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1 CONCLUSION
PL CA considers that the product XILIX 1000, formulated by BERKEM DEVELOPPEMENT, with the active substance cypermethrin concentrated at 1.6% w/w may be authorized as wood preservative (PT8) in Use Class 1: situation in which the wood or wood-based product is inside a construction, not exposed to the weather and wetting. The conclusions of each assessment are summarized below. 
The product XILIX 1000 is intended to be used against woodboring beetles (representative beetles: larvae Hylotrupes bajulus and larvae Lyctus bruneus larvae), Termites (adults Reticulitermes santonensis de Feytaud) in preventive treatment and against house longhorn beetles in curative treatment. 

The preventive treatment is performed by brushing or spraying methods whereas the curative treatment is performed by brushing or spraying as regular methods or by injection in combination with brushing or spraying.

The product is intended to be diluted at 10% w/w in water for preventive treatment (application rate 100 g/m²) and for curative treatment (application rate 300 g/m²).
Regular use of XILIX 1000 by professionals has a sufficient safety margin when using proper PPE (chemical resistant gloves, coverall and eye protection). No risk is foreseen for the secondary exposure of professional sanding treated wood posts (chronic exposure). In case of secondary exposure for non-professional users and general public (adults and toddlers), no exposure is foreseen.
However the following RMM is highly advised on the label 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”. 

The environmental risk assessment shows that the intended uses of the biocidal product XILIX 1000 (Use Class 1) do not pose unacceptable risks to the environment if appropriate risk mitigation measures are considered.

In order to protect cats, the following RMM must be added on the label: “Contains cyermethrin (pyrethroids), may be lethal to cats. Cats must avoid contact with treated object/area”.
2 ASSESSMENT REPORT

2.1 Summary of the product assessment 

2.1.1 Administrative information

2.1.1.1 Identifier of the product 
	Identifier

	Country (if relevant)

	XILIX 1000
	National authorization: Poland

Mutual Recognition: France


2.1.1.2 Authorisation holder

	Name and address of the authorisation holder
	Name
	BERKEM DEVELOPPEMENT

	
	Address
	Marais Ouest, 24680 Gardonne, Francja

	Authorisation number
	PL/2021/0485

	Date of the authorisation
	 29.12.2021

	Expiry date of the authorisation
	10 years from the date of authorisation


2.1.1.3 Manufacturer(s) of the product

	Name of manufacturer
	ADKALIS

	Address of manufacturer
	Marais Ouest Gardonne 24680 France

	Location of manufacturing sites
	Marais Ouest Gardonne 24680 France


2.1.1.4 Manufacturer(s) of the active substance(s)

	Active substance
	Cypermethrin

	Name of manufacturer
	Arysta LifeScience Benelux SPRL

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

	Location of manufacturing sites 1
	Mitchell Cotts Chemicals,  Steanard Lane, Mirfield,

WF14 8QB, West Yorkshire, United Kingdom

	Location of manufacturing sites 2
	Gharda Ltd;  D, ½, MIDC,  LOTE PARSHURAM TAL. KHED DIST. RATNAGIRI

415 722, MAHARASHTRA, India


2.1.2 Product composition and formulation

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

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

Yes 

No 
 FORMCHECKBOX 

2.1.2.1 Identity of the active substance

	Main constituent(s)

	ISO name
	Cypermethrin

	IUPAC or EC name
	Cypermethrin cis:trans/40:60; (RS)-α-cyano-3phenoxybenzyl-(1RS)-cis,trans-3-(2,2-dichlorovinyl)-2,2-dimethylcyclopropanecarboxylate

	EC number
	257-842-9

	CAS number
	52315-07-8

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

	Minimum purity / content
	920 g/kg

	Structural formula
	[image: image2.jpg]of







2.1.2.2 Candidate(s) for substitution
Cypermethrine does not meet the substitution criteria of BPR Article 10(1)a-f.
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-3phenoxybenzyl-(1RS)-cis,trans-3-(2,2-dichlorovinyl)-2,2-dimethylcyclopropanecarboxylate
	Active substance
	52315-07-8
	257-842-9
	1.74 (tech)

	Alcohol C11, ethoxylated
	Poly(oxy-1,2-ethanediyl),a-undecyl-w-hydroxy-, branched and linear
	Non-active substance
	127036-24-2
	 –
	3.56

	Dowanol PM GLYCOL ETHER
	Dipropylene glycol methylether
	Non-active substance
	34590-94-8
	252-104-2
	3.50


2.1.2.4 Qualitative and quantitative information on the composition of the biocidal product family2
Not relevant.
2.1.2.5 Information on technical equivalence

Please see the confidential annex for further details.

2.1.2.6  Information on the substance(s) of concern
Please see the confidential annex for further details.
2.1.2.7 Type of formulation

	ME – Micro-emulsion


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
	Eye Dam. 1
Aquatic Chronic cat. 1

	Hazard statement
	H318 Causes serious eye damage.
H410 Very toxic to aquatic life with long lasting effects.

	

	Labelling

	Signal words
	Danger (GHS05) (GHS09)

	Hazard statements
	H318 Causes serious eye damage.
H410 Very toxic to aquatic life with long lasting effects.

	Precautionary statements
	P273 Avoid release to the environment.
P280 Wear protective gloves/protective clothing/eye protection/face protection.
P305+P351+P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do. Continue rinsing.
P310 Immediately call a POISON CENTER/doctor/ …
P391 Collect spillage.
P501 Dispose of content / container to authorized  waste disposal companies to accordance to local regulation.   

	

	Note
	The product contains: cypermethrin. May cause paraesthesia


2.1.4 Authorised use(s)

2.1.4.1 Use description

Table 1. Use # 1 – Preventive treatment
	Product Type
	PT 8 : wood preservatives

	Where relevant, an exact description of the authorised use
	The XILIX 1000 product is effective against wood-destroying insects including termites in preventive treatment.

	Target organism (including development stage)
	- House longhorn beetle (larvae, Hylotrupes bajulus)

- Powder post beetle (larvae, Lyctus brunneus)
- Termites (no data, Reticulitermes sp.)

	Field 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.

	Application method(s)
	The product XILIX 1000 is intended to be applied by
- spraying or brushing. 

	Application rate(s) and frequency
	The product is intended to be diluted at 10% w/w in water in preventive treatment against insects (including termites) with the application rate of 100 g/m². 

	Category(ies) of users
	Professional user

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


2.1.4.2 Use-specific instructions for use

	See 2.1.5.1


2.1.4.3 Use-specific risk mitigation measures 

	See 2.1.5.2


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

	See 2.1.5.3


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

	See 2.1.5.4


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

	See 2.1.5.5


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 XILIX 1000 product is effective against wood-destroying beetles in curative treatment.

	Target organism (including development stage)
	-House longhorn beetle (larvae Hylotrupes bajulus)


	Field 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.

	Application method(s)
	The product XILIX 1000 is intended to be applied by:

- spraying or brushing;

- spraying or brushing in combination with injection application.

	Application rate(s) and frequency
	The product is intended to be diluted at 10% w/w in water in curative treatment against insects with the application rate of:

- 300 g/m2 for surface application (spraying or brushing);
- 300 g/m² (total application rate) for surface application (spraying or brushing) in combination with injection application.

	Category(ies) of users
	Professional user

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


2.1.4.8 Use-specific instructions for use

	See 2.1.5.1


2.1.4.9 Use-specific risk mitigation measures 

	See 2.1.5.2


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

	See 2.1.5.3


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

	See 2.1.5.4


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

	See 2.1.5.5


2.1.5 General directions for use
2.1.5.1 Instructions for use

	The product can be applied by brushing or spraying in preventive treatment and by brushing or spraying as regular methods or injection in combination with spraying or injection in combination with brushing in curative treatment.The product is intended to be diluted at 10% w/w in water for 
Use Class 1. The application rate depends on the application aim: in preventive treatment (application rate 100 g/m²) and in  curative treatment (total application rate 300 g/m²).

The dilution is operated by pouring the concentrate in the dilution drum containing water. The ready for use product is connected to the spraying or injection system (pumps conected throught pipes with a spray or an injector gun). 
In case of preventive treatment, the ready for use product is sprayed or painted on wood in 1 application. In case of curative treatment, the ready for use product is sprayed or painted on wood in 2-3 applications distant of 15 to 30 minutes or the ready for use product is sprayed or painted on wood in 1-2 applications distant of 15 to 30 minutes and then injected application is performed in 1 application per hole (20 ml / hole, 3 holes / linear meter, 9 holes / m2).

The treated wood has to be dried during 24 to 48 hours in ventilated place.

Treated pieces of wood by product XILIX 1000 should have a moisture content of <25%.

Do not use product XILIX 1000 on frozen wood.

In the case of exotic wood or rich in tannin, a preliminary test should be carried out.
Comply with the instructions of use.

Respect the conditions of use and use classes of the product. 

Inform the registration holder if the treatment is ineffective.

The authorization holder should report any observed incidents related to the efficacy to the Competent Authorities (CA).


2.1.5.2 Risk mitigation measures
	The use of eye protection during handling of the product is mandatory.  

Wear protective chemical resistant gloves during phases of spray and borehole applications (glove material to be specified by the authorisation holder within the product information).
A protective coverall (at least type X, EN XXXXX) shall be worn during phases of spray application (coverall material to be specified by the authorisation holder within the product information).
Avoid contact with skin, eyes and clothing. 

Wash hands before breaks and immediately after handling the product.

Wash hands immediately after handling contaminated work clothes.

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

Contains cypermethrin (pyrethroids), may be lethal to cats. Cats must avoid contact with treated object/area.
The product should be applied in an impermeable place to prevent penetration of the product into soil or water.


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

	Effect: Causes serious eye damage. May cause paraesthesia.

First aid instructions:

General advice: Move the victim to the fresh air and provide him warm and rest. If the poisoning is suspected, call a physician or poison control center immediately. Inform about lack of detoxifying agents or symptomatic treatment. NEVER give anything by mouth to an unconscious person.

Inhalation: Move the victim to the fresh air and provide him warm and rest. If the irregular breathing occur or the victim is not breathing, CPR should be performed.

Eye contact: Rinse immediately with plenty of water, also under the eyelids, for at least 15 minutes. Remove contact lenses, if present and easy to do. Continue rinsing.  Take the victim to the ophthalmologist and show him the label. 

Skin contact: If the allergic reaction occur, call a physician. Remove contaminated clothing immediately. Contaminated body parts or hair wash with plenty of water with soap. Contaminated clothing dispose safely or clean thoroughly before re-use.

Ingestion: In case of  ingestion of small amount (one sip), rinse mouth. Keep at rest. Do NOT induce vomiting. Call a physician or poison control centre immediately, show label.
Do not discharge the product into drains or into the environment. Prevent entry into waters or soil.

Contain spills by covering with absorbing material.

Store absorbing material used to absorb spills 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 or drains, alert the competent authorities in accordance with regulatory procedures into force.
Prevent all product entry into drains or waterways.

Place containers or drums for disposal of waste recovered in accordance with applicable regulations.
Any leftovers should be collected for reuse of product.


2.1.5.4 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.


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

	Keep the product in well closed original package, in a dry and well ventilated place, away from food and feedstuff. Protect from light. Protect from frost.

Shelf life of the product under normal conditions of storage: 2 years.


2.1.6 Other information

	Application codes


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
	6 L
	HDPE
	
	Professional
	Yes

	Can
	60 L
	HDPE
	
	Professional
	Yes

	Bucket
	22 L
	HDPE
	
	Professional
	Yes


2.1.8 Documentation

2.1.8.1 Data submitted in relation to product application

[Please indicate here whether any new data on the product or on the active substace(s) and substance(s) of concern contained in the product have been submitted.  A reference to a reference list can be made.]

2.1.8.2 Access to documentation

[Please indicate here whether the applicant has submitted a letter of acces. It must be clear to which data access is granted.]
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
	The XILIX 1000 product is effective against wood-destroying insects (including termites) in preventive and curative treatment.

	Target organism (including development stage)
	larvae Hylotrupes bajulus L, 
larvae Anobium punctatum (De Geer),

larvae Lyctus brunneus
adults Reticulitermes sp.

	Field of use
	Indoor (in-situ)

	Application method(s)
	- spraying
- brushing

- injection application

	Application rate(s) and frequency
	100 g/m² (preventive) , 300 g/m² (curative)- 2 applications in distant of 15 to 30 minutes (2 hours)
20 ml / hole, 1 application of 1 hour

	Category(ies) of user(s)
	Professional user

	Pack sizes and packaging material
	Can – plastic: HDPE – 0.5 L

Can – plastic: HDPE – 6 L

Can – plastic: HDPE – 21.5 L


2.2.2 Physical, chemical and technical properties 

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

	Physical state at 20 °C and 101.3 kPa
	OPPTS 830.6303
	XILIX 1000, 1.6% (w/w) cypermethrin
	At 25˚C: liquid 
	Gyuricza Silva, 2015a

	Colour at 20 °C and 101.3 kPa
	OPPTS 830.6302
	XILIX 1000, 1.6% (w/w) cypermethrin
	At 25˚C: transparent, colourless
	Gyuricza Silva, 2015a

	
	OPPTS 830.6302
	XILIX 1000, 1.6% (w/w) cypermethrin
	pale yellow
	Report  BK_2015_ST_XILIX 1000_05_15

	Odour at 20 °C and 101.3 kPa
	OPPTS 830.6304
	XILIX 1000, 1.6% (w/w) cypermethrin
	At 25˚C: characteristic


	Gyuricza Silva, 2015a

	
	OPPTS 830.6304
	XILIX 1000, 1.6% (w/w) cypermethrin
	faint almond
	Report  BK_2015_ST_XILIX 1000_05_15

	Acidity / alkalinity
	CIPAC MT75.3
	XILIX 1000, 1.6% (w/w) cypermethrin
	pH = 6,75
	Report  BK_2015_ST_XILIX 1000_05_15

	
	CIPAC MT75.3
	XILIX 1000, 1.6% (w/w) cypermethrin
	(1% m/v) at 20.1-20.3˚C

pH = 7.28
	Gyuricza Silva, 2015b

	Relative density / bulk density
	OECD 109
	XILIX 1000, 1.6% (w/w) cypermethrin
	d = 1,00
	Report  BK_2015_ST_XILIX 1000_05_15

	
	OECD 109
	XILIX 1000, 1.6% (w/w) cypermethrin
	d = 1.0146 g/cm3
	Hilário, 2015

	Storage stability test – accelerated storage
	CIPAC MT 46.3

Chabreyrie, 2015
	XILIX 1000, 1.6% (w/w) cypermethrin
	at t = 0 days
a.s. = 1.583 %(w/w)
After t= 2 weeks at 54˚C, in glass flask:
a.s. = 1.548 %(w/w) 
(-2.2%)
No change in appearance of the product was observed. 
No reactivity towards container material.

	BK_2015_STLG_XILIX 1000_05_15

	Storage stability test – long term storage at ambient temperature

	Chabreyrie, 2015
	XILIX 1000, 1.6% (w/w) cypermethrin
	At t = 0 days

a.s. = 1.583 %(w/w)
After t = 2 years in 6 L HDPE can:

a.s. = 1.564 %(w/w)

(-1.2%)

No change in appearance of the product was observed.

No reactivity towards container material. 
	BK_2015_STLG_XILIX 1000_05_15

	
	CIPAC MT 75.3

CIPAC MT 47.2

NFX41580.1:2006

Santos, 2015 (RF- 14914.003.117.15)

	XILIX 1000, 1.6% (w/w) cypermethrin,

	Change in Active substance content during storage at 25˚C, in 6L HDPE can:

At t = 0 days

a.s. = 16.46 (g/L)
At t = 3 months

a.s. = 16.41 (g/L) (-0.28%)
At t = 6 months

a.s. = 16.36 (g/L) (-0.59%)
At t = 9 months

a.s. = 16.27 (g/L) 
(-1.15%)
At t = 12 months

a.s. = 16.20 (g/L) (-1.58%)
At t = 18 months

a.s. = 16.06 (g/L) (-2.42%)
At t = 24 months

a.s. = 15.88 (g/L) (-3.54%)
No change in appearance of the product was observed.

No reactivity towards container material.

pH value

At t = 0 days
pH = 7.60 (undiluted)
pH = 7.14 (dilution 10%(w/v))
At t = 24 months

pH = 7.70 (undiluted)

pH = 7.16 (dilution 10%(w/v))

Foam persistence
10% (w/w) dilution in standard water D
Volume of generated foam at t = 0 days:

0 mL after 10 s,
0 mL after 1 min, 0 mL after 3 min, 

0 mL after 12 min
Volume of generated foam at t = 24 months
0 mL after 10 s,

0 mL after 1 min, 0 mL after 3 min, 

0 mL after 12 min
Emulsion test (after 24 months)

Demineralised water, Medium hardness water at 342 mg CaCO3/L, High hardness water at 800 mg CaCO3/L – No observed deposit or phase partition after 24 h

Dilution resistance test (after 24 months)
Dilution1/10
No phase partition after 24 h

No phase partition after 28 days

Dilution1/100

No phase partition after 24 h

No phase partition after 28 days

Dilution1/500

No phase partition after 24 h

No phase partition after 28 days

Reversibility testing (after 24 months) 

For Demineralised water, Medium hardness water at 342 mg CaCO3/L, High hardness water at 800 mg CaCO3/L :
- No deposit/ phase partition after 24 h

- No deposit/ phase partition after 28 days
Oxidation resistance test (after 24 months)
For Demineralised water, Medium hardness water at 342 mg CaCO3/L, High hardness water at 800 mg CaCO3/L :

- No deposit/ phase partition after 24 h

- No deposit/ phase partition after 28 days
Freezing resistance test (after 24 months)
For Demineralised water, Medium hardness water at 342 mg CaCO3/L, High hardness water at 800 mg CaCO3/L :

- No deposit/ phase partition after 24 h

- No deposit/ phase partition after 28 days

	Peruchi, 2017 (RF.14914.174.002.15)
BK_2018_STLG_PC_XILIX 1000_02_2018


	Storage stability test – low temperature stability test for liquids
	CIPAC MT 39.3
	XILIX 1000, 1.6% (w/w) cypermethrin
	After t = 7 day s at 0 ±2˚C: no solid or oily matter was observed


	Gyuricza Silva, 2015c

	
	CIPAC MT 39.3

Chabreyrie, 2015

	XILIX 1000, 1.6% (w/w) cypermethrin
	At t = 0 days
a.s. = 1.583 %(w/w)
After t = 7 days at 0˚C in glass centrifuge tube:
a.s. = 1.553 %(w/w)

(-1.9%)
No change in appearance of the product was observed.

No reactivity towards container material was observed.

	BK_2015_STLG_XILIX 1000_05_15

	Effects on content of the active substance and technical characteristics of the biocidal product - light
	
	
	The product should be protected from sunlight.
	IUCLID3.4.2.1

	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	CIPAC MT 46.3

CIPAC MT 39.3


	XILIX 1000, 1.6% (w/w) cypermethrin
	Degradation of cypermethrine after 14 days at 54±2˚C was less than 5%; therefore it was concluded that the active substance is stable in air for at least 2 years under normal conditions of temperature and storage.
Humidity is unlikely to affect the stability of the micro-emulsion  formulation.

No change in appearance of the product was observed after 7 days storage at at 0˚C, however not all of its properties were tested after the low temperature storage and the product should be protected from frost. 
The product was stable after 2 year storage at 25˚C in HDPE cans (6 L). No change in appearance of the product was observed. No reactivity towards container material was observed.
	Santos, 2015 (RF- 14914.003.117.15)
N°BK_2015_STLG_XILIX 1000_05_15

IUCLID3.4.2.1

Peruchi, 2017 (RF.14914.174.002.15)



	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	
	
	No reactivity towards container material. Polyethylene containers have been used since many years without having negative influence on the contained product.
	N°BK_2015_STLG_XILIX 1000_05_15; IUCLID3.4.2.1

	Wettability
	
	
	The product is liquid.
	

	Suspensibility, spontaneity and dispersion stability
	
	
	The product is liquid.
	

	Wet sieve analysis and dry sieve test
	
	
	The product is liquid.
	

	Emulsifiability, re-emulsifiability and emulsion stability
	CIPAC MT 36.3
	XILIX 1000, 1.6% (w/w) cypermethrin
	Maximum dosage – 10% dilution of the product

after 30 min – 6.76 mL of froth, no cream or oil,

after 2 h – 3.36 mL of froth, no cream or oil,

after 24 h – homogenous/ no froth, cream or oil detected

Re-emulsification:

26.98 mL of foam, no formation of oil, cream or solid matter oserved

Final emulsion stability test:

6.04 mL of foam, no cream or oil detected
	Gyuricza Silva, 2015d

	Disintegration time
	
	
	The product is liquid.
	

	Particle size distribution, content of dust/fines, attrition, friability
	
	
	The product is liquid.
	

	Persistent foaming
	CIPAC MT 47.2
	XILIX 1000, 1.6% (w/w) cypermethrin
	Test concentration of the product: 10% (w/w)
Volume of generated foam:

56.39 mL after 10 s

56.16 after 1 min

not detected after 3 min

not detected after 12 min
	Gyuricza Silva, 2015e

	Flowability/Pourability/Dustability
	
	
	The product is liquid.
	

	Burning rate — smoke generators
	
	
	The product is not a smoke generator.
	

	Burning completeness — smoke generators
	
	
	The product is not a smoke generator.
	

	Composition of smoke — smoke generators
	
	
	The product is not a smoke generator.
	

	Spraying pattern — aerosols
	
	
	The product is not an aerosol.
	

	Physical compatibility
	
	
	The product is not intended to be used with other products including other biocidal products.
	

	Chemical compatibility
	
	
	The product is not intended to be used with other products including other biocidal products.
	

	Degree of dissolution and dilution stability
	CIPAC MT 41
	XILIX 1000, 1.6% (w/w) cypermethrin
	Dilution stability

Dilution 10%

After 1h: clear solution, no trace of sediment, no visible solid particles

After 4 h: clear solution, no trace of sediment, no visible solid particles

After 8 h: clear solution, no trace of sediment, no visible solid particles

After 24 h: clear solution, no trace of sediment, no visible solid particles

rMS comment: CIPAC MT 41 states that results should be reported after 18 h. In this study no separation was observed after 24 h. We accept the results.
	Report BK_2015_DS_XILIX 1000_04_2015

	Surface tension
	OECD 115
	XILIX 1000, 1.6% (w/w) cypermethrin
	31.3 mN/m
	Report BK_2015_ST_XILIX 1000_05_15

	
	OECD Guidline no 115
	XILIX 1000 (1.6% (w/w) cypermethrin)
	0.04031 N/m at 20˚C and 5% (m/v)
	Gyuricza Silva, 2015f

	Viscosity
	OECD 114
	XILIX 1000, 1.6% (w/w) cypermethrin
	22.4 cPo at 20˚C
	Report BK_2015_ST_XILIX 1000_05_15

	
	OECD 114
	XILIX 1000, 1.6% (w/w) cypermethrin
	4.38 mm2/s at 20˚C

2.53 mm2/s at 40˚C
	Gyuricza Silva, 2015h


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

	The product XILIX 1000 is a micro-emulsion. It is a colourless to pale yellow liquid with characteristic odour. The physical and chemical properties were described in the table above. The formulation is stable at ambient temperature for 2 years. Physical and chemical compatibility with other products is not relevant as the product is not used with other products.


2.2.3 Physical hazards and respective characteristics
	Property
	Guideline  and Method
	Purity of the test substance (% (w/w)
	Results
	Reference

	Explosives
	
	
	The product contains no chemical groups associated with explosive properties.
	

	Flammable gases
	
	
	The product is liquid.
	

	Flammable aerosols
	
	
	The product is liquid.
	

	Oxidising gases
	
	
	The product is liquid.
	

	Gases under pressure
	
	
	The product is liquid.
	

	Flammable liquids
	CIPAC MT 12.3
	XILIX 1000, 1.6% (w/w) cypermethrin
	Flash point not observed up to boiling point at 98.2˚C and 711mmHg.
	Gyuricza Silva, 2015g

	Flammable solids
	
	
	The product is liquid.
	

	Self-reactive substances and mixtures
	
	
	The product contains no chemical groups associated with self-reactive properties and is based on water.
	

	Pyrophoric liquids
	
	
	The product does not contain any components that ignite spontaneously on coming into contact with air at normal temperatures.
	

	Pyrophoric solids
	
	
	The product is liquid.
	

	Self-heating substances and mixtures
	
	
	The product does not contain any component that by reaction with air and without energy is liable to self-heat.
	

	Substances and mixtures which in contact with water emit flammable gases
	
	
	The product is manufactured with water, experience in production shows that the product does not react with water.
	

	Oxidising liquids
	
	
	The product does not contain any components that have oxidative properties and furthermore there are no structural indications of oxidising potential.
	

	Oxidising solids
	
	
	The product is liquid.
	

	Organic peroxides
	
	
	The  product does not contain any component with the bivalent -O-O- structure.
	

	Corrosive to metals
	
	
	The applicant provided the following justification:

The pH of the formulation is neutral, as the studies showed its value between 6.75 and 7.28. The formulation of the product contains no component that will by chemical action damage or destroy metals. No component of the product is classified as “May be corrosive to metals”.

Given the applicant’s argumentation and that the product does not contain free halogens and strong metal complexing agents, PL CA accepts the justification for the waiver. Corrosivity study is required during the renewal of the product
	

	Auto-ignition temperatures of products (liquids and gases)
	
	
	The product does not contain any components that have auto-ignition properties and furthermore there are no structural indications of auto-ignition.
	

	Relative self-ignition temperature for solids
	
	
	The product is liquid.
	

	Dust explosion hazard
	
	
	The product is liquid.
	


	Conclusion on the physical hazards and respective characteristics of the product

	The product XILIX 1000 is not flammable, has no self-reacting properties and does not react with air and is not self-heating since it is a liquid at room temperature. The product is neither oxidizing nor explosive. 


2.2.4 Methods for detection and identification
	Analytical methods for the analysis of the product – the active substance

	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-DAD

Column: NucleoSHELL C18 H Tech: 1,8 µm; 50mm*4mm with a C8+ guard cartbridge 1,8 µm, 4,6*10mm
Mobile phases: Acetonitrile (A) and 20% methanol in water (B).
The gradient elution method: 15% A, 85% B at 0 min; 70% A, 30% B at 12.5 min; 100% A at 15 min; 100% A at 20 min; 15% A, 85% B at 22 min; ; 15% A, 85% B at 25 min.
Flow rate: 1ml/min
Detection: 260 nm
	5 fortification at 0.59, 0.78, 0.97, 1.15, 1.39 (g/mL) (60%, 80%, 100%, 120%, 140%), 3 samples per fortification level
	Range: 0.59 – 1.39 (g/mL)
y=ax+b

a=8484204.84,

b= 144818.92

r2=0.999
	The method is specific.
	99.95 – 102.36
(calculated for 3 series of 6 determinations, 0.9440 – 1.0770 mg/mL)
	101.15 
	0.5
	LOD = 0.0383 mg/mL

LOQ = 0.0852 mg/mL
	Chabreyrie, 2015


Accuracy: for samples at each fortification level (60%, 80%, 100%, 120%, 140%) recovery and mean recovery (101.6 %, 102.2 %, 101.4 %, 101.5 %, 100.3 %) were calculated. Variances were calculated for each fortification level and Cochran homogeneity test was carried out. Calculated parameter C = 0.309 was less than theoretical value (Ctheoretical = 0.788). The observed variances are homogeneous.
	Analytical methods for the analysis of the product – the active substance

	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-DAD

Column: Eclipse XDB C18(150 mm x 4.6 mm x 5 µm)
Mobile phase: Acetonitrile/ ultrapure water (70:30 % v/v)

Flow: 1.0 mL·min-1/

Wavelength: 220 nm


	7 fortifications 
	range: 52.55 – 350.11 mg/L 

r=0.99998

a= 37.76588

b= 34.69236
	The method is specific.
	99.4 – 100.35
	99.97
	0.20
	LoD=0.001% (w/w)

LoQ=0.002% (w/w)
	Santos, 2015 (RF- 14914.003.117.15); Peruchi, 20 17 (RF.14914.174.002.15)




Analytical methods for monitoring in soil, air, water and in food and feeding stuff are described in the CAR of active substance.

	Conclusion on the methods for detection and identificationof the product

	The applicant has submitted two validation methods for permethrin detection.

In both methods the content in active substance permethrin can be determined in the product using a validated HPLC with a DAD detector. The methods can be considered valid (specific, linear and precise) for the determination of cypermethrin.

The methods for monitoring in soil, air, water and in food and feeding stuff have previously been considered at EU level and accepted in the approval of the active substance. The authorisation holder has access to these data by means of a letter of access, therefore no further consideration is required.


2.2.5 Efficacy against target organisms

2.2.5.1 Function and field of use

The product XILIX 1000 is a concentrated micro-emulsion (ME) for professional use in wood preservation (PT8). XILIX 1000 contains one active substance Cypermethrin at 1.6% w/w.
The product is intended to be used for preventive and curative treatment against insects (including termites) for classes 1 by (spraying or brushing for preventive and curative treatment) and by injection in combination with spraying or brushing for curative treatment. 

The table below resumes the claim matrix for the product XILIX 1000.

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

XILIX 1000 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.

The target organisms claimed for the product XILIX 1000 are wood-boring beetles (tested on representative species: Hylotrupes bajulus, Anobium punctatum and Lyctus bruneus) and termites (tested specie is Reticulitermes santonensis).

According to submitted tests, efficacy against A.punctatum has not been proven.

2.2.5.3 Effects on target organisms, including unacceptable suffering

The following information is available for active substance from the Assessment Report for for cypermethrin.

Cypermethrin has an efficacy against wood-destroying insects (including termites) on both larval and adult life-cycle stages by neurotoxic action with lethal effect. 

2.2.5.4 Mode of action, including time delay

According to the Competent Authority Report report, cypermethrin 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.
According to the label, the product XILIX 1000 can be applied in preventive treatment by brushing or spraying and in curative treatment by brushing or spraying or injection in combination with spraying or injection in combination with brushing. The application rate is defined by the application aim: preventive (100 g/m²) or curative (300 g/m² in total) treatment. The treated wood has to be dried during 24 to 48 hours in ventilated place.
2.2.5.5 Efficacy data 

To support the claims for product XILIX 1000, the applicant has submitted three tests to prove the preventive efficacy against wood boring beetles, two tests to prove the efficacy against termites and three tests to prove the curative efficacy against wood boring insects. 
To prove the insecticide action for surface treatment for Use Class 1, the tests n° 32/06/8756/23 (dilution of 6%) and n° 32/06/8756/26 (dilution of 7%) have been submitted. For the beetles claims, the applicant has tested the formulation named Lab 2005 030, containing 0.8% of cypermethrin. As proposed in the EN 599-1 (2009), the test follows EN 46-1 norm, carried after ageing procedure EN 73 and EN 84, on recently hatched larvae of Hylotrupes bajulus. The test after ageing procedure EN 84 is not necessary here, in view of claimed use class. The application method is brushing procedure. However, CA Poland is of opinion that this method could be extended to all usual surface treatment, with the condition to respect the application rate. The results show 100% mortality at the end of the test in comparison with the positive control, where almost 100% of larvae remains alive at the end of the test.
To prove the insecticide action for surface treatment also the tests n° 32/05/8756/15-16 (dilution of 10% and 12,5%) have been submitted. For the beetles claims, the applicant has tested the formulation named Lab 2005 030, containing 0.8% of cypermethrin. As proposed in the EN 599-1 (2009), the test follows EN 20-1 norm, carried after ageing procedure EN 73 on larvae of Lyctus brunneus. The application method is brushing procedure. The results show 100% mortality at the end of the test in comparison with the positive control.
To prove the insecticide curative action, the tests n° 403190/1 (dilution of 10%) have been submitted against Anobium punctatum. As proposed in the EN 14128, the test follows EN 370 norm, carried after ageing procedure EN 73. The EN 73 procedure is the only used in combination with the norm EN 370, in the aim to reflect the better a possible ageing of the wood in service. The application method is surface treatment. For the test on the formulation FOR 930740, diluted at 10%, the results show 9 hatched beetles from the 72 initially present larvae. Efficacy criteria is maximum emergence 3 out of 72 larvae inserted.
Therefore product cannot be claimed against Anobium punctatum.
To prove the insecticide curative action against Hylotrupes bajulus by surface treatment the test n° 32/08/9220/08 containing 0,16% of cypermethrin 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. The test on the formulation Lab 2008 011, results show 100% of mortality. 

To prove the insecticide curative action against Hylotrupes bajulus by surface treatment the test n° BIOTEC/MMS/OW-19-95F containing 1,6% of cypermethrin has been submitted. As proposed in the EN 14128 norm, it follows the EN 22 norm, without ageing procedure. The application method is the brushing procedure. The test on the formulation FOR 930740, diluted at 10%, results show 89% of mortality. 
Result from test follows EN 22 is only additional information supporting efficacy aginst H.bajulus.
To prove the termiticide action for surface treatment, the tests n° 32/06/8756/27A (dilution of 6%) and n° 32/06/8756/30 (dilution of 7%) have been submitted. As proposed in the EN 599-1 (2009), for the termites claims, the applicant has tested the formulation named Lab 2005 030, containing 0.8% of cypermethrin. The test follows EN 118 norm, carried after ageing procedure EN 73 and EN 84 on Reticulitermes santonensis de Feytaud. The test after ageing procedure EN 84 is not necessary here, in view of claimed use class. The application method is brushing procedure. The results show no damage > 1 for 5 treated samples and damage = 2 for only one treated sample. The positive controls demonstrate damage rate of 4, meaning heavy attack. 
According to the EN 599 norm, Annex A, the application rates can be derived from tested formulations different from the product asking the authorization, with the condition that the variation in co-formulants between the products does not affect the efficacy. PL CA considers that the results can be extrapolated to the product XILIX 1000 for which authorisation is sought. The variation in the content of the co-formulants (please see confidential Annex) does not require new testing, according the Annex A of the EN599.
Table 2.2.5.5.1 The table below summarize the principal information of the tests provided by the applicant.

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

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

	Insecticide
	E.10

F.10


	LAB2005030

0,8% cypermethrin
	Hylotrupes bajulus
	EN 46-1 after EN 73 ageing procedure
	Brushing procedure

Concentration of the product tested: 6% w/w

Retention cypermethrin: 0.048 g/m²

Solution retention:

100 g/m²
	100% mortality 
	Report 32/06/8756/23 (20.06.2007)

	Insecticide
	E.10

F.10


	LAB2005030

0,8% cypermethrin
	Hylotrupes bajulus
	EN 46-1 after EN 84 ageing procedure
	Brushing procedure

Concentration of the product tested: 7% w/w

Retention cypermethrin : 0.056 g/m²

Solution retention:

100 g/m²
	100% mortality
	Report 32/06/8756/26 (24.04.2007)

	Insecticide
	E.10


	LAB2005030
0,8% cypermethrin
	Lyctus brunneus
	EN 20-1
after EN 73 ageing procedure
	Concentration of the product tested: 10% and 12,5% w/w

Retention cypermethrin : 0.08 g/m²

Solution retention:

100 g/m²
	100% mortality
	Report 32/05/8756/15-16 (29.12.2016)

	Insecticide 

Curative
	E.10

F.10


	FOR93.07.40

1,6% cypermethrin
	Anobium punctatum (De Geer)
	EN 370 after EN 73 ageing procedure
	Concentration of the product tested: 10% w/w

Solution retention:

300 ml/m²
	87.5% mortality 
	Report 403190/1 (27.04.1999)

	Insecticide

Curative  
	E.10

F.10


	LAB2005030

0,16% cypermethrin
	Hylotrupes bajulus


	EN 1390
	Brushing procedure

Concentration of the product tested: 100% w/w

Solution retention:

300 g/m²
	100% mortality
	Report 32/08/9220/08 (08.06.2009)

	Insecticide

Curative  
	E.10

F.10
	FOR93.07.40

1,6% cypermethrin
	Hylotrupes bajulus


	EN 22 
	Brushing procedure

Concentration of the product tested: 10% w/w

Solution retention:

300 ml/m²
	89% mortality
	Report BIOTEC/MMS/OW-19/95F (25.08.1995)

	Termiticide
	E.10

F.10


	LAB2005030

0,8% cypermethrin
	Reticulitermes santonensis de Feytaud
	EN 118 after EN 73 ageing procedure
	Brushing procedure

Concentration of the product tested: 6% w/w

Retention cypermethrin : 0.096g/m²

Solution retention:

200 g/m²
	traces of gnawing (only one sample- slight attack) 
	Report 32/06/8756/27A (13.02.2008)

	Termiticide
	E.10

F.10


	LAB2005030

0,8% cypermethrin
	Reticulitermes santonensis de Feytaud
	EN 118 after EN 84 ageing procedure
	Brushing procedure

Concentration of the product tested: 7% w/w

Retention cypermethrin : 0.112 g/m²

Solution retention:

200 g/m²
	traces of gnawing (only one sample- no attack)
	Report 32/06/8756/30 (01.06.2007)


The applicant has submitted the following dilution rates according to the use class and wood type.

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

	Use class
	Type of wood
	Critic values for preventive treatment

(g/m²)


	Critic values for curative treatment

(g/m²)

	Use class 1
	Softwood and
Hardwood (only preventive treatment excluding termites)
	100


	300


Test carried according to the EN 46 protocol after ageing procedure EN 73 shows an efficacy against wood boring beetles at the retention rate of 100 g/m² of the formulation with 0.8% cypermethrin, diluted at 6% w/w. Preventive insecticide action for the product XILIX 1000 in surface treatment is 3.0 g/m². The claimed product application rate is 
10 g/m² for use class 1 (preventive). Based on the application rate calculated from the submitted tests, a 10% dilution is accepted in the aim to reach the claimed consumption.

Test carried according to the EN 20 protocol after ageing procedure EN 73 shows an efficacy against wood boring beetles at the retention rate of 100 g/m² of the formulation with 0.8% cypermethrin, diluted at 10% w/w. Preventive insecticide action for the product XILIX 1000 in surface treatment is 5.0 g/m². The claimed product application rate is 10 g/m² for use class 1(preventive). Based on the application rate calculated from the submitted tests, a 10% dilution is accepted in the aim to reach the claimed consumption.

For the curative action against wood boring beetles, the test carried according to the EN 1390 norm shows efficacy against these insects at the retention rate of 300 g/m² of the tested formulation with 0.16 % cypermethrin, undiluted. The claimed product application rate is 30 g/m² for use class 1 (curative). Based on the application rate calculated from the submitted tests, the 10% dilution is accepted in the aim to reach the claimed consumption.
For the curative action against wood boring beetles, the test carried according to the EN 22 norm shows efficacy against these insects at the retention rate of 300 ml/m² of the tested formulation with 1.6 % cypermethrin, diluted at 10%. The claimed product application rate is 30 g/m² for use class 1 (curative). Based on the application rate calculated from the submitted tests, the 10% dilution is accepted in the aim to reach the claimed consumption.
Test carried according to the EN 118 protocol after ageing procedure EN 73 shows an efficacy against termites at the application rate of 200 g/m² of the tested formulation (0.8% cypermethrin), diluted at 6% w/w. The termites preventive action for the product XILIX 1000 in surface treatment is 6.0 g/m². The claimed product application rate is 10 g/m² for use class 1 (preventive). Based on the application rate calculated from the submitted tests, the 10% dilution is accepted in the aim to reach the claimed consumption.

In view of available information on active substances and efficacy tests provided by the applicant, eCA Poland believes that the efficacy of XILIX 1000 is sufficiently demonstrated.

	Conclusion on the efficacy of the product

	The XILIX 1000 product is effective against wood destroying insects like House longhorn beetle (H. bajulus), Powder post beetle (L.brunneus) and termites in preventive treatment and against house longhorn beetles in curative treatment. 

The field of use covers Use Class1. 


Table 2.2.5.5.3 Categories and codes for product for XILIX 1000. 
	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 injection
	F.10, F.11, F20

	Target organisms
	Wood boring beetles and termites (preventive)
House longhornbeetles (curative)
	G.30, G.50

G.31


The product is intended to be diluted at 10% w/w in water for Use Class 1 in preventive treatment against insects, including termites application with rate of 100 g/m². For curative treatment against insects, for Use Class 1, the product is intended to be diluted at 10% w/w in water with the application rate of 300 g/m². 

This is an indicative value, that shall be adapted according the type of wood, the product absorption ability and inherent parameters of application.

2.2.5.6 Occurrence of resistance and resistance management

The biocidal product XILIX 1000 contains one active substance: cypermethrin (pyrethroide molecule).

Cyprmethrin: 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 biocide uses of cypermethrin.
2.2.5.7 Known limitations

No relevant
2.2.5.8 Evaluation of the label claims

According to the label, the product XILIX 1000 can be applied in preventive treatment by brushing or spraying and in curative treatment by brushing or spraying or injection in combination with spraying or injection in combination with brushing. The application rate is defined by the application aim: preventive (100 g/m²) or curative (300 g/m²) treatment. The treated wood has to be dried during 24 to 48 hours in ventilated place.
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
The toxicology of the active substance Cypermethrin was examined according to standard requirements in the review programme under directive 98/8 EC. The toxicological properties of the active substance is summarised in the CA report: 

· Cypermethrin - RMS BE, 2013.
Acute toxicity tests as well as tests for skin or eye irritation and skin sensitisation have not been performed on XILIX 1000. The criteria for the classification of mixtures according to the Regulation 1272/2008 (CLP) were followed and accordingly, XILIX 1000 needs to be classified for Eye Dam. 1.
2.2.6.1 Assessment of effects on Human Health 

Skin corrosion and irritation
	Conclusion used in Risk Assessment – Skin corrosion and irritation

	Value/conclusion
	Not irritating to skin

	Justification for the value/conclusion
	A skin irritation study with XILIX 1000 has not been carried out. Testing of the pure active substance cypermethirn revealed no skin irritating potential.

XILIX 1000 also contains one component, which contributes to skin irritating potential. However, its concentration (0.17%) is not enough to meet the criteria for a classification as skin irritant.

	Classification of the product according to CLP and DSD
	According to CLP, no classification for skin irritation is necessary.


	Data waiving

	Information requirement
	Study scientifically unjustified

	Justification
	Testing of XILIX 1000 does not need to be conducted, as there are valid data available on each of the components to allow classification of the mixture according to the rules laid down in Regulation No 1272/2008 (CLP), and synergistic effects between any of the components are not expected.


Eye irritation
	Conclusion used in Risk Assessment – Eye irritation 

	Value/conclusion
	Eye irritation

	Justification for the value/conclusion
	An eye irritation study with XILIX 1000 has not been conducted. Testing of the pure active substance cypermethrin revealed no eye-irritating potential. However, one co-formulant is classified as eye damaging and another one is classified as irritating to eyes.
Since the concentrations of the co-formulatants classified as eye damaging is higher than the generic cut-off values (≥3%) it is a relevant ingredient for classification of the product.

	Classification of the product according to CLP and DSD
	According to CLP, classification for eye irritation is necessary. The co-formulant concentration triggers a classification:

Eye Damage Cat 1 - H318


	Data waiving

	Information requirement
	Study scientifically unjustified

	Justification
	Testing of XILIX 1000  does not need to be conducted, as there are valid data available on each of the components in XILIX 1000 to allow classification of the mixture according to the rules laid down in Regulation No 1272/2008 (CLP). 


Respiratory tract irritation 

	Conclusion used in the Risk Assessment – Respiratory tract irritation

	 Value/conclusion
	Not irritating to the respiratory tract.

	Justification for the conclusion
	A respiratory irritation test with XILIX 1000 has not been conducted. The toxicity of the active substance and the co-formulants is known. Thus, toxicological properties and classification of the biocidal product can be deduced from the respective properties of the a.s. and the co-formulants using the guidance for classifying mixtures under Regulation 1272/2008 (CLP).

Cypermethrin is classified for respiratory irritation (H335). Due to it’s concentration (1.6%) below limit 20%, the biocidal product does not need to be classified for respiratory tract irritation.

	Classification of the product according to CLP and DSD
	According to CLP no classification for respiratory irritation is necessary.


	Data waiving

	Information requirement
	Study scientifically unjustified

	Justification
	Testing of XILIX 1000 does not need to be conducted, as there are valid data available on each of the components in XILIX 1000  to allow classification of the mixture according to the rules laid down in Regulation No 1272/2008 (CLP).


Skin sensitization

	Conclusion used in Risk Assessment – Skin sensitisation

	Value/conclusion
	Not sensitising

	Justification for the value/conclusion
	A skin sensitisation study with XILIX 1000 has not been conducted. Testing of the pure active substance cypermethrin revealed no skin sensitisation potential. Morover, none of the formulants is classified as a skin sentitizer.

	Classification of the product according to CLP and DSD
	According to CLP, no classification for skin sensitisation is necessary.


	Data waiving

	Information requirement
	Study scientifically unjustified

	Justification
	No sensitisation toxicity studies have been performed for the end-use product. Testing of XILIX 1000 does not need to be conducted, as there are valid data available on each of the components to allow classification of the mixture according to the rules laid down in Directive 1999/45/EC and the regulation No 1272/2008 (CLP).


Respiratory sensitization (ADS)

	Conclusion used in Risk Assessment – Respiratory sensitisation

	Value/conclusion
	Not sensitising

	Justification for the value/conclusion
	A respiratory sensitisation test with XILIX 1000 has not been conducted. The active substance cypermethrin and the co-formulants are not classified for respiratory sensitisation. It is therefore concluded that the b.p. has no potential for respiratory sensitization.

	Classification of the product according to CLP and DSD
	According to CLP no classification for respiratory sensitisation is necessary. 


	Data waiving

	Information requirement
	Study scientifically unjustified

	Justification
	No sensitisation toxicity studies have been performed for the end-use product. Testing of XILIX 1000 does not need to be conducted, as there are valid data available on each of the components to allow classification of the mixture according to the rules laid down in Directive 1999/45/EC and the regulation No 1272/2008 (CLP).


Narcotic effects
	Conclusion used in Risk Assessment – Narcotic effects

	Value/conclusion
	Not causing drowsiness or dizziness

	Justification for the value/conclusion
	A drowsiness or dizziness test with XILIX 1000 has not been conducted. One co-formulant is classified for narcotic effects (H336). Due to its concentration (1.13%) below limit 20%, the biocidal product does not need to be classified for narcotic effects.

	Classification of the product according to CLP and DSD
	According to CLP no classification for narcotic effects is necessary. 


	Data waiving

	Information requirement
	Study scientifically unjustified

	Justification
	Testing of XILIX 1000 does not need to be conducted, as there are valid data available on each of the components to allow classification of the mixture according to the rules laid down in Directive 1999/45/EC and the regulation No 1272/2008 (CLP).


Acute toxicity

Acute toxicity by oral route
	Value used in the Risk Assessment – Acute oral toxicity

	Value
	Not harmful

	Justification for the selected value
	Acute toxicity studies with XILIX 1000 have not been conducted. The active substance cypermethrin and one component are classified for acute oral toxicity 4. Using the guidance for classifying mixtures under Regulation 1272/2008 (CLP), the biocidal product does not need to be classified for acute oral toxicity as ETAmix is > 2000 mg/kg. 

	Classification of the product according to CLP and DSD
	According to CLP, no classification for acute oral toxicity is necessary.


	Data waiving

	Information requirement
	Study scientifically unjustified

	Justification
	The toxicity of the active substances and other compounds is known and no synergistic effects are expected. Thus, toxicological properties and classification of the biocidal product can be deduced from the respective properties of the active substances and the co-formulants using the guidance for classifying mixtures under Regulation (EC) No 1272/2008 (CLP).


Acute toxicity by inhalation
	Value used in the Risk Assessment – Acute inhalation toxicity

	Value
	Not harmful

	Justification for the selected value
	Acute toxicity studies with XILIX 1000 have not been conducted.

The active substance cypermethrin is classified for acute inhalation toxicity 4. None of the co-formulants are classified with acute inhalation toxicity.The concentration of cypermethirn is 1.6%. Using the guidance for classifying mixtures under Regulation 1272/2008 (CLP), the biocidal product does not need to be classified for acute inhalation toxicity as ETAmix is > 5 mg/l. 

	Classification of the product according to CLP and DSD
	According to CLP, no classification for acute inhalation toxicity is necessary


	Data waiving

	Information requirement
	Study scientifically unjustified

	Justification
	The toxicity of the active substances and the co-formulants is known and no synergistic effects are expected. Thus, toxicological properties and classification of the XILIX 1000 can be deduced from the respective properties of the active substances and the co-formulants using the guidance for classifying mixtures under Regulation (EC) No 1272/2008 (CLP).


Acute toxicity by dermal route

	Value used in the Risk Assessment – Acute dermal toxicity

	Value
	Not harmful

	Justification for the selected value
	Acute toxicity studies with XILIX 1000 have not been conducted. Testing of the pure active substance cypermethrin revealed no acute dermal toxicity and none of the co-formulants are classified for acute dermal toxicity.

	Classification of the product according to CLP and DSD
	According to CLP, no classification for acute dermal toxicity is necessary.


	Data waiving

	Information requirement
	Study scientifically unjustified

	Justification
	The toxicity of the active substances and the co-formulants is known and no synergistic effects are expected. Thus, toxicological properties and classification of the XILIX 1000 can be deduced from the respective properties of the a.s. and the co-formulants using the guidance for classifying mixtures under Regulation 1272/2008 (CLP).


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

	Substance
	Cypermethrin

	Value(s)*
	13 %

	Justification for the selected value(s)
	Assessment Report, Inclusion of active substances in Annex 1 to Directive 98/8/EC, Belgium July 2013, p. 17. 

A read-across was prepared based on EFSA Guidance on dermal absorption 2012 as the dossier was submitted and the evaluation started before 2017. As a result of an expert judgment it was concluded that the read-across for concentrate formulations between XILIX 1000 and representative product in CAR  failed. However,  comparison between ready-to-use formulations supports value of 13%.


Available toxicological data relating to non active substance(s) (i.e. substance(s) of concern)
Apart from the active substance cypermethrin, the biocidal product contains substances of concern: 
1. alcohol C11, ethoxylated (N°CAS 127036-24-2). This substance participates to the product classification as H318, Eye Dam. Category 1. 

The applicant provided the Safety Data Sheet (SDS) of the substance (Trade name: Imbentin-U/100). According the information provided the substance is a polymer with a proposed classification as Acute Tox. 4 (H302) and Eye Dam. 1 (H318). 

Proposed classification/labelling in accordance with Regulation (EC) N° 1272/2008:

	Danger Category
	Acute Tox. 4, Eye Dam. Cat.1

	Pictogram(s)

Signal word(s)
	GHS05, GHS07

Danger

	H statements
	H302

H318
	Harmful if swallowed

Causes serious eye damage


2. dipropylene glycol methylether (CAS N°34590-94-8, for which has EU IOELs (Indicative Occupational Exposure Limit Values) is available based on COMMISSION DIRECTIVE 2000/39/EC of 8 June 2000 establishing a first list of indicative occupational exposure limit values in implementation of Council Directive 98/24/EC on the protection of the health and safety of workers from the risks related to chemical agents at work.
Information on endocrine disruptor properties
PL CA adopted the applicant’s explanations.
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Available toxicological data relating to a mixture 
Not applicable.
Other
Not applicable.
2.2.6.2 Exposure assessment

XILIX 1000 is a wood preservative for professional use only against wood-destroying insects including termites. Its field of use is Use Class1 to protect wood construction. The biocidal product is a water-based concentrate containing cypermethrin 1.6% that will be diluted in water (dilution rate: 10%). The treatment is performed in preventive treatment by brushing or spraying and in curative treatment by brushing or spraying or injection in combination with spraying or injection in combination with brushing.
Regarding primary exposure, professional workers could be exposed to XILIX 1000 through skin and eye contact or inhalation during the following stages:

- Mixing and loading

- Application

- Post application cleaning.
Regarding secondary exposure, indirect exposure could occur during the following stages:

- For professional workers :

· Maintenance works of professional equipment (cleaning of equipment) – could be exposed by inhalation and/or skin and eye contact

· Handling of treated articles – could be exposed by skin contact.

- For general public :

· Adults : Handling and use of treated wood –could be exposed by inhalation and/or skin contact

· Children: Playing on treated structures – could be exposed by skin contact and/or inhalation.
· Infants: Mouthing treated articles – could be exposed by ingestion.
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
	n.a.

	Dermal
	n.a.
	Yes 
	n.a.
	n.a.
	Yes 
	Yes
	n.a.

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


Identification of main paths of professional users exposure towards active substance
	Exposure path
	Mixing/loading
	Application
	Post application
	Cloths Cleaning

	Inhalation
	No significant exposure
	No exposure
	No exposure
	Potential exposure

	Dermal
	No significant exposure
	No significant exposure
	Potential exposure
	Potential exposure

	Oral
	No exposure
	No exposure
	No exposure
	No exposure


List of scenarios

	Summary table: scenarios

	Scenario number
	Scenario


	Primary or secondary exposure 

Description of scenario
	Exposed group



	1. 
	Application - spraying
	Primary exposure, use of product – spray application (Mixing and Loading is included into the model).
	Professionals

	2. 
	Application - pressure injection
	Primary exposure, use of product – pressure injection process

(Mixing and Loading is included into the model)
	Professionals

	3. 
	Post-application spraying/injection
	Primary exposure: post-application, Cleaning of the spray/injection equipment
	Professionals

	4. 
	Mixing and loading - brushing
	Primary exposure during dilution for brushing
	Professionals

	5. 
	Application -brushing
	Primary exposure, use of product: brushing application
	Professionals

	6. 
	Post application - brushing
	Primary exposure: post application cleaning a brush
	Professionals

	7. 
	Processing

Treated dried wood
	Secondary exposure: sanding treated wood posts (chronic exposure) 

	Professionals

	8. 
	Cleaning work clothes
	Secondary scenario, adult cleaning work clothes 
	Professionals

	9. 
	Processing

Treated dried wood
	Secondary exposure: sanding treated wood posts (acute exposure)
	General public

	10. 
	Chewing wood off-cut
	Secondary exposure: toddler chewing wood offcut (acute exposure) 
	General public

	11. 
	Playing and mouthing playground structure
	Secondary exposure: toddler playing and mouthing weathered playground structure outdoors (chronic exposure) 
	General public


Secondary exposure: 

General consideration: 

Professional and general public may be exposed to volatilised residues from treated wood 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 if the result of below equation is lower than 1.
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The mw (molecular weight) and vp (vapour pressure) come from the Assessment Report on Cypermethrin (RMS BE, 2013).
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As the result obtained is lower than 1, votalise exposure from treated wood installed indoors is considered negligible. 

Industrial exposure

No industrial use is foreseen for this product.
Professional exposure 

Scenario [1]

Application of product by spraying
	Description of Scenario [1]

	This scenario is based on the scenario available in TNsG 2002 and mentioned also in Biocides Human Health Exposure Methodology (Oct. 2015) for professional spray treatment at 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. 
Based on Recommendation 6, Mixing and Loading is included into the model and the model is appropriate for powered spray application at 4 to 7 bar pressure.


	
	Parameters
	Value

	Tier 1
	% of active substance in the working solution 
	0.16%

	
	Body weight1
	60 kg

	
	Inhalation rate1 
	1.25 m3/h

	
	Dermal absorption 
	13 %

	
	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/ m3

	
	Exposure duration2
	40 min/event

	
	Relative penetration of clothing (no PPE considered)3 
	100%

	
	Number of events per day2
	2 events /days

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

	Tier 3
	Indicative dermal exposure on hands (inside gloves)2
	7.8 mg/min

	
	Relative penetration of clothing – impermeable coveralls3,4
	10%


1 HEEG opinion 17. Default human factor values for use in exposure assessments for biocidal product
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 Biocide Human Health Exposure Methodology, version 1, October 2015.

4 HEEG opinion 9 Default protection factors for protective clothing and gloves
Calculations for Scenario [1]

[Please include any relevant calculations in Annex 3.2] 

	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
mg/kg bw/day
	Estimated dermal uptake
mg/kg bw/day
	Estimated oral uptake
	Estimated total uptake
mg/kg bw/day

	Scenario [1]
	1/no PPE
	0.0034
	0.1388
	
	0.1422

	Scenario [1]
	2/PPE gloves
	0.0034
	0.0652
	
	0.0686

	Scenario [1]
	3/ PPE gloves and coverall
	0.0034
	0.0098
	
	0.0132


Scenario [2]

Application of product by borehole pressure impregnation
	Description of Scenario [2]

	This scenario is based on the scenario available in TNsG 2002 and mentioned also in Biocides Human Health Exposure Methodology (Oct. 2015) for professional borehole pressure impregnation at 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. 
Based on Recommendation 6, Mixing and Loading is included into the model.

	
	Parameters
	Value

	Tier 1
	% of active substance in the working soultion 
	0.16%

	
	Body weight1
	60 kg

	
	Inhalation rate1 
	1.25 m3/h

	
	Dermal absorption 
	13 %

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

	
	Indicative inhalation exposure (non-volatile compounds)2
	0.57 mg/m3

	
	Exposure duration2
	80 min/event

	
	Number of events per day2
	1 event /day

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


1 HEEG opinion 17. Default human factor values for use in exposure assessments for biocidal product
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
Calculations for Scenario [2]

[Please include any relevant calculations in Annex 3.2] 

	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake

mg/kg bw/day
	Estimated dermal uptake

mg/kg bw/day
	Estimated oral uptake
	Estimated total uptake

mg/kg bw/day

	Scenario [2]
	1/no PPE
	2.55x10-5
	2.22x10-2
	
	2.22x10-2

	Scenario [2]
	2/PPE gloves
	2.55x10-5
	2.22x10-3
	
	2.24x10-4


Scenario [3]

Post-application, Cleaning of the spray/injection equipment
	Description of Scenario [3]

	This scenario is based on the scenario available in TNsG 2002 and mentioned also in 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.

	
	Parameters
	Value

	Tier 1
	% of active substance in the working solution 
	0.16%

	
	Body weight1
	60 kg

	
	Inhalation rate1 
	1.25 m3/h

	
	Dermal absorption 
	13 %

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

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

	
	Exposure duration2
	20 min/event

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

	
	Number of events per day2
	1 event /days

	Tier 2
	Relative penetration of gloves – gloves3,4
	10 %

	Tier 3
	Relative penetration of clothing – impermeable coveralls3,4
	10 %


1 HEEG opinion 17. Default human factor values for use in exposure assessments for biocidal product
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 Biocide Human Health Exposure Methodology, version 1, October 2015.

4 HEEG opinion 9 Default protection factors for protective clothing and gloves
Calculations for Scenario [3]

[Please include any relevant calculations in Annex 3.2] 

	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake

mg/kg bw/day
	Estimated dermal uptake

mg/kg bw/day
	Estimated oral uptake
	Estimated total uptake

mg/kg bw/day

	Scenario [3]
	1/no PPE
	
	3.82x10-3
	
	3.82x10-3

	Scenario [3]
	2/PPE gloves
	
	1.59x10-3
	
	1.59x10-3

	Scenario [3]
	3/ PPE gloves and impermeable coverall
	
	3.84x10-4
	
	3.84x10-4


Scenario [4]
Mixing and loading - brushing
	Description of Scenario [4]

	This scenario is based on Mixing and loading model 4 TNsG part 2, p 136 and User guidance p.24 based on HEEG Opinion 1.



	
	Parameters
	Value

	Tier 1
	% of active substance in the working solution 
	0.16%

	
	Body weight1
	60 kg

	
	Density 
	1.0146 g/cm3

	
	Dermal absorption 
	13 %

	
	Indicative dermal exposure on hands3 
	0.5 ml/event

	
	Relative penetration of clothing (no PPE considered)3 
	100%

	
	Number of events per day
	1 event /day


1 HEEG opinion 17. Default human factor values for use in exposure assessments for biocidal product
2 TNsG 2002 part 2.
3 Biocide Human Health Exposure Methodology, version 1, October 2015.
Calculations for Scenario [4]

[Please include any relevant calculations in Annex 3.2] 
	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake

mg/kg bw/day
	Estimated dermal uptake

mg/kg bw/day
	Estimated oral uptake
	Estimated total uptake

	Scenario [4]
	1/ no PPE
	
	1.76x10-3 
	
	1.76x10-3


Scenario [5]
Application –brushing

	Description of Scenario [5] 

	The model “Professional brush treatment” (based on Summary Report  - Human Exposure to Wood Preservatives, Lingk, W.; Reifenstein, H.; Westphal, D.; Plattner, E., BfR Wissenschaft, 2006) according to Biocides Human Health Exposure Methodology (October 2015) – PT8 is used for the dermal and inhalation exposure estimation.

	
	Parameters
	Value

	Tier 1
	% of active substance in the working solution
	0.16%

	
	Dermal absorption 
	13% 

	
	Body weight
	60 kg

	
	Inhalation rate (short - and long-term;

acc. to HEEG opinion “Default human factor values for use in exposure assessments

for biocidal products”, 2013)
	1.25 m³/h (0.021 m³/min)

	
	Exposure duration
	240 min

	
	Application area
	31.6 m²

	
	Indicative values (Biocides Human Health Exposure Methodology)
	Hands: 0.5417 mg/m² 

Body: 0.2382 mg/m² Inhalation (non-volatile compounds): 0.0016 mg/m²

	Tier 2
	coverall 
	90% protection

	
	PPE (gloves)
	90% protection


Calculations for Scenario [5]

[Please include any relevant calculations in Annex 3.2] 

	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
mg/kg bw/day
	Estimated dermal uptake
mg/kg bw/day
	Estimated oral uptake
	Estimated total uptake

	Scenario [5]
	1/no PPE
	2.20x10-5
	8.54x10-3
	
	8.56x10-3

	Scenario [5]
	2/gloves
	2.20x10-5
	3.20x10-3
	
	3.22x10-3

	Scenario [5]
	3/ gloves + coverall
	2.20x10-5
	8.50x10-4
	
	8.72x10-4


Scenario [6]
Post application – brushing (cleaning a brush)
	Description of Scenario [6] 

	Calculations were done based on HEEG opinion 11 - Exposure model Primary exposure scenario - washing out of a brush which has been used to apply a paint  using General exposure calculator for washing out of brushes.

	
	Parameters
	Value

	Tier 1
	% of active substance in the working solution
	0.16%

	
	Dermal absorption 
	13% 

	
	Body weight1
	60 kg

	Tier 2
	PPE (gloves)2
	90% protection


1 HEEG opinion 17. Default human factor values for use in exposure assessments for biocidal product
2 HEEG opinion 9 Default protection factors for protective clothing and gloves
Calculations for Scenario [6]
	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
mg/kg bw/day
	Estimated dermal uptake
mg/kg bw/day
	Estimated oral uptake
	Estimated total uptake

	Scenario [6]
	1/no
	
	5x10-4
	
	5x10-4

	Scenario [6]
	2/gloves
	
	5x10-5
	
	5x10-5


Scenario [7]

Sanding treated wood
	Description of Scenario [7]

	Cutting and sanding treated wood by professional worker is considered a chronic exposure scenario.

During sawing/sanding of treated wood, dermal and inhalation exposure of adults is considered.
This secondary exposure scenario is based on TNsG 2002 User guidance  - Version 1 and TNsG 2002, part III.
For the acute situation, exposure duration of 6 h is assumed. The model exposure data used in these calculations are derived from exposure studies on amateurs where no gloves were worn.
Inhalation route: 

A person (professional) is sanding the surface of treated wood (4 cm x 4 cm x 2.5 m, surface area of 4032 cm²) (TNsG 2002. Part 3. p.50). The active substances are in the outer 1 cm layer and 100% retention by the wood is assumed. The wood dust concentration is assumed 5 mg/m³. 

Dermal route: 

The surface area of both palms of hands is 420 cm². The transfer efficiency is 2% for rough sawn wood (BPR guidance: Volume III Human Health. Part B Assessment. p.315).

	
	Parameters
	Value

	Tier 1
	Application rate
	300 g/m²

	
	a.s. concentration in working solution
	0.16%

	
	Dermal absorption1 
	13% 

	
	The density of the wood2 
	0.4 g/cm³

	
	Wood dust concentration2 
	5 mg/m³ 

	
	Concentration of a.s. in the outer 1 cm layer
	0.048g/m2

	
	Task duration 

	8h

	
	Inhalations rate2 
	1.25 m3/h 

	
	Surface area of palms of hands3
	410 cm2 

	
	Transfer efficiency4 
	2% 

	
	Contamination of hands – it is assumed that 20% of hand area will be contaminated5.
	20%

	
	Body weight3
	60 kg

	Tier 2
	Default factor for the use of PPE6 (gloves)
	10%


1 Assasment Report of Cypermethrin. Belgium. 2013
2 TNsG on Human Exposure to Biocidal Products. Part 3. 2002. p50
3 HEEG opinion 17. Default human factor values for use in exposure assessments for biocidal product
4 Biocides Human Health Exposure Methodology 2015 p.171
5 TNsG 2002 part 3 p.50

6 HEEG opinion 9. Default protection factors for protective clothing and gloves
Calculations for Scenario [7]

[Please include any relevant calculations in Annex 3.2] 

	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
mg/kg bw/day
	Estimated dermal uptake
mg/kg bw/day
	Estimated oral uptake
	Estimated total uptake

	Scenario [7]
	1/no
	1.00x10-4
	2.27x10-4
	
	3.27x10-4

	Scenario [7]
	2/gloves
	1.00x10-4
	2.27x10-5
	
	1.23x10-4


Scenario [8]
Cleaning work clothes 
	Description of Scenario [8]

	In general this scenario assumes that the laundering is undertaken in a domestic, automatic washing machine. Therefore, exposure will occur via the dermal route, predominantly to the hands, from handling the contaminated clothing prior to and during introduction of the clothing into the washing machine. It is considered that laundering is undertaken after a five day work week: hence the total amount of active substance present on the work clothing is assumed to be five times the amount of one work day. 
Numbers of hand contacts with contaminated coverall is derived from equation: twice both hands inner side + once both hands inner and outer side (2 x ½ E + E).
Potential dermal deposit  for Cleaning work clothes scenario is a sum of potential dermal deposit calculated for scenarios 1 and 3 (17760 and 385.6 mg/d). 

	
	Parameters
	Value

	Tier 1
	Potential dermal deposit of b.p.
	18 145  mg/d

	
	Clothing penetration %
	5% 

	
	Concentration of a.s. in dilution
	0.16%

	
	No of working day before washing
	5

	
	Surface area of both hands1 (E)
	820 cm2

	
	Total skin surface after contacts with contaminated coverall

2 x ½ E + E
	1640 cm2

	
	Transfer coefficient 2
	30%

	
	Body weight1
	60 kg

	
	Dermal absorption3
	13% 


1 HEEG opinion 17. Default human factor values for use in exposure assessments for biocidal products 

2 TNsG on Human Exposure to Biocidal Products, 2002
3 Assasment Report of Cypermethrin. Belgium. 2013
Calculations for Scenario [8]

[Please include any relevant calculations in Annex 3.2] 

	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
	Estimated dermal uptake
mg/kg bw/day
	Estimated oral uptake
	Estimated total uptake
mg/kg bw/day

	Scenario [8]
	
	
	6.13x10-3
	
	6.13x10-3


Combined scenarios

	Summary table: combined systemic exposure from professional uses

	Scenarios combined
	Estimated inhalation uptake
	Estimated dermal uptake
	Estimated oral uptake
	Estimated total uptake

	Scenarios [1/Tier1, 2/Tier1, 3/Tier1]
	3.43x10-3
	0.1723
	
	0.1756

	Scenarios [1/Tier3, 2/Tier1, 3/Tier1]
	3.43x10-3
	0.04
	
	0.0437

	Scenarios [1/Tier3, 2/Tier2, 3/Tier3]
	3.43x10-3
	0.01
	
	0.0134

	Scenarios [1/Tier3, 2/Tier2, 3/Tier3, 8/Tier1]
	3.43x10-3
	0.0165
	
	0.0199

	Scenarios

[4/Tier2, 5/Tier3, 6/Tier2, 8/Tier1]
	3.42x10-4
	0.01485
	
	0.0152

	Scenarios

[2/Tier2, 3/Tier3, 4/Tier2, 5/Tier3, 6/Tier2, 8/Tier1]
	3.68x10-4
	0.01813
	
	0.0185


Non-professional exposure
Scenario [9]

Sanding treated wood
	Description of Scenario [9]

	Cutting and sanding treated wood by general public (adults) is considered an acute exposure scenario.
During sawing/sanding of treated wood, dermal and inhalation exposure of adults is considered.
This secondary exposure scenario is based on TNsG 2002 User guidance  - Version 1 and TNsG 2002, part III.
For the acute situation, exposure duration of 1 h is assumed. The model exposure data used in these calculations are derived from exposure studies on amateurs where no gloves were worn.
Inhalation route: 

A person (non-professional) is sanding the surface of treated wood (4 cm x 4 cm x 2.5 m, surface area of 4032 cm²) (TNsG 2002. Part 3. p.50). The active substances are in the outer 1 cm layer and 100% retention by the wood is assumed 

The wood dust concentration is assumed 5 mg/m³. 

Dermal route 

The surface area of both palms of hands is 420 cm². The transfer efficiency is 2% for rough sawn wood (BPR guidance: Volume III Human Health. Part B Assessment. p.315).

	
	Parameters
	Value

	Tier 1
	Application rate
	300 g/m²

	
	a.s. concentration in working solution
	0.16%

	
	Dermal absorption1 
	13% 

	
	The density of the wood2 
	0.4 g/cm³

	
	Wood dust concentration2 
	5 mg/m³ 

	
	Concentration of a.s. in the outer 1 cm layer
	0.048g/m2

	
	Task duration 

	1h

	
	Inhalations rate2 
	1.25 m3/h 

	
	Surface area of palms of hands3
	410 cm2 

	
	Transfer efficiency4 
	2% 

	
	Contamination of hands – it is assumed that 20% of hand area will be contaminated5.
	20%

	
	Body weight3
	60 kg


1 Assasment Report of Cypermethrin. Belgium. 2013
2 TNsG on Human Exposure to Biocidal Products. Part 3. 2002. p50
3 HEEG opinion 17. Default human factor values for use in exposure assessments for biocidal product
4 Biocides Human Health Exposure Methodology 2015 p.171
5 TNsG 2002 part 3 p.50
Calculations for Scenario [9]

	Summary table: systemic exposure from non-professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
mg/kg bw/day
	Estimated dermal uptake
mg/kg bw/day
	Estimated oral uptake
	Estimated total uptake

	Scenario [9]
	1/no
	1.67x10-5
	2.27x10-4
	
	2.44x10-4


Exposure of the general public

Scenario [10]

Infant chewing wood off-cut
	Description of Scenario [10]

	Infant picks up and chews wood off-cut, which has been treated with wood preservative. This scenario is considered an acute exposure scenario. 

For infants who are chewing wood it is assumed that the active substance in the treated timber is located in the outer 1 cm layer. It is assumed that the infant is chewing a 4 cm × 4 cm × 1 cm = 16 cm³ chip and in doing so extracts 10% of the active substance.
Exposure of infant chewing wood off-cut was estimated using the example calculation provided in the TNsG on Human Exposure (2002) Part 3, Page 501.

	
	Parameters1
	Value

	Tier 1
	Wood chip size1
	16 cm3

	
	Layer thickness1
	1 cm

	
	Application rate
(300 mL/m2 supposed density of 1 for the diluted product: 300 g/ m2)
	300 g/m²

	
	a.s. concentration in diluted product
	0.16%

	
	Oral absorption2
	100 %

	
	Extraction percentage1
	10%

	
	Body weight3
	8 kg


1 TnSG 2002 part 3 p.50
2 Assasment Report of Cypermethrin. Belgium. 2013
3 HEEG opinion 18. Default human factor values for use in exposure assessments for biocidal products
Calculations for Scenario [10]
	Summary table: systemic exposure from non-professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
	Estimated dermal uptake
	Estimated oral uptake
mg/kg bw/d
	Estimated total uptake
mg/kg bw/d

	Scenario [10]
	1/no
	
	
	0.013
	0.013


1 Please include the Tier where relevant

Scenario [11]
Playing on playground structure and mouthing
	Description of Scenario [11]

	Infant playing on and mouthing structure. Child playing on treated playground structure. These scenarios are considered chronic exposure scenarios.

In this scenario, during playing on timber structure (infants and children), dermal as well as oral (through hand-to-mouth transfer) exposure is considered.

This secondary exposure scenario is based on TNsG 2002 User guidance  - Version 1 and TNsG 2002, part III1.

	
	Parameters
	Value

	Tier 1
	Application rate
	300 g/m²

	
	a.s. concentration in working solution
	0.16%

	
	Dermal absorption2 
	13% 

	
	Body weight of3:

Infant

Child
	8 kg
23.9 kg

	
	Area of hands  - both palms and backs of both hands3:

Infant

Child
	196.8 cm²
427.8 cm²

	
	Contamination of hands – it is assumed that 20% of hand area will be contaminated1.
	20%

	
	Dislodgeable fraction4 (acc. to TNsG 2007 for dried objects on wood)
	2%

	
	Oral uptake after licking of hands (infant/child) (ConsExpo)

(50% of the potential dermal exposure)
	50%


1 TNsG 2002 part 3 p.50
2 Assasment Report of Cypermethrin. Belgium. 2013
3 HEEG opinion 17. Default human factor values for use in exposure assessments for biocidal products
4 TNsG 2007.
Calculations for Scenario [11]

[Please include any relevant calculations here. If not relevant, delete the title.] 

	Summary table: systemic exposure from non-professional uses

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

	Scenario [11]Infant
	1/no
	
	8.19x10-4
	3.13x10-3
	3.94x10-3

	Scenario [11] Child
	1/no
	
	5.96x10-4
	2.30x10-3
	2.90x10-3


Monitoring data

Not applicable

Dietary exposure
No dietary exposure is foreseen as regards to the intended use of the product. However the following Risk Mitigation Measure is highly advised on the label 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”.
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
	Estimated total uptake
mg/kg bw/day

	1. Application - spraying
	Professionals – Primary exposure
	1/No PPE
	0.1422

	
	
	2/ Gloves
	0.0686

	
	
	3/ Gloves + coveralls
	0.0132

	2. Application - pressure injection
	Professionals – Primary exposure
	1/No PPE
	2.22x10-2

	
	
	2/ Gloves
	2.24x10-3

	3. Post-application, Cleaning of the spray equipment
	Professionals – Primary exposure
	1/No PPE
	3.82x10-3

	
	
	2/ Gloves
	1.59x10-3

	
	
	3/ Gloves + coveralls
	3.84x10-4

	4. Mixing and loading - brushing
	Professionals – Primary exposure
	1/ No PPE
	1.76x10-3

	5. Application -brushing
	Professionals – Primary exposure
	1/No PPE
	8.56x10-3

	
	
	2/ Gloves
	3.22x10-3

	
	
	3/ Gloves + coveralls
	8.72x10-4

	6. Post application – cleaning a brush
	Professionals – Primary exposure
	1/No PPE
	5x10-4

	
	
	2/ Gloves
	5x10-5

	Combined exposure 

Scenarios 

1+2+3
	Professionals – Primary exposure
	Tier1 / No PPE
	0.1682

	
	Professionals – Primary exposure
	1/Tier3, 2/Tier1, 3/Tier1
	0.0392

	
	Professionals – Primary exposure
	1/Tier3, 2/Tier2, 3/Tier3
	0.0158

	1+2+3+8
	Professionals – Primary exposure
	1/Tier3, 2/Tier2, 3/Tier3, 8/Tier1
	0.02195

	4+5+6
	Professionals – Primary exposure
	4/Tier1, 5/Tier1, 6/Tier1
	0.0108

	2+3+4+5+6
	Professionals – Primary exposure
	2/Tier2, 3/Tier2, 4/Tier1, 5/Tier1, 6/Tier1
	0.0147

	7. Processing

Treated dried wood
	Professionals – Secondary exposure
	1/No PPE
	3.27x10-4

	
	
	2/gloves
	1.23x10-4

	8. Cleaning work clothes
	Professionals – Secondary exposure
	1/No PPE
	6.13x10-3

	9. Processing

Treated dried wood
	General public (adults) – secondary acute exposure 
	1/No PPE
	2.44x10-4

	10. Chewing wood off-cut
	General public (infants) – secondary acute exposure
	1/No PPE
	0.013

	11. Playing and mouthing playground structure
	General public (infants) – secondary chronic exposure
	1/No PPE
	3.94x10-3

	
	General public (children) – secondary chronic exposure
	1/No PPE
	2.90x10-3


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

	Reference 
	Study
	NOAEL (LOAEL)
mg/kg bw/d
	AF1
(inter-& intra-specific differences)
	Correction for oral absorption
	Value 

mg/kg bw/d

	AELshort-term
	Rat, oral, 90-days
	20
	100
	0.44
	0.088

	AELmedium-term
	Dog, 90-days, oral
	12.5
	100
	0.44
	0.055

	AELlong-term
	Rat; 2-years, oral
	5
	100
	0.44
	0.022


	ARfD
	
	
	
	
	n.a.

	ADI
	
	
	
	
	n.a.


1 Please explain background and reason for assessment factor.

Risk for industrial users

No exposure is foreseen. Risk is not applicable.
Risk for professional users to an active substance
Systemic effects 

	Task/

Scenario
	Tier
	Systemic NOAEL

mg/kg bw/d
	AEL

mg/kg bw/d
	Estimated uptake

mg/kg bw/d
	Estimated uptake/ AEL 

(%)
	Acceptable

(yes/no)

	1.
	1 /No PPE
	5
	0.022
	0.1422
	646.37
	N

	
	2 / Gloves
	5
	0.022
	0.0686
	311.82
	N

	
	3 / Gloves + coveralls
	5
	0.022
	0.0132
	60.08
	Y

	2.
	1 /No PPE
	5
	0.022
	2.22x10-2
	100.91
	N

	
	2 / Gloves
	5
	0.022
	2.24x10-3
	10.18
	Y

	3.
	1 /No PPE
	5
	0.022
	3.82x10-3
	17.36
	Y

	
	2 / Gloves
	5
	0.022
	1.59x10-3
	7.22
	Y

	
	3 / Gloves + coveralls
	5
	0.022
	3.84x10-4
	1.75
	Y

	4
	1/ no PPE
	5
	0.022
	1.76x10-3
	8
	Y

	5.
	1 /No PPE
	5
	0.022
	8.56x10-3
	38.91
	Y

	
	2 / Gloves
	5
	0.022
	3.22x10-3
	14.64
	Y

	
	3 / Gloves + coveralls
	5
	0.022
	8.72x10-4
	3.96
	Y

	6.
	1 /No PPE
	5
	0.022
	5x10-4
	2.27
	Y

	
	2 / Gloves
	5
	0.022
	5x10-5
	0.23
	Y

	7.
	1 /No PPE
	5
	0.022
	3.27x10-4
	1.49
	Y

	
	2 /gloves
	5
	0.022
	1.23x10-4
	0.56
	Y

	8.
	1 /No PPE
	5
	0.022
	6.13x10-3
	27.87
	Y


Combined scenarios

	Scenarios combined
	Tier
	Systemic NOAEL

mg/kg bw/d
	AEL

mg/kg bw/d
	Estimated uptake

mg/kg bw/d
	Estimated uptake/ AEL 

(%)
	Acceptable

(yes/no)

	1+2+3.
	1/Tier1, 2/Tier1, 3/Tier1
	5
	0.022
	0.1682
	764.64
	N

	1+2+3.
	1/Tier3, 2/Tier1, 3/Tier1
	5
	0.022
	0.0392
	178.27
	N

	1+2+3.
	1/Tier3, 2/Tier2, 3/Tier3
	5
	0.022
	0.0158
	71.92
	Y

	1+2+3+8.
	1/Tier3, 2/Tier2, 3/Tier3, 8/Tier1
	5
	0.022
	0.02195
	99.80
	Y

	4+5+6.
	4/Tier1, 5/Tier1, 6/Tier1, 
	5
	0.022
	0.0108
	49.18
	Y

	2+3+4+5+6.
	2/Tier2, 3/Tier2, 4/Tier1, 5/Tier1, 6/Tier1,
	5
	0.022
	0.0147
	66.82
	Y


[Please include a row for each combination of scenarios assessed. If no combined exposure if foreseen, then only indicate this and delete the table.]

Local effects 
As the undiluted product is corrosive to eyes, a qualitative local risk assessment according to the guidance on the BPR: Volume III HH part B is performed. 

Scenario 1 (Mixing and loading liquids in compression applicators.)
	Hazard
	Exposure
	Risk

	Hazard category
	Effects in terms of C&L
	PT
	Who is exposed
	Tasks, uses, processes
	Potential exposure route
	Frequency and duration of potential exposure
	Relevant RMM & PPE
	Conclusion on risk

	EYE DAM 1
	H318
	8
	Professional users
	Pouring the product into  compression applicators 


	Eye 


	Short duration, 1-2 events per day 


	Use of appropriate PPE - eye protection


	Acceptable:

PPE,

Professional user,

No direct contact expected,

P sentences on the label



The P-sentences on the label are sufficient in order to protect the user. No additional RMMs are needed.

Diluted product: No local risk is foreseen since the diluted product is not classified as corrosive  according to the rules laid down in Regulation (EC) No 1272/2008 (CLP).

In order to obtain a working solution, the product is diluted 10-folds. Thus, the concentration of the co-formulant triggering a classification of the product as Eye Damage Cat 1 is lower than the generic cut-off values (3%).
Conclusion

On Tier 1 of scenarios 1 and 2, covering dilution and spraying application or dilution and  borehole injection without using Personal Protective Equipment (PPE), there is a potential risk of exposure to the operator. In case of borehole injection, wearing gloves is reuired. In case of spraying application, wearing protective gloves does not decrease exposure to acceptable level. Only using gloves and a coverall ensures acceptable risk of exposure to the operator. 

In case of brushing application, mixing and loading step as well as cleaning a brush, no unacceptable risk was identified even without gloves. 
Assessment for combined scenarios on Tier 1 covering dilution, spraying application, borehole impregnation and post-application cleaning without using Personal Protective Equipment (PPE) revealed a risk of exposure to an operator. Using gloves and a coverall ensures acceptable risk of exposure to the operator during mixing and loading as well as application of the product. Additional activity to product application like cleaning of a working cloth at the end of week is in a range of acceptable risk.  

Assessment for combined scenarios on Tier 2 covering borehole application and cleaning of injection equipment and Tier 1 covering brushing steps (dilution, brush application and cleaning phase) revealed acceptable risk for a professional user while gloves are worn at least during injection steps. All 3 steps of brushing phase cause acceptable risk without PPE.
Thus, taking into account local effects and to avoid the unacceptable risk of exposure for human health from the biocidal product XILIX 1000, the following RMMs have been added:

The use of eye protection during handling of the product is mandatory.  

Wear protective chemical resistant gloves during phases of spray and borehole application (glove material to be specified by the authorisation holder within the product information).
A protective coverall (at least type X, EN XXXXX) shall be worn during phases of spray application (coverall material to be specified by the authorisation holder within the product information).
Additionally, taking into account local effects and combined exposure (more than 90%) reflecting washing work cloths after product application at the end of working, the following hygiene measures were introdiuced:

Avoid contact with skin, eyes and clothing. 

Wash hands before breaks and immediately after handling the product.  
Wash hands immediately after handling contaminated work clothes.
Risk and exposure for a professional user to a substance of concern - dipropylene glycol methylether

Quantitative assessment of inhalative exposure towards the dipropylene glycol methylether.
	Use 


	Indicative value

for inhalative

exposure
	Inhalative

exposure

Product with

3.5 % SoC


	Inhalative

exposure

Product with

0.35 % SoC
	Occupational

exposure limit

(OEL) for 

dipropylene glycol methylether1
	% OEL

	Mixing and loading
	1.9 mg/m3
	0.0665 mg/m3
	x
	308 mg/m3
	0.02%

	Spraying
	76 mg/m3
	x
	0.266 mg/m3
	
	0.09%

	injection
	0.57 mg/m3
	x
	0.002 mg/m3
	
	6.48x10-4%

	brushing
	1.63 mg/m3
	x
	0.0057 mg/m3
	
	0.0019%


1 COMMISSION DIRECTIVE 2000/39/EC of 8 June 2000 establishing a first list of indicative occupational exposure limit values in implementation of Council Directive 98/24/EC on the protection of the health and safety of workers from the risks related to chemical agents at work.
Considering the results in the table above the risk caused by the dipropylene glycol methylether is negligible. At maximum 0.09% (spraying) of the occupational exposure limit of dipropylene glycol methylether is reached during the use of the product XILIX 1000.
Risk for non-professional users 

Systemic effects 

	Task/

Scenario
	Tier
	Systemic NOAEL

mg/kg bw/d
	AEL

mg/kg bw/d
	Estimated uptake

mg/kg bw/d
	Estimated uptake/ AEL 

(%)
	Acceptable

(yes/no)

	9.
	1 /No PPE
	20
	0.088
	2.44x10-4
	0.28
	Y


Local effects 

No local effects are expected.
Conclusion

The calculation of the risk through secondary exposure to wood preserved with Xilix 1000 did not lead to an unacceptable risk for non-professional users during  sanding of treated wood.
Risk for the general public 

Systemic effects 

	Task/

Scenario
	Tier
	Systemic NOAEL

mg/kg bw/d
	AEL

mg/kg bw/d
	Estimated uptake

mg/kg bw/d
	Estimated uptake/ AEL 

(%)
	Acceptable

(yes/no)

	10.
	1 /No PPE
	20
	0.088
	0.013
	14.77
	Y

	11. (infant)
	1 /No PPE
	5
	0.022
	3.94x10-3
	17.91
	Y

	11. (child)
	1 /No PPE
	5
	0.022
	2.90x10-3
	13.18
	Y


Local effects 

No local effects are expected.
Conclusion

The secondary exposure of an infant transient mouthing of piece of wood and playing on playground structure estimated towards cypermethrin was acceptable.
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 advised on the label 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. 

Cats are known to be more sensitive to pyrethroids than others animals due to a slower metabolisation of these substances. 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”.
2.2.8 Risk assessment for the environment

The product XILIX 1000 is a wood preservative (PT8) for professional use only. The biocidal product is a water-based concentrate to be diluted in with water and contains cypermethrin at 1.6% w/w (dilution rate: 10% w/w). The product is intended to be used on wood in the Use Class 1 (UC 1): situation in which the wood or wood-based product is under cover and fully protected from the weather and not exposed to wetting. The preventive treatment is performed by brushing or spraying methods whereas the curative treatment is performed by brushing or spraying as regular methods or by injection in combination with brushing or spraying.
Apart from the active substance cypermethrin, the biocidal product contains one substance of concern: Alcohol C11, ethoxylated (N°CAS 127036-24-2). According to the Safety Data Sheet (SDS) for this substance (Trade name: Imbentin-U/100) provided by the applicant, the substance is a polymer with a proposed classification as Acute Tox. 4 (H302) and Eye Dam. 1 (H318). There is no harmonized classification according to CLP for this substance. Based on notified classifications according to CLP criteria, the substance does not have any environmental classification. Therefore, it is not a substance of environmental concern.
No new studies or additional information for the environment have been provided. The information provided in the CAR of cypermethrin (PT8) is considered sufficient to perform an assessment of the biocidal product XILIX 1000 and therefore no new data/information on the active substance is required.
According to the OECD ESD PT 08 no emission scenarios are available for UC 1, since the potential emissions from treated wood to the outer environment are considered negligible.
2.2.8.1 Effects assessment on the environment

No new data relevant for the environmental evaluation, neither on the product, nor on the active substance, have been submitted.
Please refer to the CAR for Cypermethrin (PT 8).]

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

No other constituent apart from the active substance has an influence on the environmental classification and labelling of the product.

Cypermethirn has a harmonized classification for the environment, which is Aquatic Acute 1 with an M-factor of 1 and Aquatic Chronic 1, with an M-factor of 1000. Following this, the product needs to be classified as indicated below.

	Conclusion on the environmental classification and labelling of the product

	Classification:

Aquatic Chronic cat. 1 (H410)

Labelling:

GHS09 Warning H410


Further Ecotoxicological studies

No new data is available compared to CAR (see 2.2.8) and no further ecotoxicological studies are required.

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

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

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

The product is not in the form of bait or granules, so such data  are not required.

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

The product is not in the form of bait or granules, so  such data are not required.

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

Not relevant.
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 in UC 1 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 compared to CAR (see 2.2.8) and no further ecotoxicological studies are required.

Leaching behaviour (ADS)

Not relevant, since the product will only be used for wood in UC-1.
Testing for distribution and dissipation in soil (ADS)

No new data is available compared to CAR (see 2.2.8) and no further ecotoxicological studies are required.

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

No new data is available compared to CAR (see 2.2.8) and no further ecotoxicological studies are required.

Testing for distribution and dissipation in air (ADS)

No new data is available compared to CAR (see 2.2.8) and no further ecotoxicological studies are required.

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)

Not relevant.
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)
Not relevant.
2.2.8.2 Exposure assessment

The environmental exposure assessment is based on the OECD series on emission scenario documents (Number 2; OECD ESD) “Revised Emission Scenario Document for Wood Preservatives”(OECD, 2013). Where necessary the “Guidance on the Biocidal Products Regulation” (Volume IV Environment – Part B Risk Assessment (active substances); Version 1.0; April 2015) is also taken into consideration.
General information

	Assessed PT
	PT 8

	Assessed scenarios
	No scenario

	ESD(s) used
	Emission Scenario Document for Product Type 8: revised Emission Scenario Document for Wood Preservatives, (OECD 2013)

	Approach
	 -

	Distribution in the environment
	-

	Groundwater simulation
	not applicable

	Confidential Annexes
	NO

	Life cycle steps assessed
	-


	Remarks
	-



[Include text here if relevant]

Emission estimation

The product XILIX 1000 is a wood preservative (PT8) for professional use only. The biocidal product is a water-based concentrate to be diluted in with water and contains cypermethrin at 1.6% w/w (dilution rate: 10% w/w). The product is intended to be used on wood in the Use Class 1 (UC 1): situation in which the wood or wood-based product is under cover and fully protected from the weather and not exposed to wetting. The preventive treatment is performed by brushing or spraying methods whereas the curative treatment is performed by brushing or spraying as regular methods or by injection in combination with brushing or spraying.
According to the OECD ESD PT 08 no emission scenarios are available for UC 1, since the potential emissions from treated wood to the outer environment are considered negligible. Therefore no emission and exposure calculation is performed.
Fate and distribution in exposed environmental compartments

Emissions to environmental compartments are not expected if the intended use is respected and if the respective risk mitigation measures are applied.

Calculated PEC values

Not relevant according to OECD ESD PT8.

Primary and secondary poisoning

Not relevant (see 2.2.8).

2.2.8.3 Risk characterisation

Atmosphere

Emissions to the atmosphere are considered negligible.

Sewage treatment plant (STP) 

Emissions to STP are considered negligible.
Aquatic compartment

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

Terrestrial compartment 

The terrestrial compartment is not considered at risk for UC 1 ( see 2.2.8).

Groundwater

Not relevant
Primary and secondary poisoning

Primary poisoning

Not relevant
Secondary poisoning

Not relevant

Mixture toxicity

Not relevant
Aggregated exposure (combined for relevant emmission sources)

Not relevant
	Overall conclusion on the risk assessment for the environment of the product

	The environmental risk assessment characterisation shows that the intended uses of the biocidal product XILIX 1000 (Use Class 1) do not pose unacceptable risks to the environment if appropriate risk mitigation measures are considered.


2.2.9 Measures to protect man, animals and the environment

Measures to protect cats known for being sensible to pyrethroids: “Contain cypermethrin (pyrethroids), may be lethal to cats. Cats must avoid contact with treated object/area”.  

Measures to protect man: 

· "Do not apply the product on wood which may come into contact with food, feedstuff or livestock” as no dietary exposure have been assessed based on the intended uses of Xilix 1000. 

For more details, please see relevant sections of the risk assessment. 

2.2.10 Assessment of a combination of biocidal products

Not relevant
2.2.11 Comparative assessment

Not relevant
3 Annexes

3.1 List of studies for the biocidal product (family)
3.2 Output tables from exposure assessment tools
Scenario 1 Application of product by spraying (professional)
	Cypermethrin
	Units
	Tier 1
	Tier 2
	Tier 3

	Dermal exposure

	Potential dermal exposure
	mg/min
	222

	Duration
	min
	80

	Potential dermal deposit
	mg/d
	17760

	Clothing penetration
	%
	100
	100
	10

	Actual dermal deposit (In use formulation)
	mg/d
	17 760
	17 760
	1776

	Hand exposure

	Exposure indicative value
	mg/min
	273
	7.8
	7.8

	Duration
	min
	80

	Actual hand deposit (in use formulation)
	mg/d
	21 840
	624
	624

	Feet exposure inside shoes

	Exposure indicative value
	mg/min
	5.4

	Duration
	min
	80

	Actual feet deposit (in use formulation)
	mg/d
	432
	432
	432

	Actual dermal exposure

	Product (in use formulation)
	mg/d
	40 032
	18 816
	2832

	Active substance content in treating solution
	%
	0.16

	Active substance (in use formulation)
	mg/d
	64.05
	30.10
	4.53

	Skin absorption
	%
	13

	Active substance penetrated via skin
	mg/d
	8.33
	3.91
	0.59

	Body weight
	kg
	60

	Total dermal expouser 
	
	0.1388
	0.0652
	0.0098

	Exposure by inhalation

	Potential exposure by inhalation
	mg/m3
	76

	Inhalation rate
	m3/min
	0.021

	Duration
	min
	80

	Inhaled (in use solution)
	mg/d
	127.68

	Active substance content in treating solution
	%
	0.16

	Inhaled (active substance)
	mg/d
	0.204

	Body weight
	kg
	60

	Total inhaled exposure
	mg/d
	0.0034

	Total systemic exposure
	mg/kg/d
	0.1422
	0.0686
	0.0132


Scenario 2 Application of product by borehole pressure impregnation (professional)
	Cypermethrin
	Units
	Tier 1
	Tier 2

	Hand exposure

	Exposure indicative value
	mg/min
	80
	8

	Duration
	min
	80

	Actual hand deposit (in use formulation)
	mg/d
	6 400
	640

	Actual dermal exposure

	Product (in use formulation)
	mg/d
	6 400
	640

	Active substance content in treating solution
	%
	0.16

	Active substance (in use formulation)
	mg/d
	10.24
	1.02

	Skin absorption
	%
	13

	Active substance penetrated via skin
	mg/d
	1.331
	0.133

	Body weight
	kg
	60

	Total dermal expouser 
	
	2.22x10-2
	2.22x10-3

	Exposure by inhalation

	Potential exposure by inhalation
	mg/m3
	0.57

	Inhalation rate
	m3/min
	0.021

	Duration
	min
	80

	Inhaled (in use solution)
	mg/d
	0.958

	Active substance content in treating solution
	%
	0.16

	Inhaled (active substance)
	mg/d
	0.00153

	Body weight
	kg
	60

	Total inhaled exposure
	mg/d
	2.55x10-5

	Total systemic exposure
	mg/kg/d
	2.22x10-2
	2.24x10-3


Scenario 3 Post-application, Cleaning of the spray/injection equipment (professional)
	Cypermethrin
	Units
	Tier 1
	Tier 2
	Tier 3

	Dermal exposure

	Potential dermal exposure
	mg/min
	19.28

	Duration
	min
	20

	Potential dermal deposit
	mg/d
	385.6

	Clothing penetration
	%
	100
	100
	10

	Actual dermal deposit (In use formulation)
	mg/d
	385.6
	385.6
	38.56

	Hand exposure

	Exposure indicative value
	mg/min
	35.87
	3.59
	3.59

	Duration
	min
	20

	Actual hand deposit (in use formulation)
	mg/d
	717.4
	71.8
	71.8

	Actual dermal exposure

	Product (in use formulation)
	mg/d
	3 255.2
	457.4
	110.36

	Active substance content in treating solution
	%
	0.16

	Active substance (in use formulation)
	mg/d
	1103
	0.732
	0.177

	Skin absorption
	%
	13

	Active substance penetrated via skin
	mg/d
	0.2294
	0.0951
	0.0230

	Body weight
	kg
	60

	Total dermal  (systemic) exposure
	
	3.82x10-3
	1.59x10-3
	3.84x10-4


SCENARIO 4 Mixing and loading – brushing (professional)
	Dermal exposure 

	Indicative dermal exposure on hands
	ml/event
	0.5

	Density
	g/cm3
	1.0146 

	% of active substance in the working solution
	%
	0.16

	Active substance on hands
	mg
	0.812

	Dermal absorption
	%
	13

	Absorbed (active substance)
	mg/d
	0.1055

	Body weight
	kg
	60

	Total systemic exposure
	mg/kg/d
	0.00176


SCENARIO 5 Application –brushing (professional)
	
	units
	Tier 1
	Tier 2
	Tier 3

	Active substance
	%
	0.16

	Body weight
	kg
	60

	Dermal penetration rate 
	%
	13

	Potential dermal exposure

	Potential hand exposure

	Indicative value 
	mg/m2
	0.5417

	Application area
	m2
	31.6

	Potential hand deposit
	mg 
	2.739

	Penetration through gloves
	%
	100
	10
	10

	Actual hand deposit
	mg
	2.739
	0.274
	0.274

	Potential body exposure

	Indicative value 
	mg/m2
	0.2382

	Application area
	m2
	31.6

	Potential body deposit
	mg 
	1.204

	Clothing penetration 
	%
	100
	100
	10

	Actual body deposit
	mg
	1.204
	1.204
	0.12

	Total dermal deposit
	mg
	3.943
	1.478
	0.394

	Penetration through skin
	mg
	0.5126
	0.1921
	0.0512

	Exposure via dermal route
	mg/kg bw/d
	0.00854
	0.0032
	0.00085

	Inhalation exposure

	Indicative value
	mg/m2
	0.0016

	Duration
	min
	240

	Inhalation rate
	m3/min
	0.021

	Inhaled a.s.
	mg
	0.0013

	Exposure via inhalation route
	mg/kg bw/d
	0.000022

	
	
	

	Total systemic exposure
	mg/kg bw/d
	0.008562
	0.003222
	0.000872

	AEL
	
	0.022

	%AEL
	
	38.92
	14.65
	3.96


SCENARIO 6 Post application – brushing (cleaning a brush) (professional)
	The systemic dermal exposure is calculated as follows:

	Activity and Parameters
	Tier 1
	Tier 2
	Units

	
	No gloves
	Gloves
	

	Volume of brush 
	200
	200
	ml

	Volume of paint remaining on brush after painting (1/8 of 200 ml = 25 ml)
	25
	25
	ml

	Density of paint 
	1,00
	1,00
	g/ml

	Weight of paint on brush after painting = volume of paint remaining on brush after painting (ml) x density of paint (g/ml) 
	25,00
	25,00
	g

	Concentration of a.s. in paint
	0,16
	0,16
	% w/w

	A. Weight of a.s. on brush after painting 
	40,0000
	40,0000
	mg

	 

	B. Residues of a.s. on brush after 1st washing (10% of A )
	4,0000
	4,0000
	mg

	Amount of a.s. removed from the brush into the cleaning fluid (A-B)
	36,0000
	36,0000
	mg

	C. Weight of a.s. squeezed out from brush onto cloth (50% of B)
	2,0000
	2,0000
	mg

	Cloth absorbs 90% of a.s. squeezed out of brush therefore, weight of a.s. available to contaminate the hand (10% of C)
	0,2000
	0,2000
	mg

	Penetration of a.s. through gloves
	100
	10
	%

	Weight of a.s. on hand
	0,20000
	0,02000
	mg

	Dermal absorption of a.s. 
	13,00
	13,00
	%

	Weight of a.s. entering the body
	0,02600
	0,00260
	mg

	D. Weight of a.s. left on the brush after 1st wash and squeezing (B – C)
	2,0000
	2,0000
	mg

	 

	E. Residues of a.s. on brush after 2nd washing (10% of D)
	0,2000
	0,2000
	mg

	Amount of a.s. removed from the brush into the cleaning fluid (D-E)
	1,8000
	1,8000
	mg

	F. Weight of a.s. squeezed out from brush onto cloth (50% of E)
	0,1000
	0,1000
	mg

	Cloth absorbs 90% of a.s. squeezed out of brush therefore, weight of a.s. available to contaminate the hand (10% of F) 
	0,0100
	0,0100
	mg

	Penetration of a.s. through gloves 
	100
	10
	%

	Weight of a.s. on hand
	0,01000
	0,00100
	mg

	Dermal absorption of a.s.
	13,00
	13,00
	%

	Weight of a.s. entering the body 
	0,00130
	0,00013
	mg

	G. Weight of a.s. left on the brush after 2nd wash and squeezing (E – F)
	0,1000
	0,1000
	mg

	 

	H. Residues of a.s. on brush after 3rd washing (10% of G)
	0,0100
	0,0100
	mg

	    Amount of a.s. removed from the brush into the cleaning fluid (G – H) 
	0,0900
	0,0900
	mg

	I. Weight of a.s. squeezed out from a brush onto a cloth  (50% of H)
	0,0050
	0,0050
	mg

	Cloth absorbs 90% of a.s. squeezed out of brush therefore, weight of a.s. available to contaminate the hand (10% of I) 
	0,0005
	0,0005
	mg

	Penetration of a.s. through gloves
	100
	10
	%

	Weight of a.s. on hand
	0,00050
	0,00005
	mg

	Dermal absorption of a.s.
	13,00
	13,00
	%

	Weight of a.s. entering the body
	0,00007
	0,00001
	mg

	 

	Total weight of a.s. entering the body (to 4 decimal places)
	0,0274
	0,0027
	mg

	Body weight
	60
	60
	kg

	TOTAL SYSTEMIC DERMAL DOSE OF ACTIVE SUBSTANCE (to 4 decimal places)
	0,0005
	0,00005
	mg a.s./kg bw


Scenario 7 Sanding treated wood (professional)
	Parameters
	Unit
	Cypermethrin

	Application rate of working solution
	g/m2
	300

	Concentration of a.s. in working solution 
	%
	0.16

	Amount of a.s. on treated wood
	mg/cm²
	0.048

	Area of wood to be sanded surface area cm² (4 x 4cm x 250cm + 2 x 4cm x 4cm) 


	cm2
	4032

	Amount in wood [a.s] 


	mg
	193.54

	Volume of outer layer (4 x 3cm x 249cm x 1cm + 2 x 3cm x 3cm x 1cm)
	cm³
	3006

	Amount of a.s. in the volume of the outer 1 cm layer

	mg/cm³
	0.064

	Exposure by inhalation

	Wood dust concentration in air 
	mg/m³
	5

	Exposure duration 
	h
	6

	Inhalation rate 
	m3/h
	1.25

	Retention of a.s. in wood 
	%
	100

	Density of wood 
	mg/cm³
	400

	Amount dust inhaled in 6 hours 
	cm³ 
	0.094

	Inhaled [a.s] 
	mg
	6.00x10-3

	Body weight
	kg
	60

	Inhalation dose
	mg/kg bw/day
	1.00x10-4

	Dermal exposure

	Amount of a.s. on the surface of treated wood (assumption that the entire retained a.s. is present on the surface

	mg/cm2
	0.064

	Transfer coefficient 


	%
	2

	Surface of palm of hand 


	cm2
	410

	Dermal absorption (%) 


	%
	13

	% of hand contaminated during sanding
	%
	20

	Dermal deposite [a.s.]
	mg
	0.0137

	Body weight 


	kg
	60

	Dermal dose
	mg/kg bw/day
	2.27x10-4

	Total systemic dose
	mg/kg bw/day
	3.27x10-4

	Dermal exposure TIER 2 

	Dermal deposite [a.s.] from Tier1

0.0137
	mg
	0.0137

	Default factor for the use of gloves
	%
	10

	Body weight 


	kg
	60

	Dermal dose
	mg/kg bw/day
	2.27x10-5

	Total systemic dose [inhalation Tier1 + dermal Tier2]
	mg/kg bw/day
	1.23x10-4


Scenario 8 Laundering contaminated work clothing (professional).

	Parameters
	Units
	Cypermethrin

	Potential dermal deposit of b.p. 
	mg/d
	18 145

	Clothing penetration 
	%
	10

	No of working day before washing
	
	5

	Potential dermal deposit of b.p. on a coverallafter 5 working days

	mg
	81 652

	Concentration of a.s. in dilution
	%
	0.16

	Potential dermal deposit of a.s. on a coverall after 5 working days
	mg
	130.64

	area of a medium-sized coverall
	cm2
	22700

	Residues on coverall
	mg a.s./cm2
	0.0058

	Transfer coefficient
	%
	30

	Total skin surface after contacts with contaminated coverall

2 x ½ E + E
	cm2
	1640

	Dermal exposure
	mg a.s./day
	2.83

	Dermal absorption
	%
	13

	Body weight
	kg
	60

	Systemic exposure
	mg/kg bw/day
	6.13x10-3


Scenario 9 Sanding treated wood (general public)
	Parameters
	Unit
	Cypermethrin

	Application rate of working solution
	g/m2
	300

	Concentration of a.s. in working solution 
	%
	0.16

	Amount of a.s. on treated wood
	mg/cm²
	0.048

	Area of wood to be sanded surface area cm² (4 x 4cm x 250cm + 2 x 4cm x 4cm) 


	cm2
	4032

	Amount in wood [a.s] 


	mg
	193.54

	Volume of outer layer (4 x 3cm x 249cm x 1cm + 2 x 3cm x 3cm x 1cm)
	cm³
	3006

	Amount of a.s. in the volume of the outer 1 cm layer

	mg/cm³
	0.064

	Exposure by inhalation

	Wood dust concentration in air 
	mg/m³
	5

	Exposure duration 
	h
	1

	Inhalation rate 
	m3/h
	1.25

	Retention of a.s. in wood 
	%
	100

	Density of wood 
	mg/cm³
	400

	Amount dust inhaled in 1 hour 
	cm³ 
	0.0156

	Inhaled [a.s] 
	mg
	1.00x10-3

	Body weight
	kg
	60

	Inhalation dose
	mg/kg bw/day
	1.67x10-5

	Dermal exposure

	Amount of a.s. on the surface of treated wood (assumption that the entire retained a.s. is present on the surface

	mg/cm2
	0.064

	Transfer coefficient 


	%
	2

	Surface of palm of hand 


	cm2
	410

	Dermal absorption (%) 


	%
	13

	% of hand contaminated during sanding
	%
	20

	Dermal deposite [a.s.]
	mg
	0.0137

	Body weight 


	kg
	60

	Dermal dose
	mg/kg bw/day
	2.27x10-4

	Total systemic dose
	mg/kg bw/day
	2.44x10-4


Scenario 10 Infant chewing of wood offcut (general public)
	Parameter
	Calculation

	Active substance
	Unit
	Cypermethrin

	Application rate of working solution
	g/m²
	300.00

	Concentration of a.s. in working solution
	%
	0.16

	Amount of a.s. on treated wood
	mg/cm²
	0.048

	Area of wood to be sanded surface area cm² (4 x 4cm x 250cm + 2 x 4cm x 4cm)
	cm2
	4032

	Amount in wood [a.s]
	mg
	193.54

	Volume of outer layer (4 x 3cm x 249cm x 1cm + 2 x 3cm x 3cm x 1cm)
	cm³
	3006

	Amount of a.s. in the volume of the outer 1 cm layer

	mg/cm³
	0.064

	Volume of the piece of wood
	cm³
	16

	Oral uptake by extraction of a.s. from the wood (acc. to User Guidance (2002))
	%
	10

	Quantity of active substances extracted per day
	mg a.s./day
	0.102

	Oral absorption
	%
	100

	Total absorbed dose
	mg/day
	0.102

	Body weight
	kg
	8

	Total systemic dose
	mg/kg bw/d
	0.013


Scenario 11 Children on playground structure outdoors and mouthing
	Parameter
	Calculation

	Active substance
	Unit
	Infant
	 Child


	Application rate of product
	g/m²
	300

	Concentration of a.s. in working solution
	%
	0.16

	Amount of a.s. on treated wood
	mg/cm²
	0.048

	Area of wood to be sanded surface area cm² (4 x 4cm x 250cm + 2 x 4cm x 4cm) 


	cm2
	4032

	Amount in wood [a.s] 


	mg
	193.54

	Volume of outer layer (4 x 3cm x 249cm x 1cm + 2 x 3cm x 3cm x 1cm)
	cm³
	3006

	Amount of a.s. in the volume of the outer 1 cm layer

	mg/cm3
	0.064

	Amount of a.s. on the surface of treaed wood (conservative assumption that the entire retained a.s. is present on the surface)
	mg/cm2
	0.064

	Dermal exposure
	
	
	

	Area of hands  - both palms and backs of hands
	cm²
	196.8
	427.8

	% of hand area contaminated
	%
	20

	Dislodgeable fraction (acc. to TNsG 2007 for dried objects on wood)
	%
	2

	Amount of a.s. on hands
	mg/d
	0.05
	0.11

	Dermal penetration
	%
	13

	Dermal exposure towards a.s.
	mg/d
	0.0066
	0.0142

	Body weight
	kg
	8
	23.9

	Dermal systemic dose
	mg/kg bw/d
	8.19x10-4
	5.96x10-4

	Oral exposure
	
	
	

	Oral uptake after licking of hands (infant/child) (ConsExpo) (50% of the potential dermal exposure, amount of a.s. on hands)
	%
	50

	Oral exposure towards a.s.
	mg
	0.025
	0.055

	Body weight
	kg
	8
	23.9

	Oral systemic dose
	mg/kg bw/d
	3.13x10-3
	2.30x10-3

	Combined dermal and oral exposure
	mg/kg bw/d
	3.94x10-3
	2.90x10-3


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
-
Confidential annex 

Please see separate document.
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� Describe the necessary instructions for use like for example: period of time needed for the biocidal effect; the interval to be observed between applications of the biocidal product or between application and the next use of the product treated, or the next access by humans or animals to the area where the biocidal product has been used, including particulars concerning decontamination means and measures and duration of necessary ventilation of treated areas; particulars for adequate cleaning of equipment; particulars concerning precautionary measures during transport; precautions to be taken to avoid the development of resistance.
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