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1 CONCLUSION

· Physical-Chemical properties

Physico-chemical properties of XILIX GEL BS product have been determined and are deemed acceptable.  
Based on the accelerated storage stability studies and on the intermediate storage test available after 12 months, it can be concluded that the product is likely to be stable for 2 years. The product is also stable under cold storage conditions. Hence, a 2 year stability claim can be supported and the final results of long term storage is to be provided as soon as available. The package should be kept away from direct sunlight and stored in a cool, dry place. 
No physical hazards have been associated with the biocidal product. 

A validated analytical HPLC method has been submitted and is considered precise, selective and robust for the determination of cypermethrin content in the XILIX GEL BS product.
· Efficacy

The product XILIX GEL BS is effective in PT 8 against wood-destroying insects including termites in preventive treatment for use class 1 and against wood-boring insects in curative treatment in conditions of use class 1 (slow action). 

For preventive insecticide treatment (except termites), the application rate of the RTU product is 100 g/m². 

For preventive termiticide treatment, the application rate of the RTU product is 200 g/m².

For curative insecticide treatment, the application rate of the RTU product is 300 g/m².

For the treatment to control wasps, the submitted tests are not deemed acceptable: the submitted lab test shows a very high negative control mortality, and can therefore not serve as a key study to demonstrate efficacy of the product Xilix gel BS against flying wasps and small wasps nest under formation. Additionally, nest kill should be demonstrated in a field trial. Also, there is no evidence of efficacy throughout the claimed efficacy period.

The efficacy of the Xilix Gel BS against wasp is therefore not considered sufficiently demonstrated. No uses in PT18 are therefore authorized.

· Human health
Normal use of XILIX GEL BS by professionals has a sufficiently large safety margin for the scenarios 1 (brushing), 3 (injection), 4 and 5 (cleaning of the equipment) when using proper PPE (chemical resistant gloves, coated coverall, half mask) and taken alone.
However, scenario 2 (spraying) alone has not a safe use and regarding regarding the combined exposure, only the use 1 for Brushing and cleaning the brush and the use 2 for Brushing, injection and cleaning the brush have an acceptable risk when using proper PPE (chemical resistant gloves, coated coverall).

The risk is not acceptable for the use by spraying (alone or combined with cleaning and injection) and for PT18 use.

No risk is foreseen for the secondary exposure of professional sanding treated wood posts (chronic exposure). Refer to the following table regarding risk characterisation from secondary exposure.

Normal use of XILIX GEL BS has a sufficiently large safety margin for the secondary exposed general public (adults and toddlers), for acute and chronic phase exposure.

· Environment
The product Xilix Gel is foreseen to be used indoor where no wetting or emission to the environment occurs (Use Class 1). Therefore no unacceptable environmental risk is foreseen following authorized use of the product.

· Assessment of endocrine disrupting properties 

XILIX GEL BS contains the active substance cypermethrin, which has not yet been evaluated according to the scientific criteria set out in the Regulation (EU) 2017/2100. Based on the available information, no indications of endocrine-disrupting properties according to the Directive 98/8/EC were identified for the active substance contained in the biocidal product. 

Based on the available information, no indications of endocrine-disrupting properties according to Regulation (EU) No 2017/2100, Regulation (EU) 2018/605 or Article 57(f) and 59(l) of Regulation (EC) No 1907/2006 were identified for the non-active substances contained in the biocidal product.

The biocidal product should thus be considered not to have endocrine-disrupting properties.

2 ASSESSMENT REPORT

2.1 Summary of the product assessment 

2.1.1 Administrative information

2.1.1.1 Identifier of the product / product family

	Identifier
	Country (if relevant)

	XILIX GEL BS
	Belgium



2.1.1.2 Authorisation holder

	Name and address of the authorisation holder
	Name
	BERKEM DEVELOPPEMENT

	
	Address
	Marais Ouest, F-24680, Gardonne, FR

	Authorisation number
	

	Date of the authorisation
	

	Expiry date of the authorisation 
	


2.1.1.3 Manufacturer of the product

	Name of manufacturer
	ADKALIS

	Address of manufacturer
	Marais Ouest F-24680 Gardonne FR

	Location of manufacturing sites
	Marais Ouest F-24680 Gardonne FR


2.1.1.4 Manufacturers of the active substance

	Active substance
	Cypermethrin 

	Name of manufacturer
	Arysta LifeScience Benelux SPRL

	Address of manufacturer
	Rue de Renory 26/1, 4102 Ougrée, Belgium 

	Location of manufacturing sites
	Mitchell Cotts Chemicals,  Steanard Lane, Mirfield,

WF14 8QB, West Yorkshire,

United Kingdom
	Gharda Ltd;  D, ½, MIDC,  LOTE PARSHURAM TAL. KHED DIST. RATNAGIRI, 

415 722 MAHARASHTRA,
India


2.1.2 Product composition and formulation

The full composition of the biocidal product XILIX GEL BS is provided in the conf. 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 

No 
 FORMCHECKBOX 

2.1.2.1 Identity of the active substance

	Main constituent(s)

	ISO name
	Cypermethrin

	IUPAC or EC name
	(RS)-α-cyano-3 phenoxybenzyl-(1RS)-cis, trans-3-(2,2-dichlorovinyl)-2,2-dimethylcyclopropane carboxylate

	EC number
	257-842-9

	CAS number
	52315-07-8

	Index number in Annex VI of CLP
	607-421-00-4

	Minimum purity / content
	≥92% w/w
Ratio cis: trans 40:60

	Structural formula
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2.1.2.2 Candidate(s) for substitution
The active substances cypermethrin contained in the biocidal product XILIX GEL BS is not candidate for substitution in accordance with Article 10 of BPR.
2.1.2.3 Qualitative and quantitative information on the composition of the biocidal product

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

	Cypermethrin 
	(RS)-α-cyano-3 phenoxybenzyl-(1RS)-cis, trans-3-(2,2-dichlorovinyl)-2,2-dimethylcyclopropane carboxylate
	Active substance
	52315-07-8
	257-842-9
	0.16
0.147 (pure)

	For the full composition, please see the conf. Annex.
	-
	-
	-
	-
	-


2.1.2.4 Information on technical equivalence

Not relevant
2.1.2.5 Information on the substance(s) of concern

The product contains OIT (CAS 26530-20-1) which has to be considers as a SOC for the environment and for human health (OIT participates to the product classification as skin sens 1)
Please refers to confidential annex for further details regarding environment.
2.1.2.6 Type of formulation

	AL - Any other liquid, gel


2.1.3 Hazard and precautionary statements

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

	Classification


	Hazard category
	Aquatic Acute cat1
Aquatic Chronic cat1
Skin sens 1

	Hazard statement
	H317

H400
H410

	Additional labelling provisions
	/

	Labelling

	Pictograms
	GHS09 GHS07

	Signal words
	Warning

	Hazard statements
	Very toxic to aquatic life with long lasting effects
May cause an allergic skin reaction

	Precautionary statements
	P220 Keep away from clothing and other combustible materials.

P333+P313 If skin irritation or rash occurs:Get medical advice

P261 Avoid breathing dust/fume/gas/mist/vapours/spray

P362+P364 Take off contaminated clothing and wash it before reuse

P273 Avoid release to the environment
P280 Wear protective gloves and protective clothing
P391 Collect spillage
P501 Dispose contents/container in accordance with all local, national and international regulations

	Note


	
	


2.1.4 Authorised use

2.1.4.1 Use description
	Table 1. Use # 1 – preventive treatment - professional

	Product Type
	PT 8 – Wood preservatives

	Where relevant, an exact description of the authorised use
	The product XILIX GEL BS is used in preventive insecticide (comprising action against termites) surface treatment 

	Target organism (including development stage)
	· Hylotrupes bajulus L;
· Anobium punctatum De Geer;

· Reticulitermes sp;



	Field of use
	Indoor
Use class 1: situation in which the wood or wood-based product is inside a construction, not exposed to the weather and wetting

	Application method(s)
	Surface treatement: Brushing

The ready to use product is applied on wood by a brush.



	Application rate(s) and frequency
	For preventive insecticide only treatment, the application rate of the ready-to-use product is 100 g/m². 

For preventive termiticide only treatment, the application rate of the ready-to-use product is 200 g/m². 

 

	Category of users
	Professional 


	Pack sizes and packaging material
	Please see the relevant section (2.1.7)


2.1.4.2 Use-specific instructions for use

	The product is applied by brushing.
The product is a Ready-To-Use product, no further dilution is required.
For preventive insecticide only treatment, the application rate of the product is 100 g/m². 
For preventive termiticide only treatment, the application rate of the product is 200 g/m².
The fixation step, following the application is at minimum 4 hours. 
The treated wood has to be dried during 24 to 48 hours in ventilated place.



2.1.4.3 Use-specific risk mitigation measures 

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

Wear coated coverall (at least category III type 6) during product handling phase (norms specified by the authorisation holder within the product information).

Do not use on wood which may come in direct contact with food, feedingstuff and livestock animals
Keep uninvolved persons, children and pets away from treated surfaces/area.

Remove fish tanks and terrariums or protect them from exposure and disconnect their electrical devices.

Keep cats away from treated surfaces. Due to their particular sensitivity to Cypermethrin (pyrethroids), the product can cause severe adverse reactions in cats.

During product application (to timbers) and whilst surfaces are drying, do not contaminate the environment. All losses of the product have to be contained by covering the ground (e.g. by tarpaulin) and disposed of in a safe way.




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

	First aid measures:

IF INHALED: If symptoms occur call a POISON CENTRE or a doctor.

IF SWALLOWED: If symptoms occur call a POISON CENTRE or a doctor.

IF ON SKIN: Take off all contaminated clothing and wash it before reuse. Wash skin with water. If skin irritation or rash occur: Get medical advice.

IF IN EYES: If symptoms occur rinse with water. Remove contact lenses, if present and easy to do. Call a POISON CENTRE or a doctor.

Emergency measures to protect the environment: 

Do not discharge the biocidal product nor the diluted solution of the biocidal product into the sewage system or the environment.

Contain and recover all leaks or spills with non-combustible absorbent materials such as sand, earth, vermiculite, diatomaceous earth in drums for waste disposal.

Prevent all product entry into drains or waterways.

Place containers or drums for disposal of waste recovered in accordance with applicable regulations.

If the product contaminates waterways, lakes, rivers of drains, alert the competent authorities in accordance with regulatory procedures into force.


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

	Completely empty containers. The product residue, washing water, packaging and any other waste related to the treatment should be considered as hazardous waste.

Recycle or dispose of waste in compliance with current legislation, preferably via a certified collector or company. Do not contaminate the ground or water with waste; do not dispose of waste into the environment.

Dispose of empty containers in an incinerator approved for chemicals by the competent authorities. Damaged containers should be placed in specially marked larger ones. Check possibilities of recycling large empty containers.

Codes of wastes (Decision 2001/573/EC; Directive 2006/12/EEC, Directive 94/31/EEC on hazardous waste): 030205 other wood preservatives containing dangerous substances.


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

	Shelf-life : 2 years

Storage conditions: Keep container tightly closed  in original package in a dry and well-ventilated place. Protect from direct sunlight and humidity.

Keep away from heat and sources of ignition.


2.1.4.7 Use description

	Table 2. Use # 2 –curative treatment

	Product Type
	PT 8 – Wood preservatives

	Where relevant, an exact description of the authorised use
	The product XILIX GEL BS is used in curative insecticide surface treatment 

	Target organism (including development stage)
	- Wood boring insects (representative insect: Hylotrupes bajulus, Anobium punctatum, Lyctus brunneus)


	Field of use
	Wood in conditions of use class 1 (indoor)

	Application method(s)
	Surface treatment: brushing or brushing and in-situ injection.
In-situ injection:

In-situ injection is intended to be always used in combination with superficial treatment. The ready to use product is moved from the drum to the wood to be treated through the injection system. [image: image3.png]
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Surface treatement: Brushing

The ready to use product is directly applied on wood by a brush.



	Application rate(s) and frequency
	For curative insecticide treatment, the product can be applied with the application rate of 300 g/m² for brushing or for brushing in combination with injection (300 g/m² + 180 ml/m²). 
For in situ injection the parameters are: 20 ml/hole, 3 holes/linear m, 9 holes/m²

	Category of users
	Professional 


	Pack sizes and packaging material
	Please see the relevant section (2.1.7).


2.1.4.8 Use-specific instructions for use
	The product can be applied by brushing or by brushing and injection.
The product is a Ready-To-Use product, no further dilution is required.
For curative insecticide treatment, the product can be applied with the application rate of 300 g/m² for brushing or brushing in combination with injection (300 g/m² + 180 ml/ m²). 
For in situ injection the parameters are: 20 ml/hole, 3 holes/linear m, 9 holes/m².

The fixation step, following the application is at minimum 4 hours. 
The treated wood has to be dried during 24 to 48 hours in ventilated place.
The curative effect is slow (H. bajulus) to differed ( A. punctatum)



2.1.4.9 Use-specific risk mitigation measures 
	Wear protective chemical resistant gloves during product handling phase (glove material to be specified by the authorisation holder within the product information).

Wear coated coverall (at least category III type 6)  during product handling phase (norms specified by the authorisation holder within the product information).
Do not use on wood which may come in direct contact with food, feedingstuff and livestock animals
Keep uninvolved persons, children and pets away from treated surfaces/area.

Remove fish tanks and terrariums or protect them from exposure and disconnect their electrical devices.

Keep cats away from treated surfaces. Due to their particular sensitivity to Cypermethrin (pyrethroids), the product can cause severe adverse reactions in cats.

During product application (to timbers) and whilst surfaces are drying, do not contaminate the environment. All losses of the product have to be contained by covering the ground (e.g. by tarpaulin) and disposed of in a safe way.




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

	First aid measures:

IF INHALED: If symptoms occur call a POISON CENTRE or a doctor.

IF SWALLOWED: If symptoms occur call a POISON CENTRE or a doctor.

IF ON SKIN: Take off all contaminated clothing and wash it before reuse. Wash skin with water. If skin irritation or rash occur: Get medical advice.

IF IN EYES: If symptoms occur rinse with water. Remove contact lenses, if present and easy to do. Call a POISON CENTRE or a doctor.

Emergency measures to protect the environment: 

Do not discharge the biocidal product nor the diluted solution of the biocidal product into the sewage system or the environment

Contain and recover all leaks or spills with non-combustible absorbent materials such as sand, earth, vermiculite, diatomaceous earth in drums for waste disposal.

Prevent all product entry into drains or waterways.

Place containers or drums for disposal of waste recovered in accordance with applicable regulations.

If the product contaminates waterways, lakes, rivers of drains, alert the competent authorities in accordance with regulatory procedures into force.


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

	Completely empty containers. The product residue, washing water, packaging and any other waste related to the treatment should be considered as hazardous waste.

Recycle or dispose of waste in compliance with current legislation, preferably via a certified collector or company. Do not contaminate the ground or water with waste; do not dispose of waste into the environment.

Dispose of empty containers in an incinerator approved for chemicals by the competent authorities. Damaged containers should be placed in specially marked larger ones. Check possibilities of recycling large empty containers.

Codes of wastes (Decision 2001/573/EC; Directive 2006/12/EEC, Directive 94/31/EEC on hazardous waste): 030205 other wood preservatives containing dangerous substances.


2.1.4.12 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage
	Shelf-life : 2 years

Storage conditions: Keep container tightly closed  in original package in a dry and well-ventilated place. Protect from direct sunlight and humidity.

Keep away from heat and sources of ignition.


2.1.5 General directions for use
2.1.5.1 Instructions for use

	Please refer to 2.1.4.2
Respect the conditions of use and use classes of the product.
Inform the registration holder if the treatment is ineffective


2.1.5.2 Risk mitigation measures

	Please refer to 2.1.4.3


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

	Please refer to 2.1.4.4


2.1.5.4 Instructions for safe disposal of the product and its packaging

	Please refer to 2.1.4.5


2.1.5.5 Conditions of storage and shelf-life of the product under normal conditions of storage

	Please refer to 2.1.4.6


2.1.6 Other information

	The product is only to be used on wood or wood-based products which are inside a construction, not exposed to the weather and wetting.


2.1.7 Packaging of the biocidal product

	Type of packaging 
	Size/volume of the packaging
	Material of the packaging
	Type and material of closure(s)
	Intended user (e.g. professional, non-professional)
	Compatibility of the product with the proposed packaging materials (Yes/No)

	Can/Tin
	1 L
	Iron with internal epoxy-phenolic varnish layer
	Iron
	Professional
	Yes

	Can/Tin
	5 L
	Iron with internal epoxy-phenolic varnish layer
	Iron
	Professional
	Yes

	Bucket
	10 L
	Iron with internal epoxy-phenolic varnish layer
	Iron
	Professional
	Yes

	Bucket
	20 L
	Iron with internal epoxy-phenolic varnish layer
	Iron
	Professional
	Yes


2.1.8 Documentation

2.1.8.1 Data submitted in relation to product application

The complete list of references used to assess this dossier is summarized in Annex.
2.1.8.2 Access to documentation
The applicant has submitted one Letter of Acces to granting acces to the dossier of active substance permethrin Arysta LifeScience Benelux SPRL.
2.2 Assessment of the biocidal product 

2.2.1 Intended use(s) as applied for by the applicant 

Table 3. Intended use # 1 – preventive and curative treatment
	Product Type(s)
	PT8 – wood preservatives

	Where relevant, an exact description of the authorised use
	-

	Target organism (including development stage)
	Hylotrupes bajulus L.-Larvae-House longhorn beetle

Lyctus brunneus-Larvae-Powder post beetles

Anobium punctatum De Geer-Larvae-Common furniture beetle

Reticulitermes sp.-Adults-Termites

	Field of use
	Indoor, Use class 1

	Application method(s)
	Injection - In situ indoor application.

Spraying - In situ indoor application.
Brushing - In situ indoor application.

	Application rate(s) and frequency
	Injection: 20 ml/hole, 3 holes/linear m, 9 holes/m² -  1 application. 
Spraying or brushing : 300g/m² - 1 application.
Spraying and injection or brushing and injection : 300 g/m² - 1 application.

	Category(ies) of user(s)
	Professional 

	Pack sizes and packaging material
	Can /Tin - Metal: - 1L

Can /Tin - Metal: - 5L

Bucket - Metal: - 10L

Bucket - Metal: - 20L


Table 2. Intended use # 2 – preventive treatment to control wasps and treatment to control small wasps nests in formation
	Product Type(s)
	PT 18 – Insecticides, acaricides and products to control other arthropods (Pest control)

	Where relevant, an exact description of the authorised use
	Preventive treatment to control the installation of wasps and Treatment to control small wasp nests in formation in frames and roof spaces which are not a living spaces. 

	Target organism (including development stage)
	- Wasps (representative insect: Vespula spp. and  Hymenoptera: Vespinae) 

	Field of use
	Indoor, Use class 1

	Application method(s)
	Spraying - In situ indoor application.

Brushing - In situ indoor application.

	Application rate(s) and frequency
	200 g/m² - 1 application (Control wasps on wood) 
Maximum 6.3 g / nest - 1 application of a spray on the small nest under formation

	Category(ies) of user(s)
	Professional 

	Pack sizes and packaging material
	Can /Tin - Metal: - 1L

Can /Tin - Metal: - 5L

Bucket - Metal: - 10L

Bucket - Metal: - 20L


2.2.2 Physical, chemical and technical properties 

The product is a Ready-to-Use product. 
	Property
	Guideline  and Method
	Purity of the test substance (% (w/w)
	Results
	Reference

	Physical state, colour and odour at 20 °C and 101.3 kPa
	US EPA OPPTS 830.6303, 

US EPA OPPTS 830.6302

ASTM D 1535/2008, 

EPA OPPTS 830.6304
	XILIX GEL BS (0.16%)


	White liquid with cream appearance

and characteristic odour

[at 20.0±1.0°C]
	14914.001.053.20, Viviane Cangerana Hilário, 2020. BERKEM Developpement



	Acidity / alkalinity
	CIPAC MT 75.3

US EPA OPPTS 830.7000 

[using pH meter]
	XILIX GEL BS (0.16%)
	pH = 6.51

[1% aqueous solution at 20°C]
pH = 6.45

(neat solution at 20°C)
No need in acidity determination since pH is within the range 4-10.
	14914.009.057.20, Viviane Cangerana Hilário, 2020. BERKEM Developpement
Determination of the pH value of XILIX GEL BS (Lab2008_011), Viviane Cangerana Hilario, 3/01/22. Berkem Developpement.

	Relative density / bulk density
	ABNT NBR 13826

OECD 109

US EPA OPPTS 830.7300

[using pycnometer]
	XILIX GEL BS (0.16%)
	0.8244 g.cm-3

[at 20°C] 
	14914.015.051.20, Viviane Cangerana Hilário, 2020. BERKEM Developpement



	Storage stability test – accelerated storage
	CIPAC MT 46.3

OECD 113

[HPLC, Agilent ZORBAX – C8 (250 mm x 4.6 mm x 5 μm), Diode-Array for Detection (DAD)] – validated method

[2 weeks at 54 ± 2°C, in sealed glass flask]
	XILIX GEL BS (0.16%)
	Cypermethrint0: 0.173 % w/w

Cypermethrint2w: 0.169 % w/w

Variation:  2.31%.


	14914.020.051.20, Viviane Cangerana Hilário, 2020. BERKEM Developpement

	Storage stability test – long term storage at ambient temperature
	CIPAC MT 46.3

OECD 113

[HPLC, Agilent ZORBAX – C8 (250 mm x 4.6 mm x 5 μm), Diode-Array for Detection (DAD)]
The long term storage is still ongoing. 

Intermediate results are available after 12 months
	XILIX GEL BS (0.16%)
Iron can with internal epoxy-phenolic varnish layer 
	Cypermethrint0: 0.162 % w/w

Cypermethrint12m: 0.160 % w/w

Variation:  1.23%.
pHt0(pure) = 6.95

pHt12m(pure) = 6.93

Physical aspect : viscous white liquid. It remains unchanged after 12 months.

Visual aspect of the packaging after 12 months storage : no leakage, no ballooning, no panelling, no deformation

Weight packagingt0 = 5.643

Weight packagingt12m = 5.632 (-0.19%)


	14914.020.051.20, Viviane Cangerana Hilário, 2020. BERKEM Developpement
BK_2021_LTSS_XILIXGELBS_12_2021,

L. Cubizolles, 7/12/2021 BERKEM Developpement

	Storage stability test – low temperature stability test for liquids
	CIPAC MT 39.3

[1 week at 0 ± 2°C]
	XILIX GEL BS (0.16%)
	The formulation remained homogeneous without any visible change, such as formation of solid or oily matter. 

Wet sieve test after storage at 0°C during 1 week:

Mean fraction retained: 0.91% w/w (means of the 2 repetition) of the non-dispersible in water material.


	14914.173.018.20, Viviane Cangerana Hilário, 2020. BERKEM Developpement

	Effects on content of the active substance and technical characteristics of the biocidal product - light
	Waived
	Exposure of the biocidal product to sunlight must be avoided. This is to be stated on label.



	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	Waived
	- Temperature influence is addressed in storage tests

- The applicant proposes the following RMM:

Product should be kept in a dry and well-ventilated place, protected from humidity. This is to be stated on label.



	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	
	(See above storage stability test data – tested in commercial packaging : iron with internal epoxy-phenolic varnish layer)

	Wettability
	Waived
	Not applicable since biocidal product is not a solid preparation to be dispersed in water.

	Suspensibility, spontaneity and dispersion stability
	Waived
	Not applicable since biocidal product is not a solid, nor intended to be diluted in water.



	Wet sieve analysis and dry sieve test
	Waived
	Not applicable since biocidal product is a ready to use liquid. (Wet sieve analysis has been performed in cold temperature test, to demonstrate absence of solid material after storage at 0°C)

	Emulsifiability, re-emulsifiability and emulsion stability
	Waived
	Not applicable since biocidal product is a ready to use liquid.



	Disintegration time
	Waived
	Not applicable since biocidal product is not a tablet and is not used in a water soluble bag.



	Particle size distribution, content of dust/fines, attrition, friability
	Waived
	According to the applicant : 

1. The product is not sold together with a spraying device, applicable for solid and liquid products;

2. The MMAD is not required as an input parameter for the human exposure assessment;

3. The MMAD is not relevant to demonstrate efficacy.

	Persistent foaming
	Waived
	Not applicable since biocidal product is a ready-to-use product.



	Flowability/Pourability/Dustability
	Waived
	Not applicable since biocidal product is not granular/a suspension.

	Burning rate — smoke generators
	Waived
	Not applicable since the biocidal product is not a smoke generator.

	Burning completeness — smoke generators
	Waived
	Not applicable since the biocidal product is not a smoke generator.

	Composition of smoke — smoke generators
	Waived
	Not applicable since the biocidal product is not a smoke generator.

	Spraying pattern — aerosols
	Waived
	Not applicable since the biocidal product is not an aerosol.

	Physical compatibility
	Waived
	Not applicable since the biocidal product is a ready-to-use product, not intended to be mixed with other products.



	Chemical compatibility
	Waived
	Not applicable since the biocidal product is a ready-to-use product, not intended to be mixed with other products.



	Degree of dissolution and dilution stability
	Waived
	Not applicable since the biocidal product is a ready-to-use product, not intended to be dissolved or diluted

	Surface tension
	OECD 115

[using Tensiometer Krüss]
	XILIX GEL BS (0.16%)
	54.35 mN/m at 20.0 ± 0.5ºC

The product is surface active
	14914.016.047.20, Viviane Cangerana Hilário, 2020. BERKEM Developpement 

	Viscosity
	OECD 114

[using viscometer (Brookfield)]
	XILIX GEL BS (0.16%)
	30660.0 mPa s 

[at 20.0 ± 0.2ºC]

30750.0 mPa s

[at 40.0 ± 0.2ºC]
	14914.017.026.20, Viviane Cangerana Hilário, 2020. BERKEM Developpement


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

	XILIX GEL BS is a white liquid with cream appearance and a characteristic odour. The density of the product is 0.8244 g/cm3 at 20 °C. At 20°C and at a concentration of 1.0 vol%, the pH value is 6.51. The pH of the neat solution : 6.45. 
Based on the accelerated storage stability studies and on the intermediate storage test available after 12 months, it can be concluded that the product is likely to be stable for 2 years. The product is also stable under cold storage conditions. Hence, a 2 year stability claim can be supported and the final results of long term storage is to be provided as soon as available. The package should be kept away from direct sunlight and stored in a cool, dry place. 
The surface tension at 20°C is 54.35 mN/m. The viscosity at 20 and 40°C is 30.66 Pa.s and 30.75 Pa.s respectively. Physical and chemical compatibility with other products are not relevant.



2.2.3 Physical hazards and respective characteristics

	Property
	Guideline  and Method
	Purity of the test substance (% (w/w)
	Results
	Reference

	Explosives
	Waived based on Guidance on the Application of the CLP Criteria
	Please see the confidential annex for details on chemical structures of the ingredients.

Available information demonstrates that the product XILIX GEL BS is unlikely to be explosive, and testing is considered as unnecessary.

	Flammable gases
	Waived
	Not applicable since biocidal product is a liquid.



	Flammable aerosols
	Waived
	Not applicable since biocidal product is a liquid.



	Oxidising gases
	Waived
	Not applicable since biocidal product is a liquid.



	Gases under pressure
	Waived
	Not applicable since biocidal product is a liquid.



	Flammable liquids
	CIPAC MT 12.3

[with Pensky-Martens Closed Cup Tester] 
	XILIX GEL BS (0.16%)
	Flash point >68.3 ºC (boiling temperature) and  none of components show flash point lower than 75°C 
	14914.021.029.20, Viviane Cangerana Hilário, . BERKEM Developpement

	Flammable solids
	Waived
	Not applicable since biocidal product is a liquid.



	Self-reactive substances and mixtures
	Waived based on Guidance on the Application of the CLP Criteria
	Please see the confidential annex for details on chemical structures of the ingredients.

The product XILIX GEL BS is not expected to present a hazard for self-reactive properties.



	Pyrophoric liquids
	Waived based on Guidance on the Application of the CLP Criteria
	The mixture doesn’t contain any components that ignite spontaneously on coming into contact with air at normal temperatures and substances contained in XILIX GEL BS are known to be stable at room temperature for prolonged periods of time (days).



	Pyrophoric solids
	Waived
	Not applicable since biocidal product is a liquid.



	Self-heating substances and mixtures
	Waived based on Guidance on the Application of the CLP Criteria
	In general, the phenomenon of self-heating applies only to solids. The surface of liquids is not large enough for reaction with air and the test method is not applicable to liquids. Therefore liquids are not classified as self-heating.

	Substances and mixtures which in contact with water emit flammable gases
	Waived based on Guidance on the Application of the CLP Criteria
	Not applicable since biocidal product is a ready to use liquid, which already contains water in its composition, and does not contain metals or metalloids.



	Oxidising liquids
	Waived based on Guidance on the Application of the CLP Criteria
	None of the ingredients of the product does contain oxygen, fluorine or chlorine and for substances where oxygen, fluorine or chlorine is present, these elements are chemically bonded only to carbon or hydrogen.



	Oxidising solids
	Waived
	Not applicable since biocidal product is a liquid.



	Organic peroxides
	Waived
	Not applicable since biocidal product does not contain any organic peroxide.



	Corrosive to metals
	UNECE 37.4 Test C1
	XILIX GEL BS 

(Lab2008_011)
	The mass loss on the metal specimens was less than 13.5% within an exposure time of 168 hours (7 days).

Aluminium (7075-T6) and steel (SAE 1020) have been tested

3 exposure modes : hang in the gas, half way and dipped in the solution. 

[image: image5.emf]
No localized corrosion occurred besides uniform surface corrosion attack on any of the metals exposed during the test.
	Corrosion to Metals XILIX GEL BS (Lab2008_011), T. G. G. Abelha, 16/09/21

BERKEM Developpement

	Auto-ignition temperatures of products (liquids and gases)
	Waived 
	The product doesn't represent self-heating and self-reactive properties. Therefore the study on auto-ignition temperature of the product is not necessary.
Moreover, flashpoint is higher than the boiling temperature (> 65°C)


	Relative self-ignition temperature for solids
	Waived
	Not applicable since biocidal product is a liquid.



	Dust explosion hazard
	Waived
	Not applicable since biocidal product is a liquid.




	Conclusion on the physical hazards and respective characteristics of the product

	The product is not oxidizing, nor explosive. The product is not considered as meta-corrosive. The product has no self-reactive properties, does not react with air, and is not self-heating since it is a liquid at room temperature. The flash point has been determined to be >68.3°C, hence the product must not be classified as flammable liquid.


2.2.4 Methods for detection and identification

	Analytical methods for the analysis of the product as such including the active substance, impurities and residues

	Analyte (type of analyte e.g. active substance)
	Analytical method
	Fortification range / Number of measurements
	Linearity
	Specificity
	Recovery rate (%)
	Limit of quantification (LOQ) or other limits
	Reference

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	Cypermethrin
	HPLC 

(Diode-Array for Detection (DAD) with  Agilent ZORBAX – C8 (250 mm x 4.6 mm x 5 μm))


	3 levels
(0.001276 % w/w

0.00159% w/w

0.001913% w/w))
For repeatability: 7 measurements determined twice by 2 operators
	Calibration curve between 7,97 (corresponding to 0.000797 % w/w) and 31,89 (corresponding to 0.003189 % w/w)  mg/L, based on 5 data points, R² = 0.99889*
	There were no interfering peaks at the retention time of active ingredient
	97.16 - 98.83
	97.77
	0.94
RSDr = 3.49

RSD = 1.84
	 -
	14914.003.095.20, Jennyfer Cristina Gomes da Silva, 2020. BERKEM Developpement

Amended 28/12/21


* : taking into consideration the dilution, as described in the experimental procedure, the linearity range encloses 50 to 150% of nominal concentration of the analyzed item.  
Experimental procedure

The test item was weighed (approximately 105 mg) into a 10 mL volumetric flask. It was added 5 mL of ultrapure water into the volumetric flask and the mixture was solubilized in an ultrasonic bath. After reaching room temperature the volume was made up with acetonitrile and the solution and was shaken with automatic stirrer. These solutions were analyzed by HPLC/DAD system. An external calibration method was used to quantify the active ingredient. 

Analytical methods for monitoring, for detection/identification in soil, in air, in water, in animal and human body fluids and tissues and residues in food and feeding stuff are described and defined in the CAR of active substance.
For information, the applicant has provided a method for analysis of the active substance in a wood matrix. It is however not fully validated, as requested in the Guidance on the Application of the BPR Regulation – part APCP; and has not been taken into account in this report. 
	Conclusion on the methods for detection and identification of the product

	Cypermethrin content can be determined in the XILIX GEL BS product based on the following HPLC method.

This method uses DAD detection with  Agilent ZORBAX – C8 (250 mm x 4.6 mm x 5 μm). The identity of the analyte is confirmed by comparison and matching of the retention times. The method is repeatable. The recovery rates range between 97.16 - 98.83% and has a mean of 97.77%. Repeated injection of the samples resulted in a relative standard deviation of 0.94%. 


2.2.5 Efficacy against target organisms

2.2.5.1 Function and field of use

The product XILIX GEL BS is a ready-to-use gelified emulsion for professional use in wood preservation (PT8) XILIX GEL BS contains cypermethrin at 0.16% w/w.

The product is intended to be used for preventive treatment against wood boring insects and termites for the use class 1 by surface application. The product is also intended to be used for curative treatment against wood boring insects for wood in conditions of use class 1 by superficial application combined with in situ injection. The targeted wood includes softwood and hardwood for both preventive and curative treatment. 

The efficacy claimed by the applicant is “effective against xylophage insects and termites in preventive and curative treatment of wood”. The table below resumes the claim matrix for the product XILIX GEL BS. 

The product is also claimed to be “effective in wasp control”.

Table 2.2.5.1.1 Categories and codes applicable for PT 8 for product for XILIX GEL BS 

	User category
	Professional 
	A.30

	Wood category
	Softwood and hardwood
	B.10, B.20

	Wood product
	Solid wood
	C.10

	Application aim
	Preventive and curative treatment 
	D.40, D .50

	Field of use
	Use class 1 
	E.10 

	Method of application
	Surface treatment (brushing or spraying) and in-situ injection
	F.10, F11, F20

	Target organisms
	Longhorm beetles, Lyctus, Anobium, Termites


	G.31, G.32, G.33, G.50


2.2.5.2 Organisms to be controlled and products, organisms or objects to be protected

For PT8: XILIX GEL BS is intended to be used in preventive and curative treatment in order to protect wood for the following fields of use: 

· Use class 1: situation in which the wood or wood-based product is inside a construction, not exposed to the weather and wetting foe preventive treatment

· Wood in conditions of use class 1 for curative treatment

For preventive use, the target organisms claimed for the product Xilix GEL BS are wood-boring insects (tested species are Hylotrupes bajulus and Anobium punctatum)  and termites.  For curative treatment, the claimed target organisms are wood-boring insects (including Hylotrupes bajulus, Anobium punctatum and  Lyctus brunneus).
For PT18: XILIX GEL BS is also intended to control wasps following the field of use :

· Avoid construction of wasps nests on wood   

· Destroy small nests of wasps under formation

2.2.5.3 Effects on target organisms, including unacceptable suffering

The following information is available for active substance from the Assessment Report for inclusion to Annex I.

Cypermethrin cis:trans/40:60 has an efficacy against wood-destroying insects (including termites) and wasps during both larval and adult life-cycle stages. 

Cypermethrin cis:trans/40:60 is a synthetic pyrethroid with contact and stomach action. It acts by preventing the transmission of impulses along the nervous system of the insect. It is thought that this is achieved by blocking the sodium channels in nerve membranes, thus preventing action potentials passing down the nerve axon.
2.2.5.4 Mode of action, including time delay

The product is intended to be applied by brushing or spraying for preventive treatment, and brushing, spraying, brushing combined with in situ injection, or by spraying combined with in situ injection for curative treatment. 

For the treatment to control wasps and wasps nests in formation, the product is applied by spraying. 

Following the application, the fixation step is at minimum 4 hours and the drying step is 24 to 48 hours in ventilated place. 

2.2.5.5 Efficacy data

1) PT8

To support PT8 claims for product XILIX GEL BS, the applicant has submitted two tests to prove the preventive efficacy of the product and two tests to prove the curative efficacy.

The formulation Lab2008_011 used in the tests contains 0.16 % w/w of cypermethrin and is identical to the product XILIX GEL BS, asking authorisation. 

To prove the insecticide preventive action for surface treatment, the test n° 32/08/9137/01 has been submitted. As proposed in the EN 599-1 (2009), the test follows EN 46 norm, carried after ageing procedure EN 73, on Hylotrupes bajulus.  The application method is brushing procedure. The results show 100% mortality at the end of the test in comparison with the negative control, where almost 100% of larvae remains alive at the end of the test.
 According ot the applicant, for a known insecticide like cypermethrin, preventive test done on Hylotrupes Bajulus is enough to validate the preventive efficacy against Anobium Punctatum, but not enough to validate the efficacy against termites.

The efficacy of cypermethrin as a wood preservative is known since 1984
: 

- Concerning toxic values against Anobium punctatum, the suggested toxic value is in the order of 0,67 to 1,54 g of Cypermethrin/m3,  


- Concerning toxic values against Hylotrupes bajulus, the suggested toxic value is in the order of 1,1 to 5,7 g of Cypermethrin/m3.


- Concerning toxic values against Termites (Reticulitermes), the suggested toxic value is in the order of 49,7 to 100 g of Cypermethrin/m3.

In conclusion, Anobium punctatum is more sensitive than Hylotrupes bajulus.

Therefore, a preventive efficacy demonstrated against Hylotrupes bajulus with a wood preservative containing cypermethrin is enough to claim preventive efficacy against Anobium punctatum.

To prove preventive termiticide action for surface treatment the test n° 32/08/9220/09 has been submitted. As proposed in the EN 599-1 (2009), the test follows EN 118 norm, carried after ageing procedure EN 73, on Reticulitermes santonensis de Feytaud, with application rate of 200 g/m². The application method is brushing procedure. The results show no damage > 1 for 6 treated samples. The 3 negative controls demonstrate damage rate of 4, meaning heavy attack.

To prove the insecticide curative action, the test n° 32/08/9220/03A against Hylotrupes bajulus has been submitted. As proposed in the EN 14128 norm, it follows the EN 1390 norm, without ageing procedure. The application method is the brushing procedure. Results show 100% of mortality for the treated sample. 0% mortality has been observed in the untreated control. 
The applicant has also submitted an additional test n° 32/08/9137/03 according to the norm EN 370, carried after ageing procedure according to the norm EN 73 on Anobium punctatum. The application method is the brushing procedure. Results show no hatched larvae and no holes for the treated sample.
The only tested wood is softwood; no tests has been performed on hardwood. However, according ot the applicant, cypermethrin exerts its effect directly and immediately on the insect’s nervous system. A time delay mechanism is not involved in its mode of action. So the mode of action of cypermethrin is not dependent of the wood species. BE eCA agrees with this explanation and agrees to extend the possible application to both soft- and hard-wood.
No test has been submitted concerning curative action against Lyctus brunneus. However; according to the EN 14128, no test standard exists to prove curative efficacy of a wood preservative against Lyctus. It is commonly accepted that a wood preservative with an efficacy against Hylotrupes is also able to be used against Lyctus. Additionally, to confirm the good efficacy of cypermethrin against this target specie, the applicant refer to a publication by the International Research Group (IRG) for Wood Preservative (1984)1, showing that cypermethrin is highly effective against Lyctus. 
2) PT 18 – efficacy against wasp “preventive to control flying wasps” and “curative treatment to eradicate small wasp nest in formation”, a lab test is submitted (RAPPORT D’ESSAI N° 19BER004 (30/09/02)), where Vespula vulgaris are forced in to contact with the treated wood for an exposure time of 4 hours. The wooden panel is treated with 200 ml/m² by brushing. 10 wasps (Field collected) are confined individually within 50mm plastic tubes to limit stress and aggressive interactions. 4 replicates are performed. The test shows rapid knock down (100%) in 15 minutes of all tested wasps. Mortality 24hours after exposure is 100%. However, negative control also shows very high mortality rates (25%), which is too high to accept this lab test as key study to support the efficacy claims against wasps.

Table 2.2.5.5.1 summary of experimental data provided by the applicant

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

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

	Insecticide 

Preventive 
	E.10

F.10


	Formulation Lab2008 011

0.16% cypermethrin
	Hylotrupes bajulus

(recently hatched larvae)
	EN 46 after EN 73 ageing procedure
	Brushing procedure

Concentration of the product tested: 100% w/w

Solution retention:

100 g/m², corresponding to the retention of 0.16 g/m² of active substance

Scotch pine sap wood
	· 100% mortality at the end of the test

· untreated control: 0% of mortaility at the end of the test

· validity criteria (100% of mortality) reached


	Determination of the preventive action against recently hatched larvae of Hylotrupes bajulus (L.) (04/90) according to EN 46-1 (06/05) after evaporate ageing procedure according to EN 73 (04/90), Report n° 32/08/9137/01 (17/11/08)

By E-M Fennert

Reliability factor: 1

	Insecticide

Curative  
	E.10

F.10


	Formulation Lab2008 011

0.16% cypermethrin 
	Hylotrupes bajulus

(larvae)
	EN 1390

No ageing procedure

Duration of the test: 11/2008 – 06/2009 (24 weeks) : slow action
	Brushing procedure

Concentration of the product tested: 100% w/w

Solution retention:

300 g/m², corresponding to the retention of 0.48 g/m² of active substance

Scotch pine sap wood
	· 100% of mortality at the end of the test

· Untreated control: 0% of mortality, all larvae have been found aliving


	Determination of the eradicant action against larvae of Hylotrupes bajulus (L.) according to EN 1390 (06/2006), report n° 32/08/9220/03A (30/09/09)

By E-M Fennert

Reliability factor: 1

	Insecticide

Curative  
	E.10

F.10


	Formulation Lab2008 011

0.16% cypermethrin 
	Anobium punctatum
(larvae)
	EN 370

ageing procedure

EN 73

Duration of the test: 06/2008 – 07/2009 (24 weeks) : differed action
	Brushing procedure

Concentration of the product tested: 100% w/w

Solution retention:

300 ml/m², corresponding to the retention of 0.48 g/m² of active substance

Scotch pine sap wood
	Treated sample:
· 52 beetles and 9 larvae were found dead

· 0 beetles and 11 larvae were found alive

· No holes were observed

· 0 beetles were hatched

Control sample:
· 0 beetles and 2 larvae were found dead

· 3 beetles and 19 larvae were found alive

· 42 holes were observed

· 48 beetles were hatched


	Determination of the eradicant efficacy in preventing hatching of Anobium punctatum (De Geer) according to EN 370 (05/1993) in combination with evaporatve ageing procedure according to EN 73 (04/90), report n° 32/08/9137/03 (21/05/08)

By E-M Fennert

Reliability factor: 1

	Termiticide (preventive) 
	E.10

F.10


	Formulation Lab2008 011

0.16% cypermethrin 
	Reticulitermes santonensis de Feytaud
	EN 118 after EN 73 ageing procedure
	Brushing procedure

Concentration of the product tested: 100% w/w

Solution retention:

200 g/m², corresponding to the retention of 0.32 g/m² of active substance

Scotch pine sap wood
	· No damage > 1 for the 6 samplesfor the retention rate of 200 g/m²: two marks at 0, and four marks at 1

· 3 untreated controls: damage = 4

· validity criteria (no damages of rating >2) reached
	Determination of the preventive action against Reticulitermes santonensis de Feytaud according to EN 118 (06/2005) in combination with evaporative ageing procedure according to EN 73 /04/90), report n° 32/08/9220/09 (23/07/09)

By E-M Fennert

Reliability factor: 1

	Wasps control 
	E.10

F.10


	Formulation Lab2008 011

0.16% cypermethrin 
	Vespula vulgaris

field collected
	Lab test: no-choice
	10 wasp per replicate are confined individually within 50mm plastic tubes and exposed for 4 hours to treated wood.

4 replicates

Brushing procedure

Concentration of the product tested: 100% w/w

Solution retention:

200 ml/m²
Temperature 18.7 – 24°C 
RH: 35 – 61.4%
	Results:

- 100% knock down after 15 minutes exposure

- 100% mortality after 24h

- Negative control mortality after 24h is 25%
	RAPPORT D’ESSAI N° 19BER004 (30/09/02)

Reliability factor: 4


The applicant has submitted the following application rates according to the preventive or curative aim of the treatment, and to the application method.

Table 2.2.5.5.2 Summary of efficacious retention rates of the product submitted by the applicant.

	Use class
	Type of wood
	Critical values for preventive treatment except termites

(g/m²)


	Critical values for curative treatment

(g/m²)
	Critical values for termiticide treatment

(g/m²)

	Use class 1
	Softwood 
	100


	300 
	200

	
	Hardwood 
	
	
	


In view of available information on active substances and efficacy tests provided by the applicant, eCA Belgium believes that the efficacy of Xilix GEL BS is sufficiently demonstrated and the application rates can be validated. 

	Conclusion on the efficacy of the product

	The product XILIX GEL BS is effective in PT 8 against wood-destroying insects including termites in preventive treatment for use class 1 and against wood-boring insects in curative treatment in conditions of use class 1 (slow action against H. bajulus and differed action against A. punctatum). 

Table 2.2.5.1.1 Categories and codes for product for XILIX GEL BS (PT 8 use).

User category

Professional 

A.30

Wood category

Softwood and hardwood

B.10, B.20

Wood product

Solid wood

C.10

Application aim

Preventive and curative treatment 

D.40, D.50

Field of use

Use class 1 

E.10 

Method of application

Surface treatment

(Brushing and spraying) and in situ injection

F10, F11, F20

Target organisms

· Xylophage insects (Hylotrupes bajulus, Anobium punctatum) and termites (preventive)

· Xylophages insects (Hylotrupes bajulus, Anobium punctatum and Lyctus bruneus) (curative)

G.30 (G.31, G.32, G.33), G.50

The product is a ready-to-use formulation.

For PT8:

For preventive insecticide treatment (except termites), the application rate of the RTU product is 100 g/m². 

For preventive termiticide treatment, the application rate of the RTU product is 200 g/m².

For curative insecticide treatment, the application rate of the RTU product is 300 g/m². The curative effect is slow (H. bajulus) to differed ( A. punctatum)
For PT18:

For the treatment to control wasps, the tested application rate of the RTU product in a lab test is 200 g/m².  The submitted lab test shows a very high negative control mortality, and can therefore not serve as a key study to demonstrate efficacy of the product Xilix gel BS against flying wasps and small wasps nest under formation. Additionally, nest kill should be demonstrated in a field trial. Also, there is no evidence of efficacy throughout the claimed efficacy period.
The efficacy of the Xilix Gel BS against wasp is therefore not considered sufficiently demonstrated. 



2.2.5.6 Occurrence of resistance and resistance management

The biocidal product Xilix GEL BS contains cypermethrin (pyrethroide molecule) active substance.

According to the CAR of cypermethrin, resistance to pyrethroid insecticides has been reported for a number of pests both in agriculture and public health. Strategies such as alteration of insecticides with different modes of action and avoidance of over frequent use are standard practises in agriculture and should be applied also to biocidal uses of cypermethrin cis:trans/40:60. It is recommended to report any observed resistance incidents. 
According to the applicant, concerning the precise product Xilix Gel BS: Wood preservatives containing cypermethrin are sold in many European countries for several years like France, Belgium, Spain, Portugal, Poland, Switzerland, without any claims, as far as we know, regarding indications of resistance of wood boring insects. 

2.2.5.7 Known limitations

Not relevant.
2.2.5.8 Evaluation of the label claims

Claims made by the applicant concerning PT8 are accepted regarding target organisms, use class and application rates. For more details, please see the conclusions above.
Concerning PT 18, the claimed uses against wasps are not accepted, due to insufficient evidence of efficacy against Vespula vulgaris.
2.2.5.9 Relevant information if the product is intended to be authorised for use with other biocidal product(s) 

Not relevant. 

2.2.6 Risk assessment for human health

2.2.6.1 Assessment of effects on Human Health 

No human health studies were submitted for this product. There are valid data available on each of the components in the mixture sufficient to allow classification of the mixture according to the rules laid down in Regulation (EC) No 1272/2008 (CLP). Studies with the biocidal product are scientifically not justified.

Skin corrosion and irritation

	Data waiving

	Information requirement
	Study scientifically unjustified.

Ingredient

Classification

Concentration triggering classification of a mixture

Concentration (% w/w)

Name

CAS N°

(ethylenedioxy)dimethanol

3586-55-8

Skin cor/irr. 2, H315
10%

0,07

 

	Justification
	There are valid data available on each of the components in the mixture sufficient to allow classification of the mixture according to the rules laid down in Regulation (EC) No 1272/2008 (CLP). 


1 SDS provided by the applicant (Preventol D 9 PLUS)

2 Please refer to the confidential annex
	Conclusion used in the Risk Assessment – Skin corrosion and irritation

	Conclusion
	The mixture is not classified for the Skin corrosion/irritation.

	Justification for the conclusion
	The ingredient of a mixture classified as Skin irritant Category 2 shall be ≥ 10% in order to classify the mixture as Skin irritant Category 2.

	Classification of the product according to CLP 
	Not classified


Eye irritation

	Data waiving

	Information requirement
	Study scientifically unjustified. 

	Justification
	There are valid data available on each of the components in the mixture sufficient to allow classification of the mixture according to the rules laid down in Regulation (EC) No 1272/2008 (CLP).


	Conclusion used in the Risk Assessment – Eye irritation

	Conclusion
	The mixture is not classified for the Serious eye damage/eye irritation.

	Justification for the conclusion
	Ingredient

Classification

Concentration triggering classification of a mixture

Concentration (% w/w)

Name

CAS N°

(ethylenedioxy)dimethanol

3586-55-8

Eye Dam. 1, H318
3% (cat.1)

1% – 3% (cat.2)

0,07

The concentration of substance classified as H318 is below the concentration triggering the classification of the mixture (1%).

	Classification of the product according to CLP and DSD
	No classification.


Respiratory tract irritation
	Data waiving

	Information requirement
	Study scientifically unjustified.

	Justification
	There are valid data available on each of the components in the mixture sufficient to allow classification of the mixture according to the rules laid down in Regulation (EC) No 1272/2008 (CLP).


	Conclusion used in the Risk Assessment – Respiratory tract irritation

	Conclusion
	The product is not expected to cause any irritation of the respiratory tract. 



	Justification for the conclusion
	According to the CAR of the active substance cypermethrin, the active ingredient is irritant to the respiratory tract. Following the concentration of cypermethrin (0.16%) in the product XILIX GEL BS and as none of the other ingredients have respiratory tract irritation properties, the product is not expected to cause any irritation of the respiratory tract.

	Classification of the product according to CLP and DSD
	No classification needed


Skin sensitization

	Data waiving

	Information requirement
	Study scientifically unjustified. 

	Justification
	There are valid data available on each of the components in the mixture sufficient to allow classification of the mixture according to the rules laid down in Regulation (EC) No 1272/2008 (CLP).


	Conclusion used in Risk Assessment – Skin sensitisation

	Conclusion
	Sensitising to the skin 

	Justification for the conclusion
	Ingredient

Classification

Generic/specific concentration limits triggering classification of a mixture

Concentration (% w/w)

Name

CAS N°

(ethylenedioxy)dimethanol

3586-55-8

Skin Sens. 1, H317
1%

0,07

OIT
26530-20-1
Skin sens 1a
0.0015%
0.0075
The mixture is classified as a skin sensitizer because the mixture contains ingredient classified as a skin sensitizer with a concentration present at or above the appropriate generic or specific concentration limit. Therefore, OIT is also considered as a substance of concern for this product. 



	Classification of the product according to CLP and DSD
	H317 – Skin sens 1


Respiratory sensitization (ADS)

	Data waiving

	Information requirement
	Study scientifically unjustified. 

	Justification
	There are valid data available on each of the components in the mixture sufficient to allow classification of the mixture according to the rules laid down in Regulation (EC) No 1272/2008 (CLP). 


	Conclusion used in Risk Assessment – Respiratory sensitisation

	Value/conclusion
	Not sensitizing to the respiratory tract 

	Justification for the value/conclusion
	According to the CAR of the active substance cypermethrin, the active ingredient is not sensitizing to the respiratory tract. None of the other ingredients have respiratory sensitization properties

	Classification of the product according to CLP and DSD
	No classification needed


Acute toxicity

Acute toxicity by oral route

	Data waiving

	Information requirement
	Study scientifically unjustified. 



	Justification
	There are valid data available on each of the components in the mixture sufficient to allow classification of the mixture according to the rules laid down in Regulation (EC) No 1272/2008 (CLP).


	Ingredient
	Classification


	Converted acute toxicity point estimate
	Concentration

(% w/w)

	Name
	CAS N°
	
	
	

	Cypermethrin
	52315-07-8
	Acute Tox. 4, H302
	500 mg/kg
	0,16

	(ethylenedioxy)dimethanol
	3586-55-8
	Acute Tox. 4, H302
	500 mg/kg
	0,07

	OIT*
	26530-20-1
	Acute Tox. 3, H301
	125 mg/kg
	0.00175


*Since OIT is present at a concentration below the cut-off values of 0.1% (section 1.1.2.2. of annex 1 of CLP regulation) it has not to be taken into account in the calculation.
The ATE (Acute Toxicity Estimate) of the mixture is determined by calculation from the ATE values for all relevant ingredients according to the following formula : 

Toxicity : [image: image7.png]100 _ ci
ATE mixture ATEi




where:

C i = concentration of ingredient i (% w/w or % v/v)

i = the individual ingredient from 1 to n

n = the number of ingredients

ATE i = Acute Toxicity Estimate of ingredient i.
So :
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So ATE mixture = 217.391 mg/kg

The ATE for the mixture is > 2.000 mg/kg, so the mixture is not classified for the acute oral toxicity. 
	Value used in the Risk Assessment – Acute oral toxicity

	Value
	Calculated 217.391 mg/kg

	Justification for the selected value
	As the mixture itself has not been tested to determine its acute oral toxicity properties and as there is no data on similar mixtures to adequately characterise the hazards of the mixture, the classification of the mixture has to be done by using the rules laid down in Regulation (EC) No 1272/2008 (CLP).

	Classification of the product according to CLP and DSD
	No classification needed


Acute toxicity by inhalation

	Data waiving

	Information requirement
	Study scientifically unjustified. 



	Justification
	There are valid data available on each of the components in the mixture sufficient to allow classification of the mixture according to the rules laid down in Regulation (EC) No 1272/2008 (CLP).


	Ingredient
	Classification


	Converted acute toxicity point estimate
	Concentration (% w/w)

	Name
	CAS N°
	
	
	

	Cypermethrin
	52315-07-8
	Acute Tox. 4, H332
	1,5 mg/l
	0,16

	OIT*
	26530-20-1
	Acute Tox. 2, H330
	0.27 mg/L
	0.00175


*Since OIT is present at a concentration below the cut-off values of 0.1% (section 1.1.2.2. of annex 1 of CLP regulation) it has not to be taken into account in the calculation.
The ATE (Acute Toxicity Estimate) of the mixture is determined by calculation from the ATE values for all relevant ingredients according to the following formula : 

Toxicity : [image: image10.png]100 _ ci
ATE mixture ATEi




where:

C i = concentration of ingredient i (% w/w or % v/v)

i = the individual ingredient from 1 to n

n = the number of ingredients

ATE i = Acute Toxicity Estimate of ingredient i.
So :
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So ATE mixture = 937,5 mg/l

The ATE for the mixture is > 5 mg/l, so the mixture is not classified for the acute inhalation toxicity. 
	Value used in the Risk Assessment – Acute inhalation toxicity

	Value
	Calculated : 937,5 mg/L

	Justification for the selected value
	As the mixture itself has not been tested to determine its acute inhalation toxicity properties and mixtures to adequately characterise the hazards of the mixture as there is no data on similar, the classification of the mixture has to be done by using the rules laid down in Regulation (EC) No 1272/2008 (CLP).

	Classification of the product according to CLP and DSD
	No Classification needed


Acute toxicity by dermal route

	Data waiving

	Information requirement
	Study scientifically unjustified. 

	Justification
	There are valid data available on each of the components in the mixture sufficient to allow classification of the mixture according to the rules laid down in Regulation (EC) No 1272/2008 (CLP). 


	Ingredient
	Classification
	Converted acute toxicity point estimate
	Concentration (% w/w)

	Name
	Cas N°
	
	
	

	OIT
	26530-20-1
	Acute Tox. 3, H311
	311 mg/kg
	0.00175

	Since OIT is present at a concentration below the cut-off values of 0.1% (section 1.1.2.2. of annex 1 of CLP regulation) it has not to be taken into account in the calculation.



	Value used in the Risk Assessment – Acute dermal toxicity

	Value
	Not applicable. None of the ingredients have acute dermal toxicity properties

	Justification for the selected value
	According to the harmonized classification and labelling of the active substance cypermethrin, the active ingredient have no acute dermal toxicity properties. None of the other ingredients have acute dermal toxicity properties.

	Classification of the product according to CLP and DSD
	No classification needed


Aspiration Hazard

	Data waiving

	Information requirement
	Study scientifically unjustified. 



	Justification
	As the mixture itself has not been tested to determine its aspiration toxicity properties and as there is no data on similar mixtures to adequately characterise the hazards of the mixture, the classification of the mixture has to be done by using the bridging rules.


	Ingredient
	Classification
	Generic concentration limits triggering classification of a mixture
	Limit of  kinematic viscosity triggering classification of a mixture (measured at 40° C)
	Concentration (% w/w)
	kinematic viscosity of the mixture

	Name
	EINECS N°
	
	
	
	
	

	Renewable hydrocarbons, C15-C18, branched alkanes
	942-445-1
	Asp. Tox. 1, H304
	10%
	≤ 20.5 mm2/s
	77.5
	37299.85 mm2/s 1


1  the kinematic viscosity was calculated considering the formule provided in the CLP REGULATION (EC) No 1272/2008 (annex I. 3.10.1.6.2.) and the dynamic viscosity (see 2.2.2. of this PAR).
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=30750.O (mPa s)/0.8244 g/cm3 = 37299.85 mm² s-1 
The mixture contains an ingredient classified as toxic by aspiration with a concentration present above the concentration limit (10%) triggering classification of a mixture. However according CLP REGULATION (EC) No 1272/2008 (annex I. 3.10.3.3..6.2.), two conditions must be met in order to classify the product as toxic by aspiration hazard: 
· First, one component classified for aspiration hazard must be present at a concentration egal or above 10%.

· Second, the mixture must have a kinematic viscosity of 20,5 mm2 /s or less, measured at 40 °C. 

The second condition is not met for this product. No classification is required. 

	Value used in the Risk Assessment – Aspiration hazard

	Value
	Kinematic viscosity : 37299.85 mm2/s (calculated)

Renewable hydrocarbons, C15-C18, branched alkanes: 77.5 %

	Justification for the selected value
	The mixture contains an ingredient classified as toxic by aspiration with a concentration present above the concentration limit (10%) triggering classification of a mixture. However according CLP REGULATION (EC) No 1272/2008 (annex I. 3.10.3.3.1.1), two conditions must be met in order to classify the product as toxic by aspiration hazard: first, one component classified for aspiration hazard must be present at a concentration egal or above 10%. Second condition, the mixture must have a kinematic viscosity of 20,5 mm2 /s or less, measured at 40 °C. The second condition is not met for this product. No classification is required.

	Classification of the product according to CLP and DSD
	No classification needed 


Information on dermal absorption
No dermal absorption studies with the biocidal product have been performed.
According to the EFSA guidance on dermal absorption, the default value of 70% will be used for this product. 

	Value(s) used in the Risk Assessment – Dermal absorption

	Substance
	Cypermethrin

	Value(s)
	70%


Available toxicological data relating to non active substance(s) (i.e. substance(s) of concern)

Apart of the active substance, the biocidal product does not contain dangerous substances.
Available toxicological data relating to a mixture 

Not applicable.
2.2.6.2 Exposure assessment

The product XILIX GEL BS is a ready-to-use gelified emulsion for professional use in wood preservation (PT8) and in control of wasps (PT18). It is used for preventive and curative action as an insecticide and anti-termite. The product is intended to be used by surface application (brushing, spraying) and/or injection. 

XILIX GEL BS contains Cypermethrin at 0.16% w/w. 

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
	n.a.
	n.a.
	yes
	yes
	no

	Dermal
	n.a.
	yes
	n.a.
	n.a.
	yes
	yes
	no

	Oral
	n.a.
	no
	n.a.
	n.a.
	no
	yes
	no


Primary exposure: 

Industrial use and non-professional use:
No industrial or non-professional use is foreseen for this product. 

Professional use: 

The ready for use product is connected to the spraying pump which is connected with the spraying gun with a pipe or to the injection pump which is connected with the injector gun with a pipe.

XILIX GEL BS is intended to be used via injection (maximum 5 bars) and/or via brushing  or low pressure spraying. 

The loading step is included into the injection and spraying models.  

Professional user may be exposed by different routes to the product. Inhalation exposure and dermal exposure are considered relevant for XILIX GEL BS. Oral exposure is not considered relevant for professional users. It is assumed that professional will apply basic hygiene work rules. Consequently, an oral exposure for XILIX GEL BS in this context is not foreseen.  

Mixing/loading step: Not applicable for this product.

Application step: during application by injection process, the ready to use product is moved from the drum to the area to be treated through the injection system. During application by spraying process, the ready to use product is moved from the drum to the area to be treated through the spraying system. For brushing process, the product is directely applied with a brush on the area to be treated.

Post-application step: after the treatment there is no contact between treated areas and operators because there is no handling of treaded areas as the application is operated on walls of ground around building or on in-situ wood. During the cleaning, operator could be exposed to residual product.
Illustration of the application process of XILIX GEL BS 

· Injection process on in situ roof framing : 

[image: image13.png]



· Spraying process on in situ roof framing :
[image: image14.png]



Secondary exposure: 

General consideration: 

Professional and general public may be exposed to volatilised residues from treated area installed indoors. However, based on the document, HEEG opinion 13 on Assessment of Inhalation Exposure of volatilised biocide active substance, it might not be necessary to calculate the exposure to volatilised residues:

· For Cypermethrin:
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Remark: the mw (molecular weight) and vp (vapour pressure) come from the Assessment Report on Cypermethrin for PT18 (Belgium, February 2017).

The result of this equation is lower than 1 for cypermethrin. The exposure to volatilised residues indoor can be considered negligible for professional and general public for this active substance.

Industrial secondary exposure is not foreseen based on the intended uses of XILIX GEL BS.  

Professional secondary exposure is foreseen for this product when activities are performed on the treated wood. The exposed professional for this type of work is supposed different than the professional doing the primary exposure. The primary and secondary exposure will therefore not be added. This task will induce an inhalation and dermal exposure.   

General public secondary exposure is possible for this product. There are different situations where indirect exposure may be expected. 

· Acute exposure 

• Non-professional user manipulating the treated wood (Processing treated dried wood) 

• Toddler chewing wood off-cut

· Chronic exposure: toddler playing and mouthing weathered playground structure outdoors.
List of scenarios

	Summary table: scenarios

	Product type
	Scenario number
	Scenario

(e.g. mixing/ loading)
	Primary or secondary exposure 

Description of scenario
	Exposed group

(e.g. professionals, non-professionals, bystanders)

	PT8 and PT18
	1.
	Brushing
	Primary exposure: application of product by brushing
	Professional

	PT8
	2.
	Spraying
	Primary exposure: application of product by spraying
	Professional

	PT8
	3.
	Injection
	Primary exposure: application of product by borehole pressure impregnation 
	Professional

	PT8 and PT18
	4.
	Brushing
	Primary exposure: post-application, Cleaning of the brush equipment
	Professional

	PT8 and PT18
	5.
	Spraying
	Primary exposure: post-application, Cleaning of the spray equipment
	Professional

	PT8
	6.
	Processing

Treated dried wood
	Secondary exposure :
Professional sanding treated dried wood
	Professional

	PT8
	7.
	Processing

Treated dried wood
	Secondary exposure: Adult non-professional – sanding treated wood posts (acute exposure)
	General public

	PT8
	8.
	Chewing wood off-cut
	Secondary exposure: toddler chewing wood offcut (acute exposure) 
	General public

	PT8
	9.
	Playing and mouthing playground structure
	Secondary exposure: toddler playing and mouthing weathered playground structure outdoors (chronic exposure) 
	General public

	PT18
	10.
	Spraying
	Primary exposure: application of product by spraying
	Professional


Industrial exposure

No industrial use foreseen for this product. Therefore, the assessment of industrial exposure is not relevant.

Professional exposure 
Primary exposure
a) Scenarios for PT8

Scenario 1: Primary exposure - application of product by brushing  
	Description of Scenario 1 - application of product by brushing

	The product is ready for use. It can be directly applied on the on areas to be protected by a brush.

Model used: Consumer product painting model 3 (Recommendation no. 6 of the BPC Ad hoc Working Group on Human Exposure, Version 3, page 27)

	
	Parameters
	Value

	Tier 1 

(No PPE)
	% of active substance in the biocidal product

Cypermethrin
	0.16%

	
	Daily working time1
	60 min

	
	Indicative dermal exposure on body (no protection)1
	16.9 mg/min 

	
	Indicative dermal exposure on hands (no gloves)1
	5.91 mg/min 

	
	Indicative inhalation exposure1
	1.63 mg/ m3 

	
	Penetration through PPE: no PPE
	100%

	
	Dermal penetration3
Cypermethrin
	70%

	
	Inhalation rate2
	1.25 m3/hour

	
	Body weight2
	60 kg

	Tier 2 

(PPE : coated coverall and gloves)
	Penetration through PPE2:

Gloves

Coated coverall
	10%

10%


1 Consumer product painting model 3 (Recommendation no. 6 of the BPC Ad hoc Working Group on   

  Human Exposure, Version 3, page 27)

2 Biocides Human Health Exposure Methodology, Oct 2015

3 Default value EFSA guidance on dermal absorption
Calculations for Scenario 1 

Please for details calculations refer to the provided Excel file.

	Estimated exposure from application of product by brushing

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated inhalation uptake

(µg/kg bw/d)
	Estimated dermal uptake

(µg/kg bw/d)
	Estimated oral uptake

(µg/kg bw/d)
	Estimated total uptake

(µg/kg bw/d)

	Scenario 1 - application of product by brushing
	Tier 1

No PPE
	Cypermethrin
	0,054
	25.55
	-
	25.60

	
	Tier 2

PPE : coated coverall and gloves
	Cypermethrin
	0,054
	2.55
	-
	2.6


Scenario 2: Primary exposure - application of product by spraying

	Description of Scenario 2: application of product by spraying

	This scenario is based on the scenario available in Biocides Human Health Exposure Methodology (Oct. 2015) for the assessment of professional using a PT 8. The default exposure values in this document have been updated by Recommendation 6 (version 3, Feb. 2017) of the Ad hoc Working Group on Human Exposure. 

Mixing and Loading is included into the model. 

Professional spray treatment – Spraying model 2 – Task: Mixing and loading liquids in reservoir for powered spray application at 4 to 7 bar pressure as a coarse or medium spray, indoors, overhead and downwards. 

In a tier 2, PPE are taken into consideration into the model :  

· Gloves  (Tier 2a)

· impermeable coveralls (Tier 2b)

· Respiratory protective equipment (Tier 2c) – filtering half masks FFP1


	
	Parameters
	Value

	Tier 1 

(No PPE)
	% of active substance in the diluted biocidal product

Cypermethrin
	0.16%

	
	Body weight1
	60 kg

	
	Inhalation rate1 
	1.25 m3/h

	
	Dermal absorption :

Cypermethrin3
	70%

	
	Indicative dermal exposure on hands (no gloves)2
	273 mg/min

	
	Indicative dermal exposure on body (no protection)2 
	222 mg/min

	
	Indicative inhalation exposure (non-volatile compounds)2
	76 mg/min

	
	Exposure duration2
	40 min/event

	
	Relative penetration of clothing (no PPE considered)1 
	100%

	
	Number of events per day2
	2 events /days

	Tier 2 a

(PPE - gloves) 
	Indicative dermal exposure on hands (inside  gloves)2
	7.8 mg/min

	Tier 2 b (PPE – gloves and impermeable coveralls
	Relative penetration of clothing – impermeable coveralls1
	5 %

	Tier 2 c (PPE – gloves, impermeable coveralls and respiratory protective equipment
	Relative penetration of respiratory protection – filtering half masks / FFP11
	25 %


1 Biocide Human Health Exposure Methodology, version 1, October 2015

2 Recommendation no. 6 of the BPC Ad hoc Working Group on Human Exposure, Methods and models to assess exposure to biocidal products in different product types, version 3, February 2017

3 Default value EFSA guidance on dermal absorption
Calculations for Scenario 2

Please for details calculations refer to the provided Excel file.

	Estimated exposure from application of product by spraying

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated inhalation uptake

(µg/kg bw/d)
	Estimated dermal uptake

(µg/kg bw/d)
	Estimated oral uptake

(µg/kg bw/d)
	Estimated total uptake

(µg/kg bw/d)

	Scenario 2 – application of product by spraying
	1 /No PPE
	Cypermethrin
	3,378
	739.2
	-
	742.6

	
	2a / Gloves
	Cypermethrin
	3,378
	343.2
	-


	346.5

	
	2b / Gloves + impermeable coveralls
	Cypermethrin
	3,378
	28.2
	-
	31.6

	
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	0,633
	21.2
	-
	29.1


Scenario 3: Primary exposure - application of product by borehole impregnation

	Description of Scenario 3 : application of product by borehole impregnation

	This scenario is based on the scenario available in Biocides Human Health Exposure Methodology (Oct. 2015) for the assessment of professional using a PT 8. The default exposure values in this document are the same than in Recommendation 6 (version 3, Feb. 2017) of the Ad hoc Working Group on Human Exposure. 

Mixing and Loading is included into the model. 

Professional borehole pressure impregnation – Subsoil treatment model 2 – Task: Mixing and loading, and treating soil by watering and subsoil by infection, spraying foundations and sub-building crawl space. 

In a tier 2, gloves are taken into consideration into the model.  

· 

	
	Parameters
	Value

	Tier 1 

(No PPE)
	% of active substance in the biocidal product

Cypermethrin
	0.16%

	
	Body weight1
	60 kg

	
	Inhalation rate1 
	1.25 m3/h

	
	Dermal absorption :

Cypermethrin4
	70%

	
	Potential dermal exposure on hands (no gloves)3
	800 mg/min

	
	Indicative inhalation exposure (non-volatile compounds)2
	0.57 mg/min

	
	Exposure duration2
	80 min/event

	
	Number of events per day2
	1 event /days

	Tier 2 

(PPE - gloves) 
	Indicative dermal exposure on hands (inside  gloves)2
	8.0 mg/min

	
	
	

	
	
	


1 Biocide Human Health Exposure Methodology, version 1, October 2015

2 Recommendation no. 6 of the BPC Ad hoc Working Group on Human Exposure, Methods and models to assess exposure to biocidal products in different product types, version 3, February 2017

3 Calculated according HEEG opinion on the assessment of Potential & Actual Hand Exposure, 2008, using a multiplication factor of 100 for the conversion of actual to potential hand exposure. 

4 Default value EFSA guidance on dermal absorption
Calculations for Scenario 3

Please for details calculations refer to the provided Excel file.

	Estimated exposure from application of product by borehole impregnation

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated inhalation uptake

(µg/kg bw/d)
	Estimated dermal uptake

(µg/kg bw/d)
	Estimated oral uptake

(µg/kg bw/d)
	Estimated total uptake

(µg/kg bw/d)

	Scenario 3 – application of product by borehole impregnation
	1 /No PPE
	Cypermethrin
	0,025
	1194.67
	-
	1194.69

	
	2 / Gloves
	Cypermethrin
	0,025
	11.95
	-
	11.97

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Scenario 4: Primary exposure - Post-application, Cleaning of the brush equipment 

	Description of Scenario 4 : post-application, Cleaning of the equipment

	The used scenario concerns the process of washing out of a brush according to HEEG opinion no. 11 - Primary exposure scenario – washing out of a brush which has been used to apply a paint, as proposed in Recommendation no. 6 of the BPC Ad hoc Working Group on Human Exposure, Version 4, page 45.

	
	Parameters
	Value

	Tier 1 

(No PPE)
	% of active substance in the biocidal product

Cypermethrin
	0.16%

	
	Body weight1
	60 kg

	
	Inhalation rate1 
	1.25 m3/h

	
	Dermal absorption :

Cypermethrin2
	70%

	
	Density of paint
	0.8244 g/ml

	
	HEEG opinion 11 - Exposure model Primary exposure scenario - washing out of a brush which has been used to apply a paint3
Annex - General exposure calculator for washing out of brushes
	Relevant parameters available in the annex.

Excel calculator sheet.  

	
	Relative penetration of clothing (no PPE considered)1 
	100%

	Tier 2 (PPE – gloves)
	Relative penetration of :

– gloves1
	10 %


1 Biocide Human Health Exposure Methodology, version 1, October 2015

2Default value EFSA guidance on dermal absorption
3 Recommendation no. 6 of the BPC Ad hoc Working Group on Human Exposure, Methods and models to assess exposure to biocidal products in different product types, version 4, May 2020 + HEEG opinion no. 11.

Calculations for Scenario 4

Please for details calculations refer to annex.

	Estimated exposure from cleaning of the equipment 

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated inhalation uptake

(µg/kg bw/d)
	Estimated dermal uptake

(µg/kg bw/d)
	Estimated oral uptake

(µg/kg bw/d)
	Estimated total uptake

(µg/kg bw/d)

	Scenario 2 – post-application, Cleaning of the equipment
	1 /No PPE
	Cypermethrin
	/
	2.03
	/
	2.03

	
	2/ Gloves 
	Cypermethrin
	/
	0.20
	/
	0.20


Scenario 5: Primary exposure - Post-application, Cleaning of the spray/injection equipment 

	Description of Scenario 5 : post-application, Cleaning of the spray equipment

	This scenario is based on information provided in the document Biocides Human Health Exposure Methodology (Oct. 2015) and on Recommendation no. 4 of the BPC Ad hoc Working Group on Human Exposure, Cleaning of spray equipment in antifouling use (PT21), agreed at the Human Health Working Group IV on 17 September 2014. 

It assessed the cleaning of the spray equipment. 

In a tier 2, PPE are taken into consideration into the model :  

· Gloves  (Tier 2a)

· impermeable coveralls (Tier 2b)

· 

	
	Parameters
	Value

	Tier 1 

(No PPE)
	% of active substance in the biocidal product

Cypermethrin
	0.16%

	
	Body weight1
	60 kg

	
	Inhalation rate1 
	1.25 m3/h

	
	Dermal absorption :

Cypermethrin3
	70%

	
	Indicative dermal exposure on hands (no gloves)2
	35.87 µL/min = 29.57 mg/min (considering a density of 0.8244)

	
	Indicative dermal exposure on body (no protection)2 
	19.28 µL/min = 15.89 mg/min (considering a density of 0.8244)

	
	Exposure duration2
	20 min/event

	
	Relative penetration of clothing (no PPE considered)1 
	100%

	
	Number of events per day2
	1 event /days

	Tier 2 a

(PPE - gloves) 
	Relative penetration of gloves – gloves1
	10 %

	Tier 2 b (PPE – gloves and impermeable coveralls)
	Relative penetration of clothing – impermeable coveralls1
	5 %

	
	
	


1 Biocide Human Health Exposure Methodology, version 1, October 2015

2 Recommendation no. 4 of the BPC Ad hoc Working Group on Human Exposure, Cleaning of spray equipment in antifouling use (PT21), agreed at the Human Health Working Group IV on 17 September 2014

3 Default value EFSA guidance on dermal absorption
Calculations for Scenario 5
Please for details calculations refer to the provided Excel file.

	Estimated exposure from cleaning of the spray equipment

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated inhalation uptake

(µg/kg bw/d)
	Estimated dermal uptake

(µg/kg bw/d)
	Estimated oral uptake

(µg/kg bw/d)
	Estimated total uptake

(µg/kg bw/d)

	Scenario 5 – post-application, Cleaning of the spray equipment
	1 /No PPE
	Cypermethrin
	-
	16.97
	-
	16,97

	
	2a / Gloves
	Cypermethrin
	-
	7.04
	-
	7.04

	
	2b / Gloves + impermeable coveralls
	Cypermethrin
	-
	1.40
	-
	1.40

	
	
	
	
	
	
	


Combined scenarios: Primary exposure of professional users
	Combined systemic exposure during brushing and cleaning scenarios (use 1)

	Scenarios combined
	Tier/PPE
	Active substance
	Estimated total uptake

(µg / kg bw)

	Scenarios 

1 + 4


	1 /No PPE
	Cypermethrin
	27.6

	Scenarios 

1 + 4
	2 /Gloves + coated coveralls
	Cypermethrin
	2.8

	Combined systemic exposure during brushing, injection and cleaning scenarios (use 2)

	Scenarios combined
	Tier/PPE
	Active substance
	Estimated total uptake

(µg / kg bw)

	Scenarios 

1 + 3 + 4


	1 /No PPE
	Cypermethrin
	1222.3

	Scenarios 

1 + 3 + 4
	2 /Gloves + coated coveralls
	Cypermethrin
	14.77


	Combined systemic exposure during spraying and cleaning scenarios (use 1)

	Scenarios combined
	Tier/PPE
	Active substance
	Estimated total uptake

(µg / kg bw)

	Scenarios 

2 + 5

	1 /No PPE
	Cypermethrin
	759.57

	Scenarios 

2 + 5
	2a / Gloves
	Cypermethrin
	353.54

	Scenarios 

2 + 5
	2b / Gloves + impermeable coveralls
	Cypermethrin
	33

	Scenarios 

2 + 5
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	30.5

	Combined systemic exposure during spraying, injection and cleaning scenarios (use 2)

	Scenarios combined
	Tier/PPE
	Active substance
	Estimated total uptake

(µg / kg bw)

	Scenarios 

2 + 3 + 5

	1 /No PPE
	Cypermethrin
	1954.26

	Scenarios 

2 + 3 + 5
	2a / Gloves
	Cypermethrin
	365.51

	Scenarios 

2 + 3 + 5
	2b / Gloves + impermeable coveralls
	Cypermethrin
	44.97

	Scenarios 

2 + 3 + 5
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	42.45


Scenario 6: Secondary exposure: Professional – sanding treated wood posts

	Description of Scenario 6 – Professional – sanding treated wood posts

	Professional – sanding treated wood (chronic exposure)
Exposure of professional towards dust during sanding of treated wood was estimated using the example calculation provided in the TNsG on Human Exposure (2002) Part 3, Page 50.

Concentration of active substance in the wood dust =       Total deposit of product into respiratory track / task x % of active substance in the biocidal product

Active substance concentration on hand =    Total deposit of product on hands/ task x % of active substance in the biocidal product

Exposureinhalation
=
Concentration of active substance in the wood dust x Inhalatory uptake / Body weight

Exposuredermal
=
Active substance concentration on hand x Dermal uptake / Body weight

Total systemic exposure = Exposuredermal + Exposureinhalation

	
	Parameters
	Value

	Tier 1


	Size of the treated wood

Volume wooden post1: 4 cm x 4 cm x 250 cm = 4000 cm3
Surface area wooden post: 4032 cm2, if the surface area of the 2 ends of the post is included

Volume of treated wood in the post: 393 cm3 (superficial treatment, only penetration in the 1 mm outermost layer: volume of the post – volume of the untreated inner core of the post = 4x4x250 -3.8x3.8x249.8 = 393 cm3).
	393 cm3 

	
	Biocidal product concentration in the outer 1 mm layer

Product specific information: application rate XILIX GEL BS /worst case = 300 g/m² 

The default values of the surface of treated wood is 4032 cm2 

The biocidal product concentration on a 4032 cm2 layer is 30 mg/cm2 x 4032 cm2 = 120960 mg per 4032 cm2
We have the default values of the size of treated wood: 4032 cm2 which corresponds to 393 cm3 (superficial treatment), thus the concentration biocidal product per volume unit is 120960 /393 cm3 = 307.786 mg/cm3.
	307.786 mg bp/cm3

	
	% of active substance in the biocidal product

Cypermethrin
	0.16%

	
	Exposureinhalation

	
	Inhalation rate2
	1.25 m3/h

	
	Body weight adult2
	60 kg

	
	Exposure for wood dust during sanding for 60 min1
	5 mg/m3

	
	Duration of the work
	360 minutes (6 hours)

	
	Density of wood3
	0.4 g/cm3

	
	Volume of wood dust
	37.5.10-3/0.4= 0.09375 cm3

	
	Total deposit of biocidal product into respiratory track 

Inhaled wood dust amount : inhalation rate x duration of the work (hours) x exposure for wood dust during sanding for 6 hours = 1.25 x 6 x 5= 37.5 mg

Volume of wood dust : Inhaled wood dust amount (g) / density of wood = 37.5x10-3/0.4=0.09375 cm3
Total deposit of biocidal product into respiratory track : Volume of wood dust x Biocidal product concentration in the outer 1 mm layer = 0.09375 x 307.786 = 28.85mg 
	28.85mg bp

	
	Inhalatory uptake
	100%

	
	Exposuredermal

	
	Hand inner surface area (half of both hands area2)
	410 cm2

	
	% of hand contaminated during sanding4
	20%

	
	Biocidal product concentration on wood surface 
	30 mg bp /cm2

	
	Transfer coefficient (rough sawn wood, dried fluid)2
	2%

	
	Dermal absorption :

Cypermethrin5
	70%

	
	Total deposit of biocidal product on hands/ task

Biocidal product concentration on wood surface x Hand inner surface area x % of hand contaminated during sanding x Transfer coefficient (%) : 30 mg/cm2 x 410 cm2 x 20/100 x 2/100 = 49.2 mg
	49.2 mg bp




1 TNsG on Human Exposure (2002) Part 3, Page 50

2 Biocides Human Health Exposure Methodology, Oct 2015

3 MOTA, 2013 from TM III 2008

4 TNsG 2002, User Guidance version 1, p52
5 Default value EFSA guidance on dermal absorption
Calculations for Scenario 6 : Professional – sanding treated wood posts

Please for details calculations refer to the provided Excel file.

	Estimated exposure from sanding treated wood posts for professional (chronic exposure)

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated inhalation uptake

(µg/kg bw/d)
	Estimated dermal uptake

(µg/kg bw/d)
	Estimated oral uptake

(µg/kg bw/d)
	Estimated total uptake

(µg/kg bw/d)

	Scenario 6 : Professional – sanding treated wood posts (chronic exposure)
	Tier 1

No PPE
	Cypermethrin
	0,769
	0,918
	-
	1,688


b) Scenarios for PT18

Scenario 10: Primary exposure - application of product by spraying for PT18
	Since the application by spraying can be downward and overhead, and since the pressure is maximum 5 bars (according to the applicant), the most relevant scenario is the same as for PT8: 

Professional spray treatment – Spraying model 2 – Task: Mixing and loading liquids in reservoir for powered spray application at 4 to 7 bar pressure as a coarse or medium spray, indoors, overhead and downwards. 

Mixing and Loading is included into the model. 
The exposure duration was estimated to 120 min.
In a tier 2, PPE are taken into consideration into the model :  

· Gloves  (Tier 2a)

· impermeable coveralls (Tier 2b)

· Respiratory protective equipment (Tier 2c) – filtering half masks FFP1


	
	Parameters
	Value

	Tier 1 

(No PPE)
	% of active substance in the diluted biocidal product

Cypermethrin
	0.16%

	
	Body weight1
	60 kg

	
	Inhalation rate1 
	1.25 m3/h

	
	Dermal absorption :

Cypermethrin3
	70%

	
	Indicative dermal exposure on hands (no gloves)2
	273 mg/min

	
	Indicative dermal exposure on body (no protection)2 
	222 mg/min

	
	Indicative inhalation exposure (non-volatile compounds)2
	76 mg/min

	
	Exposure duration
	120 min/event

	
	Relative penetration of clothing (no PPE considered)1 
	100%

	
	Number of events per day2
	2 events /days

	Tier 2 a

(PPE - gloves) 
	Indicative dermal exposure on hands (inside  gloves)2
	7.8 mg/min

	Tier 2 b (PPE – gloves and impermeable coveralls
	Relative penetration of clothing – impermeable coveralls1
	5 %

	Tier 2 c (PPE – gloves, impermeable coveralls and respiratory protective equipment
	Relative penetration of respiratory protection – filtering half masks / FFP11
	25 %


1 Biocide Human Health Exposure Methodology, version 1, October 2015

2 Recommendation no. 6 of the BPC Ad hoc Working Group on Human Exposure, Methods and models to assess exposure to biocidal products in different product types, version 3, February 2017

3 Default value EFSA guidance on dermal absorption
Calculations for Scenario 10
Please for details calculations refer to the provided Excel file.

	Estimated exposure from application of product by spraying

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated inhalation uptake

(µg/kg bw/d)
	Estimated dermal uptake

(µg/kg bw/d)
	Estimated oral uptake

(µg/kg bw/d)
	Estimated total uptake

(µg/kg bw/d)

	Scenario 10 – application of product by spraying
	1 /No PPE
	Cypermethrin
	10.13
	2217.6
	-
	2227.7

	
	2a / Gloves
	Cypermethrin
	10.13
	1029.5
	-


	1039.6

	
	2b / Gloves + impermeable coveralls
	Cypermethrin
	10.13
	84.7
	-
	94.8

	
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	2.53
	84.7
	-
	87.2


Combined scenarios: Primary exposure of professional users

	Summary table: combined systemic exposure during spraying for PT18 and cleaning scenarios

	Scenarios combined
	Tier/PPE
	Active substance
	Estimated total uptake

(µg / kg bw)

	Scenarios 

10 + 5

	1 /No PPE
	Cypermethrin
	2244.7

	Scenarios 

10 + 5
	2a / Gloves
	Cypermethrin
	1046.6

	Scenarios 

10 + 5
	2b / Gloves + impermeable coveralls
	Cypermethrin
	96.2

	Scenarios 

10 + 5
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	88.6


Non-professional exposure 

Secondary exposure

Scenario 7: Secondary exposure: Adult – Processing treated dried wood

	Description of Scenario 7 – Processing treated dried wood – General public

	Adult non-professional – sanding treated wood (acute exposure)
Exposure of professional towards dust during sanding of treated wood was estimated using the example calculation provided in the TNsG on Human Exposure (2002) Part 3, Page 50.

Concentration of active substance in the wood dust =       Total deposit of product into respiratory track / task x % of active substance in the biocidal product

Active substance concentration on hand =    Total deposit of product on hands/ task x % of active substance in the biocidal product

Exposureinhalation
=
Concentration of active substance in the wood dust x Inhalatory uptake / Body weight

Exposuredermal
=
Active substance concentration on hand x Dermal uptake / Body weight

Total systemic exposure = Exposuredermal + Exposureinhalation

	
	Parameters
	Value

	Tier 1


	Size of the treated wood

Volume wooden post1: 4 cm x 4 cm x 250 cm = 4000 cm3
Surface area wooden post: 4032 cm2, if the surface area of the 2 ends of the post is included

Volume of treated wood in the post: 393 cm3 (superficial treatment, only penetration in the 1 mm outermost layer: volume of the post – volume of the untreated inner core of the post = 4x4x250 -3.8x3.8x249.8 = 393 cm3).
	393 cm3 

	
	Biocidal product concentration in the outer 1 mm layer

Product specific information: application rate XILIX GEL BS /worst case = 300 g/m² 

The default values of the surface of treated wood is 4032 cm2 

The biocidal product concentration on a 4032 cm2 layer is 30 mg/cm2 x 4032 cm2 = 120960 mg per 4032 cm2
We have the default values of the size of treated wood: 4032 cm2 which corresponds to 393 cm3 (superficial treatment), thus the concentration biocidal product per volume unit is 120960 /393 cm3 = 307.786 mg/cm3.
	307.786 mg bp/cm3

	
	% of active substance in the biocidal product

Cypermethrin
	0.16%

	
	Exposureinhalation

	
	Inhalation rate2
	1.25 m3/h

	
	Body weight adult2
	60 kg

	
	Exposure for wood dust during sanding for 60 min1
	5 mg/m3

	
	Duration of the work
	60 minutes (1 hour)

	
	Density of wood3
	0.4 g/cm3

	
	Volume of wood dust
	6.25.10-3/0.4= 0.015625 cm3

	
	Total deposit of biocidal product into respiratory track 

Inhaled wood dust amount : inhalation rate x duration of the work (hours) x exposure for wood dust during sanding for 6 hours = 1.25 x 1 x 5= 6.25 mg

Volume of wood dust : Inhaled wood dust amount (g) / density of wood = 6.25x10-3/0.4=0.015625 cm3
Total deposit of biocidal product into respiratory track : Volume of wood dust x Biocidal product concentration in the outer 1 mm layer = 0.015625 x 307.786 = 4.81mg
	4.81 mg bp

	
	Inhalatory uptake
	100%

	
	Exposuredermal

	
	Hand inner surface area (half of both hands area2)
	410 cm2

	
	% of hand contaminated during sanding4
	20%

	
	Biocidal product concentration on wood surface 
	30 mg bp /cm2

	
	Transfer coefficient (rough sawn wood, dried fluid)2
	2%

	
	Dermal absorption :

Cypermethrin5
	70%

	
	Total deposit of biocidal product on hands/ task

Biocidal product concentration on wood surface x Hand inner surface area x % of hand contaminated during sanding x Transfer coefficient (%) : 30 mg/cm2 x 410 cm2 x 20/100 x 2/100 = 49.2 mg
	49.2 mg bp




1 TNsG on Human Exposure (2002) Part 3, Page 50

2 Biocides Human Health Exposure Methodology, Oct 2015

3 MOTA, 2013 from TM III 2008

4 TNsG 2002, User Guidance version 1, p52
5 Default value EFSA guidance on dermal absorption
Calculations for Scenario 7 : Processing treated dried wood – General public

Please for details calculations refer to the provided Excel file.

	Estimated exposure from Processing treated dried wood – General public

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated inhalation uptake

(µg/kg bw/d)
	Estimated dermal uptake

(µg/kg bw/d)
	Estimated oral uptake

(µg/kg bw/d)
	Estimated total uptake

(µg/kg bw/d)

	Scenario 7 : Processing treated dried wood – General public (adult - acute exposure)
	Tier 1

No PPE
	Cypermethrin
	0.128
	0.918
	-
	1.047


Scenario 8 - Toddler chewing wood off-cut  
	Description of Scenario 8 – Toddler chewing wood off-cut

	Toddler, general public – Toddler chewing wood off-cut (acute exposure)
The relevant exposure route is oral. This is an incidental event and the exposure duration is therefore best described as acute. This scenario is considered to represent the worst case for secondary oral exposure

Exposure of toddler chewing wood off-cut was estimated using the example calculation provided in the TNsG on Human Exposure (2002) Part 3, Page 50.

Maximum absorption of active substance = Application rate XILIX GEL BS x % of active substance in the biocidal product

Extraction from wood = Maximum absorption of active substance x Surface area of the wood chip

Systemic exposure = Extraction From wood x Extraction of active substance when chewing x Oral uptake / Body weight

	
	Parameters
	Value

	Tier 1


	Size of the wood chip1
Volume: 4 cm x 4 cm x 1 cm= 16 cm3
Surface area: 48 cm2 (worst case = treated at 2 sides of the chips) 
	16 cm3 

48 cm2

	
	% of active substance in the biocidal product

Cypermethrin
	0.16%

	
	Application rate XILIX GEL BS / worst case = 300 g/m² 
	30 mg/ cm2

	
	Extraction of active substance when chewing1
	10%

	
	Oral uptake
	100%

	
	Body weight toddler2
	10 kg


1 TNsG 2002, User Guidance version 1, p56

2 Biocides Human Health Exposure Methodology, Oct 2015

Calculations for Scenario 8 : Toddler chewing wood off-cut

Please for details calculations refer to the provided Excel file.

	Estimated exposure from Toddler chewing wood off-cut

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated inhalation uptake

(µg/kg bw/d)
	Estimated dermal uptake

(µg/kg bw/d)
	Estimated oral uptake

(µg/kg bw/d)
	Estimated total uptake

(µg/kg bw/d)

	Scenario 8 : Toddler chewing wood off-cut (toddler - acute exposure)
	Tier 1

No PPE
	Cypermethrin
	-
	-
	23.04
	23.04


Scenario 9 – Toddler– playing on and mouthing weathered structure outdoors 

	Description of Scenario 9 – Toddler– playing on and mouthing weathered structure outdoors

	Toddler, general public – Toddler– playing on and mouthing weathered structure outdoors (chronic exposure)
The relevant exposure routes are dermal and oral. Duration can be up to chronic, assuming that playing in the environment may happen daily. This scenario is considered to represent the worst case for secondary chronic exposure.

Exposure of toddler playing on and mouthing weathered structure outdoors the example calculation provided in the TNsG on Human Exposure (2002) Part 3, Page 50.

Active concentration on hand = Application rate XILIX GEL BS x % of active substance in the biocidal product x Hand surface area x % of hand contaminated x Transfer coefficient

Exposuredermal
=
Active substance concentration on hand x Dermal uptake / Body weight

Exposureoral
=
Active substance concentration on hand x Oral uptake / Body weight

Total systemic exposure = Exposuredermal + Exposureoral



	
	Parameters
	Value

	Tier 1
	Application rate XILIX GEL BS / worst case = 300 g/m² 
	30 mg/ cm2

	
	% of active substance in the biocidal product

Cypermethrin
	0.16%

	
	Hand surface area2 
	230.4 cm2

	
	% of hand contaminated1
	20%

	
	Transfer coefficient (rough sawn wood, dried fluid)2
	2%

	
	Dermal absorption :

Cypermethrin

	70%


	
	Oral uptake
	100%

	
	Body weight2
	10 kg


1 TNsG 2002, User Guidance version 1, p53

2 Biocides Human Health Exposure Methodology, Oct 2015

3 Default value EFSA guidance on dermal absorption
Calculations for Scenario 9 : Toddler– playing on and mouthing weathered structure outdoors

Please for details calculations refer to the provided Excel file.

	Estimated exposure from toddler playing on and mouthing weathered structure outdoors

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated inhalation uptake

(mg/kg bw/d)
	Estimated dermal uptake

(mg/kg bw/d)
	Estimated oral uptake

(mg/kg bw/d)
	Estimated total uptake

	Scenario 9 : Toddler playing on and mouthing weathered structure outdoors (toddler - chronic exposure)
	Tier 1

No PPE
	Cypermethrin
	-
	3.097
	4.424
	7.520


Monitoring data

Not applicable

Dietary exposure

No exposure is foreseen as regards to the intended use of the product. 

Information of non-biocidal use of the active substance

Cypermethrin
	Summary table of other (non-biocidal) uses

	
	Sector of use
	Intended use
	Reference value(s) 

	1.
	Plant protection product (PPP) 


	Cypermethrnin is approuved. 

((EU) 2021/2049)
	MRL : 0.05 – 3 mg/kg1

MRL range of different crops and products of animal origin

	2.
	veterinary medicinal product
	Antiparasitic agents/Agents against ectoparasites
	MRL : 20 - 200 μg/kg2

MRL for food producing species (Bovine) 


1 Reg. (EU) 2017/626 of 31 March 2017 amending Annexes II and III to Regulation (EC) No 396/2005 of the European Parliament and of the Council as regards maximum residue levels for acetamiprid, cyantraniliprole, cypermethrin, cyprodinil, difenoconazole, ethephon, fluopyram, flutriafol, fluxapyroxad, imazapic, imazapyr,
lambda-cyhalothrin, mesotrione, profenofos, propiconazole, pyrimethanil, spirotetramat, tebuconazole, triazophos and trifloxystrobin in or on certain products.

2 Reg. (EU) 37/2010 on pharmacologically active substances and their classification regarding maximum residue limits in foodstuffs of animal origin.
Exposure associated with production, formulation and disposal of the biocidal product

Occupational exposure during production and formulation of biocidal product is not covered by the BPR. It is expected that production and formulation are performed in conformity with European and national worker protection legislation.

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
	Active substance
	Estimated total uptake

(µg / kg bw)

	1. Professional - Brushing
	Professionals – Primary exposure
	1/No PPE
	Cypermethrin
	25.60

	
	Professionals – Primary exposure
	2/PPE : Gloves + coated coveralls 
	Cypermethrin
	2.6

	2. application of product by spraying
	Professionals – Primary exposure
	1 /No PPE
	Cypermethrin
	742.6

	
	Professionals – Primary exposure
	2a / Gloves
	Cypermethrin
	346.5

	
	Professionals – Primary exposure
	2b / Gloves + impermeable coveralls
	Cypermethrin
	31.6

	
	Professionals – Primary exposure
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	29.1

	3. application of product by borehole pressure impregnation
	Professionals – Primary exposure
	1 /No PPE
	Cypermethrin
	1194.69

	
	Professionals – Primary exposure
	2 / Gloves
	Cypermethrin
	11.97

	
	
	
	
	

	
	
	
	
	

	4. post-application, Cleaning of the brush equipment
	Professionals – Primary exposure
	1 /No PPE
	Cypermethrin
	2.03

	
	Professionals – Primary exposure
	2 / Gloves 
	Cypermethrin
	0.2

	5. post-application, Cleaning of the spray equipment
	Professionals – Primary exposure
	1 /No PPE
	Cypermethrin
	16.97

	
	Professionals – Primary exposure
	2a / Gloves
	Cypermethrin
	7.04

	
	Professionals – Primary exposure
	2b / Gloves + impermeable coveralls
	Cypermethrin
	1.40

	
	
	
	
	

	Combined exposure 

Scenarios 

1+4
	Professionals – Primary exposure
	1 /No PPE
	Cypermethrin
	27.6

	
	Professionals – Primary exposure
	2 / Gloves + coated coveralls
	Cypermethrin
	2.8

	Combined exposure 

Scenarios 

1+3+4
	Professionals – Primary exposure
	1 /No PPE
	Cypermethrin
	1222.3

	
	Professionals – Primary exposure
	2 / Gloves + coated coveralls
	Cypermethrin
	14.77

	Combined exposure 

Scenarios 

2+5
	Professionals – Primary exposure
	1 /No PPE
	Cypermethrin
	759.57

	
	Professionals – Primary exposure
	2a / Gloves
	Cypermethrin
	353.54

	
	Professionals – Primary exposure
	2b / Gloves + impermeable coveralls
	Cypermethrin
	33

	
	Professionals – Primary exposure
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	30.5

	Combined exposure 

Scenarios 

2+3+5
	Professionals – Primary exposure
	1 /No PPE
	Cypermethrin
	1954.26

	
	Professionals – Primary exposure
	2a / Gloves
	Cypermethrin
	365.51

	
	Professionals – Primary exposure
	2b / Gloves + impermeable coveralls
	Cypermethrin
	44.97

	
	Professionals – Primary exposure
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	42.45

	6. Professional – sanding treated wood posts
	Professionals – Secondary exposure
	1 /No PPE
	Cypermethrin
	1.688

	7. Non- professional - processing

Treated dried wood
	General public (adults) – secondary acute exposure 
	1 /No PPE
	Cypermethrin
	1.047

	8. Chewing wood off-cut
	General public (toddlers) – secondary acute exposure
	1 /No PPE
	Cypermethrin
	23.04

	9. Playing and mouthing playground structure
	General public (toddlers) – secondary chronic exposure
	1 /No PPE
	Cypermethrin
	7.520

	10. application of product by spraying
	Professionals – Primary exposure
	1 /No PPE
	Cypermethrin
	2227.7

	
	Professionals – Primary exposure
	2a / Gloves
	Cypermethrin
	1039.6

	
	Professionals – Primary exposure
	2b / Gloves + impermeable coveralls
	Cypermethrin
	94.8

	
	Professionals – Primary exposure
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	87.2

	Combined exposure 

Scenarios 

10+5
	Professionals – Primary exposure
	1 /No PPE
	Cypermethrin
	2244.7

	
	Professionals – Primary exposure
	2a / Gloves
	Cypermethrin
	1046.6

	
	Professionals – Primary exposure
	2b / Gloves + impermeable coveralls
	Cypermethrin
	96.2

	
	Professionals – Primary exposure
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	88.6


2.2.6.3 Risk characterisation for human health

AEL used in risk characterisation:

	Active substance
	Term
	AEL 

(µg/ kg bw)
	Reference

	Cypermethrin 
	Acute
	88
	Cypermethrin assessment report for PT 18, Belgium, February 2017

	Cypermethrin 
	Long-term
	22
	Cypermethrin assessment report for PT 18, Belgium, February 2017


ADI = 0.05 mg/kg bw/day
ARfD = 0.2 mg/kg bw/day
Risk for industrial users

No exposure is foreseen. Risk is not applicable.  

Risk for professional users

Systemic effects 

	Risk characterisation from application of product by brushing

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated total uptake

(µg/kg bw/d)
	AEL 

µg/ kg bw
	[image: image16.png]



	Acceptable 

(Yes/No)

	Scenario 1 – application of product by brushing
	1 / No PPE
	Cypermethrin
	25.60
	22
	1.16
	No

	
	2 / Gloves + coatedcoveralls
	Cypermethrin
	2.6
	22
	0.12
	Yes


	Risk characterisation from application of product by spraying

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated total uptake

(µg/kg bw/d)
	AEL 

µg/ kg bw
	[image: image17.png]



	Acceptable 

(Yes/No)

	Scenario 2 – application of product by spraying
	1 /No PPE
	Cypermethrin
	742.6
	22
	33.75
	No

	
	2a / Gloves
	Cypermethrin
	346.5
	22
	15.75
	No

	
	2b / Gloves + impermeable coveralls
	Cypermethrin
	31.6
	22
	1.44
	No

	
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	29.1
	22
	1.32
	No


	Risk characterisation from application of product by borehole impregnation

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated total uptake

(µg/kg bw/d)
	AEL 

µg/ kg bw
	[image: image18.png]



	Acceptable 

(Yes/No)

	Scenario 3 – application of product by borehole impregnation
	1 /No PPE
	Cypermethrin
	1194.69
	22
	54.3
	No

	
	2 / Gloves
	Cypermethrin
	11.97
	22
	0.54
	Yes

	
	
	
	
	
	
	

	
	
	
	
	
	
	


	Estimated exposure from cleaning of the brush equipment

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated total uptake

(µg/kg bw/d)
	AEL 

µg/ kg bw
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	Acceptable 

(Yes/No)

	Scenario 4 – post-application, Cleaning of the spray equipment
	1 /No PPE
	Cypermethrin
	2.03
	22
	0.09
	Yes

	
	2 / Gloves + 
	Cypermethrin
	0.2
	22
	0.009
	Yes


	Estimated exposure from cleaning of the spray equipment

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated total uptake

(µg/kg bw/d)
	AEL 

µg/ kg bw
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	Acceptable 

(Yes/No)

	Scenario 5 – post-application, Cleaning of the spray equipment
	1 /No PPE
	Cypermethrin
	16.97
	22
	0.77
	Yes

	
	2a / Gloves
	Cypermethrin
	7.04
	22
	0.32
	Yes

	
	2b / Gloves + impermeable coveralls
	Cypermethrin
	1.40
	22
	0.064
	Yes

	
	
	
	
	
	
	


	Risk characterisation from application of product by spraying for PT18

	Exposure scenario
	Tier/PPE
	Active substance
	Estimated total uptake

(µg/kg bw/d)
	AEL 

µg/ kg bw
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	Acceptable 

(Yes/No)

	Scenario 10 – application of product by spraying for PT18
	1 /No PPE
	Cypermethrin
	2227.7
	22
	101.3
	No

	
	2a / Gloves
	Cypermethrin
	1039.6
	22
	47.3
	No

	
	2b / Gloves + impermeable coveralls
	Cypermethrin
	94.8
	22
	4.3
	No

	
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	87.2
	22
	3.96
	No


Combined scenarios
	Risk characterisation from combined systemic exposure during brushing and cleaning scenarios

	Scenarios combined
	Tier/PPE
	Active substance
	Estimated total uptake

(µg / kg bw)
	AEL 

µg/ kg bw
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	Acceptable 

(Yes/No)

	Scenarios 

1 + 4 
	1 /No PPE
	Cypermethrin
	27.6
	22
	1.25
	No

	Scenarios 

1 + 4
	2 / Gloves + coated coveralls
	Cypermethrin
	2.8
	22
	0.13
	Yes


	Risk characterisation from combined systemic exposure during brushing, injection and cleaning scenarios

	Scenarios combined
	Tier/PPE
	Active substance
	Estimated total uptake

(µg / kg bw)
	AEL 

µg/ kg bw
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	Acceptable 

(Yes/No)

	Scenarios 

1 + 3 + 4 
	1 /No PPE
	Cypermethrin
	1222.3
	22
	55.56
	No

	Scenarios 

1 + 3 + 4
	2 / Gloves + coated coveralls
	Cypermethrin
	14.77
	22
	0.67
	Yes


	Risk characterisation from combined systemic exposure during spraying and cleaning scenarios

	Scenarios combined
	Tier/PPE
	Active substance
	Estimated total uptake

(µg / kg bw)
	AEL 

µg/ kg bw
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	Acceptable 

(Yes/No)

	Scenarios 

2 + 5 
	1 /No PPE
	Cypermethrin
	759.57
	22
	34.53
	No

	Scenarios 

2 + 5
	2a / Gloves
	Cypermethrin
	353.54
	22
	16.07
	No

	Scenarios 

2 + 5
	2b / Gloves + impermeable coveralls
	Cypermethrin
	33
	22
	1.5
	No

	Scenarios 

2 + 5
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	30.5
	22
	1.39
	No


	Risk characterisation from combined systemic exposure during spraying, injection and cleaning scenarios

	Scenarios combined
	Tier/PPE
	Active substance
	Estimated total uptake

(µg / kg bw)
	AEL 

µg/ kg bw
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	Acceptable 

(Yes/No)

	Scenarios 

2 + 3 + 5 
	1 /No PPE
	Cypermethrin
	1954.26
	22
	88.83
	No

	Scenarios 

2 + 3 + 5
	2a / Gloves
	Cypermethrin
	365.51
	22
	16.61
	No

	Scenarios 

2 + 3 + 5
	2b / Gloves + impermeable coveralls
	Cypermethrin
	44.97
	22
	2.04
	No

	Scenarios 

2 + 3 + 5
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	42.45
	22
	1.93
	No


	Risk characterisation from combined systemic exposure during spraying for PT18 and cleaning scenarios

	Scenarios combined
	Tier/PPE
	Active substance
	Estimated total uptake

(µg / kg bw)
	AEL 

µg/ kg bw
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	Acceptable 

(Yes/No)

	Scenarios 

10 + 5 
	1 /No PPE
	Cypermethrin
	2244.7
	22
	102
	No

	Scenarios 

10 + 5
	2a / Gloves
	Cypermethrin
	1046.6
	22
	47.6
	No

	Scenarios 

10 + 5
	2b / Gloves + impermeable coveralls
	Cypermethrin
	96.2
	22
	4.37
	No

	Scenarios 

10 + 5
	2c / Gloves + impermeable coveralls + filtering half masks (FFP11)
	Cypermethrin
	88.6
	22
	4.03
	No


Local effects

	Hazard
	Exposure
	Risk

	Hazard category
	Effects in terms of C&L
	Additional relevant hazard information
	PT
	Who is exposed
	Tasks, uses, processes
	Potential exposures route
	Frequency and duration of potential exposure
	Potential degree of exposure
	Relevant RMM & PPE
	Conclusion on risk
	Uncertainties attaced to conclusion may increase (↑) or decrease (↓) risk or both (↑↓)

	Skin sens 1  

DAM EYE 
	H317


	Skin Sens 1A 


	8 


	PROF USERS
	Application (brushing, spraying)
	Dermal, Inhalation 
	Frequency depending on the uses : 1 to several tasks/day


	Low (operated by professionnal users with protective equipment)
	with gloves and coverall


	Acceptable
	↓ PPE

↓ Professional user

↓ No direct contact expected 

↓ P sentences on the label




Considering the conclusion of the systemic risk assessment and P sentences linked to the classification, PPE are required. Therefore,  local risk assessment is considered acceptable.

Conclusion

Normal use of XILIX GEL BS by professionals has a sufficiently large safety margin for the scenarios 1 (brushing), 3 (injection), 4 and 5 (cleaning of the equipment) when using proper PPE (chemical resistant gloves, impermeable coverall, half mask) and taken alone. 
However, scenario 2 (spraying) alone has not a safe use and regarding the combined exposure, only the use 1 for Brushing and cleaning the brush and the use 2 for Brushing, injection and cleaning the brush have an acceptable risk when using proper PPE (chemical resistant gloves, coatedcoverall).
The risk is not acceptable for the use by spraying (alone or combined with cleaning and injection) and for PT18 use.

No risk is foreseen for the secondary exposure of professional sanding treated wood posts (chronic exposure). Refer to the following table regarding risk characterisation from secondary exposure.
Risk for non-professional users 

No exposure is foreseen. Risk is not applicable.
Risk for the general public 

Systemic effects 

	Risk characterisation from secondary exposure 

	Exposure scenario 
	Tier/PPE
	Active substance
	Estimated total uptake

(µg / kg bw)
	AEL 

µg/ kg bw
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	Acceptable 

(Yes/No)

	Scenario 6. Professionals – sanding treated wood posts
	1 /No PPE
	Cypermethrin
	1.688
	22
	0.077
	Yes

	Scenario 7. Adults - processing

Treated dried wood
	1 /No PPE
	Cypermethrin
	1.047
	88
	0.012
	Yes

	Scenario 8. 

Toddlers chewing wood off-cut
	1 /No PPE
	Cypermethrin
	23.04
	88
	0.26
	Yes

	Scenario 9. Toddlers playing and mouthing playground structure 
	1 /No PPE
	Cypermethrin
	7.520
	22
	0.34
	Yes


The potential contact to wet surfaces was not assessed here. 

Therefore, the following RMM was added to protect childrens:

“Keep children and pets away from treated surfaces until dried”

For adults it can be assumed that they generally avoid contact to wet treated surfaces. 

Local effects 

Local exposure is not relevant for secondary exposure to general public, since the concentrations of the SoC (which is classified skin sens) to which dermal contact occurs are reduced by the transfer coefficient of 2 % for dried fluids on rough sawn wood (TNsG, 2007).
Conclusion

Normal use of XILIX GEL BS has a sufficiently large safety margin for the secondary exposed general public (adults and toddlers), for acute and chronic phase exposure, for the separate scenarios 7, 8 and 9.

Risk for consumers via residues in food

No exposure is foreseen as regards to the intended use of the product. However the following RMM is highly adviced in order to avoid any misuses of the product: 

"Do not apply the product on wood which may come into contact with food, feedstuff or livestock”.

Risk characterisation from combined exposure to several active substances or substances of concern within a biocidal product 

Not relevant. 
2.2.7 Risk assessment for animal health

Exposure to active substance may occur for pets and domestic animal particularly in private area. However, due to the lack of appropriate guidance, exposure is assumed to be similar to these of toddlers and children and no specific measure is needed (except for cats and cold-blooded animals due to the presence of cypermethrin into the biocidal product). 

Cats are known to be more sensible to pyrethroids than others animals due to a slower metabolisation of these substances. Intoxication are very common and may be lethal. In order to protect cats, the following Risk Mitigation Measure must be added on the label:

“Contain cypermethrin (pyrethroids), may be lethal to cats. Cats must avoid contact with treated object/area”.  

In addition, pyrethroids, like cypermethrin, are especially toxic to cold-blooded animals. Therefore, the following Risk Mitigation Measure is mandatory on the label:

“Remove fish tanks and terrariums or protect them from exposure and disconnect their electrical devices.”
2.2.8 Risk assessment for the environment

The product XILIX GEL BS is a ready-to-use gelified emulsion for professional use in wood preservation (PT8) and to control wasps and wasps nests in formation (PT18). XILIX GEL BS contains Cypermethrin at 0.16% w/w.
The product is intended to be used for preventive and curative treatment against wood boring insects and termites for the use class 1 by in-situ surface application (brushing or spraying) and injection. For use to control wasps, the product is applied by spraying in frames and roof spaces which are not a living spaces.

The targeted wood includes softwood and hardwood. 

· Use class 1: situation in which the wood or wood-based product is inside a construction, not exposed to the weather and wetting

In addition to the active substance, the product contains other substances which can not be considered as substance of concern for the environment. Therefore the information provided for the inclusion of the active would be enough to performed an assessment of the biocidal product XILIX GEL BS.

According to the ESD for PT 8: Revised Emission Scenario Document for Wood preservatives (OECD series No. 2, 2013), for wood UC1 and UC2 the potential emissions from treated wood to the outer environment are considered negligible. Therefore, no quatitative evaluation of the risk following curative application of the biocidal product XILX GEL BS in situ by brushing, spraying or injection process has been performed. 

For the PT 18 application, the product XILIX GEL BS is applied only indoor in frames and roof spaces to control the installation of wasps and small wasp nests in formation. During the product application and during the service life of treated areas, there is no expected exposure of the product into the environmental compartments (soil, STP, surface water, …). Therefore, No environmental risk assessment for the PT 18 application is necessary following the use of the product.

The following chapter of this document has been left empty.

2.2.8.1 Effects assessment on the environment

Please refer to the CAR/AR for cypermethrin PT 8 / PT 18.

Information relating to the ecotoxicity of the biocidal product which is sufficient to enable a decision to be made concerning the classification of the product is required

Please refer to the CAR/AR for cypermethrin PT 8 / PT 18 . 

Further Ecotoxicological studies

No new data is available compared to CAR/AR (see 2.2.8).

Summary table - Further ecotoxicological studies
	Conclusion used in Risk Assessment – Further ecotoxicological studies

	Value/conclusion
	Not relevant (see 2.2.8)

	Justification for the value/conclusion
	-


Effects on any other specific, non-target organisms (flora and fauna) believed to be at risk (ADS)

No new data is available comparaid to CAR/AR (see 2.2.8).

	Conclusion used in Risk Assessment – Effects on specific, non-target organisms

	Value/conclusion
	Not relevant (see 2.2.8)

	Justification for the value/conclusion
	-


Supervised trials to assess risks to non-target organisms under field conditions

No new data is available comparaid to CAR/AR (see 2.2.8).

	Conclusion used in Risk Assessment – supervised trial to non-target organisms in field conditions

	Value/conclusion
	Not relevant (see 2.2.8)

	Justification for the value/conclusion
	-


Studies on acceptance by ingestion of the biocidal product by any non-target organisms thought to be at risk

No new data is available comparaid to CAR/AR (see 2.2.8).

	Conclusion used in Risk Assessment – Aceptance by ingestion by non-target organisms

	Value/conclusion
	Not relevant (see 2.2.8)

	Justification for the value/conclusion
	-


Secondary ecological effect e.g. when a large proportion of a specific habitat type is treated (ADS)

Not relevant (see 2.2.8).

Foreseeable routes of entry into the environment on the basis of the use envisaged

According to the ESD for PT 8: Revised Emission Scenario Document for Wood preservatives (OECD series No. 2, 2013), for wood UC1 and UC2 the potential emissions from treated wood to the outer environment are considered negligible.
Further studies on fate and behaviour in the environment (ADS)

No new data is available comparaid to CAR/AR (see 2.2.8).

	Conclusion used in Risk Assessment – Further studies on fate and behaviour in the environment

	Value/conclusion
	Not relevant (see 2.2.8)

	Justification for the value/conclusion
	-


Leaching behaviour (ADS)

The product is intended to be use in UC1. No leaching is expected following this use.

Testing for distribution and dissipation in soil (ADS)

No new data is available comparaid to CAR/AR (see 2.2.8).

	Conclusion used in Risk Assessment –Distribution and dissipation in soil

	Value/conclusion
	Not relevant (see 2.2.8)

	Justification for the value/conclusion
	-


Testing for distribution and dissipation in water and sediment (ADS)

No new data is available comparaid to CAR/AR (see 2.2.8).

	Conclusion used in Risk Assessment –distribution and dissipation in water and sediment

	Value/conclusion
	Not relevant (see 2.2.8)

	Justification for the value/conclusion
	-


Testing for distribution and dissipation in air (ADS)

No new data is available comparaid to CAR/AR (see 2.2.8).

	Conclusion used in Risk Assessment –distribution and dissipation in air

	Value/conclusion
	Not relevant (see 2.2.8)

	Justification for the value/conclusion
	-


If the biocidal product is to be sprayed near to surface waters then an overspray study may be required to assess risks to aquatic organisms or plants under field conditions (ADS)

The product is not intended to be sprayed near to surface waters.

If the biocidal product is to be sprayed outside or if potential for large scale formation of dust is given then data on overspray behaviour may be required to assess risks to bees and non-target arthropods under field conditions (ADS)

The product is not intended to be sprayed outside.
2.2.8.2 Exposure assessment

Emission estimation

No emission to environment is foreseen in UC 1.

Fate and distribution in exposed environmental compartments

No exposed environmental compartiment.
Calculated PEC values

Not relevant (see 2.2.8).

Primary and secondary poisoning

Not relevant (see 2.2.8).

2.2.8.3 Risk characterisation
Atmosphere

Conclusion: The emission to the atmosphere is not considered  relevant (see 2.2.8).
Sewage treatment plant (STP) 

Conclusion: The emission to STP is not considered relevant (see 2.2.8).
Aquatic compartment

Conclusion: The aquatic comptarment is not considered at risk for UC 1 ( see 2.2.8).
Terrestrial compartment 

Conclusion: The terrestrial compartment is not considered at risk for UC 1.
Groundwater

Not relevant for UC1.
Primary and secondary poisoning

Primary poisoning

Not relevant.

Secondary poisoning

Conclusion: Not considered relevant for UC1.
Mixture toxicity

Not relevant .
Aggregated exposure (combined for relevant emmission sources)

Not relevant (UC1).

	Overall conclusion on the risk assessment for the environment of the product

	The product Used in UC1 does not cause unacceptable risk for the environment.


2.2.9 Assessment of ED properties
The biocidal product does not contain any active substances having endocrine-disrupting properties. Based on the available information, no indications of endocrine-disrupting properties according to Regulation (EU) No 2017/2100, Regulation (EU) 2018/605 or Article 57(f) and 59(l) of Regulation (EC) No 1907/2006 were identified for the non-active substances contained in the biocidal product.

See confidential Annex.

2.2.10 Measures to protect man, animals and the environment

See relevant section of the SPC. 

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 
	Author

	Title

	Report No

	Owner Company

	Report date


	Viviane Cangerana Hilário
	Physical State, Appearance, Color, and Odor of

XILIX GEL BS (Lab2008_011)
	14914.001.053.20
	BERKEM Developpement
	04/09/2020

	Viviane Cangerana Hilário
	Low Temperature Stability of

	XILIX GEL BS (Lab2008_011)
	14914.173.018.20
	BERKEM Developpement
	04/09/2020

	Viviane Cangerana Hilário
	Thermal and air stability of

XILIX GEL BS (LAB2008_011)
	14914.020.051.20
	BERKEM Developpement
	08/09/2020

	Viviane Cangerana Hilário
	Determination of the pH value of XILIX GEL BS (Lab2008_011)
	14914.009.142.21
	BERKEM Developpement
	03/01/2022

	Viviane Cangerana Hilário
	Determination of the density of

XILIX GEL BS (Lab2008_011)
	14914.015.051.20
	BERKEM Developpement
	09/09/2020

	Viviane Cangerana Hilário
	Viscosity of

XILIX GEL BS (Lab2008_011)
	14914.017.026.20 
	BERKEM Developpement
	04/09/2020

	Viviane Cangerana Hilário
	Determination of the Surface Tension in Water of

XILIX GEL BS (Lab2008_011)
	14914.016.047.20
	BERKEM Developpement
	04/09/2020

	Jennyfer Cristina Gomes da Silva
	Purity of XILIX GEL BS (Lab2008_011) and

analytical method validation for active ingredient content Cypermethrin
	14914.003.095.20
	BERKEM Developpement
	10/09/2020

	Dr. R. Wegner
	Determination of active substance in test product Lab2008_011
	32/08/9137/04
	BERKEM
	03/11/2008

	Dr Eva-Maria Fennert

	Determination of the preventive action against recently hatched larvae zof Hylotrupes Bajulus L. according hto EN46 and EN73

	32/08/9137/01
	BERKEM 
	17/11/2008

	Dr Eva-Maria Fennert
	Determination of the preventive action against 
Reticulitermes Santonensis de Feytaud according hto EN118 and EN73
	32/08/9220/09
	BERKEM 
	23/07/2009

	Dr Eva-Maria Fennert
	Determination of the eradicant action against larvae Hylotrupes Bajulus L. according to EN1390
	32/08/9220/03A
	BERKEM 
	30/06/2009

	GUICHERD Aurélien
	Laboratory bioassay to determine the efficacy of XILIX GEL BS against wasps
	19BER004
	ADKALIS (Groupe BERKEM)
	06/06/2019

	Talita Gabriela Goia Abelha
	Corrosion to Metals of
XILIX GEL BS (Lab2008_011)
	BA-0071/21
	BERKEM Developpement
	16/09/2021

	Dr Eva-Maria Fennert
	Determination of the eradicant efficacy against Anobium punctatum  (De Geer) according to EN370 and EN73
	32/08/9137/03
	BERKEM 

	15/07/2009


	Laurent Cubizolles 
	Long term storage stability test (12 months) of XILIX GEL BS
	BK_2021_LTSS_XILIXGELBS_12_2021
	BERKEM Developpement

	07/12/2021


	Jennyfer Cristina Gomes da Silva
	Purity of XILIX GEL BS (Lab2008_011) and

analytical method validation for active ingredient content Cypermethrin
	Amendment nº 01 to the Final Report 14914.003.095.20
	BERKEM Developpement

	28/12/2021


	


3.2 Output tables from exposure assessment tools

For Human health:

[image: image28.emf]Hum-exp.xls


3.3 New information on the active substance

No new data were submitted.

3.4 Residue behaviour

Not relevant.

3.5 Summaries of the efficacy studies 

Please refer to the table 2.2.5.5.1 summary of experimental data.

3.6 Confidential annex 

Please see separate document.
3.7 Other

-

� Ratio cis:trans before storage is 0.065:0.097


Ration cis:trans after storage is 0.064:0.096


� see document N°IRG/WP/3290 “An evaluation of the synthetic pyrethroid cypermethrin in organic solvent and emulsion formulations” by Susan j Read & R W Berry (Building Research Establishment, Princes Risborough laboratory, England), paper prepared for the 15th annual meeting of the International Research Group on Wood Preservation, may 28 to June 1, 1984.
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