of concern

Please see the confidential annex for further details.

2.1.4.6 Type of formulation

	grain bait – ready to use


2.1.5 Hazard and precautionary statements

Classification and labelling of the products of the family according to the Regulation (EC) 1272/2008

	Classification

	Hazard category
	STOT RE 2

	Hazard statement
	H373: May cause damage to organs (blood) through prolonged or repeated exposure



	

	Labelling

	Signal words
	[image: image2.emf]Warning

	Hazard statements
	H373: May cause damage to organs (blood) through prolonged or repeated exposure



	Precautionary statements
	P260: Do not breathe dust/fumes/gas/mist/vapours/spray

P314: Get medical advice/attention if you feel unwell

P501: Dispose of contents/container to … [… in accordance with local/regional/national/international regulation (to be specified)].

	

	Note
	


2.1.6  Authorised use(s)

2.1.6.1 Use description

Table 1. Use # 1 – House mice and/or rats– trained professionals – indoor 

	Product Type
	14

	Where relevant, an exact description of the authorised use
	Not relevant for rodenticides 

	Target organism(s) (including development stage)
	Mus musculus (house mice)      

Rattus norvegicus (brown rat)   

Rattus rattus (black or roof rat)

	Field(s) of use
	Indoor  

	Application method(s)
	Bait formulations:

- Ready-to-use bait to be used in tamper-resistant bait stations
 

- [Covered and protected baiting points] 

	Application rate(s) and frequency
	Bait products:

- rats: 100 g of bait per baiting point.

- mice: 40 g of bait per baiting point.

	Category(ies) of users
	Trained professionals 

	Pack sizes and packaging material
	Minimum pack size of 3 kg. 

(In France only : minimum pack size of 5 kg)

Package is restricted to separately packed bags with a maximum of 10 kg per packed bag.

FAAR CEREALES A 25 is supplied in sachet or loose.

PE/PP sachets (10-20-25-30-40-50-60-90-100 g) are packed in:

· Buckets-Barrel PP/PE (5-10-15-18-20-25-30 kg)

· Paper bags with or without plastic film PE/PP inside (5-10-15-20-25-30 kg)

· PE/PP bags-film (5-10-15-20-25-30 kg)

· Metal box without lacquer (5-10-15-20-25-30 kg)

· Cardboard box (5-10-12-15-20-25-30-50 kg)

Loose baits are packed in:

· PP/PE Buckets-Barrel (5-10 kg)

· Paper bags with plastic film PE/PP inside (5-10 kg)

· PE/PP Bags-film (5-10 kg)

· Metal box without lacquer (5-10 kg)

· Cardboard box (with a plastic bag inside) (5-10 kg)


2.1.6.1.1 Use-specific instructions for use

	- Remove the remaining product at the end of treatment period.

- [When available] Follow any additional instructions provided by the relevant code of best practice.


2.1.6.1.2 Use-specific risk mitigation measures 

	- Where possible, prior to the treatment inform any possible bystanders (e.g. users of the treated area and their surroundings) about the rodent control campaign [in accordance with the applicable code of good practice, if any].

- Consider preventive control measures (e.g. plug holes, remove potential food and drinking as far as possible) to improve product intake and reduce the likelihood of reinvasion.

- To reduce risk of secondary poisoning, search for and remove dead rodents during treatment at frequent intervals, in line with the recommendations provided by the relevant code of best practice. 

- Do not use the product as permanent baits for the prevention of rodent infestation or monitoring of rodent activities. 

- Do not use the product in pulsed baiting treatments.


2.1.6.1.3 Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment  

	- When placing bait points close to water drainage systems, ensure that bait contact with water is avoided.


2.1.6.1.4 Where specific to the use, the instructions for safe disposal of the product and its packaging           

	


2.1.6.1.5 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

	


2.1.6.2 Use description

Table 2. Use # 2 Mice and/or rats and – trained professionals – outdoor around buildings

	Product Type
	14

	Where relevant, an exact description of the authorised use
	Not relevant for rodenticides 

	Target organism(s) (including development stage)
	Mus musculus (house mice)      

Rattus norvegicus (brown rat)      

Rattus rattus (black or roof rat)

	Field(s) of use
	Outdoor around buildings  

	Application method(s)
	Bait formulations:

- Ready-to-use bait to be used in tamper-resistant bait stations.

- [Covered and protected baiting points] 

	Application rate(s) and frequency
	Bait products:

- rats: 100 g of bait per baiting point. 

- mice: 40 g of bait per baiting point.

	Category(ies) of users
	Trained professionals

	Pack sizes and packaging material
	Minimum pack size of 3 kg.

(in France only : Minimum pack size of 5 kg)

Package is restricted to separately packed bags with a maximum of 10 kg per packed bag.

FAAR CEREALES A 25 is supplied in sachet or loose.

PE/PP sachets (10-20-25-30-40-50-60-90-100 g) are packed in:
· Buckets-Barrel PP/PE (5-10-15-18-20-25-30 kg)

· Paper bags with or without plastic film PE/PP inside (5-10-15-20-25-30 kg)

· PE/PP bags-film (5-10-15-20-25-30 kg)

· Metal box without lacquer (5-10-15-20-25-30 kg)

· Cardboard box (5-10-12-15-20-25-30-50 kg)

Loose baits are packed in:

· PP/PE Buckets-Barrel (5-10 kg)

· Paper bags with plastic film PE/PP inside (5-10 kg)

· PE/PP Bags-film (5-10 kg)

· Metal box without lacquer (5-10 kg)

· Cardboard box (with a plastic bag inside) (5-10 kg)


2.1.6.2.1 Use-specific instructions for use

	- Protect bait from the atmospheric conditions. Place the baiting points in areas not liable to flooding.

- Replace any bait in baiting points in which bait has been damaged by water or contaminated by dirt.

- Remove the remaining product at the end of treatment period.

- [When available] Follow any additional instructions provided by the relevant code of best practice.

- [For outdoor use, baiting points must be covered and placed in strategic sites to minimise the exposure to non-target species].


2.1.6.2.2 Use-specific risk mitigation measures 

	- Where possible, prior to the treatment inform any possible bystanders (e.g. users of the treated area and their surroundings) about the rodent control campaign [in accordance with the applicable code of good practice, if any].

- Consider preventive control measures (plug holes, remove potential food and drinking as far as possible) to improve product intake and reduce the likelihood of reinvasion.

- To reduce risk of secondary poisoning, search for and remove dead rodents during treatment at frequent intervals, in line with the recommendations provided by the relevant code of best practice.

 - Do not use this product as permanent baits for the prevention of rodent infestation or monitoring of rodent activities. 

- Do not use this product in pulsed baiting treatments.

- Do not apply this product directly in the burrows.


2.1.6.2.3 Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment  

	- When placing bait points close to surface waters (e.g. rivers, ponds, water channels, dykes, irrigation ditches) or water drainage systems, ensure that bait contact with water is avoided.


2.1.6.2.4 Where specific to the use, the instructions for safe disposal of the product and its packaging           

	


2.1.6.2.5 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

	


2.1.6.3 Use description

Table 3. Use # 3 – mice and Rats– trained professionals – Outdoor open areas & waste dumps

	Product Type
	14

	Where relevant, an exact description of the authorised use
	Not relevant for rodenticides 

	Target organism(s) (including development stage)
	Mus musculus (house mice)      

Rattus norvegicus (brown rat)      

Rattus rattus (black or roof rat)

	Field(s) of use
	Outdoor open areas

Outdoor waste dumps

	Application method(s)
	- Ready-to-use bait to be used in tamper-resistant bait stations.

- [Covered and protected baiting points]

	Application rate(s) and frequency
	Bait products:

- rats: 100 g of bait per baiting point. 

- mice: 40 g of bait per baiting point.

	Category(ies) of users
	Trained professionals only 

	Pack sizes and packaging material
	Minimum pack size of 3 kg.

(in France only : Minimum pack size of 5 kg)
Package is restricted to separately packed bags with a maximum of 10 kg per packed bag.

FAAR CEREALES A 25 is supplied in sachet or loose.

PE/PP sachets (10-20-25-30-40-50-60-90-100 g) are packed in:
· Buckets-Barrel PP/PE (5-10-15-18-20-25-30 kg)

· Paper bags with or without plastic film PE/PP inside (5-10-15-20-25-30 kg)

· PE/PP bags-film (5-10-15-20-25-30 kg)

· Metal box without lacquer (5-10-15-20-25-30 kg)

· Cardboard box (5-10-12-15-20-25-30-50 kg)

Loose baits are packed in:

· PP/PE Buckets-Barrel (5-10 kg)

· Paper bags with plastic film PE/PP inside (5-10 kg)

· PE/PP Bags-film (5-10 kg)

· Metal box without lacquer (5-10 kg)

· Cardboard box (with a plastic bag inside) (5-10 kg)


2.1.6.3.1 Use-specific instructions for use

	- Protect bait from the atmospheric conditions. Place the bait stations in areas not liable to flooding.

- Replace any bait in baiting points in which bait has been damaged by water or contaminated by dirt.

- Remove the remaining product at the end of treatment period [Not applicable where explicitly authorised according to addenda 4].

- [When available] Follow any additional instructions provided by the relevant code of best practice.

- [For outdoor use, baiting points must be covered and placed in strategic sites to minimise the exposure to non-target species].


2.1.6.3.2 Use-specific risk mitigation measures 

	- Where possible, prior to the treatment inform any possible bystanders (e.g. users of the treated area and their surroundings) about the rodent control campaign [in accordance with the applicable code of good practice, if any].

- To reduce risk of secondary poisoning, search for and remove dead rodents during treatment at frequent intervals, in line with the recommendations provided by the relevant code of best practice.

- Do not apply this product directly in the burrows.


2.1.6.3.3 Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment  

	- When placing bait points close to surface waters (e.g. rivers, ponds, water channels, dykes, irrigation ditches) or water drainage systems, ensure that bait contact with water is avoided.


2.1.6.3.4 Where specific to the use, the instructions for safe disposal of the product and its packaging           

	


2.1.6.3.5 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

	


2.1.6.4 Use description

Table 4. Use # 4 (not relevant in France) – House mice– professionals – indoor 

	Product Type
	14

	Where relevant, an exact description of the authorised use
	Not relevant for rodenticides 

	Target organism(s) (including development stage)
	Mus musculus (house mice)

	Field(s) of use
	Indoor  

	Application method(s)
	Ready-to-use bait to be used in tamper-resistant bait stations


	Application rate(s) and frequency
	40 g of bait per bait station. If more than one bait station is needed, the minimum distance between bait stations should be of 1 meter.

	Category(ies) of users
	Professionals

	Pack sizes and packaging material
	Minimum pack size of 3 kg.
Package is restricted to separately packed bags with a maximum of 10 kg per packed bag.

FAAR CEREALES A 25 is supplied in sachet or loose.

PE/PP sachets (10-20-25-30-40-50-60-90-100 g) are packed in:
· Buckets-Barrel PP/PE (5-10-15-18-20-25-30 kg)

· Paper bags with or without plastic film PE/PP inside (5-10-15-20-25-30 kg)

· PE/PP bags-film (5-10-15-20-25-30 kg)

· Metal box without lacquer (5-10-15-20-25-30 kg)

· Cardboard box (5-10-12-15-20-25-30-50 kg)

Loose baits are packed in:

· PP/PE Buckets-Barrel (5-10 kg)

· Paper bags with plastic film PE/PP inside (5-10 kg)

· PE/PP Bags-film (5-10 kg)

· Metal box without lacquer (5-10 kg)

· Cardboard box (with a plastic bag inside) (5-10 kg)


2.1.6.4.1 Use-specific instructions for use

	- The bait stations should be visited at least every 2 to 3 days at the beginning of the treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations are intact and to remove rodent bodies. Re-fill bait when necessary.

- [When available] Follow any additional instructions provided by the relevant code of best practice.


2.1.6.4.2 Use-specific risk mitigation measures 

	


2.1.6.4.3 Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment  

	- When placing bait stations close to water drainage systems, ensure that bait contact with water is avoided.


2.1.6.4.4 Where specific to the use, the instructions for safe disposal of the product and its packaging           

	


2.1.6.4.5 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

	


2.1.6.5 Use description

Table 5. Use # 5 (not relevant in France) – Rats – professionals – indoor 

	Product Type
	14

	Where relevant, an exact description of the authorised use
	Not relevant for rodenticides 

	Target organism(s) (including development stage)
	Rattus norvegicus (brown rat)
Rattus rattus (black or roof rat)

	Field(s) of use
	Indoor

	Application method(s)
	Ready-to-use bait to be used in tamper-resistant bait stations

	Application rate(s) and frequency
	- 100 g of bait per bait station. If more than one bait station is needed, the minimum distance between bait stations should be of 5 meters.

	Category(ies) of users
	Professionals

	Pack sizes and packaging material
	Minimum pack size of 3 kg.

Package is restricted to separately packed bags with a maximum of 10 kg per packed bag.

FAAR CEREALES A 25 is supplied in sachet or loose.

PE/PP sachets (10-20-25-30-40-50-60-90-100 g) are packed in:
· Buckets-Barrel PP/PE (5-10-15-18-20-25-30 kg)

· Paper bags with or without plastic film PE/PP inside (5-10-15-20-25-30 kg)

· PE/PP bags-film (5-10-15-20-25-30 kg)

· Metal box without lacquer (5-10-15-20-25-30 kg)

· Cardboard box (5-10-12-15-20-25-30-50 kg)

Loose baits are packed in:

· PP/PE Buckets-Barrel (5-10 kg)

· Paper bags with plastic film PE/PP inside (5-10 kg)

· PE/PP Bags-film (5-10 kg)

· Metal box without lacquer (5-10 kg)

· Cardboard box (with a plastic bag inside) (5-10 kg)


2.1.6.5.1 Use-specific instructions for use

	- The bait stations should be visited only 5 to 7 days after the beginning of the treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations are intact and to remove rodent bodies. Re-fill bait when necessary.

- [When available] Follow any additional instructions provided by the relevant code of best practice.


2.1.6.5.2 Use-specific risk mitigation measures 

	


2.1.6.5.3 Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment  

	- When placing bait stations close to water drainage systems, ensure that bait contact with water is avoided.


2.1.6.5.4 Where specific to the use, the instructions for safe disposal of the product and its packaging           

	


2.1.6.5.5 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

	


2.1.6.6 Use description

Table 6. Use # 6 (not relevant in France) – House mice and/or rats– professionals – outdoor around buildings

	Product Type
	14

	Where relevant, an exact description of the authorised use
	Not relevant for rodenticides 

	Target organism(s) (including development stage)
	Mus musculus (house mice) 

Rattus norvegicus (brown rat)
Rattus rattus (black or roof rat)

	Field(s) of use
	Outdoor around buildings

	Application method(s)
	Ready-to-use bait to be used in tamper-resistant bait stations

	Application rate(s) and frequency
	Bait products:

- rats: 100 g of bait per baiting point.

- mice: 40 g of bait per baiting point.



	Category(ies) of users
	Professionals

	Pack sizes and packaging material
	Minimum pack size of 3 kg.

Package is restricted to separately packed bags with a maximum of 10 kg per packed bag.
FAAR CEREALES A 25 is supplied in sachet or loose.

PE/PP sachets (10-20-25-30-40-50-60-90-100 g) are packed in:
· Buckets-Barrel PP/PE (5-10-15-18-20-25-30 kg)

· Paper bags with or without plastic film PE/PP inside (5-10-15-20-25-30 kg)

· PE/PP bags-film (5-10-15-20-25-30 kg)

· Metal box without lacquer (5-10-15-20-25-30 kg)

· Cardboard box (5-10-12-15-20-25-30-50 kg)

Loose baits are packed in:

· PP/PE Buckets-Barrel (5-10 kg)

· Paper bags with plastic film PE/PP inside (5-10 kg)

· PE/PP Bags-film (5-10 kg)

· Metal box without lacquer (5-10 kg)

· Cardboard box (with a plastic bag inside) (5-10 kg)


2.1.6.6.1 Use-specific instructions for use

	- Protect bait from the atmospheric conditions (e.g. rain, snow, etc.). Place the bait stations in areas not liable to flooding.

- The bait stations should be visited [for mice - at least every 2 to 3 days at] [for rats - only 5 to 7 days after] the beginning of the treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations are intact and to remove rodent bodies. Re-fill bait when necessary.

- Replace any bait in a bait station in which bait has been damaged by water or contaminated by dirt.

- [When available] Follow any additional instructions provided by the relevant code of best practice.


2.1.6.6.2 Use-specific risk mitigation measures 

	- Do not apply this product directly in the burrows.


2.1.6.6.3 Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment  

	- When placing bait stations close to surface waters (e.g. rivers, ponds, water channels, dykes, irrigation ditches) or water drainage systems, ensure that bait contact with water is avoided.


2.1.6.6.4 Where specific to the use, the instructions for safe disposal of the product and its packaging           

	


2.1.6.6.5 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

	


2.1.6.7 Use description

Table 7. Use # 7 – House mice – general public – indoor 

	Product Type
	14

	Where relevant, an exact description of the authorised use
	Not relevant for rodenticides 

	Target organism(s) (including development stage)
	Mus musculus (house mice)

	Field(s) of use
	Indoor

	Application method(s)
	Ready-to-use bait [in sachets for loose bait] to be used in tamper-resistant bait stations
.

	Application rate(s) and frequency
	Bait products:

- 40 g of bait per bait station. If more than one bait station is needed, the minimum distance between bait stations should be of 1 meter.

	Category(ies) of users
	General public

	Pack sizes and packaging material
	Maximum packaging size: 150 g (rats and mice) or 50 g (mice only)
FAAR CEREALES A 25 is supplied in sachet (PE/PP), sachets (10-20-25-30-40-50-60-90-100 g) are packed in:

· PE/PP Bucket (up to 150 g)

· Cardboard box (up to 150 g)
· PE/PP Film (up to 150 g)
· Metal box without lacquer (up to 150 g)
· PE/PP Flacon (up to 150 g)
· Prefilled tamper resistant PET/PP/PE/PVC bait station


2.1.6.7.1 Use-specific instructions for use

	- The bait stations should be visited at least every 2 to 3 days at the beginning of the treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations are intact and to remove rodent bodies. Re-fill bait when necessary.


2.1.6.7.2 4Use-specific risk mitigation measures 

	 


2.1.6.7.3 Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment  

	


2.1.6.7.4 Where specific to the use, the instructions for safe disposal of the product and its packaging           

	


2.1.6.7.5 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

	


2.1.6.8 Use description

Table 8. Use # 8 – Rats – general public – indoor 

	Product Type
	14

	Where relevant, an exact description of the authorised use
	Not relevant for rodenticides 

	Target organism(s) (including development stage)
	Rattus norvegicus (brown rat)

Rattus rattus (black or roof rat)

	Field(s) of use
	Indoor.

	Application method(s)
	Ready-to-use bait [in sachets for loose bait] to be used in tamper-resistant bait stations
. 

	Application rate(s) and frequency
	Bait products:

- 100 g of bait per bait station. If more than one bait station is needed, the minimum distance between bait stations should be of 5 meters.

	Category(ies) of users
	General public

	Pack sizes and packaging material
	Maximum packaging size: 150 g

FAAR CEREALES A 25 is supplied in sachet (PE/PP), sachets (10-20-25-30-40-50-60-90-100 g) are packed in:

· PE/PP Bucket (up to 150 g)

· Cardboard box (up to 150 g)
· PE/PP Film (up to 150 g)
· Metal box without lacquer (up to 150 g)
· PE/PP Flacon (up to 150 g)
· Prefilled tamper resistant PET/PP/PE/PVC bait station


2.1.6.8.1 Use-specific instructions for use

	- The bait stations should be visited only 5 to 7 days after the beginning of the treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations are intact and to remove rodent bodies. Re-fill bait when necessary.


2.1.6.8.2 Use-specific risk mitigation measures 

	


2.1.6.8.3 Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment  

	


2.1.6.8.4 Where specific to the use, the instructions for safe disposal of the product and its packaging

	


2.1.6.8.5 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

	


2.1.6.9 Use description

Table 9. Use # 9 – Rats – general public – outdoor around buildings

	Product Type
	14

	Where relevant, an exact description of the authorised use
	Not relevant for rodenticides 

	Target organism(s) (including development stage)
	Rattus norvegicus (brown rat)

In france only: Rattus rattus (black or roof rat)

	Field(s) of use
	Outdoor around buildings  

	Application method(s)
	Ready-to-use bait [in sachets for loose bait] to be used in tamper-resistant bait stations
. 

	Application rate(s) and frequency
	Bait products:

- 100 g of bait per bait station. If more than one bait station is needed, the minimum distance between bait stations should be of 5 meters.

	Category(ies) of users
	General public

	Pack sizes and packaging material
	Maximum packaging size: 150 g

FAAR CEREALES A 25 is supplied in sachet (PE/PP), sachets (10-20-25-30-40-50-60-90-100 g) are packed in:

· PE/PP Bucket (up to 150 g)

· Cardboard box (up to 150 g)
· PE/PP Film (up to 150 g)
· Metal box without lacquer (up to 150 g)
· PE/PP Flacon (up to 150 g)
· Prefilled tamper resistant PET/PP/PE/PVC bait station


2.1.6.9.1 Use-specific instructions for use

	- Place the bait stations in areas not liable to flooding.

- Replace any bait in a bait station in which bait has been damaged by water or contaminated by dirt.

- The bait stations should be visited only 5 to 7 days after the beginning of the treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations are intact and to remove rodent bodies. Re-fill bait when necessary.


2.1.6.9.2 Use-specific risk mitigation measures 

	- Do not apply this product directly in the burrows.


2.1.6.9.3 Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment  

	


2.1.6.9.4 Where specific to the use, the instructions for safe disposal of the product and its packaging           

	


2.1.6.9.5 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

	


2.1.7 General directions for use

2.1.7.1 Instructions for use

	FOR PROFESSIONAL AND TRAINED PROFESSIONAL USERS

- Read and follow the product information as well as any information accompanying the product or provided at the point of sale before using it.

- Carry out a pre-baiting survey of the infested area and an on-site assessment in order to identify the rodent species, their places of activity and determine the likely cause and the extent of the infestation.

- Remove food which is readily attainable for rodents (e.g. spilled grain or food waste). Apart from this, do not clean up the infested area just before the treatment, as this only disturbs the rodent population and makes bait acceptance more difficult to achieve.
- The product should only be used as part of an integrated pest management (IPM) system, including, amongst others, hygiene measures and, where possible, physical methods of control.

- The product should be placed in the immediate vicinity of places where rodent activity has been previously explored (e.g. travel paths, nesting sites, feedlots, holes, burrows etc.).

- Where possible, bait stations must be fixed to the ground or other structures. 

- Bait stations must be clearly labelled to show they contain rodenticides and that they must not be moved or opened (see section 5.3 for the information to be shown on the label).

- [If national policy or legislation requires it] When the product is being used in public areas, the areas treated should be marked during the treatment period and a notice explaining the risk of primary or secondary poisoning by the anticoagulant as well as indicating the first measures to be taken in case of poisoning must be made available alongside the baits.

- Bait should be secured so that it cannot be dragged away from the bait station.

- Place the product out of the reach of children, birds, pets and farm animals and other non-target animals. 

- Place the product away from food, drink and animal feeding stuffs, as well as from utensils or surfaces that have contact with these.

- [Where required by the risk assessment:

 Wear protective chemical resistant gloves during product handling phase (glove material to be specified by the authorisation holder within the product information). 

Where relevant, specify any other PPE
 (e.g. goggles or mask) required when handling the product]
- When using the product do not eat, drink or smoke. Wash hands and directly exposed skin after using the product.

FOR TRAINED PROFESSIONAL ONLY The frequency of visits to the treated area should be at the discretion of the operator, in the light of the survey conducted at the outset of the treatment. That frequency should be consistent with the recommendations provided by the relevant code of best practice. 

- If bait uptake is low relative to the apparent size of the infestation, consider the replacement of bait points to further places and the possibility to change to another bait formulation.

- If after a treatment period of 35 days baits are continued to be consumed and no decline in rodent activity can be observed, the likely cause has to be determined. Where other elements have been excluded, it is likely that there are resistant rodent so consider the use of a non-anticoagulant rodenticide, where available, or a more potent anticoagulant rodenticide. Also consider the use of traps as an alternative control measure.

FOR PROFESSIONNALS ONLY Consider preventive control measures (e.g. plug holes, remove potential food and drinking as far as possible) to improve product intake and reduce the likelihood of reinvasion.
FOR PROFESSIONNALS ONLY Remove the remaining bait or the bait stations at the end of the treatment period.
Bait in sachets: Do not open the sachets containing the bait.

Loose grains: Place the bait in the baiting point by using a dosage devise. Specify the methods to minimise dust (e.g. wet wiping).

Loose grains: Decanting is to be avoided. In case decanting cannot be avoided, an RPE of APF 10 has to be used.

FOR NON PROFESSIONAL USERS

- Read and follow the product information as well as any information accompanying the product or provided at the point of sale before using it.

- Prior to the use of rodenticide products, non-chemical control methods (e.g. traps) should be considered.

- Remove food which is readily attainable for rodents (e.g. spilled grain or food waste). Apart from this, do not clean up the infested area just before the treatment, as this only disturbs the rodent population and makes bait acceptance more difficult to achieve.
- Bait stations should be placed in the immediate vicinity where rodent activity has been observed (e.g. travel paths, nesting sites, feedlots, holes, burrows etc.).

- Where possible, bait stations must be fixed to the ground or other structures. 

- Do not open the sachets containing the bait.
- Place bait stations out of the reach of children, birds, pets, farm animals and other non-target animals. 

- Place bait stations away from food, drink and animal feeding stuffs, as well as from utensils or surfaces that have contact with these.

- Do not place bait stations near water drainage systems where they can come into contact with water.

- When using the product do not eat, drink or smoke. Wash hands and directly exposed skin after using the product.

- Remove the remaining bait or the bait stations at the end of the treatment period.


2.1.7.2 Risk mitigation measures

	FOR PROFESSIONAL AND TRAINED PROFESSIONAL USERS

- Where possible, prior to the treatment inform any possible bystanders about the rodent control campaign [in accordance with the applicable code of good practice, if any]".

- The product information (i.e. label and/or leaflet) shall clearly show that the product shall only be supplied to trained professional users holding certification demonstrating compliance with the applicable training requirements (e.g. "for trained professionals only".

- FOR TRAINED PROFESSIONAL ONLY Do not use in areas where resistance to the active substance can be suspected.

- Products shall not be used beyond 35 days without an evaluation of the state of the infestation and of the efficacy of the treatment.

- FOR TRAINED PROFESSIONAL ONLY Do not rotate the use of different anticoagulants with comparable or weaker potency for resistance management purposes. For rotational use, consider using a non-anticoagulant rodenticide, if available, or a more potent anticoagulant.

- Do not wash the bait stations or utensils used in covered and protected bait points with water between applications.

- Dispose dead rodents in accordance with local requirements [The method of disposal shall be described specifically in the national SPC and be reflected on the product label].

- FOR PROFESSIONAL ONLY To reduce risk of secondary poisoning, search for and remove dead rodents at frequent intervals during treatment (e.g. at least twice a week). [Where relevant, specify if more frequent or daily inspection is required].
- FOR PROFESSIONAL ONLY Do not use baits containing anticoagulant active substances as permanent baits for the prevention of rodent infestation or monitoring of rodent activities. 

- FOR PROFESSIONAL ONLY. The product information (i.e. label and/or leaflet) shall clearly show that:

· the product shall not be supplied to the general public (e.g. "for professionals   only").

· the product shall be used in adequate tamper resistant bait stations (e.g. "use in tamper resistant bait stations only").

· users shall properly label bait stations with the information referred to in section 5.3 of the SPC (e.g. label bait stations according to the product recommendations").

- FOR PROFESSIONAL ONLY Using this product should eliminate rodents within 35 days. The product information (i.e. label and/or leaflet) shall clearly recommend that in case of suspected lack of efficacy by the end of the treatment (i.e. rodent activity is still observed), the user should seek advice from the product supplier or call a pest control service.

FOR NON PROFESSIONAL USERS

- Consider preventive control measures (plug holes, remove potential food and drinking as far as possible) to improve product intake and reduce the likelihood of reinvasion.

- Do not use anticoagulant rodenticides as permanent baits (e.g. for prevention of rodent infestation or to detect rodent activity). 

- The product information (i.e. label and/or leaflet) shall clearly show that:

the product shall be used in adequate tamper resistant bait stations (e.g. "use in tamper resistant bait stations only").

users shall properly label bait stations with the information referred to in section 5.3 of the SPC (e.g. "label bait stations according to the product recommendations").

- Using this product should eliminate rodents within 35 days. The product information (i.e. label and/or leaflet) shall clearly recommend that in case of suspected lack of efficacy by the end of the treatment (i.e. rodent activity is still observed), the user should seek advice from the product supplier or call a pest control service. 

- Search for and remove dead rodents during treatment, at least as often as bait stations are inspected. 

- Dispose dead rodents in accordance with local requirements [The method of disposal shall be described specifically in the national SPC and be reflected on the product label].


2.1.7.3 Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

	- This product contains an anticoagulant substance. If ingested, symptoms, which may be delayed, may include nosebleed and bleeding gums. In severe cases, there may be bruising and blood present in the faeces or urine.

- Antidote: Vitamin K1 administered by medical/veterinary personnel only.    

- In case of:

- Dermal exposure, wash skin with water and then with water and soap. 

- Eye exposure, rinse eyes with eyes-rinse liquid or water, keep eyes lids open at least 10 minutes. 

- Oral exposure, rinse mouth carefully with water. Never give anything by mouth to unconscious person. Do not provoke vomiting. If swallowed, seek medical advice immediately and show the product's container or label [insert country specific information]. Contact a veterinary surgeon in case of ingestion by a pet [insert country specific information]
- Bait stations must be labelled with the following information: "do not move or open"; "contains a rodenticide"; "product name or authorisation number"; "active substance(s)" and "in case of incident, call a poison centre [insert national phone number]"

- Hazardous to wildlife. 


2.1.7.4 Instructions for safe disposal of the product and its packaging

	- At the end of the treatment, dispose the uneaten bait and the packaging in accordance with local requirements [The method of disposal shall be described specifically in the national SPC and be reflected on the product label].


2.1.7.5 Conditions of storage and shelf-life of the product under normal conditions of storage
	- Store in a dry, cool and well ventilated place. Keep the container closed and away from direct sunlight.

- Store in places prevented from the access of children, birds, pets and farm animals.

- Shelf life: 2 years.
- Store away from light.

- Store below 40°C.


2.1.8 Other information

	- (in France only : The authorisation holder has to monitor the resistance phenomenon of rodent populations toward the active substance bromadiolone. Results of the resistance monitoring must be submitted at the renewal of the product.)

- A two year shelf life study with the new composition should be provided to confirm the stability of the product within 2 years.

- Because of their delayed mode of action, anticoagulant rodenticides may take from 4 to 10 days to be effective after effective consumption of the bait.

- Rodents can be disease carriers. Do not touch dead rodents with bare hands, use gloves or use tools such as tongs when disposing them.

- This product contains a bittering agent and a dye.


2.1.9 Packaging of the biocidal product

· Major change application for FAAR CEREALES A 25 - 2017

For professional users:

FAAR CEREALES A 25 is supplied in opaque packaging in sachet or loose.

PE or PP sachets (10-20-25-30-40-45-50-60-90-100-200 g) are packed in:

· Bags (paper with or without PE) (5-10-15-20-25 kg)

· Bucket (PE/PP) (5-10-15-18-20-25 kg)

· Carton box (carton) (5-10-12-15-20-25-30-50 kg)

Loose baits are packed in:

· Bags (paper with film in PE) (5-10-15-20-25 kg)

· Bucket (PE or PP) (5-10-15-18-20-25 kg)

· Cardboard box (with a plastic bag inside) (5-10-12-15-20-25-30-50 kg)

· Sachet (PE or PP) (100-150-200-250-300-350-400-450-500-550-600-650-700-750-800-850-900-950-1000-1050-1100-1150-1200-1250-1300-1350-1400-1450-1500 g)

Packaging of loose baits is paper bag without PE film has not been tested. Hence, it is not accepted.

Only large packaging are authorized in France (minimum 5 kg) and in Europe, it is recommended to have large packaging (min 3 kg) for professional users . Hence PE and PP sachets with are less than 2 kg cannot be authorized

Moreover to avoid inhalation exposure in case of decanting, packaging for loose product should be limited to 10 kg (see human health risk section here below) 

For non-professional users:

FAAR CEREALES A 25 is supplied in sachet (PE or PP), sachets (10-20-25-30-40-45-50-60-90-100-200 g) are packed in:

· Sachet (PE or PP) (100-150-200-250-300-350-400-450-500-550-600-650-700-750-800-850-900-950-1000-1050-1100-1150-1200-1250-1300-1350-1400-1450-1500 g)

· Bucket (PE/PP) (0,1-0,2-0,3-0,4-0,5-0,6-0,7-0,8-0,9-1-1,1-1,2-1,3-1,4-1,5 kg)

· Carton box (carton) (0,1-0,2-0,3-0,4-0,5-0,6-0,7-0,8-0,9-1-1,1-1,2-1,3-1,4-1,5 kg)

· Metal box (without lacquer) (0,1-0,2-0,3-0,4-0,5-0,6-0,7-0,8-0,9-1-1,1-1,2-1,3-1,4-1,5 kg)

· Bait box(PET/PP/PE/PVC)

· Flacon (PEHD) (0,1-0,2-0,3-0,4-0,5-0,6-0,7-0,8-0,9-1-1,1-1,2-1,3-1,4-1,5 kg)

According to Regulation 2017/1380 on bromadiolone re-approval, packaging for non professional user should be further restricted to 150 g (as the product is intended to be solved for rats and mice)
· Minor change application for FAAR CEREALES A 25 - 2018
For the minor change, new packagings have been claimed by the applicant (italic).

For professional users:

FAAR CEREALES A 25 is supplied in sachet or loose.

PE/PP sachets (10-20-25-30-40-50-60-90-100 g) are packed in:
· Buckets-Barrel PP/PE (5-10-15-18-20-25-30 kg)
· Paper bags with or without plastic film PE/PP inside (5-10-15-20-25-30 kg)
· PE/PP bags-film (5-10-15-20-25-30 kg)
· Metal box without lacquer (5-10-15-20-25-30 kg)
· Cardboard box (5-10-12-15-20-25-30-50 kg)
Loose baits are packed in:

· PP/PE Buckets-Barrel (5-10 kg)
· Paper bags with plastic film PE/PP inside (5-10 kg)

· PE/PP Bags-film (5-10 kg)
· Metal box without lacquer (5-10 kg)
· Cardboard box (with a plastic bag inside) (5-10 kg)
Packaging of loose baits in paper bag without PE film has not been tested. Hence, it is not accepted.

For professional users, only large packaging are authorized in France (minimum 5 kg) and in Europe (minimum 3 kg). Hence, for professional users, PE and PP sachets with are less than 3 kg for Europe or 5 Kg for France cannot be authorized.
Moreover to avoid inhalation exposure in case of decanting, packaging for loose product should be limited to 10 kg (see human health risk section here below) 

For non-professional users:

FAAR CEREALES A 25 is supplied in sachet (PE/PP), sachets (10-20-25-30-40-50-60-90-100 g) are packed in:

· PE/PP Bucket (up to 150 g)

· Cardboard box (up to 150 g)
· PE/PP Film (up to 150 g)
· Metal box without lacquer (up to 150 g)
· PE/PP Flacon (up to 150 g)
· Prefilled tamper resistant PET/PP/PE/PVC bait station
According to Regulation 2017/1380 on bromadiolone re-approval, packaging for non professional user should be further restricted to 150 g (as the product is intended to be solved for rats and mice).
2.1.10 Documentation
2.1.10.1 Data submitted in relation to major change product application
· Major change application FAAR CEREALES A 25 - 2017
PC data

See reference list here below

Efficacy data

The following efficacy studies were submitted:

· A field test was carried out with black rats (Rattus rattus), with exposure to a 3 years aged formulation of FAAR CEREALES A25 (0.0025 % w/w bromadiolone).

· A field test was carried out with brown rats (Rattus norvegicus), with exposure to a 3 years aged formulation of FAAR CEREALES A25 (0.0025 % w/w bromadiolone).

· A field test was carried out with house mice (Mus musculus), with exposure to a 3 years aged formulation of FAAR CEREALES A25 (0.0025 % w/w bromadiolone).
· Minor change application FAAR CEREALES A 25 - 2018 
Efficacy data
The following efficacy studies were submitted:

· A field test was carried out with brown rats (Rattus norvegicus), with exposure to 59 months aged formulation of FAAR CEREALES A 25 (0.0025 % w/w bromadiolone).

· A field test was carried out with black rats (Rattus rattus), with exposure to 59 months aged formulation of FAAR CEREALES A 25 (0.0025 %w/w bromadiolone).

2.2 Assessment of the biocidal product 

2.2.3 Physical, chemical and technical properties 
	Property
	Guideline and Method
	Purity of the test substance (% (w/w)
	Results
	Reference

	Storage stability test – 14 days at 54°C
	CIPAC 46.3
	FAAR CEREALE A 25 

(0.0025% w/w of bromadiolone)

Batch n° BMA25V1
	Determination of physico-chemical properties and storage stability test packed in PP bucket:

Initial

After 8 weeks at 40°C

Appearance
Heterogeneous green oat grains
Heterogeneous green oat grains
Appearance of packaging
White opaque PP bucket
White opaque PP bucket
Variation of weight (%)

-

-0.1%

Content of AS

0.00253%

0.00234%

Variation of AS (%)

-

-8.1%

Quantification of AS has been done by HPLC UV detection with the method evaluated in the PAR.

Determination of physico-chemical properties and storage stability test packed in PP bag:

Initial

After 8 weeks at 40°C

Appearance
Heterogeneous green oat grains
Heterogeneous green oat grains
Appearance of packaging
Transparent PP bag
Transparent PP bag
Variation of weight (%)

-

-3.4%

Content of AS

0.00253%

0.00241%

Variation of AS (%)

-

-4.7%

Quantification of AS has been done by HPLC UV detection with the method evaluated in the PAR.

Conclusion: The storage stability test during 8 weeks at 40°C allow to consider that the product is stable with PP bag and with PP bucket packaging.
	DEMANGEL, B. (2017), Study n°

16-920010-011

	Storage stability test – 8 weeks at 40°C
	CIPAC 46.3
	FAAR CEREALE A 25 

(0.0025% w/w of bromadiolone)

Batch n° BMA25V1
	Determination of physico-chemical properties and storage stability test packed in PP bucket:

Initial

After 8 weeks at 40°C

Appearance
Blue/green/purple cereal grains
Blue/green/purple cereal grains
Appearance of packaging
White opaque PP bucket
White opaque PP bucket
Variation of weight (%)

-

-0.4%

Determination of physico-chemical properties and storage stability test packed in LDPE bag:

Initial

After 8 weeks at 40°C

Appearance
Blue/green/purple cereal grains
Blue/green/purple cereal grains
Appearance of packaging
Transparent LDPE bag
Transparent LDPE bag
Variation of weight (%)

-

-4.4%


	DEMANGEL, B. (2016), Study n°

16-920010-013


	Acidity / alkalinity
	CIPAC 75.3
	FAAR CEREALE A 25 

(0.0025% w/w of bromadiolone)

Batch n° BMA25V1
	Before accelerated storage (8 weeks at 40°C):

1% w/v in standard water D

6.48 at 21.02°C after 1 min.

6.46 at 21.4°C after 2 min.

After accelerated storage (8 weeks at 40°C):

1% w/v in standard water D

6.87 at 21.1°C after 1 min.

6.84 at 21.2°C after 2 min.

The measured pH value is higher than 4 and lower than 10, therefore no further testing is required.
	DEMANGEL, B. (2016), Study n°

16-920010-013

	Density / bulk density
	CIPAC 186
	FAAR CEREALE A 25 

(0.0025% w/w of bromadiolone)

Batch n° BMA25V1
	Before accelerated storage (8 weeks at 40°C):
The mean pour density of the test item was 0.705 g/mL ± 0.006 g/mL.

The mean tap density of the test item was 0.770 g/mL ± 0.002 g/mL.
After accelerated storage (8 weeks at 40°C):

The mean pour density of the test item was 0.710 g/mL ± 0.003 g/mL.

The mean tap density of the test item was 0.775 g/mL ± 0.001 g/mL.
	DEMANGEL, B. (2016), Study n°

16-920010-013

	Particle size distribution, content of dust/fines, attrition, friability
	CIPAC 170

CIPAC 171

CIPAC 178
	FAAR CEREALE A 25 

(0.0025% w/w of bromadiolone)

Batch n° BMA25V1
	Particle size distribution (by dry sieving)
Before accelerated storage (8 weeks at 40°C):
Test sieves

% of residues

4.0
0.2
2.8
11.4
2.0
83.9
1.4
4.4
Pan

0.2
After accelerated storage (8 weeks at 40°C):
Test sieves

% of residues

4.0
0.2
2.8
5.4
2.0
88.8
1.4
5.3
Pan

0.2
Before accelerated storage, 95.3% of the test item has a size between 2.8 mm and 4.0 mm. After accelerated storage, 94.2% of the test item has a size between 2.8 mm and 4.0 mm

Dust content
The test item was categorised in section 1, it was nearly dust-free.
Attrition
Before accelerated storage (8 weeks at 40°C):
The attrition resistance of the test item was 100%.
After accelerated storage (8 weeks at 40°C):
The attrition resistance of the test item was 100%.
	DEMANGEL, B. (2016), Study n°

16-920010-013


	Conclusion on the physical, chemical and technical properties of the product

	FAAR CEREALES A 25 is a ready to use grain bait formulation. All studies have been performed in accordance with the current requirements. It is not explosive and has no oxidising properties. The product is not flammable.

The appearance of the product is heterogeneous green oat grains and with no specific odour. The biocidal product is stable 8 days at 40°C in PP bucket and PP bag. Considering the product is a solid and it is compatible with PP bag and PP bucket, compatibility with other claimed packagings is considered acceptable (except paper bags without plastic film inside). The accelerated storage of the product indicates that the biocidal product is expected to be stable 2 years at ambient temperature. However, a long term storage stability study is needed to prove the stability of the product in post-authorization.
eCA recommends to store below 40°C and away from light due to the sensitivity of the active substance to light.
Its technical characteristics are acceptable for a ready to use grain bait formulation.


2.2.4 Physical hazards and respective characteristics

	Conclusion on the physical hazards and respective characteristics of the product

	Based on the differences, the physico-chemical hazards of the product FAAR CEREALES A 25 are similar between the old and new composition.

Therefore refer to the product assessment report related to FAAR AVOINE product authorisation under Regulation UE n° 528/2012 for the physico-chemical hazards of the product.


2.2.5 Methods for detection and identification
	Report: Validation of the analytical method for the determination of bromadiolone in BMAV25V1 (new method), RICAU, H. 2016

Study GLP n°16-920010-028


Test facility: DEFITRACES
Z.A. des Andrés
150, rue Pré-Magne
69126 BRINDAS
FRANCE

Principle of the method:

A method to determine bromadiolone in the biocidal product BMAV25V1 (FAAR CEREALE A 25) by HPLC – UV was submitted. The test item is quantified by HPLC method (Column: C18 reversed phase) using UV detection (225 nm) after extraction.

The validation of this method was considered in compliance with SANCO 3030/99 rev 4.

Validation data:

	Specificity
	To demonstrate the specificity of the method, four solutions are analysed and chromatograms have been provided for:

· Solvent blank

· Formulation blank

· Reference item

· Test item

No interference was found: no peak appears in the formulation blank and solvent blank at the retention time of bromadiolone.
The method is specific to bromadiolone in BMAV25V1.

	Linearity
	Linearity was studied by carrying out five concentrations between 50% and 150% of the concentration in the test item. (= between 2.51 mg/L and 7.43 mg/L).

	
	Compound
	Linearity %

	
	Bromadiolone
	2.51 mg/L to 7.43 mg/L

Y = 0.582 X – 0.00257

R = 0.9998

n = 5

	Precision
	Repeatability was evaluated by analysing twice five test item solutions.

	
	Compound
	Mean (% w/w)
	Repeatability (RSD)

	
	Bromadiolone
	0.00248%
	0.83%

	Accuracy
	Accuracy was determined by comparison of the reference items and 2 reconstituted test item solution at 80% and 120% of the theoretical concentrations of 25 ppm. Two injections of each preparation are made. The accuracy results are expressed as the recovery rate.

Fortification level

Recovery rate (%)

Mean recovery rate (%)

n

80%

(4.61 mg/mL)

96.3-96.5

96.4

2

120%

(4.64 mg/L)

95.0-95.6

95.3

2




	Conclusion on the method for detection and identification of bromadiolone 

	Provided analytical methods are fully validated for the determination of the active substance bromadiolone at 25 ppm in the product BMAV25V1 (FAAR CEREALES A 25).

For the analytical methods for determining relevant components and/or residues in different matrices, please refer to the product assessment report related to FAAR AVOINE product authorisation under Regulation UE n° 528/2012.


2.2.6 Efficacy against target organisms
2.2.6.1 Function and field of use

MG 03: Pest Control.

Product Type 14: Rodenticide.

The product is used in and around buildings, open areas by professional and non-professional users, and only by professional users in waste dumps and landfills.
2.2.6.2 Organisms to be controlled and products, organisms or objects to be protected

· Assessment of major change (2017)
The product FAAR AVOINE (0.005 % w/w bromadiolone) was initially authorized for use against Mus musculus, Rattus norvegicus and Rattus rattus, in and around buildings by professional and non-professional users with a shelf-life of 24 months. 

The initial validated application rates were the following:

· Rats (brown rats, black rats): 200 g bait/secured bait point separated by 5-10 m.

· Mice (house mice): 40 g bait/secured bait point separated by 1-2 m.

Now the applicant requires an authorization for the same product but containing 0.0025 % w/w bromadiolone instead 0.005 % w/w, with a longer shelf-life up to 36 months and additional uses  For professional and non-professional users

The name of this product is now FAAR CEREALES A 25

The application rates recommended by the applicant are the following:

· Rats: 200 g /secured bait point separated by 5-10 m.

· Mice: 40 g /secured bait point separated by 1-2 m.

The products, organisms or objects to be protected are public and private buildings, farms, and open areas.
· Assessment of minor change (2018)
The product FAAR CEREALES A 25, containing 0.0025 % w/w bromadiolone, was authorized for use against mice (Mus musculus) and rats (Rattus norvegicus and Rattus rattus) in and around buildings and outdoor environments (open areas and waste dumps) by professional users and indoor against mice and in and around buildings against rats by non-professional users, with a shelf-life of 24 months. 

The new application rates recommended by the applicant are the following:

· Rats: 100 g /secured bait point separated by 5-10 m.

· Mice: 40 g /secured bait point separated by 1-2 m.

The products, organisms or objects to be protected are public and private buildings, and farms, open areas.
2.2.6.3 Effects on target organisms, including unacceptable suffering

Please refer to the product assessment report related to FAAR AVOINE product authorisation under Regulation UE n° 528/2012.
2.2.6.4 Mode of action, including time delay

Please refer to the product assessment report related to FAAR AVOINE product authorisation under Regulation UE n° 528/2012.
2.2.6.5 Efficacy data 

· Assessment of major change (2017)

The palatability of the product is covered by the data submitted for the first authorisation since no significant change took place in the formulation except the decrease of active substance.

Please refer to the product assessment report related to FAAR AVOINE product authorisation under Regulation (UE) 528/2012, for the efficacy studies demonstration in laboratory.

New efficacy field studies were submitted to assess the efficacy of FAAR CEREALES A 25 containing 0.0025 % bromadiolone, aged formulation after a storage period of 3 years.

	Experimental data on the efficacy of the biocidal product against target organism(s)

	Function
	Field of use envisaged
	Test substance
	Test organism(s)
	Test method
	Test system / concentrations applied / exposure time
	Test results: effects
	Reference

	Rodenticide
	Indoor, outdoor
	FAAR CEREALES A 25 (BMAV25V1)

Bromadiolone 0.0025%

aged formulation (3 years)
	Brown rats

Rattus norvegicus


	Field test
The trial was set up in an agricultural habitat in Italy in which rat infestation was signaled by the farmer. 

- Method for recording / scoring effects: daily bait take  and tracking score during the trial period

The percentage of efficacy of the test product against the rat population was calculated using the following formula:

% efficacy = 100 – [ Post-treatment rat population size index/Pre-treatment rat population size index x 100]

where:

Pre-treatment index: average weight of the bait amounts eaten on the last 4 days of the Pre-treatment census.

Post-treatment index: average weight of the bait amounts eaten on the last 4 days of the Post-treatment census.

- Intervals of examination: every day 
	Acclimatization: 15 days (200 g of maize grain and poultry/pig feed per station per day)

Treatment : 200 g of bait per day in each lockable bait station –total 8 bait stations) during 18 days

Post-baiting: 8 days

(200 g of maize grain and poultry/pig per station per day)
	Estimated efficacy = 100 %.

Pre-baiting plateau = 1167 g/day

Post-baiting = 0 g
R.I= 1
	2004.BCD.SAG16

	Rodenticide
	Indoor, outdoor
	FAAR CEREALES A 25 (BMAV25V1)

Bromadiolone 0.0025%

aged formulation (3 years)
	Black rats

Rattus rattus


	Field test
The trial was set up in an agricultural habitat Italy in which rats infestation was signaled by the farmer.

- Method for recording / scoring effects: daily bait take  and tracking score during the trial period

The percentage of efficacy of the test product against the rat population was calculated using the following formula:

% efficacy = 100 – [ Post-treatment rat population size index/Pre-treatment rat population size index x 100]

where:

Pre-treatment index: average weight of the bait amounts eaten on the last 4 days of the Pre-treatment census.

Post-treatment index: average weight of the bait amounts eaten on the last 4 days of the Post-treatment census.

- Intervals of examination
	Acclimatization: 15 days (200 g of maize grain and poultry/pig feed per station per day)

Treatment : 200 g of bait per day in each lockable bait station –total 8 bait stations) during 17 days

Post-baiting: 7 days

(200 g of maize grain and poultry/pig feed per station per day)


	Estimated efficacy = 100 %.

Pre-baiting plateau = 1005 g/day

Post-baiting = 0 g
R.I= 1
	2005.BCD.SAG16

	Rodenticide
	Indoor, outdoor
	FAAR CEREALES A 25 (BMAV25V1) 

Bromadiolone 0.0025%

aged formulation (3 years)
	House mice

Mus musculus
	Field test

The trial was set up in an agricultural habitat Italy in which rats infestation was signaled by the farmer.
Census baiting technique, which involved the following phases: 

Pre-treatment census

Pre-treatment lag phase

Treatment census

Post-treatment lag phase

Post-treatment census

During each assessment the food/bait at each station was weighed and replenished, and the consumption in grams was calculated. During the treatment census, searches were conducted for dead and dying mice around the sites.

- Intervals of examination
	Acclimatization: 15 days (40 g of maize grain and poultry/pig feed per station per day)

Treatment : 40 g of poisoned test bait in each lockable bait station (total 8 bait stations) during 17 days

Post-baiting: 7 days

(40 g of maize grain and poultry/pig feed per station per day)


	Estimated efficacy = 100 %

Pre-baiting plateau = 263 g/day

Post-baiting = 0 g

R.I=1
	2006.BCD.SAG16


Regarding the claimed uses, submitted efficacy data are compliant with the requirements of the TNsG PT14 (2009) and the results of these tests are respecting the criteria of the TNsG PT14 (2009).
· Assessment of minor change (2018)
The applicant has submitted new field studies in order to support the new application rate against rats (Rattus norvegicus and Rattus rattus) of the product FAAR CEREALES A 25 (BMAV25V1).

	Experimental data on the efficacy of the biocidal product against target organism(s)

	Function
	Field of use envisaged
	Test substance
	Test organism(s)
	Test method
	Test system / concentrations applied / exposure time
	Test results: effects
	Reference

	Rodenticide
	Indoor, outdoor
	FAAR CEREALES A 25 (BMAV25V1),

aged formulation (59 months)

bromadiolone 0.0025%


	Brown rat

Rattus norvegicus

Estimated population size: at least 35-45 rats
	Field test

- Location: agricultural habitat in Piedmont North western Italy in which rat infestation was signaled by the farmer. 

- Method for recording / scoring effects: daily bait take and tracking score during the trial period.

% efficacy = 100 – [ Post-treatment rat population size index/Pre-treatment rat population size index x 100] 

where:

Pre-treatment index: average weight of the bait amounts eaten on the last 4 days of the Pre-treatment census.

Post-treatment index: average weight of the bait amounts eaten on the last 4 days of the Post-treatment census.
	Acclimatization: 15 days (100 g of maize grain and poultry/pig feed per station per day)

Treatment: 100 g of poisoned test bait in each lockable bait station (total 8 bait stations) during 17 days

Post-baiting: 6 days

(100 g of maize grain and poultry/pig feed per station per day)
	Estimated efficacy = 100 %.

Pre-baiting plateau = 754 g/day

Post-baiting = 0 g
R.I= 1
	Rovetto I. 

2017
2088.BCD.SAG17

	Rodenticide
	Indoor, outdoor
	FAAR CEREALES A 25 (BMAV25V1),

aged formulation (59 months)

bromadiolone 0.0025%


	Black rat

Rattus rattus

Estimated population size: at least 45-55 rats
	Field test
- Location: an agricultural habitat in Piedmont North Western Italy in which rats infestation was signaled by the farmer.

- Method for recording / scoring effects: daily bait take and tracking score during the trial period.

% efficacy = 100 – [ Post-treatment rat population size index/Pre-treatment rat population size index x 100]

where:

Pre-treatment index: average weight of the bait amounts eaten on the last 4 days of the Pre-treatment census.

Post-treatment index: average weight of the bait amounts eaten on the last 4 days of the Post-treatment census.


	- Pre-treatment: 15 days (about 100 g of unpoised census baits d per station per day)

- Treatment: 100 g of bait per day in each lockable bait station – total 8 bait stations - during 15 days

- Post-treatment: 6 days

(100 g of unpoised census baits per station per day)
	Estimated efficacy = 100 %.

Pre-baiting plateau = 723 g/day

Post-baiting = 0 g
R.I=1
	Rovetto I.

2018

2089.BCD.SAG17


	Conclusion on the efficacy of the product

	The product FAAR CEREALES A 25 has shown sufficient efficacy and can be used for the control of rats (Rattus norvegicus and Rattus rattus) at the claimed application rate of 100g per bait station:
· for professional users: in and around buildings, and outdoor environments (open areas, waste dumps);

· for non-professional users: in and around buildings;


2.2.6.6 Occurrence of resistance and resistance management
Please refer to the product assessment report related to FAAR AVOINE product authorisation under Regulation UE n° 528/2012.
· Assessment of minor change (2018)
Resistance to the first generation anticoagulants has been widely reported in both Rattus norvegicus and Mus domesticus since the late 1950's. The incidence of resistance to first generation anticoagulants in areas in which it is established is commonly 25-85%. 

The enzyme vitamin K 2, 3 epoxide reductase (VKOR) is the target for anticoagulants. Modifications in the protein structure due to polymorphisms on the gene coding the VKOR may induce anticoagulant resistance. Most resistant strains are characterised by one single nucleotide polymorphism (SNP). These SNPs cause the exchange of one amino acid in the VKOR enzyme. The biochemical mechanism of anticoagulant resistance has been studied in several geographic strains/VKORC1-variants of the Norway rat. Amino acid substitutions in the VKOR seem to alter its structure and function, resulting in decreased sensitivity to anticoagulant inhibition, depending on strain characteristics.

For house mice, a dominant autosomal warfarin-resistance gene was determined on chromosome 7 in house mice. Three VKORC1 sequence variants mediating resistance to anticoagulants seem to be widely distributed. House Mice carrying the homozygous of one of these variants (Y139C) were found highly resistant to warfarin and bromadiolone.

For roof rats, experiments on warfarin resistant rats indicated considerable instability in the resistance and suggested a multifactorial basis for resistance.

Some degree of resistance to difenacoum has been reported in the UK, Denmark, France and Germany but this is usually found in certain populations of rodents highly resistant to first generation anti-coagulants (Greaves et al., 1982
; Lund, 1984
; Pelz et al. 1995
). The resistance factor tells how much the anticoagulant dose has to be multiplied to kill resistant individuals compared to sensitive ones. The resistant factors for difenacoum in the brown rats ranged from 1.1 to 8.6 (Greaves and Cullen-Ayres 1988
). The study included rats resistant to warfarin and difenacoum. Resistance factors for warfarin ranged from approx. 50 to 2300. Greaves et al. (1982) reported a fivefold difenacoum dose needed to kill difenacoum resistant rats. Considerable doubt exists as to the significance of reports in UK of resistance to second-generation anticoagulants and in the UK control failures with the second-generation products are increasingly being attributed to baiting problems rather than physiological resistance (Greaves and Cullen Ayres, 1988; Quy et al. 1992a,b
).

Studies carried out in different European countries, in the UK more particularly (Kerins et al, 2001; see annex 1) revealed the occasional occurrence of cross-resistances to second-generation anticoagulants, such as difenacoum and bromadiolone on resistant brown rats populations to coumafene. Moreover, a publication (Baer et al., 2012) has demonstrated that the majority (91%) of warfarin resistant rat trapped in East and West parts of Belgium were also resistant to bromadiolone. The rats trapped in the region of Flanders (Northern Belgium) carried mutation Y139F. This mutation is found extensively in France where it also confers resistance to bromadiolone (Grandemange et al., 2009). The same mutation was also found in UK (Prescott et al., 2011) where applications of bromadiolone had been unsuccessful. Difenacoum is also thought to be partially resisted by rats which carry Y139F. 

House mice carrying the homozygous Y139C sequence variant were found to be highly resistant to warfarin and bromadiolone.

So, resistance to second generation anticoagulant rodenticides should not be minimized.

An exhaustive study carried out at the French and European levels could enable to point-out resistant areas with first generation anticoagulants and potential cross-resistances to second-generation anticoagulants. It is one of the actions undertaken since 2010 in France by a group of scientists (Rodent program “impacts of anticoagulants rodenticides on ecosystems-adaptations of target rodents and effects on their predators”).

The document CropLife International (RRAC 2015) provides guidance to advisors, national authorities, professionals, practitioners and others on the nature of anticoagulant resistance in rodents, the identification of anticoagulant resistance, strategies for rodenticide application that will avoid the development of resistance and the management of resistance where it occurs.

The following are the essential elements of an effective program: survey, use of physical and chemical control techniques, environmental management, record keeping, monitoring and review. 

The authorisation holder should report any observed resistance incidents to the Competent Authorities (CA) or other appointed bodies involved in resistance management at the renewal of the product's authorisation.

2.2.6.7 Known limitations

none
2.2.6.8 Evaluation of the label claims

· Assessment of major change (2017)
French competent authorities (FR CA) assessed that the product FAAR CEREALES A 25 has shown a sufficient efficacy for the control of rats (Rattus norvegicus, Rattus rattus) and house mice (Mus musculus). 

The validated application rates are the following: 

· Rats (Rattus norvegicus and Rattus rattus): 200 g grains/secured bait point separated by 5-10 m. 

· Mice (Mus musculus): 40 g grains/secured bait point separated by 1-2 m. 

To ensure a satisfactory level of efficacy and avoid the development of resistance, recommendations indicated in the SPC have to be implemented.
· Assessment of minor change (2018)
French competent authorities (FR CA) assessed that the product FAAR CEREALES A 25 has shown a sufficient efficacy for the control of rats (Rattus norvegicus and Rattus rattus) and house mice (Mus musculus). 
The validated application rates are the following: 

· Rats (Rattus norvegicus and Rattus rattus): 100 g grains/secured bait point separated by 5-10 m. 
· Mice (Mus musculus): 40 g grains/secured bait point separated by 1-2 m. 

To ensure a satisfactory level of efficacy and avoid the development of resistance recommendations indicated in the SPC have to be implemented.
2.2.7 Risk assessment for human health

FAAR CEREALES A25 (PT14) is a ready-to-use rodenticide containing 0.0025% of bromadiolone. 
Baits are packaged in bulk or in sachets for professional users. For non-professional users, bait is supplied only in sachet PE. The baits are placed in and around buildings, open areas, waste dumps, landfills in bait stations. 

The major change request is for a decrease in the s.a content (from 50 ppm to 25 ppm) and for the addition of a non-professional use (formulation provided in sachet PE for the use against rats and mice).
2.2.7.1 Assessment of effects on Human Health 
For the major change request, no new data has been submitted.
Taking into account the decrease in s.a content, the assessment of effects on human health is considered covered by the assessment realised in the initial PAR.

Skin corrosion and irritation

Please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation (UE) 528/2012.
Eye irritation

Please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation (UE) 528/2012.
Respiratory tract irritation 

Please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation (UE) 528/2012.
Skin sensitization

Please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation (UE) 528/2012.

Respiratory sensitization (ADS)

Please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation (UE) 528/2012.

Acute toxicity

Acute toxicity by oral route

Please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation (UE) 528/2012.
Acute toxicity by inhalation

Please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation (UE) 528/2012.
Acute toxicity by dermal route

Please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation (UE) 528/2012.
Information on dermal absorption

In the initial PAR (2013), the dermal absorption of bromadiolone formulated as pellet bait (containing 0.005% bromadiolone) was investigated in vitro using human skin. The percentage of absorbed bromadiolone was 0.748% (receptor fluid + epidermis + dermis + stratum corneum). The total recovery of bromadiolone was 100.6% when skin discs were exposed to 5 mg/cm2 of the product (equivalent to 250 ng a.s./cm2) for 24 hours. 

No new dermal absorption study has been submitted for the major change request. However, the initial study has been re-assessed taking into account the EFSA guidance on dermal absorption (2012).

The dermal absorption of Bromadiolone formulated as pellet bait (containing 0.005% bromadiolone) was investigated in vitro using human skin. The measured samples were below the limit of detection or quantification, but as a worst case, the corresponding validated LOQ value was used for the calculations of dermal absorption. The percentage of absorbed Bromadiolone was 2.14% (receptor fluid + epidermis + dermis + stratum corneum). The total recovery of bromadiolone was 100.6% when skin discs were exposed to 5 mg/cm2 of the product (equivalent to 250 ng a.s./cm2) for 24 hours.

The calculated standard deviation being larger than 25% of the mean it has been added to the mean value. Therefore, a dermal absorption value of 2% is considered for bromadiolone. The value has been rounded according to the EFSA guidance criteria.
Available toxicological data relating to non active substance(s) (i.e. substance(s) of concern)

Please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation (UE) 528/2012.
Available toxicological data relating to a mixture 

Please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation (UE) 528/2012.
Other

Please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation (UE) 528/2012.
2.2.7.2 Exposure assessment
FAAR CEREALES A25 (PT14) is a ready-to-use rodenticide containing 0.0025% of bromadiolone. 
Baits are packaged in bulk or in sachets for professional users. For non-professional users, bait is supplied only in sachet PE. The baits are placed in and around buildings, open areas, waste dumps, landfills in bait stations. 

Identification of main paths of human exposure towards active substance(s) and substances of concern from its use in biocidal product

	Summary table: relevant paths of human exposure

	Exposure path
	Primary (direct) exposure 
	Secondary (indirect) exposure 

	
	Industrial use
	Professional use
	Non-professional use
	Industrial use
	Professional use
	General public
	Via food

	Inhalation
	n.a
	Yes
	No
	n.a
	n.a
	No
	n.a

	Dermal
	n.a
	Yes
	Yes
	n.a
	n.a
	No
	n.a

	Oral
	n.a
	No
	No
	n.a
	n.a
	Yes
	n.a


List of scenarios

	Summary table: scenarios

	Scenario number
	Scenario


	Primary or secondary exposure 

Description of scenario
	Exposed group

	1.
	Primary dermal and inhalation exposure during decanting, loading and cleaning phases
	Primary dermal and inhalation exposure 

The product is a ready to used product supplied in bulk; therefore exposure during decanting, loading and cleaning is considered. 

According to the HEEG opinion 10 , an exposure phase of:

1 decanting;

63 loading and

16 cleaning;
is taken into account.
	Professional user 

	2.
	Primary dermal exposure during cleaning phase
	Primary dermal exposure 

The product is a ready to used product in PE sachet therefore only exposure during cleaning is considered. 

According to the HEEG opinion 10 , an exposure phase of 5 cleanings is considered.
	Professional and non-professional user 

	3.
	Ingestion of product by an infant
	Secondary exposure
Ingestion of 10mg or 5g of product containing bromadiolone 
	General public 


Industrial exposure

Not applicable 
Professional exposure 

Scenario [1]

	Description of Scenario [1]

	The product is a ready to used product supplied in bulk. 

According to the HEEG opinion 10 , an exposure phase of 1 decanting, 63 loading and 16 cleanings is considered.
As a worst-case, the application dose of 200g for the use against rat is taken into account; the dose for the use against mice being lower, the exposure assessemnt is considered covered.

The exposure assessment during the use of a bulk formulation is a worst-case compared to a formulation suplied in sachet PE.


	
	Parameters1
	Unit 
	Value
	Source

	Tier 1
	Amount of exposure to product (75th percentile) during decanting
	mg
	52.3
	HEEG opinion 12

	
	Manipulation per day
	-
	1
	HEEG opinion 10

	
	Amount of exposure to product (75th percentile) during loading
	mg
	2.04
	HEEG opinion 12

	
	Manipulation per day
	-
	63
	HEEG opinion 10

	
	Amount of exposure to product (75th percentile) during clean-up
	mg
	3.79
	HEEG opinion 12

	
	Manipulation per day
	-
	16
	HEEG opinion 10

	
	Inhalation absorption value
	%
	100
	-

	
	Dermal absorption value
	%
	2
	-

	
	Concentration of a.s in the product
	%
	0.0025
	-

	
	Body weight
	kg
	60
	HEAD hoc recommendation 14

	Tier 2a2
	Gloves protection factor
	%
	95
	HEEG opinion 9

	
	Respiratory protection factor
	-
	10
	HEEG opinion 9

	Tier 2b (bulk bait package sizes ≤ 10 kg, without decanting)
	Gloves protection factor
	%
	95
	HEEG opinion 9


1 Include generic parameters (e.g. respiration rates, exposed skin areas, exposure times) and protection/penetration rates for PPE. Use footnotes for references and justifications.

2 Only include the parameters changed with respect to the previous Tier.

Calculations for Scenario [1]

[Please include any relevant calculations in Annex 3.2] 

	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
	Estimated dermal uptake
	Estimated oral uptake
	Estimated total uptake

	Bulk Formulation

	Exposure during decanting, loading and cleaning phases

	Scenario [1]
	no PPE
	1.25 x 10-6
	3.41 x 10-6
	-
	4.66 x 10-6

	Scenario [1]
	PPE (gloves + RPE)
	3.13 x 10-7
	1.70 x 10-7
	-
	4.83 x 10-7

	Exposure during loading and cleaning phases, without decanting phase

	Scenario [1] Bulk
	2b/ no PPE, package sizes ≤ 10kg
	n.a
	1.58 x 10-6
	n.a
	1.58 x 10-6

	Scenario [1] Bulk
	2b/ Gloves, package sizes ≤ 10kg
	n.a
	7.88 x 10-8
	n.a
	7.88 x 10-8

	Sachet Formulation

	Exposure during cleaning phase

	Scenario [1]
	no PPE
	-
	5.05 x 10-7
	-
	5.05 x 10-7


Non-professional exposure

Scenario [2]

	Description of Scenario [n]

	The product is a ready to used product in PE sachet therefore only exposure during cleaning is considered. 

According to the HEEG opinion 10 , an exposure phase of 5 cleanings is considered.
As a worst-case, the application dose of 200g for the use against rat is taken into account; the dose for the use against mice being lower, the exposure assessement is considered covered.


	
	Parameters1
	Unit
	Value
	Source 

	Tier 1

	Amount of exposure to product (75th percentile) during clean-up
	mg
	3.57
	HEEG opinion 12

	
	Manipulation per day
	-
	5
	HEEG opinion 10

	
	Dermal absorption value
	%
	2
	-

	
	Concentration of a.s in the product
	%
	0.0025
	-

	
	Body weight
	kg
	60
	-


1 Include e.g. generic parameters and protection/penetration rates for PPE if relevant. Use footnotes for references and justifications.

2 Only include the parameters changed with respect to the previous Tier.

Calculations for Scenario [2]

	Summary table: systemic exposure from non-professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
	Estimated dermal uptake
	Estimated oral uptake
	Estimated total uptake

	Scenario [2]
	No PPE
	-
	1.88 x 10-7
	-
	1.88 x 10-7


Exposure of the general public

The estimation of general public exposure is considered covered by the initial assessment. 

Therefore, please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation UE n° 528/2012.
Monitoring data

None-

Exposure associated with production, formulation and disposal of the biocidal product
Not applicable 

Aggregated exposure

Not applicable
Summary of exposure assessment

	Scenarios and values to be used in risk assessment

	Scenario number
	Exposed group

(e.g. professionals, non-professionals, bystanders)
	Tier/PPE
	Estimated total uptake

	1.
	Professionals (Bulk)
	Tier 1/No PPE
	4.66 x 10-6

	1.
	Professionals (Bulk)
	Tier 2/PPE (gloves + RPE)
	4.83 x 10-7

	1.
	Professionals (Bulk)
	Tier 2b/no PPE, package sizes ≤ 10kg
	1.58 x 10-6

	1.
	Professionals (Bulk)
	Tier 2b/Gloves, package sizes ≤ 10kg
	7.88 x 10-8

	1.
	Professionals  (sachet PE)
	Tier 1/No PPE
	5.05 x 10-7

	2.
	Non professionals (sachet PE)
	Tier 1/No PPE
	1.88 x 10-7


2.2.7.3 Risk characterisation for human health
Reference values to be used in Risk Characterisation

	Reference 
	Study
	NOAEL (LOAEL)
	AF1
	Correction for oral absorption
	Value

	AELshort-term
	Developmental toxicity study (rabbit)
	LOAEL of 2 µg/kg bw
	600 

(10 for interspecies and 10 for intraspecies variability, 2 for using LOAEL instead of NOAEL and an extra factor of 3 for severity of effects)
	Yes, adjusted for 70% oral absorption
	2.3x10-6 mg/kg bw/d

	AELmedium-term
	Repeated dose toxicity study (90 days, rabbit)
	NOAEL of 0.5 µg/kg bw
	300
	Yes, adjusted for 70% oral absorption
	1.2x10-6 mg/kg bw/d

	AELlong-term
	
	
	
	
	


Risk for industrial users

Not applicable-
Risk for professional users

Systemic effects 

	Task/

Scenario
	Tier
	AEL

mg/kg bw/d
	Estimated uptake

mg/kg bw/d
	Estimated uptake/ AEL 

(%)
	Acceptable

(yes/no)

	[1] Bulk
	1
	1.2 x 10-6
	4.66 x 10-6
	388
	No

	[1] Bulk
	2a/Gloves + RPE
	1.2 x 10-6
	4.83 x 10-7
	40
	Yes

	[1] Bulk
	2b (no PPE, package sizes ≤ 10kg)
	1.2 x 10-6
	1.58 x 10-6
	131%
	No

	[1] Bulk
	2b (gloves, package sizes ≤ 10kg)
	1.2 x 10-6
	7.88 x 10-8
	7%
	yes

	[1] Sachet
	1
	1.2 x 10-6
	5.05 x 10-7
	42
	yes


Combined scenarios

Not applicable-
Local effects 

- Not applicable-
Conclusion

The risk is acceptable for professionals wearing gloves during the application of the product and RPE during the decanting phase, when using bulk formulation.
For packaging below 10 kg for which a decanting phase is not expected, the risk is acceptable with gloves only.

Therefore, a restriction of packaging to 10kg is proposed to prevent the inhalation exposure and to reduce the use of PPE. Moreover, the following risk mitigation measure is necessary: “Loose grains have to be placed on the bait point by using a dosage device. Decanting is to be avoided. In case decanting cannot be avoided, an RPE of APF10 has to be used.”
For product supplied in PE sachet, the risk is acceptable without PPE.

Gloves are anyway recommended to help prevent rodent-borne disease. Moreover, the mention “do not open the sachet” has to be added in the label of the product.

Risk for non-professional users 
Systemic effects 

	Task/

Scenario
	Tier
	AEL

mg/kg bw/d
	Estimated uptake

mg/kg bw/d
	Estimated uptake/ AEL 

(%)
	Acceptable

(yes/no)

	[2]
	1
	2.3 x 10-6
	1.88 x 10-7
	8
	yes


Combined scenarios

- Not applicable
Local effects 

Not applicable-
Conclusion

The risk is acceptable for non professionals when using product containing 0.0025% a.s and supplied in sachet PE.

Risk for the general public 

The risk for the general public is considered covered by the initial assessment. 

Therefore, please refer to the product assessment report related to FAAR CEREALES A25 product authorisation under Regulation UE n° 528/2012.
Risk characterisation from combined exposure to several active substances or substances of concern within a biocidal product 

Not applicable -
2.2.8 Risk assessment for animal health
Not Relevant
2.2.9 Risk assessment for the environment
Please refer to the product assessment report related to DIFERAT PASTE product authorisation (IT/2013/00084/AUT) under Directive 98/8/EC. 
2.2.10 Measures to protect man, animals and the environment
Not Relevant

2.2.11 Assessment of a combination of biocidal products
Not Relevant

2.2.12 Comparative assessment
Not relevant 
3 Annexes
3.1 List of studies for the biocidal product 
· Assessment of major change (2017)
	Author(s)
	Year
	Title.
Source (where different from company) Company, Report No. GLP (where relevant) / (Un)Published
	Data Protection Claimed (Yes/No)
	Owner (PUB / ORG)
	Date of first submission

	DEMANGEL. B
	2017
	Chemical stability after an accelerated storage procedure for 14 days at 54 °C ± 2 °C on BMAV25V1
Report n°17-920010-011
	Yes
	TRIPLAN
	2017

	DEMANGEL, B.
	2016
	Physico-chemical tests before and after an accelerated storage procedure for 8 weeks at 40 °C ± 2 °C on BMA25V1

Report n°10-920010-013
	Yes
	TRIPLAN
	2016

	RICAU H.
	2016
	Validation of the analytical method for the determination of bromadiolone in BMAV25V1 (new method)

Report n°16-920010-028
	Yes
	TRIPLAN
	2016

	Ivo Rovetto
	2016
	Efficacy evaluation of BMAV25V1 (bromadiolone 0.0025 % w/w a.i., blue oat bait-aged formulation) against Norway rat (Rattus norvegicus Berk.) in Italy, SAGEA Centro di Saggio s.r.l

Report n° 2004.BCD.SAG16 of 13 February 2016, GLP
	Yes
	TRIPLAN
	13/02/2016

	Ivo Rovetto
	2016
	Efficacy evaluation of BMAV25V1 (bromadiolone 0.0025 % w/w a.i., blue oat bait-aged formulation) against Roof rat (Rattus rattus L..) in Italy, SAGEA Centro di Saggio s.r.l Report n°2005.BCD.SAG16 of 10 February 2016, GLP
	Yes
	TRIPLAN
	10/02/2016

	Ivo Rovetto
	2016
	Efficacy evaluation of BMAV25V1(bromadiolone 0.0025 % w/w a.i., blue oat bait-aged formulation) against House mouse (Mus musculus L..) in Italy, SAGEA Centro di Saggio s.r.l

Report n°2006.BCD.SAG16 of 13 February 2016, not GLP


	Yes
	TRIPLAN
	13/02/2016


· Assessment of minor change (2018)
	Author(s)
	Year
	Title.
Source (where different from company) Company, Report No. GLP (where relevant) / (Un)Published
	Data Protection Claimed (Yes/No)
	Owner (PUB / ORG)
	Date of first submission

	Ivo Rovetto
	2017
	Efficacy evaluation of BMAV25V1 (bromadiolone 0,0025% w/w a.i., blue oat bait – aged formulation) against Norway rat (Rattus norvegicus Berk.) in Italy, SAGEA Centro di Saggio s.r.l Report n°2088.BCD.SAG17 of 30 December 2017
	Yes
	TRIPLAN
	04/07/2018

	Ivo Rovetto
	2018
	Efficacy evaluation of BMAV25V1 (bromadiolone 0,0025% w/w a.i., blue oat bait – aged formulation) against Roof rat (Rattus rattus L.) in Italy, SAGEA Centro di Saggio s.r.l Report n°2089.BCD.SAG17 of 25 January 2017
	Yes
	TRIPLAN
	04/07/2018


3.2 Output tables from exposure assessment tools
Estimated primary exposure for non professional users :
	product: 
	 Valtox
	 

	
	
	

	Task / Scenario :
	Non professional

	Model used : 
	CEFIC study

	 
	 
	Tier 1

	Active substance (% w/w)
	0.005%
	Without PPE

	Body weight (kg)
	60
	 

	Dermal absorption
	0.05%
	 

	Primary packaging
	 
	tea bag

	Number of blocks or paste to be used
	 
	10

	Dermal exposure
	no inhalation exposure
	 

	Loading phase
	 
	 

	Amount of exposure to product (75th percentile) during securing 5 wax blocks per one manipulation (HEEG opinion value)
	mg
	27.79

	Amount of exposure to product (75th percentile) during securing blocks or paste per one manipulation
	mg
	55.58

	Amount a.s on fingers/hands assuming handling of blocks or paste /bait site
	mg
	2.78E-03

	Systemic dose per placing of one bait site (a.s)
	mg/kg bw
	2.18E-08

	Number of loading per day
	 
	5

	Dermal systemic dose (a.s)
	mg/kg bw/day
	1.09E-07

	Cleaning phase
	 
	 

	Amount of exposure to product (75th percentile) during clean-up and disposal per one manipulation
	mg
	5.7

	Systemic dose per clean-up of one bait site (a.s)
	mg/kg bw
	2.23E-09

	Number of cleaning per day
	 
	5

	Dermal systemic dose (a.s)
	mg/kg bw/day
	1.12E-08

	Combined exposure
	 
	 

	Potential total systemic dose (a.s) via skin 
	mg/kg bw/day
	1.20E-07

	Gloves penetration factor
	 
	100%

	Actual total systemic dose (a.s.) via skin
	mg/kg bw/day
	1.20E-07


3.3 New information on the active substance
3.4 Confidential annex 

See confidential annex document.

� See document CA-Nov16-Doc.4.x-Final on the concept of tamper-resistant bait stations.


� See document CA-Nov16-Doc.4.x-Final on the concept of tamper-resistant bait stations.


� See document CA-Nov16-Doc.4.x-Final on the concept of tamper-resistant bait stations.


� See document CA-Nov16-Doc.4.x-Final on the concept of tamper-resistant bait stations.


� See document CA-Nov16-Doc.4.x-Final on the concept of tamper-resistant bait stations.


� The evaluating body should keep in mind that where a technical/organisational measure is feasible, it has priority over personal protective equipment (according to Directive 98/24/EC) and should be considered to prevent exposure.


� Greaves J. H.; Shepherd D. S.; Gill, J. E. (1982): An investigation of difenacoum resistance in Norway rat populations in Hampshire. Annals of Applied Biology 100, 581–587.


� LUND, M. (1984): Resistance to the second generation anticoagulant rodenticides. In Proceedings of 11th vertebrate pest conference, Sacramento, Ca. March 6-8, 1984: 89-94.


� Pelz H-J, Ha¨nisch D, Lauenstein G (1995) Resistance to anticoagulant rodenticides in Germany and future strategies to control Rattus norvegicus. Pestic Sci 43, 61–67


� Greaves J. H.; Cullen-Ayres P. B. (1988): Genetics of difenacoum resistance in the rat. In: J. W. Suttie (Ed.), Current advances in vitamin K research, Elsevier, N.Y., 381–388.


� Quy R.J., Shepherd D.S., Inglis I.R. (1992): Bait avoidance and effectiveness of anticoagulant rodenticides against warfarin- and difenacoum-resistant populations of Norway rats (Rattus norvegicus). Crop Protection, Volume 11, Issue 1, February 1992, Pages 14-20
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