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1 [bookmark: _Toc389728849][bookmark: _Toc42170170]
CONCLUSION

The product Embasol Houtwormdood containing  permethrin (0.25% w/w/ or 2 g/L) is used for preventive treatment of wood in use class 1 and for curative treatment of wood against the larvae of wood boring beetles by industrial users, professionals and non-professionals. Application methods for preventive treatment are superficial (brushing , spraying and dipping) and penetrative ((double) vacuum-pressure impregnation). Application methods for curative treatment are superficial (brushing and spraying), and penetrative (injection). Curative injection treatment could only be authorized in combination with curative superficial application.

Preventive treatment of wood in use class 2 was also applied for, but this was not assessed as in line with efficacy guidance part B/C and EN599-1 fungicidal activity would also be required.

Embasol Houtwormdood is a colourless liquid with a density of 0.7974 g/cm3 (20°C).  The pH of a 1% dilution of the product is 6.3.  It has a surface tension of 24.62mN/m at 20°C and a viscosity of 1.6 mPa s at 20°C and 1.4 mPa s at 40°C.
Shelf-life: 24 months for tinplate/metal packaging or 12 months for HDPE packaging.
Based on the low viscosity and the high amount of H304 classified components the product is classified with aspiration hazard (H304). No other classification based on  physical chemical properties is identified. 

The product is sufficiently efficacious against larvae of wood boring beetles in both preventive  125 ml/m2 or 1.56-3.18 kg/m3) and curative ( 250-300 ml/m2 or 1.56-7.63 kg/m3) applications.

Conclusion Human Health
The risk assessment for human health, for professional and industrial use concluded that:
-Acceptable risk levels are obtained when PPE are prescribed for application via coarse spraying. Protective gloves and impermeable coverall should be used to obtain safe use. 

-Acceptable risk levels are obtained when PPE are prescribed for application via injection by an injector. Protective gloves should be used to obtain safe use. 

-Acceptable risk levels are obtained without the need for PPE for injection by pouring.

-Acceptable risk levels are obtained when PPE are prescribed for application via brushing. Protective gloves should be used to obtain safe use. 

-Acceptable risk levels are obtained when PPE are prescribed for application via dipping. Protective gloves should be used to obtain safe use. 

-Acceptable risk levels are obtained when PPE are prescribed for application via vacuum treatment. Protective gloves should be used to obtain safe use. 

-Acceptable risk levels are obtained when PPE are prescribed for application via double vacuum treatment. Protective gloves and coverall should be used to obtain safe use. 

The risk assessment for human health, for non-professional use concluded that:
-Acceptable risk levels are obtained without the need for PPE for injection by pouring.

-Acceptable risk levels are obtained without the need for PPE for application via brushing. 
Borehole injection should always be combined with a curative superficial treatment (spraying or brushing/rolling). 

The combination of borehole treatment (injection or pouring) was not acceptable in combination with spraying, not even with PPE (protective gloves and impermeable coverall). Therefore, this combination is not authorized.

The combination of borehole treatment (injection or pouring) was acceptable in combination with brushing, with the use of gloves.


For secondary exposure to the general public, it can be concluded that risk levels are acceptable.

For indirect exposure from treated wood, it can be assumed that the exposure to animals is negligible, given that the treated timber is mainly used  in constructions indoor and/or under a roof. Exposure to animals would only sporadically occur, as access to the timber is limited in such cases. Furthermore, chewing of treated wood is included in the risk assessment for human health and considers the most vulnerable group, i.e. infants. As cats are sensitive to permethrin, the following risk mitigation measure has been added: “Avoid prolonged contact of pets, particularly cats, to treated surfaces”


Conclusion Environment
No environmental risks have been identified for industrial use provided that a risk mitigation measure is included in the SPC stating that freshly treated timber shall be stored after treatment  under shelter or on impermeable hard standing surface, or both, to prevent direct losses to soil, sewer or water, and that any losses of the product shall be collected for reuse or disposal.

No environmental risks for professional or non-professional have been identified provided that a risk mitigation measure is included in the SPC stating that residual fluids, brushes, and rinse water applied for cleaning have to be discharged as hazardous waste. Furthermore, run-off to soil or surface water needs to be prevented in order to protect water living organisms. Therefore treatment of wood with this product needs to take place indoors or under roof. Alternatively, during treatment the soil underneath and around the object to be treated needs to be covered with plastic. 

A potential risk exists for bats roosting on treated wood. A warning needs to be added to the SPC indicating that the product must not be used in areas where bats reside.














2 [bookmark: _Toc389728850][bookmark: _Toc42170171]ASSESSMENT REPORT
2.1 [bookmark: _Toc387244910][bookmark: _Toc387250732][bookmark: _Toc388281221][bookmark: _Toc388281677][bookmark: _Toc387244911][bookmark: _Toc387250733][bookmark: _Toc388281222][bookmark: _Toc388281678][bookmark: _Toc418784128][bookmark: _Toc418784129][bookmark: _Toc42170172][bookmark: _Toc366658839][bookmark: d0e7][bookmark: d0e6]Summary of the product assessment 
2.1.1 [bookmark: _Toc42170173]Administrative information
2.1.1.1 [bookmark: _Toc42170174][bookmark: _Toc366658840][bookmark: d0e10]Identifier of the product 
	Identifier[footnoteRef:1] [1:  Please fill in here the identifying product name from R4BP 3. ] 

	Country (if relevant)

	Embasol Houtwormdood
	The Netherlands


2.1.1.2 [bookmark: _Toc42170175][bookmark: _Toc366658844][bookmark: d0e350]Authorisation holder
	[bookmark: d0e66]Name and address of the authorisation holder
	Name
	Hoetmer B.V.

	
	Address
	Nijverheidstraat 12
NL-3316 AP Dordrecht
The Netherlands

	Pre-submission phase started on
	/

	Pre-submission phase concluded on
	/

	Authorisation number
	NL-0017730-0000 (NL)

	Date of the authorisation
	23-12-2020 (NL)

	Expiry date of the authorisation
	23-12-2030 (NL)


2.1.1.3 [bookmark: _Toc42170176][bookmark: _Toc366658842][bookmark: d0e146]Manufacturer(s) of the products 
	Name of manufacturer
	Glanssa Hygiëne Products

	Address of manufacturer
	Curieweg 11, 4691 ST Tholen, The Netherlands

	Location of manufacturing sites
	Curieweg 11
4691 ST Tholen
Netherlands



	Name of manufacturer
	Kurt Obermeier GmbH & Co. KG
Berghäuser Straße 70
D - 57319 Bad Berleburg

	Address of manufacturer
	Berghäuser Straße 70, D - 57319 Bad Berleburg, Germany

	Location of manufacturing sites
	IndustrieStraße 1, D-57319 Bad Berleburg 
Germany


2.1.1.4 [bookmark: _Toc366658843][bookmark: _Toc42170177]Manufacturer(s) of the active substance(s)
	[bookmark: d0e246]Active substance
	Permethrin (Preventol HS 75)

	Name of manufacturer
	LANXESS Deutschland GmbH

	[bookmark: d0e269]Address of manufacturer
	Kennedyplatz 1 
50569 Köln
 Germany

	Location of manufacturing sites
	Bayer Vapi Private Ltd. - Plot 306/3, II Phase, GIDC Vapi 396 195 Gujarat - India

	
	



	Active substance
	Permethrin

	Name of manufacturer
	Tagros Chemicals India Limited

	Address of manufacturer
	“Jhaver Centre”, Rajah Annamalai Building, IV Floor, 72, Marshalls Road, Chennai-600 008, Egmore, India

	Location of manufacturing sites
	A4/1&2, SIPCOT Industrial Complex, Kudikadu, 
Cuddalore, Tamil Nadu, India

	
	


	The Netherlands
	Embasol Houtwormdood
	PT8




Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu
2

2.1.2 [bookmark: _Toc42170178]Product composition and formulation
[bookmark: _Toc366658845]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 	|_|
[bookmark: Check1]No 	|X|
2.1.2.1 [bookmark: _Toc42170179]Identity of the active substance
	Main constituent(s)

	ISO name
	permethrin

	IUPAC or EC name
	3-phenoxybenzyl (1RS, 3RS; 1RS, 3RS)-3-(2,2-dichlorovinyl)-2,2-dimethylcyclopropanecarboxylate

	EC number
	258-067-9

	CAS number
	52645-53-1

	Index number in Annex VI of CLP
	613-058-00-2

	Minimum purity / content
	Permethrin has four stereoisomers: 1Rcis, 1Scis, 1Rtrans, 1Strans. Two pairs of diastereomers (each consisting of a non-racemic pair of enantiomers) are present is a ratio of ca. 25:75.
Specification ≥ 93.0% w/w sum of all permethrin isomers. 
Permethrin is a reaction mass of four stereoisomers
1R,cis permethrin content = 5.0 - 10.0 %w/w
1S,cis permethrin content = 15.0 - 20.0 %w/w
1R,trans permethrin content = 45.0 - 55.0 %w/w
1S,trans permethrin content = 17.0 - 27.0 %w/w

	Structural formula
	
[image: ][image: ]



2.1.2.2 [bookmark: _Toc42170180]Candidate(s) for substitution
Not applicable
2.1.2.3 [bookmark: _Toc42170181]
Qualitative and quantitative information on the composition of the biocidal product 

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

	Permethrin 
	m-phenoxybenzyl 3-(2,2-dichlorovinyl)-2,2-dimethylcyclopropanecarboxylate

	Active substance

	52645-53-1
	258-067-9
	0.269
(0.25 pure active)

	Distillates(petroleum), hydrotreated light 
	Distillates (petroleum), hydrotreated light

	Non-active ingredient
	64742-47-8
	265-149-8
	95.731


2.1.2.4 [bookmark: _Toc403566543][bookmark: _Toc42170182][bookmark: _Toc366658846][bookmark: d0e437]Information on technical equivalence
Not relevant.  The source of active substance is the reference source.

2.1.2.5 [bookmark: _Toc403566544][bookmark: _Toc42170183]Information on the substance(s) of concern
See section 2.1.2.3. Furthermore, for more specific information please see section 2.2.6. Available toxicological data relating to non active substance(s) (i.e. substance(s) of concern) and more specific information please be refered to the confidential annex. 

2.1.2.6 [bookmark: _Toc42170184]Endocrine disrupting properties
The Commission Delegated Regulation (EU) 2017/2100 specifying the scientific criteria for the determination of endocrine-disrupting properties (ED criteria) under Regulation (EU) No 528/2012 (BPR) establishes that the ED criteria become applicable by 7 June 2018 for biocides  (https://www.ctgb.nl/onderwerpen/hormoon-verstoorders). It means that an ED hazard assessment should be included in the PAR. Applicants should perform screening for co-formulants contained in the product, and where an alert is identified, perform further ED evaluation. The screening and/or evaluation is carried out in accordance with the EFSA/ECHA ED guidance (http://www.efsa.europa.eu/en/press/news/180607). The assessment was already in a stage where the applicant could not be requested to perform a screening. 
Detailed information on e.g. how a screening was performed for co-formulant(s) if an alert for ED property is found, information type and source from which the alert was found,  the outcome of further ED assessment, and the conclusion of the eCA is included in 

• “Others” in section 2.2.6.1 “Assessment of effects” for human health aspect
• “Further Ecotoxicological studies” in section 2.2.8.1 “Effects assessment on the environment” for environment aspect
• Confidential Annex can be used in case the ED assessment contains confidential information.

Based on the screening none of the co-formulants triggered an alert for potential endocrine disruption properties. Hence, no further ED assessments are required for Embasol Houtwormdood.
2.1.2.7 [bookmark: _Toc42170185]Type of formulation
	AL: Any other liquid (Ready-to-use formulation)


[bookmark: _Toc366658847][bookmark: d0e452]



2.1.3 [bookmark: _Toc42170186][bookmark: _Hlk48128076]Hazard and precautionary statements[footnoteRef:2] [2:  For micro-organisms based products: indication on the need for the biocidal product to carry the biohazard sign specified in Annex II to Directive 2000/54/EC (Biological Agents at Work).] 

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

	Hazard category
	Asp. Tox. 1 
Aquatic Acute 1
Aquatic Chronic 1 

	Hazard statement
	H304 : May be fatal if swallowed and enters airways.
H400 : Very toxic to aquatic life.
H410 : Very toxic to aquatic life with long lasting effects.

	

	Labelling

	Signal words
	Danger

	Hazard statements
	H304 : May be fatal if swallowed and enters airways.
H410 : Very toxic to aquatic life with long lasting effects.

	Precautionary statements
	P273 : Avoid release to the environment.
P301+P310 : IF SWALLOWED : immediately call a poison center or doctor/physician.
P331 : Do NOT induce vomiting.
P405 : Store locked up.
P501 : Dispose of content/container to….

	Additional labeling requirements
	EUH066: Repeated exposure may cause skin dryness or cracking.
EUH208: Contains permethrin. May produce an allergic reaction.

	

	Note
	Based on its contribution to the H304 classification, the substance ‘Distillates (petroleum), hydrotreated light’ need to be declared on the label (Art 18 (3), CLP)

Hazard pictograms:
GHS08 and GHS09




Non-professional use
	Classification

	Hazard category
	Asp. Tox. 1 
Aquatic Acute 1
Aquatic Chronic 1 

	Hazard statement
	H304 : May be fatal if swallowed and enters airways.
H400 : Very toxic to aquatic life.
H410 : Very toxic to aquatic life with long lasting effects.

	

	Labelling

	Signal words
	Danger

	Hazard statements
	H304 : May be fatal if swallowed and enters airways.
H410 : Very toxic to aquatic life with long lasting effects.

	Precautionary statements
	P101 : If medical advice is needed, have product container or label at hand.
P102 : Keep out of reach of children.
P273 : Avoid release to the environment.
P301+P310 : IF SWALLOWED : immediately call a poison center or doctor/physician.
P331 : Do NOT induce vomiting.
P405 : Store locked up.
P501 : Dispose of content/container to….

	Additional labeling requirements
	EUH066: Repeated exposure may cause skin dryness or cracking.
EUH208: Contains permethrin. May produce an allergic reaction.

	

	Note
	Based on its contribution to the H304 classification, the substance ‘Distillates (petroleum), hydrotreated light’ need to be declared on the label (Art 18 (3), CLP)
Products for non-professional use must be fitted with a child-resistant fastening and tactile warnings of danger. 



2.1.4 [bookmark: _Toc42170187]Authorised use(s)
2.1.4.1 [bookmark: _Toc42170188]Use description[footnoteRef:3] [3:  Copy this section as many times as necessary (one table per use, together with any instructions for use, risk mitigation measures and other directions for use that are use-specific. It has to be noted that in accordance with Document CA-May14-Doc.5.6 – Final, the SPC of a biocidal product presents the authorised uses as a number of pre-defined uses to which the product label shall have full correspondence.] 

Table 1. Use # 1 –  Preventive wood preservative with insecticidal activity for industrial use 
	Product Type
	PT8 – wood preservatives (preservatives)

	Where relevant, an exact description of the authorised use
	Insecticide

	Target organism (including development stage)
	Other - Wood boring beetles - larvae

	Field of use
	Indoor
Permitted is only the use of Embasol Houtwormdood for preventive treatment of wood destined for use under roof  (use class 1) against attack by insects.

	Application method(s)
	Open system: Immersion
Closed system: pressure process (vacuum-pressure impregnation)
Closed system: vacuum impregnation (double vacuum impregnation)

	Application rate(s) and frequency
	125 mL of the product/m2 wood for superficial treatment

1.56 - 3.18kg of the product /m3 for penetrative treatment

Only 1 application is required

	Category(ies) of users
	Industrial

	Pack sizes and packaging material
	Jerrycan 25L – HDPE (opaque)
Drum 200L – HDPE (opaque)
IBC 1000L – HDPE (opaque)


[bookmark: _Toc416859529][bookmark: _Toc366658848][bookmark: d0e1044]
2.1.4.2 [bookmark: _Toc42170189]Use-specific instructions for use[footnoteRef:4] [4:  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.] 

	Immersion method: 
Dip the wood to be treated in a dipping tank filled with Embasol Houtwormdood. Immerse till the required uptake is reached. 
Retention rate: 125 ml/m2.

Closed system: pressure process (vacuum-pressure impregnation)
The wood to be treated is placed in the vacuum-pressure cylinder. After the wood is placed and the cylinder is closed, a vacuum is made in the cylinder. After e.g. 15 minutes of vacuum the cylinder is filled with Embasol Houtwormdood. Thereafter, when the cylinder is full, Embasol Houtwormdood is pumped under pressure in the cylinder and in the wood under high pressure till the required uptake is reached. Then the cylinder is emptied and an post-vacuum is made in order to get the wood 'surface dry' out of the cylinder. 
Retention rate: 1.56-3.18 kg/m3.
Closed system: vacuum impregnation (double vacuum impregnation)
The wood to be treated is placed into the vacuum cylinder. After the wood is placed and the cylinder is closed, a vacuum is made in the cylinder. After 15/20 minutes of pre-vacuüm the cylinder is filled with Embasol Houtwormdood. When the cylinder is full, the wood stands in the liquid till the required uptake is reached. Subsequently the cylinder is emptied and a post-vacuum is created in order to get the wood 'surface dry' out of the cylinder. 
Retention rate: 1.56-3.18 kg/m3.



2.1.4.3 [bookmark: _Toc42170190]Use-specific risk mitigation measures 
	Immersion method : 
Wear protective chemical resistant gloves during product handling phase
Closed system: pressure process (vacuum-pressure impregnation):
Wear protective chemical resistant gloves during product handling phase.
Closed system: vacuum impregnation (double vacuum impregnation):
Wear protective chemical resistant gloves and coverall during product handling phase.

Freshly industrial-treated timber shall be stored after treatment  under shelter or on impermeable hard standing surface, or both, to prevent direct losses to soil, sewer or water, and that any losses of the product shall be collected for reuse or disposal.




2.1.4.4 [bookmark: _Toc42170191]Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	See general directions for use.


2.1.4.5 [bookmark: _Toc42170192]Where specific to the use, the instructions for safe disposal of the product and its packaging 
	See general directions for use.



2.1.4.6 [bookmark: _Toc42170193]Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage
	See general directions for use.




Table 2. Use #2 Preventive wood preservative with insecticidal activity for use by professionals and trained professionals
	Product Type
	PT8 – wood preservative (preservatives)

	Where relevant, an exact description of the authorised use
	Insecticide

	Target organism (including development stage)
	Other - Wood boring beetles - larvae 

	Field of use
	Indoor
Permitted is only the use of Embasol Houtwormdood for preventive treatment of wood destined for use under roof (use class 1) against attack by insects.

	Application method(s)
	Brushing, spraying

	Application rate(s) and frequency
	125 mL of the product/m2 wood  
Only 1 application required

	Category(ies) of users
	Professionals and trained professionals


	The Netherlands
	Embasol Houtwormdood
	PT8




Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu

	Pack sizes and packaging material
	Can/Tin 5L – metal
Jerrycan 5, 10 and 25L – HDPE (opaque)
Drum 200L – HDPE (opaque)
IBC 1000L – HDPE (opaque)


2.1.4.7 [bookmark: _Toc42170194]Use-specific instructions for use
	Spraying: Apply Embasol Houtwormdood with a (automatic) spraying apparatus under low pressure in coarse droplets, in a way that trickling down is avoided. Retention rate: 125 ml/m2.
Brushing : The wood surface to be treated is brushed or rolled with a brush or roller. Apply one or two coats of the undiluted product depending on the uptake per coat. Apply in a way that trickling down is avoided. Retention rate: 125 ml/m2.

Avoid release of the product or residues of the product to the environment. Discharge of leftover and residues containing the product (e.g. solvents used for cleaning of brushes) to the sewer or surface water is not permitted. Leftover and residues containing the product (e.g. solvents used for cleaning of brushes) need to be removed as chemical waste.



2.1.4.8 [bookmark: _Toc42170195]Use-specific risk mitigation measures 
	Remove or cover terrariums, aquariums and animal cages before application. Turn off aquarium air-filter while spraying.
Keep children and pets away from treated surfaces until dried.

Spraying:
Wear protective chemical resistant gloves and coverall during product handling phase. Dispose of protective gloves after use.

Brushing :
Wear protective chemical resistant gloves during product handling phase.





2.1.4.9 [bookmark: _Toc42170196]Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	See general directions for use 


2.1.4.10 [bookmark: _Toc42170197]Where specific to the use, the instructions for safe disposal of the product and its packaging 
	See general directions for use



2.1.4.11 [bookmark: _Toc42170198]Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage
	See general directions for use 



Table 3. Use #3 Curative wood preservative with insecticidal activity for use by professionals and trained professionals
	Product Type
	PT8 – wood preservative (preservatives)

	Where relevant, an exact description of the authorised use
	Insecticide

	Target organism (including development stage)
	Other - Wood boring beetles - larvae 

	Field of use
	Indoor

Curative wood preservation for indoor application and outdoor application within the scope of an extensive curative treatment (e.g. timbered house, wooden roof frames, log house constructions).

Outdoor applications are not intended for wood that:
- is either continually exposed to the weather or; 
- is protected from the weather but subject to frequent wetting and;
- is subject to leaching

	Application method(s)
	Brushing, injection, spraying

	Application rate(s) and frequency
	
Brushing & Spraying: 250-300 mL of the product/m2 wood 

Injection: Depending on the dimensions of beams, the severity of the attack and the used injectors/injection holes. For the borehole method you will have 26 holes per m². For a beam of 30 x 30 cm with injectors of 6 mm 6.36 mL will be used per borehole and with an injector of 10 mm 17.67 mL will be used per borehole. For a beam of 80 x 80 cm with an injector of 6 mm 16.96 ml will be used per borehole and with an injector of 10 mm 47.12 mL will be used per borehole. 
With the new patented injection method the average uptake per linear meter for a beam of 30 cm (30 x 30 cm) is 0.3 liter Embasol Houtwormdood and for a beam of 80 cm 1.5 liter per linear meter.

Curative treatment by injection should always be combined with a curative superficial treatment by brushing at an application rate of 250-300 mL/m2 to ensure efficacy.

Only 1 application required.

For curative treatment it is advisable to check periodically and at least one year after the treatment  whether active attack is still present. If the borers are still active, retreat the wood, perhaps locally.

	Category(ies) of users
	Professionals and trained professionals


	The Netherlands
	Embasol Houtwormdood
	PT8




Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu

	Pack sizes and packaging material
	Can/Tin 5L – metal
Jerrycan 5, 10 and 25L – HDPE (opaque)
Drum 200L – HDPE (opaque)
IBC 1000L – HDPE (opaque)


2.1.4.12 [bookmark: _Toc42170199]Use-specific instructions for use
	Outdoor applications are not intended for wood that:
- is either continually exposed to the weather or; 
- is protected from the weather but subject to frequent wetting and;
- is subject to leaching

Remove varnishes, paints or wax films completely. Clean all the timber present. For timber attacked by House longhorn beetles, it is desirable to first open the tunnels and brush out the bore-dust as much as possible. Remove the bore-dust and wood layers damaged by the insect for subsequent disposal by burning. Clean the remaining wood surface with a wire-brush. 

Spray: Apply Embasol Houtwormdood with a (automatic) spraying apparatus under low pressure in coarse droplets, in a way that trickling down is avoided.  Retention rate: 250-300 ml/m2.
Brush : The wood surface to be treated is brushed or rolled with a brush or roller. Apply one or two coats of the undiluted product depending on the uptake per coat. Apply in a way that trickling down is avoided. Retention rate: 250-300 ml/m2.
Injection : Inject the wood according to the classic borehole method or through the new patented injection system with low pressure. 
Borehole method:
Timber
Drill holes in the timber with a diameter of 6-10 mm, depending on the diameter of the injection plug to be used, till a depth of 3/4 of the beam thickness. The holes must be drilled 20 cm apart from each other in the horizontal direction and 15 cm in the vertical direction in cross bond. Put wood-injection-plugs into the holes and inject with the help of a high pressure (5 bar) injector, Embasol Houtwormdood into the wood. Treat the rest of the timber with Embasol Houtwormdood.

Beam ends
Drill holes in the timber with a diameter of 6-10 mm, depending on the diameter of the injection plug to be used. In horizontal beams drill holes vertically, in vertical beams drill holes under a 45° angle till a depth of 3/4 of the beam thickness. The holes must be drilled 5 cm apart from each other perpendicular to the grain and 20 cm parallel to the grain in cross bond. Drill the holes staggered. Drill the first row of holes approx. 10 cm from the wall. 2 rows are sufficient unless the specifications say otherwise. Put wood-injection-plugs into the holes and inject with the help of a high pressure (5 bar) injector, Embasol Houtwormdood into the wood. Treat the rest of the timber with Embasol Houtwormdood by brushing. 
  

With the new patented method smaller drillholes are drilled into the wood (max. 6 mm), or fly out openings of the beetles are being used. With this method only a few holes are made in the wood.
Thereafter the system is being connected to the holes by small hoses and through low pressure for a certain period of time the required amount of wood preservative is injected in the wood.

Retention rate: Depending on the dimensions of beams, the severity of the attack and the used injectors/injection holes. For the borehole method you will have 26 holes per m². For a beam of 30 x 30 cm with injectors of 6 mm 6.36 ml will be used per borehole and with an injector of 10 mm 17.67 ml will be used per borehole. For a beam of 80 x 80 cm with an injector of 6 mm 16.96 ml will be used per borehole and with an injector of 10 mm 47.12 ml will be used per borehole. With the new patented injection method the average uptake per linear meter for a beam of 30 cm (30 x 30 cm) is 0,3 liter Embasol Houtwormdood and for a beam of 80 cm 1.5 liter per linear meter.


 
2.1.4.13 [bookmark: _Toc42170200]Use-specific risk mitigation measures 
	Remove or cover terrariums, aquariums and animal cages before application. Turn off aquarium air-filter while spraying.
Keep children and pets away from treated surfaces until dried.

Spraying:
Wear protective chemical resistant gloves and coverall during product handling phase. Dispose of protective gloves after use.

Brushing :
Wear protective chemical resistant gloves during product handling phase

Injection :
Inject the wood according the classic borehole method or through the new patented injection system with low pressure. Wear protective chemical resistant gloves.

Curative treatment by injection should always be combined with a curative superficial treatment by brushing at an application rate of 250-300 mL/m2 to ensure efficacy. Superficial treatment by spraying is not allowed due to risk for human health from the combined exposure.

Avoid release of the product or residues of the product to the environment. Discharge of leftover and residues containing the product (e.g. solvents used for cleaning of brushes) to the sewer or surface water is not permitted. Leftover and residues containing the product (e.g. solvents used for cleaning of brushes) need to be removed as chemical waste.



2.1.4.14 [bookmark: _Toc42170201]Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	See general directions for use 


2.1.4.15 [bookmark: _Toc42170202]Where specific to the use, the instructions for safe disposal of the product and its packaging 
	See general directions for use



2.1.4.16 [bookmark: _Toc42170203]Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage
	See general directions for use 






Table 4. Use # 4 – Preventive and curative wood preservative with insecticidal activity for non-professional use

	Product Type
	PT8 wood preservative (preservatives)

	Where relevant, an exact description of the authorised use
	 Insecticide

	Target organism (including development stage)
	Other - Wood boring beetles- larvae

	Field of use
	Indoor

Permitted is only the preventive use (use class 1) and curative use of Embasol Woodwormkiller to treat wood under roof attacked by insects

Curative wood preservation for indoor application and outdoor application within the scope of an extensive curative treatment (e.g. timbered house, wooden roof frames, log house constructions) with simultaneous preventive efficacy.
Outdoor applications are not intended for wood that:
- is either continually exposed to the weather or; 
- is protected from the weather but subject to frequent wetting and;
- is subject to leaching

Preventive wood preservation for indoor application within the scope of curative treatment on surrounding timber.

	Application method(s)
	Brushing

	Application rate(s) and frequency
	Curative : 250 – 300 mL of the product/m2 wood 
Preventive : 125 mL of the product/m2 wood 

Frequency : One time application. For curative treatment it is advisable to check periodically and at least one year after the treatment  whether active attack is still present. If the borers are still active, retreat the wood, perhaps locally. 

	Category(ies) of users
	General public (non-professional)

	Pack sizes and packaging material
	Canister  0.75 – metal (tinplate)
Can 2.5 and 5L -metal (tinplate)
Jerrycan 5L – HDPE (opaque)



2.1.4.17 [bookmark: _Toc42170204]Use-specific instructions for use
	Outdoor applications are not intended for wood that:
- is either continually exposed to the weather or; 
- is protected from the weather but subject to frequent wetting and;
- is subject to leaching 

For preventive treatment:
Brush : Brush the wood surface to be treated with a brush. The required uptake is to be reached in more than one treatment in a way that trickling down is avoided. Retention rate 125 ml/m2.

For curative treatment:
Remove varnishes, paints or wax films completely. Clean all the timber present. For timber attacked by House longhorn beetles, it is desirable to first open the tunnels and brush out the bore-dust as much as possible. Remove the bore-dust and wood layers damaged by the insect for subsequent disposal by burning. Clean the remaining wood surface with a wire-brush. 


Brush : Brush the wood surface to be treated with a brush. The required uptake is to be reached in more than one treatment in a way that trickling down is avoided.  Retention rate 250 - 300 ml/m2.

Avoid release of the product or residues of the product to the environment. Discharge of leftover and residues containing the product (e.g. solvents used for cleaning of brushes) to the sewer or surface water is not permitted. Leftover and residues containing the product (e.g. solvents used for cleaning of brushes) need to be removed as chemical waste.



2.1.4.18 [bookmark: _Toc42170205]Use-specific risk mitigation measures 
	No animals or bystanders should be present during the application.
Keep children and pets away from treated surfaces until dried.



2.1.4.19 [bookmark: _Toc42170206]Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	See general directions for use 


2.1.4.20 [bookmark: _Toc42170207]Where specific to the use, the instructions for safe disposal of the product and its packaging 
	See general directions for use



2.1.4.21 [bookmark: _Toc42170208]Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage
	See general directions for use 






2.1.5 [bookmark: _Toc42170209]General directions for use
2.1.5.1 [bookmark: _Toc42170210]Instructions for use[footnoteRef:5] [5: ] 

	For a good penetration the wood moisture content must be lower than 18%. Before treatment all prefabrication, such as sawing, drilling and notching must be carried out. If such work takes place after preservative treatment, further treatment of these parts must be carried out with Embasol Houtwormdood.


2.1.5.2 [bookmark: _Toc42170211]Risk mitigation measures
	
Do not use on wood which may come in direct contact with food, feeding stuff and livestock animals. 
Avoid prolonged contact of pets, particularly cats, to treated surfaces.
Only to be used in well ventilated areas. Do not inhale vapour/spray.
Treatment and storage need to take place under roof and on a liquid-tight floor. Discharge of the agent to sewer is not allowed. Residues containing the agent are to be disposed of as chemical waste. 

Wood treated with Embasol Houtwormdood may cause harm to bats. Do not use the product in areas where bats reside.


2.1.5.3 [bookmark: _Toc42170212]Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	General information 
Change contaminated, saturated clothing. When in doubt or if symptoms are observed, get medical advice. Never give anything by mouth to an unconscious person or a person with cramps. 
In case of inhalation 
Remove casualty to fresh air and keep warm and at rest. Provide fresh air.
In case of skin contact 
After contact with skin, wash immediately with plenty of water and soap. In case of skin reactions, consult a physician. 
After eye contact 
Rinse immediately carefully and thoroughly with eye-bath or water. 
In case of eye irritation 
Consult anophthalmologist. 
After ingestion   
Do NOT induce vomiting. Rinse mouth thoroughly with water. 
Pyrethroids may cause paresthesia (burning and prickling of the skin without irritation). If symptoms persist: Get medical advice.



2.1.5.4 [bookmark: _Toc42170213]Instructions for safe disposal of the product and its packaging
	Dispose as dangerous waste according to the local regulations.
Storage needs to take place under roof and on a liquid-tight floor. Discharge of the agent to sewer is not allowed. Residues containing the agent are to be disposed of as chemical waste.


2.1.5.5 [bookmark: _Toc42170214]Conditions of storage and shelf-life of the product under normal conditions of storage
	Store only in original, well closed containers, separate from food and feeding stuff. Store locked up.
Protect from frost. Store at room temperature.
Shelf-life: 24 months for tinplate/metal packaging or 12 months for HDPE packaging.




2.1.6 [bookmark: _Toc425153848][bookmark: _Toc42170215]Other information
	-




2.1.7 [bookmark: _Toc425346397][bookmark: _Toc425346398][bookmark: _Toc425346399][bookmark: _Toc425346400][bookmark: _Toc425346401][bookmark: _Toc425346410][bookmark: _Toc425346423][bookmark: _Toc425346428][bookmark: _Toc425346429][bookmark: _Toc403566549][bookmark: _Toc42170216]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)

	canister
	0.75L
	tinplate
	Plastic closure with screw cap (D42)
	Non-professional
	Yes

	canister
	2.5L
	tinplate
	Plastic closure with screw cap (D42)
	Non-professional
	Yes

	canister
	5L
	tinplate
	Plastic closure with screw cap (D42)
	Professional and non-professional
	Yes

	jerrycan
	5 liter
	HDPE (opaque)
	Sealable cap OV 51
	Professional and non-professional
	Yes

	jerrycan 
	10 liter
	HDPE (opaque)
	Sealable cap OV 51
	Professional 
	Yes

	jerrycan
	25 liter
	HDPE (opaque)
	Sealable cap DIN 61
	
Professional 
	Yes

	drum
	200L
	HDPE (opaque)
	TR-sure cap (Plastiplug)
	
Professional
	Yes

	IBC
	1000L
	HDPE (opaque)
	DIN 150 filling opening with screw cap
	
Professional
	Yes





2.1.8 [bookmark: _Toc425346431][bookmark: _Toc425346449][bookmark: _Toc42170217][bookmark: _Toc366658854][bookmark: d0e2119]Documentation 
2.1.8.1 [bookmark: _Toc42170218]Data submitted in relation to product application
Physico-chemical tests and efficacy tests were performed on the product.  All of these data are submitted within the current application.
No other studies have been performed. For the toxicological and ecotoxicological studies, reference is made to the active substance dossier of permethrin. No additional data are considered to be required. The studies included in the active substance dossier are applicable to the biocidal product as well considering the nature of the product (BPR regulation 528/2012). The product is classified based on CLP mixture rules.
2.1.8.2 [bookmark: _Toc42170219]Access to documentation
A letter of access to the active substance data (permethrin) is available from Lanxess and Tagros (See IUCLID)
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2.2 [bookmark: _Toc42170220]Assessment of the biocidal product 

2.2.1 [bookmark: _Toc42170221]Intended use(s) as applied for by the applicant 
The uses below are the ones applied for by the applicant, without any changes by the eCA. These uses are assessed in the following chapters. 
See 2.1.4 for the authorised uses, after assessment of the dossier.

Table 3. Use # 1 –  preventive wood preservative with insecticidal activity for industrial use
	Product Type
	PT8

	Where relevant, an exact description of the authorised use
	Permitted is only the use of Embasol Houtwormdood to treat wood destined for use under roof preventively against attack by insects.

	Target organism (including development stage)
	Insects in wood:
Wood boring beetles :
· Hylotrupes bajulus (larvae)
· Lyctus brunneus (larvae)
· Anobium punctatum  (larvae)


	Field of use
	Indoor

	Application method(s)
	Open system: Immersion
Closed system: pressure process (vacuum-pressure impregnation)
Closed system: vacuum impregnation (double vacuum impregnation)

	Application rate(s) and frequency
	125mL of the product/m2 wood 
1.56-3.18kg/m3
1.56-3.18kg/m3
Only 1 application required

	Category(ies) of users
	Industrial

	Pack sizes and packaging material
	Jerrycan 25L – HDPE
Drum 200L – HDPE
IBC 1000L - HDPE



Table 4. Use #2 - preventive wood preservative with insecticidal activity for use by professionals and trained professionals
	Product Type
	PT8

	Where relevant, an exact description of the authorised use
	Permitted is only the use of Embasol Houtwormdood to treat wood destined for use under roof preventively against attack by insects.

	Target organism (including development stage)
	Insects in wood:
Wood boring beetles :
· Hylotrupes bajulus  (larvae)
· Lyctus brunneus (larvae)
· Anobium punctatum  (larvae)


	Field of use
	Indoor

	Application method(s)
	Brushing, spraying, immersion (open system)

	Application rate(s) and frequency
	125mL of the product/m2 wood 
Only 1 application required

	Category(ies) of users
	Professionals and trained professionals

	Pack sizes and packaging material
	Jerrycan 5, 10 and 25L – HDPE
Drum 200L – HDPE
IBC 1000L - HDPE



Table 5. Use #3 - remedial wood preservative with insecticidal activity for use by professionals and trained professionals
	Product Type
	PT8

	Where relevant, an exact description of the authorised use
	Embasol Houtwormdood is to be used as a product for the curative treatment of wood in use class 1 and 2 for the control of insects (professional users)

	Target organism (including development stage)
	Insects in wood:
Wood boring beetles :
· Hylotrupes bajulus  (larvae)
· Lyctus brunneus (larvae)
· Anobium punctatum (larvae)


	Field of use
	Indoor

	Application method(s)
	Brushing, spraying, injection (open system)

	Application rate(s) and frequency
	Brushing & spraying : 250-300mL of the product/m2 wood 
Injection : Depending on the dimensions of beams, the severity of the attack and the used injectors/injection holes. For the borehole method you will have 26 holes per m². For a beam of 30 x 30 cm with injectors of 6 mm 6,36 ml will be used and with an injector of 10 mm 17,67 ml. For a beam of 80 x 80 cm with an injector of 6 mm 16,96 ml will be used and with an injector of 10 mm 47,12 ml. 

With the new patented injection method the average uptake per linear meter for a beam of 30 cm (30 x 30 cm) is 0,3 liter Embasol Houtwormdood and for a beam of 80 cm 1,5 liter per linear meter.
One time. For remedial treatment it is advisable to check periodically and at least one year after the treatment  whether active attack is still present. If the borers are still active, retreat the wood, perhaps locally.

	Category(ies) of users
	Professionals and trained professionals

	Pack sizes and packaging material
	Jerrycan 5, 10 and 25L – HDPE
Drum 200L – HDPE
IBC 1000L - HDPE



Table 6. Use # 4 – RTU formulation for the control of insects in wood – non-professional use
	Product Type
	PT8

	Where relevant, an exact description of the authorised use
	Permitted is only the use of Embasol Houtwormdood:

a. to treat wood under roof (use class 1 and 2) attacked by insects

b. to treat wood destined for use under roof preventively against attack by insects.

	Target organism (including development stage)
	Insects in wood:
Wood boring beetles :
· Hylotrupes bajulus  (larvae)
· Lyctus brunneus (larvae)
· Anobium punctatum (larvae)


	Field of use
	Indoor

	Application method(s)
	Brushing & spraying (open system)

	Application rate(s) and frequency
	Curative : 250-300mL of the product/m2 wood 
Preventive : 125mL of the product/m2 wood 
One time. For remedial treatment it is advisable to check periodically and at least one year after the treatment  whether active attack is still present. If the borers are still active, retreat the wood, perhaps locally.

	Category(ies) of users
	Non-professional

	Pack sizes and packaging material
	Canister 0.75, 2.5 and 5L - metal
Jerrycan 5L – HDPE





2.2.2 [bookmark: _Toc387245157][bookmark: _Toc388285159][bookmark: _Toc388374250][bookmark: _Toc388609953][bookmark: _Toc388624987][bookmark: _Toc388625241][bookmark: _Toc388633642][bookmark: _Toc389725131][bookmark: _Toc389726067][bookmark: _Toc389727119][bookmark: _Toc389727477][bookmark: _Toc389727836][bookmark: _Toc389728195][bookmark: _Toc389728555][bookmark: _Toc389728913][bookmark: _Toc389748638][bookmark: _Toc389750053][bookmark: _Toc389807235][bookmark: _Toc389807491][bookmark: _Toc389807857][bookmark: _Toc388285160][bookmark: _Toc389726068][bookmark: _Toc389727120][bookmark: _Toc389727478][bookmark: _Toc389727837][bookmark: _Toc389728196][bookmark: _Toc389728556][bookmark: _Toc389728914][bookmark: _Toc388285161][bookmark: _Toc388374252][bookmark: _Toc388609955][bookmark: _Toc388624989][bookmark: _Toc388625243][bookmark: _Toc388633644][bookmark: _Toc389725133][bookmark: _Toc389726069][bookmark: _Toc389727121][bookmark: _Toc389727479][bookmark: _Toc389727838][bookmark: _Toc389728197][bookmark: _Toc389728557][bookmark: _Toc389728915][bookmark: _Toc389748640][bookmark: _Toc389750055][bookmark: _Toc389807237][bookmark: _Toc389807493][bookmark: _Toc389807859][bookmark: _Toc388285162][bookmark: _Toc389726070][bookmark: _Toc389727122][bookmark: _Toc389727480][bookmark: _Toc389727839][bookmark: _Toc389728198][bookmark: _Toc389728558][bookmark: _Toc389728916][bookmark: _Toc388285164][bookmark: _Toc389726072][bookmark: _Toc389727124][bookmark: _Toc389727482][bookmark: _Toc389727841][bookmark: _Toc389728200][bookmark: _Toc389728560][bookmark: _Toc389728918][bookmark: _Toc388285165][bookmark: _Toc389726073][bookmark: _Toc389727125][bookmark: _Toc389727483][bookmark: _Toc389727842][bookmark: _Toc389728201][bookmark: _Toc389728561][bookmark: _Toc389728919][bookmark: _Toc388285167][bookmark: _Toc389726075][bookmark: _Toc389727127][bookmark: _Toc389727485][bookmark: _Toc389727844][bookmark: _Toc389728203][bookmark: _Toc389728563][bookmark: _Toc389728921][bookmark: _Toc388285168][bookmark: _Toc389726076][bookmark: _Toc389727128][bookmark: _Toc389727486][bookmark: _Toc389727845][bookmark: _Toc389728204][bookmark: _Toc389728564][bookmark: _Toc389728922][bookmark: _Toc388285170][bookmark: _Toc389726078][bookmark: _Toc389727130][bookmark: _Toc389727488][bookmark: _Toc389727847][bookmark: _Toc389728206][bookmark: _Toc389728566][bookmark: _Toc389728924][bookmark: _Toc388285171][bookmark: _Toc389726079][bookmark: _Toc389727131][bookmark: _Toc389727489][bookmark: _Toc389727848][bookmark: _Toc389728207][bookmark: _Toc389728567][bookmark: _Toc389728925][bookmark: _Toc388285179][bookmark: _Toc389726087][bookmark: _Toc389727139][bookmark: _Toc389727497][bookmark: _Toc389727856][bookmark: _Toc389728215][bookmark: _Toc389728575][bookmark: _Toc389728933][bookmark: _Toc388285186][bookmark: _Toc389726094][bookmark: _Toc389727146][bookmark: _Toc389727504][bookmark: _Toc389727863][bookmark: _Toc389728222][bookmark: _Toc389728582][bookmark: _Toc389728940][bookmark: _Toc388285193][bookmark: _Toc389726101][bookmark: _Toc389727153][bookmark: _Toc389727511][bookmark: _Toc389727870][bookmark: _Toc389728229][bookmark: _Toc389728589][bookmark: _Toc389728947][bookmark: _Toc388285200][bookmark: _Toc389726108][bookmark: _Toc389727160][bookmark: _Toc389727518][bookmark: _Toc389727877][bookmark: _Toc389728236][bookmark: _Toc389728596][bookmark: _Toc389728954][bookmark: _Toc388285207][bookmark: _Toc389726115][bookmark: _Toc389727167][bookmark: _Toc389727525][bookmark: _Toc389727884][bookmark: _Toc389728243][bookmark: _Toc389728603][bookmark: _Toc389728961][bookmark: _Toc388285208][bookmark: _Toc389726116][bookmark: _Toc389727168][bookmark: _Toc389727526][bookmark: _Toc389727885][bookmark: _Toc389728244][bookmark: _Toc389728604][bookmark: _Toc389728962][bookmark: _Toc388281508][bookmark: _Toc388281964][bookmark: _Toc388282446][bookmark: _Toc388282894][bookmark: _Toc388285210][bookmark: _Toc389726118][bookmark: _Toc389727170][bookmark: _Toc389727528][bookmark: _Toc389727887][bookmark: _Toc389728246][bookmark: _Toc389728606][bookmark: _Toc389728964][bookmark: _Toc388281510][bookmark: _Toc388281966][bookmark: _Toc388282448][bookmark: _Toc388282896][bookmark: _Toc388285212][bookmark: _Toc389726120][bookmark: _Toc389727172][bookmark: _Toc389727530][bookmark: _Toc389727889][bookmark: _Toc389728248][bookmark: _Toc389728608][bookmark: _Toc389728966][bookmark: _Toc388281511][bookmark: _Toc388281967][bookmark: _Toc388282449][bookmark: _Toc388282897][bookmark: _Toc388285213][bookmark: _Toc389726121][bookmark: _Toc389727173][bookmark: _Toc389727531][bookmark: _Toc389727890][bookmark: _Toc389728249][bookmark: _Toc389728609][bookmark: _Toc389728967][bookmark: _Toc388281525][bookmark: _Toc388281981][bookmark: _Toc388282463][bookmark: _Toc388282911][bookmark: _Toc388285227][bookmark: _Toc388374267][bookmark: _Toc388609970][bookmark: _Toc388625004][bookmark: _Toc388625258][bookmark: _Toc388633659][bookmark: _Toc389725148][bookmark: _Toc389726135][bookmark: _Toc389727187][bookmark: _Toc389727545][bookmark: _Toc389727904][bookmark: _Toc389728263][bookmark: _Toc389728623][bookmark: _Toc389728981][bookmark: _Toc389748652][bookmark: _Toc389750067][bookmark: _Toc389807249][bookmark: _Toc389807505][bookmark: _Toc389807871][bookmark: _Toc388281534][bookmark: _Toc388281990][bookmark: _Toc388282472][bookmark: _Toc388282920][bookmark: _Toc388285236][bookmark: _Toc388374275][bookmark: _Toc388609978][bookmark: _Toc388625012][bookmark: _Toc388625266][bookmark: _Toc388633667][bookmark: _Toc389725156][bookmark: _Toc389726144][bookmark: _Toc389727196][bookmark: _Toc389727554][bookmark: _Toc389727913][bookmark: _Toc389728272][bookmark: _Toc389728632][bookmark: _Toc389728990][bookmark: _Toc389748660][bookmark: _Toc389750075][bookmark: _Toc389807257][bookmark: _Toc389807513][bookmark: _Toc389807879][bookmark: _Toc388281535][bookmark: _Toc388281991][bookmark: _Toc388282473][bookmark: _Toc388282921][bookmark: _Toc388285237][bookmark: _Toc388374276][bookmark: _Toc388609979][bookmark: _Toc388625013][bookmark: _Toc388625267][bookmark: _Toc388633668][bookmark: _Toc389725157][bookmark: _Toc389726145][bookmark: _Toc389727197][bookmark: _Toc389727555][bookmark: _Toc389727914][bookmark: _Toc389728273][bookmark: _Toc389728633][bookmark: _Toc389728991][bookmark: _Toc389748661][bookmark: _Toc389750076][bookmark: _Toc389807258][bookmark: _Toc389807514][bookmark: _Toc389807880][bookmark: _Toc388281536][bookmark: _Toc388281992][bookmark: _Toc388282474][bookmark: _Toc388282922][bookmark: _Toc388285238][bookmark: _Toc389726146][bookmark: _Toc389727198][bookmark: _Toc389727556][bookmark: _Toc389727915][bookmark: _Toc389728274][bookmark: _Toc389728634][bookmark: _Toc389728992][bookmark: _Toc388281548][bookmark: _Toc388282004][bookmark: _Toc388282486][bookmark: _Toc388282934][bookmark: _Toc388285250][bookmark: _Toc388374287][bookmark: _Toc388609990][bookmark: _Toc388625024][bookmark: _Toc388625278][bookmark: _Toc388633679][bookmark: _Toc389725168][bookmark: _Toc389726158][bookmark: _Toc389727210][bookmark: _Toc389727568][bookmark: _Toc389727927][bookmark: _Toc389728286][bookmark: _Toc389728646][bookmark: _Toc389729004][bookmark: _Toc389748672][bookmark: _Toc389750087][bookmark: _Toc389807269][bookmark: _Toc389807525][bookmark: _Toc389807891][bookmark: _Toc388281555][bookmark: _Toc388282011][bookmark: _Toc388282493][bookmark: _Toc388282941][bookmark: _Toc388285257][bookmark: _Toc388374293][bookmark: _Toc388609996][bookmark: _Toc388625030][bookmark: _Toc388625284][bookmark: _Toc388633685][bookmark: _Toc389725174][bookmark: _Toc389726165][bookmark: _Toc389727217][bookmark: _Toc389727575][bookmark: _Toc389727934][bookmark: _Toc389728293][bookmark: _Toc389728653][bookmark: _Toc389729011][bookmark: _Toc389748678][bookmark: _Toc389750093][bookmark: _Toc389807275][bookmark: _Toc389807531][bookmark: _Toc389807897][bookmark: _Toc388281556][bookmark: _Toc388282012][bookmark: _Toc388282494][bookmark: _Toc388282942][bookmark: _Toc388285258][bookmark: _Toc388374294][bookmark: _Toc388609997][bookmark: _Toc388625031][bookmark: _Toc388625285][bookmark: _Toc388633686][bookmark: _Toc389725175][bookmark: _Toc389726166][bookmark: _Toc389727218][bookmark: _Toc389727576][bookmark: _Toc389727935][bookmark: _Toc389728294][bookmark: _Toc389728654][bookmark: _Toc389729012][bookmark: _Toc389748679][bookmark: _Toc389750094][bookmark: _Toc389807276][bookmark: _Toc389807532][bookmark: _Toc389807898][bookmark: _Toc388281557][bookmark: _Toc388282013][bookmark: _Toc388282495][bookmark: _Toc388282943][bookmark: _Toc388285259][bookmark: _Toc389726167][bookmark: _Toc389727219][bookmark: _Toc389727577][bookmark: _Toc389727936][bookmark: _Toc389728295][bookmark: _Toc389728655][bookmark: _Toc389729013][bookmark: _Toc388281565][bookmark: _Toc388282021][bookmark: _Toc388282503][bookmark: _Toc388282951][bookmark: _Toc388285267][bookmark: _Toc388374302][bookmark: _Toc388610005][bookmark: _Toc388625039][bookmark: _Toc388625293][bookmark: _Toc388633694][bookmark: _Toc389725183][bookmark: _Toc389726175][bookmark: _Toc389727227][bookmark: _Toc389727585][bookmark: _Toc389727944][bookmark: _Toc389728303][bookmark: _Toc389728663][bookmark: _Toc389729021][bookmark: _Toc389748687][bookmark: _Toc389750102][bookmark: _Toc389807284][bookmark: _Toc389807540][bookmark: _Toc389807906][bookmark: _Toc388281572][bookmark: _Toc388282028][bookmark: _Toc388282510][bookmark: _Toc388282958][bookmark: _Toc388285274][bookmark: _Toc388374308][bookmark: _Toc388610011][bookmark: _Toc388625045][bookmark: _Toc388625299][bookmark: _Toc388633700][bookmark: _Toc377649016][bookmark: _Toc377650869][bookmark: _Toc377650996][bookmark: _Toc377653265][bookmark: _Toc378351569][bookmark: _Toc378681318][bookmark: _Toc378682238][bookmark: _Toc378683685][bookmark: _Toc378685373][bookmark: _Toc378685509][bookmark: _Toc378691718][bookmark: _Toc378692175][bookmark: _Toc378692312][bookmark: _Toc378692449][bookmark: _Toc378761151][bookmark: _Toc378761294][bookmark: _Toc378761437][bookmark: _Toc378761580][bookmark: _Toc378761893][bookmark: _Toc378762033][bookmark: _Toc378762171][bookmark: _Toc378765648][bookmark: _Toc378767396][bookmark: _Toc378774991][bookmark: _Toc378776186][bookmark: _Toc378841266][bookmark: _Toc378858865][bookmark: _Toc378859093][bookmark: _Toc377649017][bookmark: _Toc377650870][bookmark: _Toc377650997][bookmark: _Toc377653266][bookmark: _Toc378351570][bookmark: _Toc378681319][bookmark: _Toc378682239][bookmark: _Toc378683686][bookmark: _Toc378685374][bookmark: _Toc378685510][bookmark: _Toc378691719][bookmark: _Toc378692176][bookmark: _Toc378692313][bookmark: _Toc378692450][bookmark: _Toc378761152][bookmark: _Toc378761295][bookmark: _Toc378761438][bookmark: _Toc378761581][bookmark: _Toc378761894][bookmark: _Toc378762034][bookmark: _Toc378762172][bookmark: _Toc378765649][bookmark: _Toc378767397][bookmark: _Toc378774992][bookmark: _Toc378776187][bookmark: _Toc378841267][bookmark: _Toc378858866][bookmark: _Toc378859094][bookmark: _Toc377649018][bookmark: _Toc377650871][bookmark: _Toc377650998][bookmark: _Toc377653267][bookmark: _Toc378351571][bookmark: _Toc378681320][bookmark: _Toc378682240][bookmark: _Toc378683687][bookmark: _Toc378685375][bookmark: _Toc378685511][bookmark: _Toc378691720][bookmark: _Toc378692177][bookmark: _Toc378692314][bookmark: _Toc378692451][bookmark: _Toc378761153][bookmark: _Toc378761296][bookmark: _Toc378761439][bookmark: _Toc378761582][bookmark: _Toc378761895][bookmark: _Toc378762035][bookmark: _Toc378762173][bookmark: _Toc378765650][bookmark: _Toc378767398][bookmark: _Toc378774993][bookmark: _Toc378776188][bookmark: _Toc378841268][bookmark: _Toc378858867][bookmark: _Toc378859095][bookmark: _Toc403472740][bookmark: _Toc42170222][bookmark: _Toc389729028]Physical, chemical and technical properties 

	Property
	Guideline  and Method
	Purity of the test substance (% (w/w) (nominal a.s content))
	Results
	Reference

	Physical state at 20 °C and 101.3 kPa
	Visual method
	0.25% w/w 
	liquid
	xxxx 2016

	Colour at 20 °C and 101.3 kPa
	Visual method
	0.25% w/w 
	Clear, colourless 
	xxxx 2016
xxxx 2016

	Odour at 20 °C and 101.3 kPa
	Olfactory method
	0.25% w/w
	Weak
	xxxx 2016

	Acidity / alkalinity
	CIPAC MT 75.3
	0.25% w/w
	1% dilution: pH = 6.3
	xxxx 2016

	[bookmark: _Toc244336298]Relative density / bulk density
	OECD 109 (hydrometer)
	0.25% w/w
	0.7974 g/cm3 at 20°C
0.7619 g/cm3 at 40°C
	xxxx 2016

	Storage stability test – accelerated storage
	No data.  A long-term storage stability study is available showing stability of the product at ambient conditions for 3.5 years in metal cans and for 12 months in HDPE container.  The product is not intended to be stored at high temperatures. A sentence was included in the SPC to store at room temperature. 

	Storage stability test – long term storage at ambient temperature
	GIFAP NO. 17
	0.25% w/w
	A long term storage stability study was performed in metal cans for 3.5 years at room temperature. 

Tested parameters before storage:

Appearance: clear colourless liquid

State of packaging: no corrosion or leakage

Active substance content: 0.251% w/w

Tested parameters after storage (42 months):

Appearance: clear colourless liquid

State of packaging: no corrosion or leakage

Active substance content: 0.270% w/w (difference +7.6%)

A long term storage stability study was performed in HDPE for 2 years at room temperature.

Tested parameters before storage:

Appearance: clear colourless liquid

State of packaging: no corrosion or leakage

Active substance content: 0.261% w/w

Tested parameters after storage (12 months):

Appearance: clear colourless liquid

State of packaging: no corrosion or leakage; <0.1% weight loss of package

Active substance content: 0.259% w/w (difference -0.8%)


Tested parameters after storage (18 months):

Appearance: clear colourless liquid

State of packaging: no corrosion or leakage; 4.4% weight loss of package (plastic bottle indented)

Active substance content: 0.279% w/w (difference +6.9%)

Tested parameters after storage (24 months):

Appearance: clear colourless liquid

State of packaging: no corrosion or leakage; 6.7% weight loss of package (plastic bottle indented)

Active substance content: 0.296% w/w (difference +13.4%)

A shelf-life of 12 months in HDPE or 24 months in metal (tinplate) is supported.
	xxxx 2016

































































xxxx 2017

	eCA remark: The provided long term shelf-life studies (42 months in a metal can and 24 months in a HDPE bottle) show an increase in active substance content. No explanation was provided as to what might have caused this increase.
Since the increase of the active substance content in metal is ≤10% the eCA considers the claimed shelf-life of 2 years supported for metal packaging
The shelf-life study in HDPE, however, shows already an increase of 6.9% at T18 months and an increase of 13.4% at T24 months. Moreover, the study report mentions that the HDPE bottles became indented at T18 months and T24 months.  The active substance increase at T18 months is still ≤10%. However, as there is no explanation provided for the indentation in combination with an unusual increase of the active substance content the eCA considers that only a shelf life of 12 months is supported in HDPE.

Shelf-life: 24 months for tinplate/metal packaging or 12 months for HDPE packaging.

	Storage stability test – low temperature stability test for liquids
	Not available.  Protect from frost during storage

	Effects on content of the active substance and technical characteristics of the biocidal product - light
	Permethrin is not susceptible to breakdown by light (no absorption above 290nm). 
Furthermore, product is to be stored locked up, and in its original (opaque) container; therefore exposure to light is not relevant

	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	Humidity : not relevant; product is to be stored in its original container therefore no exposure to humidity.
Temperature : the product is not intended to be stored at high temperatures

	eCA remark: Embasol Houtwormdood is very hydrophobic. The eCA agrees that humidity is therefore not likely to affect the stability of the product.

	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	See long term storage stability data

	Wettability
	Not required for ready to use liquid  

	Suspensibility, spontaneity and dispersion stability
	Not required for ready to use clear liquid.  

	Wet sieve analysis and dry sieve test
	Not required for ready to use liquid.  

	Emulsifiability, re-emulsifiability and emulsion stability
	Not required for ready to use clear liquid.

	Disintegration time
	Not required for ready to use liquid.

	Particle size distribution, content of dust/fines, attrition, friability
	Not required for ready to use liquid.

	Persistent foaming
	Not required for ready to use liquid.

	Flowability/Pourability/Dustability
	Not required for ready to use liquid.

	Burning rate — smoke generators
	Not required for ready to use liquid.

	Burning completeness — smoke generators
	Not required for ready to use liquid.

	Composition of smoke — smoke generators
	Not required for ready to use liquid

	Spraying pattern — aerosols
	Not required as the product is not an aerosol

	Physical compatibility
	Not applicable.  Currently no specific label recommendation to mix with other products

	Chemical compatibility
	Not applicable.  Currently no specific label recommendation to mix with other products

	Degree of dissolution and dilution stability
	Not required for ready to use liquid.

	Surface tension
	EU Method A.5
OECD 115
(ring method)
	0.25% w/w
	Pure test item :
24.62mN/m at 20°C 
	xxxx 2016

	Viscosity
	OECD 114
(rotational viscometer)
	0.25% w/w
	Dynamic viscosity:
1.6 mPa s at 20°C (shear rate 19.65-1199 /s) and 1.4 mPa s at 40°C (shear rate 23.81-1528 /s)
(Newtonian fluid, not shear rate dependant)

Kinematic viscosity:
1.9943 mm2/s at 20°C and 1.5909 mm2/s at 40°C
	xxxx 2016




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

	The product is a colourless liquid with a density of 0.7974 g/cm3 (20°C).  The pH of a 1% dilution of the product is 6.3.  It has a surface tension of 24.62mN/m at 20°C and a viscosity of 1.6 mPa s at 20°C and 1.4 mPa s at 40°C.
Shelf-life: 24 months for tinplate/metal packaging or 12 months for HDPE packaging.




2.2.3 [bookmark: _Toc389729029][bookmark: _Toc403472741][bookmark: _Toc42170223]Physical hazards and respective characteristics
	Property
	Guideline  and Method
	Purity of the test substance (% (w/w)
	Results
	Reference

	Explosives
	The product does not contain substance with chemical groups associated with explosive properties

	Flammable gases
	Not relevant for ready to use liquid.

	Flammable aerosols
	Not relevant for ready to use liquid.

	Oxidising gases
	Not relevant for ready to use liquid.

	Gases under pressure
	Not relevant for ready to use liquid.

	Flammable liquids
	Miniflash FLP, closed cup
	0.25% w/w permethrin
	The flash point of the product is 63°C (not classified)
	xxxx 2016

	Flammable solids
	Not relevant

	Self-reactive substances and mixtures
	No chemical groups present  associated with explosive or self-reactive properties

	Pyrophoric liquids
	Experience in manufacture or handling shows that the substance or mixture does not ignite spontaneously on coming into contact with air at normal temperatures

	Pyrophoric solids
	Not relevant for ready to use liquid.

	Self-heating substances and mixtures
	Not relevant for ready to use liquid.

	Substances and mixtures which in contact with water emit flammable gases
	Experience in production or handling shows that the substance or mixture does not react with water

	Oxidising liquids
	Not considered to have oxidizing properties based on ingredients


	Oxidising solids
	Not relevant for ready to use liquid.

	Organic peroxides
	No organic peroxides present

	Corrosive to metals
	Product does not contain substances classified as corrosive to metals

	eCA remark: Embasol houtwormdood contains no acid, no base, no complexing agent, pH is not relevant since no water is present. However, the active substance permethrin contains halogens, Cl, although bound to carbon only and not in their free form in which they may be corrosive. Since the amount of active substance is only 0.25%w/w and a long term shelf-life study was performed in a metal can for 3.5 years, which did not show any signs of corrosion or degradation after 3.5 years, the eCA has agreed with a waiver for corrosiveness to metals study.

	Auto-ignition temperatures of products (liquids and gases)
	Auto-ignition temperature can be estimated to be >200°C, based on data for the solvent which is present in very large amount in the product.

	Relative self-ignition temperature for solids
	Not relevant for ready to use liquid.

	Dust explosion hazard
	Not relevant for ready to use liquid.


[bookmark: _Toc389726185][bookmark: _Toc389727237][bookmark: _Toc389727595][bookmark: _Toc389727954][bookmark: _Toc389728313][bookmark: _Toc389728673][bookmark: _Toc389729031][bookmark: _Toc389729188][bookmark: _Toc403472826]
	Conclusion on the physical hazards and respective characteristics of the product

	Based on the low viscosity and the high amount of H304 classified components the product is classified with aspiration hazard (H304). No classification based on  physical chemical properties is identified. 



2.2.4 [bookmark: _Toc403566563][bookmark: _Toc42170224]Methods for detection and identification
HPLC according to standard operation procedure was used for validation of method of analysis used for permethrin determination in the product. Detection is determined via DAD at wavelength 225 nm.

Reagents and solvents: acetonitrile, demin. water and methanol
Method parameters:
Column Grom-SIL 120 ODS-4 (3 µm, 150 mm x 2 mm)
Eluent: (A) water, (B) acetonitrile
Solvent program: 50% B (0-5 min), 90% (5-25 min)
Oven: 40°C
Flow rate: 0.2 ml/min
Wavelength detection : 225 nm
Quantification by external standardization
Retention time permethrin: +/- 21.5 min

Sample preparation HPLC-DAD:
+/- 300 mg of test item is weighted into volumetric flask of 25 mL.  20 mL of methanol is added, afterwards the flask is put in an  ultrasonic bath (5min.) for dissolution of the test item.
After cooling to room temperature, the  flask is filled up to the mark with methanol. The filtered clear solution with test item was used for HPLC-DAD analysis.
Calibration solutions are prepared by solution of refrence substances with solvent methanol.

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

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

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	permethrin
	HPLC-DAD
	80, 100 and 120% of nominal level of permethrin in the product (0.20, 0.25, 0.30% respectively); 2 replicates at each level
	External standard calibration at 6 levels (15.59-43.09 mg/L); r2  =0.9992

Equation: 
y=74.7954x + 92.9942
	Identity confirmed by HPLC-DAD.
RT does not deviate >2% from calibration solution.
No interference from matrix.
	98-100.1%
	99.4%
	Precision: 0.19% (n=6)
Horwitz equations concludes an acceptable %RSDr:
%RSDR= 4.928% corresp. to
% RSDr= 3.30 at analyte concentration of 0.25% w/w  

	Not required
	xxxx 2016



	Analytical methods for soil

	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
	
	

	permethrin
	HPLC/MS/MS
	Not available
	Not available
	Not available
	Not available
	Not available
	Not available
	5.0 μg/kg in soil (permethrin)
	CAR permethrin



	Analytical methods for air

	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
	
	

	permethrin
	HPLC/MS/MS
	Not available
	Not available
	Not available
	Not available
	Not available
	Not available
	5 μg/m3 air
	CAR permethrin

	permethrins
	GC/ECD
	Not available
	Not available
	Not available
	Not available
	Not available
	Not available
	0.0001 mg/m3air
	CAR permethrin



	Analytical methods for water

	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
	
	

	permethrin
	HPLC/MS/MS
	Not available
	Not available
	Not available
	Not available
	Not available
	Not available
	0.05 µg/L for drinking and surface water
	CAR permethrin



	Analytical methods for animal and human body fluids and tissues

	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
	
	

	No data required. Permethrin does not classify as toxic or highly toxic.
	CAR permethrin



	Analytical methods for monitoring of active substances and residues in food and feeding stuff

	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
	
	

	Food and feeding stuff will not be exposed to permethrin based on the proposed usage. No data required.

	CAR permethrin


[bookmark: _Toc389729032][bookmark: _Toc403472743]
2.2.5 [bookmark: _Toc403566564][bookmark: _Toc42170225][bookmark: _Toc377649023][bookmark: _Toc377650876][bookmark: _Toc377651003][bookmark: _Toc377653272][bookmark: _Toc378351576][bookmark: _Toc378681325][bookmark: _Toc378682245][bookmark: _Toc378683692][bookmark: _Toc378685380][bookmark: _Toc378685516][bookmark: _Toc378691725][bookmark: _Toc378692182][bookmark: _Toc378692319][bookmark: _Toc378692456][bookmark: _Toc378761159][bookmark: _Toc378761302][bookmark: _Toc378761445][bookmark: _Toc378761588][bookmark: _Toc378761901][bookmark: _Toc378762041][bookmark: _Toc378762179][bookmark: _Toc378765656][bookmark: _Toc378767404][bookmark: _Toc378774999][bookmark: _Toc378776193][bookmark: _Toc378841273][bookmark: _Toc378858872][bookmark: _Toc378859100][bookmark: _Toc378351577][bookmark: _Toc378681326][bookmark: _Toc378682246][bookmark: _Toc378683693][bookmark: _Toc378685381][bookmark: _Toc378685517][bookmark: _Toc378691726][bookmark: _Toc378692183][bookmark: _Toc378692320][bookmark: _Toc378692457][bookmark: _Toc378761160][bookmark: _Toc378761303][bookmark: _Toc378761446][bookmark: _Toc378761589][bookmark: _Toc378761902][bookmark: _Toc378762042][bookmark: _Toc378762180][bookmark: _Toc378765657][bookmark: _Toc378767405][bookmark: _Toc378775000][bookmark: _Toc378776194][bookmark: _Toc378841274][bookmark: _Toc378858873][bookmark: _Toc378859101]Efficacy against target organisms
2.2.5.1 [bookmark: _Toc388285279][bookmark: _Toc389726187][bookmark: _Toc389727239][bookmark: _Toc389727597][bookmark: _Toc389727956][bookmark: _Toc389728315][bookmark: _Toc389728675][bookmark: _Toc389729033][bookmark: _Toc388281577][bookmark: _Toc388282033][bookmark: _Toc388282515][bookmark: _Toc388282963][bookmark: _Toc388281578][bookmark: _Toc388282034][bookmark: _Toc388282516][bookmark: _Toc388282964][bookmark: _Toc388281579][bookmark: _Toc388282035][bookmark: _Toc388282517][bookmark: _Toc388282965][bookmark: _Toc388281580][bookmark: _Toc388282036][bookmark: _Toc388282518][bookmark: _Toc388282966][bookmark: _Toc42170226][bookmark: _Toc389729036][bookmark: _Toc403472745][bookmark: _Toc403566566]Organisms to be controlled and products, organisms or objects to be protected

Embasol Houtwormdood is a ready-to-use wood preservative solution (PT08) based on permethrin (0.25% w/w or 2 g/L). Field of use of the product Embasol Houtwormdood is the preventive (use class 1: situation in which the wood or wood based products is under cover, not exposed to the weather and wetting) and curative (for indoor application and outdoor application within the scope of an extensive curative treatment) control of woodboring beetles in wood.



	Categories
	Matrix wording
	Code for product

	User category
	Non-professional/general public
Industrial
Professional/Trained professional
	A.10
A.20
A.30

	Wood category
	Soft wood
Hardwood
	B.10
B.20

	Wood product
	Solid wood/ Reconstituted solid wood/ Panels/ Plywood panels/ OSB panels/ Particles panels/ Fibers panels
	C.10/C.11/C.20/
C.21/C.22/C.23/
C.24

	Application aim and field of use
	Preventive treatment-use class 1
Curative treatment / wood in service
	D.40; E.10,
D.50; E.10

	Method of application and rate
	Superficial application / brush/roller/pad treatment 
Application rate preventive application:
UC 1: 100%
Retention:
UC 1: 125 ml/m2 wood surface
Application rate curative application: 100% Retention: 250-300 ml/m2 wood surface 

Superficial application / spray treatment Application rate preventive application:
UC 1: 100%
Retention:
UC 1: 125 ml/m2 wood surface
Application rate curative application: 100% Retention: 250-300 ml/m2 wood surface
 
Superficial application / dipping treatment Application rate preventive application:
UC 1: 100%
Retention:
UC 1: 125 ml/m2 wood surface
Application rate curative application: 100% Retention: 250-300 ml/m2 wood surface 

Injection
Application rate curative application: 100% Retention: Depending on the dimensions of beams, the severity of the attack and the used injectors/injection holes.
For the borehole method you will have 26 holes per m2. For a beam of 30 x 30 cm with injectors of 6 mm 6,36 ml will be used per borehole and with an injector of 10 mm 17,67 ml will be used per borehole. For a beam of 80 x 80 cm with an injector of 6 mm 16,96 ml will be used per borehole and with an injector of 10 mm 47,12 ml will be used per borehole.
With the new patented injection method the average uptake per linear meter for a beam of 30 cm (30 x 30 cm) is 0,3 liter Embasol Houtwormdood and for a beam of 80 cm 1,5 liter per linear meter.


Pressure process / vacuum pressure impregnation
Application rate:
UC 1: 100%
Retention:
UC 1: 1.56-3,18 kg/m3
 
Pressure process / double vacuum
Application rate:
UC 1: 100%
Retention:
UC 1: 1.56-3,18 kg /m³
	F.10
 
 
 
 
 
 
 


F.11
 
 
 
 
 
 

F.14
 
 
 
 
 

F.20
 
 
 
 
 
 














F.31
 
 
 
 
 
 
F.32

	Target organisms
	Wood boring beetles
- 
	G.30




As mentioned in the table above, in addition to solid wood, the  product is also intended for use on wood panels (post-manufacturing only).  According to the Transitional Guidance on Efficacy Assessment for PT 8 (March 2015), biocidal treatment of wood-based panels can be achieved either during or after the manufacturing process. For post-manufacturing treatment, the product can be applied by using a “usual” surface application process or pressure process.
According to the guidance, in that case, the EN 599-1 (standard for solid wood) is appropriate for determining the retention of post manufacture treatment and therefore it is considered that no separate efficacy tests for panels are needed.
2.2.5.2 [bookmark: _Toc42170227]Function and field of use, organisms or objects to be protected
Embasol Houtwormdood is to be used as a product for preventive (use class 1)  and curative treatment of wood for the control of wood boring beetles. The objects to be protected are softwood and hardwood.
2.2.5.3 [bookmark: _Toc389729037][bookmark: _Toc403472746][bookmark: _Toc403566567][bookmark: _Toc42170228]Effects on target organisms, including unacceptable suffering
Acute toxicity with lethal effect (knock-down/mortality).
2.2.5.4 [bookmark: _Toc389729038][bookmark: _Toc403472747][bookmark: _Toc403566568][bookmark: _Toc42170229]Mode of action, including time delay
Permethrin acts on the nervous system of insects. It interferes with sodium channels to disrupt the function of neurons, and causes muscles to spasm, culminating in paralysis and death. Permethrin can be effective by contact or ingestion and also acts as a mild repellent.

2.2.5.5 [bookmark: _Toc389729039][bookmark: _Toc403472748][bookmark: _Toc403566569][bookmark: _Toc42170230]Efficacy data 
The efficacy tests presented in this dossier to support the label claims have been conducted on the product Embasol Houtwormdood, with the exception of one test BAM 5.1/3314A, which was carried out with the formulation WTA-H-385. WTA-H-385 has a little less active (0.15% Permethrin vs 0.25% Permethrin for WTA-H-384) but the rest of the composition is equal. 
Other (older) names for Embasol Houtwormdood used in the test reports are  Xylamon Holzwurmtod (H-384), Xylamon Holzwurmtod (WTA-H-384), and Xylamon Woodwormkiller N.
Before any registration for Embasol Houtwormdood was applied for, tests were made internally at Desowag Bayer Holzschutz GmbH and at several institutes and the material was named WTA-H-384, DBH-H-384 (DBH stands for Desowag Bayer Holzschutz), Xylamon Holzwurmtod (H-384) and Xylamon Woodworm Killer N. After passing the needed tests in November 1984 there was the first application for registration of Embasol Houtwormdood under the name Xylamon Woodwormkiller (H-384). 
	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

	Wood preservative 
	Control of insects – 

curative use- 


Superficial application,brushing
	WTA-H-384 (test name for Xylamon Holzwurmtod (H-384)), now Embasol Houtwormdood
	Hylotrupes bajulus  L.
	EN 22 (1975)
(predecessor of EN1390 (2007))
	Wood type:
Pine wood

application rate 300mL/m2  (=240 g/m2)

Test duration:
12 weeks
	After 12 weeks, 89% of the larvae were killed.
	BAM 5.1/3313A

	Wood preservative 
	Control of insects – 

preventive use-


Superficial application, Dipping 
	Xylamon Holzwurmtod (WTA-H-384), now Embasol Houtwormdood
	Hylotrupes bajulus  L.
	EN 46 (1977) (predecessor of EN 46-1 (2009) with EN 73 (evaporative ageing)

	Wood type:
Pine wood 

application rate 150  (= 120 g/m2) mL/m2 + 250 mL/m2 (=200g/m2)
 
Test duration:
24 weeks

6 replicates for each treatment and 3 control treatment replicates.
	After 24 weeks, 100% of the larvae were killed at both tested doses
	EMPA
23 10477

	Wood preservative 
	Control of insects – 

preventive use-

Superficial applation, Dipping 
	WTA-H-385: same as H-384, except (0.15% m/m permethrin instead of 0,25% m/m permethrin)

	Hylotrupes bajulus  L.
	EN 46 (1977) (predecessor of EN 46-1 (2009)

	Wood type:
Pine sapwood 

application rate 100 mL/m2 (=80g/m2)

Test duration:
4 weeks
	After 4 weeks, 100% of the larvae were killed 
	BAM 5.1/3314 A




	Wood preservative 
	Control of insects – 

curative use – 

brush application
	WTA-H-384 (test name for
Xylamon Holzwurmtod (H-384)), now Embasol Houtwormdood
	Lyctus brunneus
	EN 20 (1975) (predecessor of EN 20(1993))
- adapted for curative use
	Wood type:
European oak
Application rate 200mL/m2 (=160g/m2)

5 replicates for product treatment for and 5 for control treatment.

Test duration:
5 months
	After 5 months, 100% of the larvae were killed.
	BAM 5.1/3313L

	Wood preservative 
	Control of insects – 

curative use – 

superficial application (pipette)
	Xylamon Woodwormkiller N = Embasol Houtwormdood
	Anobium punctatum
	EN 48
	Wood type:
Beech wood
 Application rate 300mL/m2 (240 g/m2)

Test duration:
12 weeks 
	After 12 weeks, 100% of the larvae were killed.
	PRL B8002

	Wood preservative
	Control of insects – 

Preventive use

impregnation
	Xylamon Woodwormkiller N = Embasol Houtwormdood 
	Anobium punctatum 
	EN 49 with EN 73 (evaporative ageing)
	Wood type:
Oak sapwood

Application of solutions with different concentration (0.5 to 16% w/w)

Test duration:
52 weeks

	Toxic values : 
Lowest loading preventing survival : 3.18 kg/m3
Highest loading allowing survival : 1.56 kg/m3
	PJ07 31


* identical to Embasol Houtwormdood; except with 0.15% permethrin


In the table in section 2.2.5.5, all tests for preventive use indicate guideline EN 73 to account for the ageing of the wood, except Study BAM 5.1/3314 A (H. bajulus – dipping application). 

For this study, EN46 (the German ‘Abhobeltest’), ageing is not required since scraping/shaving off 2 mm respectively 4 mm of the treated surface is done. With ageing, a few cracks in the wood will appear, and some other alteration of the wood surface is possible, but these cracks and other alterations will be less deep than 4 mm. Scraping/shaving off 4 mm of the surface after ageing would mean a complete new outer surface is obtained.

For test EN46 +EN 73, the  amount of eggs used in the test is too low. The standard requires at least 50 eggs to be laid on each test specimen. In the present work, the effect of the product at these high concentrations deterred beetles from laying eggs. Conform the standard 4 different sets of 5 beetle pairs were added in turn to those specimens which resulted in less  than 50 eggs. The beetles were deterred from laying eggs or were premature mortal because of the high concentrations of the insecticides. Therefore, the test results are valid as the insecticide already prevents the beetles from laying eggs.

Certain tests are carried out based on previous versions of the Guidelines. Differences between the versions of these guidelines are: 

EN 22 version 1975 and EN 1390 version 2007 :
EN 1390 (2007) is a revised and updated version of EN 22 (1975).
The scope of both standards and the principles of both test protocols are the same.  There are several technical differences in the test protocols : 
· the size of wood specimens used (in EN 1390 wooden blocks are made of sapwood only, they are smaller than in EN 22 and thus easier to prepare before testing.
· Number of test specimens used : 4 replicates, each infested with 12 H.bajulus larvae prior to application of the wood preservative are required in EN 22, and 10 replicates each infested with 6 larvae are required in EN 1390.
The efficacy criteria are the same : 
The test product is regarded as efficient if at least 80% mortality is recorded at the end of the test (12 or 24 weeks of exposure).
Regarding the interpretation of the test results, both standards are taken into account in the current version of standard EN 14128 (2003) “Performance criteria for products for curative uses against wood attacking organisms are determined by biological tests”, the following sentence can be read in the section 5 “Performance requirements for products against beetles : “5.2.4 New tests shall be carried out against Hyloptrupes bajulus according to ENV 1390, however, former results from EN 22 tests shall remain valid.”

EN 46 version 1977 and EN 46-1 version 2009:

EN 46-1 (2009) is a revised and updated version of EN 46 (1977)
This standard has been renamed EN 46-1 “Part 1 : Application by surface treatment (laboratory method)” when a second test protocol, described in the standard EN 46-2 “Part 2 : Ovicidal effect (laboratory method), has been set up.  In EN 46-1, young larvae are used whereas eggs are used in EN 46-2. Consequently, the standards EN 46 (1977) and EN 46-1 (2007) describe the same test protocols.  Few editorial and technical changes occurred over time, but these do not impact the issue of the test nor the assessment criteria used for the determination of the test product efficacy.
Additionally, the Annex G “Validity of test results from former standards after their revision” of the standard “EN599-1 (2009)”Efficacy of wood preservatives as determined by biological tests – Part 1 : Specification according to use class” mentions that, for products which have been successfully used in practice for at least 10 years, no limitations apply to the validity of the test results after revision of former European standards.

The methodological differences existing between old versions of the test standards and the revised ones (current versions) do not affect the validity of the tests.

	Conclusion on the efficacy of the product

	Evaluation of retentions with regard to the study reports:
Preventive : 125 ml Embasol Houtwormdood/m2
This retention is supported by the test studies from EMPA ref.nr. 23’10477 and from BAM ref. nr. 5.1/3314 A, Although the tested quantities in the EMPA report were above the claimed retention of 125 ml Embasol Houtwormdood (being 150 ml/m2 and 250 ml/m2, both with 100% mortality), the lower retention is certified through the test report from the BAM with the WTA-H- 385. This product is equal to Embasol Houtwormdood, the only difference is the amount of permethrin (0.15% for WTA-H-385 vs. 0.25% for Embasol Houtwormdood). The retentions for this product were  99-108 ml/m2 and gave 100% mortality. Although no ageing is performed in this test, the artificial ageing is replaced by scraping/shaving off 2 mm respectively 4 mm of the treated surface. Ageing generates a few cracks in the wood, which will be no more than 4 mm and some alteration of the wood surface will be seen but also less than 4 mm deep. Scraping/shaving off 4 mm of the surface after ageing would lead to a complete new surface. An average retention of 125 ml/m2 is prescribed for preventive treatment.  
Preventive : 1.56 – 3.18 kg Embasol Houtwormdood/m3
This retention is supported by the EN 49 test study from the Building Research Advisory Service with ref.nr. PJ 07 31.
Curative : 250 – 300 ml Embasol Houtwormdood/m2
For the curative retention 3 test study reports (BAM 5.1/3313L, Building Research Advisory Service PRL/B8002(1) and BAM 5.1/3313A) are available for the support of the retention.
From the BAM 5.1/3313A, it can be learned that 300 ml/m2 gave a mortality of 89% and that 250 ml/m2 gave a mortality of 75% with Hylotrupes bajulus  after testing 12 weeks. Therefore the retention interval of 250-300 ml/m2 can be justified.
The Building Research Advisory Service study test tested only a retention of 300 ml/m2 for Anobium punctatum and gave a 100% mortality.
The BAM 5.1/3313L gave 100% mortality for Lyctus brunneus at a retention of 200 ml/m2.
Looking at the Building Research Advisory Service study in combination with the BAM 5.1/3313L study it justifies that the retention tested at the Building Research Advisory Service is most likely an overdose.

Based on all this study results and the assessment together justification for the retention interval 250-300 ml/m2 is present.
Curative Injection: 1.56 – 7.63 Embasol Houtwormdood/m3
With a beam of 30 x 30 cm you will have 13.5 m2 in 1 m3 of wood. This means with 26 boreholes per m2 that you will have an uptake of 2.23 liter (6 mm injectors) till 6.20 liter (10 mm injector) per m3 of wood.
With a beam of 80 x 80 cm you will have 6.28 m2 in 1 m3 of wood. This means with 26 boreholes per m2 that you will have an uptake of 2.77 liter (6 mm injectors) till 7.69 liter (10 mm injector) per m3 of wood.
With the new patented method the average uptake is 3.33 liter Embasol Houtwormdood per m3 for a 30 x 30 cm beam and 2.34 liter Embasol Houtwormdood per m3 for a 80 x 80 cm beam.
If we assume that the curative uptake for penetration processes like injection is somewhere between 1 and 2.4  times the preventive uptake for penetration processes (300 ml/m2 divided by 125 ml/m2 [curative superficial uptake dived by preventive superficial uptake]), resulting in an interval from 1.56 kg/m3 till 7.63 kg/m3, the retentions mentioned and derived from practice for injection are justified. 


2.2.5.6 [bookmark: _Toc389729040][bookmark: _Toc403472749][bookmark: _Toc403566570][bookmark: _Toc42170231]Occurrence of resistance and resistance management
There are no reported cases of development of resistance involving the use of permethrin in wood preservation. Because of the anticipated low level of selection pressure from the proposed uses, no specific strategy for management of the development of resistance is required 

2.2.5.7 [bookmark: _Toc389725203][bookmark: _Toc389726195][bookmark: _Toc389727247][bookmark: _Toc389727605][bookmark: _Toc389727964][bookmark: _Toc389728323][bookmark: _Toc389728683][bookmark: _Toc389729041][bookmark: _Toc389725204][bookmark: _Toc389726196][bookmark: _Toc389727248][bookmark: _Toc389727606][bookmark: _Toc389727965][bookmark: _Toc389728324][bookmark: _Toc389728684][bookmark: _Toc389729042][bookmark: _Toc389729043][bookmark: _Toc403472750][bookmark: _Toc403566571][bookmark: _Toc42170232]Known limitations
For preventive treatment: For a good penetration the wood moisture content must be lower than 18%. 
2.2.5.8 [bookmark: _Toc389725206][bookmark: _Toc389726198][bookmark: _Toc389727250][bookmark: _Toc389727608][bookmark: _Toc389727967][bookmark: _Toc389728326][bookmark: _Toc389728686][bookmark: _Toc389729044][bookmark: _Toc389729045][bookmark: _Toc403472751][bookmark: _Toc403566572][bookmark: _Toc42170233]Evaluation of the label claims
The label claims are supported by results of efficacy tests.

a) Industrial use, penetrating or superficial treatment (preventive):

For industrial use, Embasol Houtwormdood can be applied to treat soft- and hardwood preventively against wood boring beetles, both through superficial and penetrating applications. 
For penetrating applications the closed system applications vacuum pressure and double vacuum treatment can be used. For superficial applications open system applications can be used, such as immersion process.

According to the EN599, the requirements to cover a preventive treatment claim against wood boring beetles (general) is set by performing  EN 46, EN 49 and EN 22 for superficial applications. For penetrating processes, EN 47, EN 49 and EN 20 should be performed to cover a general wood boring beetle claim. All tests should be accompanied by using artificial ageing (EN 73).

Penetrating treatment:

The required retention for the vacuum pressure and double vacuum treatment is set at 1.56 – 3.18 kg/m³ and is derived from the PJ0731, (EN 49 + EN 73) report. 

Superificial treatment:

The retention for the immersion process is 125 ml/m² and is derived from results of the EMPA 23 10477 (EN 46 + EN 73), the BAM 5.1/3314 A (EN 46 no ageing, shaving off  2 and 4 mm of the wood surface after treatment) and the PJ07 31 (EN 49 + EN 73). 

Based on the results from the PJ07 31 (EN 49 + EN 73), the retention would be set to 6.15-12.55 g/m². This is obtained by taking into account the conversion factor to transform results from penetrating treatments to a retention that can be applied for superficial treatment. 

The EMPA 23 10477 report (EN 46 +EN 73) shows a retention of 150 ml Embasol Houtwormdood /m² results in 100% mortality and the BAM 5.1/3314A report (EN 46 without ageing but after shaving off 2 and 4 mm of the wood surface after treatment) shows a retention of 100 ml WTA-H385 /m² results in 100% mortality. 
Test formulation WTA-H385 is equal to formulation WTA-384, the only difference is the amount active substance: WTA-H385 contains only 0.15% permethrin, while WTA-H384  (=Embasol Houtwormdood) contains 0.25% permethrin. 

BAM 5.1/3314 A (EN 46 after shaving of 2 mm and 4 mm of the treated wood before testing) is a much more severe test as the EN 46 with ageing (EN 73). This is explained in the summary of efficacy results, and is based on the fact that ageing would only cause some cracks in wood surface which will not be deeper than 4mm. In addition, some alteration of wood surface may be visible but this will also not exceed 4 mm in depth. Shaving off the wood surface by 4 mm will therefore be worst case, as this would leave an entire ‘new’ or fresh wood surface for beetles to attack. 

Based on these test results, a retention of 100 ml/m² can be proposed to be efficacious (or even less high, since the permethrin concentration in WTA-H385 is 1.67 times lower than the content in Embasol Houtwormdood). An average retention of both tests (EN49 +EN 73 and EN49 with shaving) is taken for superficial preventive treatment, by proposing a retention of 125 ml/m².  

Although no tests are available to cover preventive treatment against Lyctus brunneus, a general claim for the preventive applications against wood boring beetles can be made, based on the results obtained from efficacy by curative treatments:
Test results for curative treatment against all three species are available. From these results, it can be seen that Hylotrupes Bajulus and Anobium Punctatum are less sensitive towards Embasol Houtwormdood compared to Lyctus brunneus. A retention of 300 ml/m² is required for curative treatment of Hylotrupes Bajulus and Anobium Punctatum, while a retention of 200 ml/m² is sufficient for curative treatment of Lyctus Brunneus. A higher dose is required to treat Hylotrupes Bajulus and Anobium Punctatum, making these 2 species less sensitive than Lyctus brunneus to the product Embasol Houtwormdood.

In conclusion, to obtain efficacious results against wood boring beetles (general claim) by superficial treatment, a retention rate of 125 ml/m2 is required.

b) Professional use, superficial treatment (preventive or curative):

For professional use, soft- and hardwood can be treated both preventively and curatively with Embasol Houtwormdood against wood boring beetles. It can be applied through brushing and/or spraying,  the required retention depends on whether application is done as preventive or as curative treatment. 

According to the EN599, the requirements to cover a preventive treatment claim against wood boring beetles is set by performing  EN 46, EN 49 and EN 20 for superficial applications. All tests should be accompanied by using artificial ageing (EN 73).
According to the EN14128, the requirements to cover a curative treatment claim against wood boring beetles is set by performing EN22 and EN48. 

- For preventive treatment a retention of 125 ml/m2 is required (see industrial use- superficial treatment). 
- For a curative treatment a retention of 250-300 ml/m² is required. This can be derived from the reports PRL B8002 (EN48 Anobium punctatum),  BAM 5.1/3313L (EN 20 Lyctus Brunneus), BAM 5.1/3313A (EN22 Hylotrupes Bajulus). 
From BAM 5.1/3313L (EN 20) a retention of 200 ml/m² was found to be sufficient to obtain 80% mortality for Lyctus Brunneus. From PRL B8002 (EN48) and BAM 5.1/3313A (EN22), a retention of 300 ml/m² was found to be sufficient to obtain 80% mortality for Anobium Punctatum and Hylotrupes Bajulus after 12 weeks. Based on these results and based on the practical knowledge that a curative treatment generally requires about twice the retention of a preventive treatment, a retention of 250-300 ml/m² was derived to conclude Embasol Houtwormdood is efficacious as fast acting insecticide for curative treatments against wood boring beetles.

For curative treatment, professional users can also use an injection application. The application rate is dependent on the dimensions of the beams, the severity of the attack and the type of injectors used and/or the type of injection holes. Since there are not yet reports/standards in regards to testing injection available, the retention is based on knowledge of what is used in practice. 
For the borehole method, 26 holes per m² are assumed. For a beam of 30 x 30 cm treated with injectors of 6 mm, 6.36 ml of product will be used or with an injector of 10 mm, 17.67 ml of product will be used. For a beam of 80 x 80 cm treated with an injector of 6 mm, 16.96 ml of product will be used or with an injector of 10 mm, 47.12 ml of product will be used.
With the new patented injection method, the average retention per linear meter for a beam of 30 cm (30 x 30 cm) is 0.3 liter Embasol Houtwormdood and for a beam of 80 cm is 1.5 liter of product per linear meter. This is based on decades of experience in practice. Embasol Houtwormdood is registered and has been used in the different markets/countries for more than 33 years.

The data provided to support the stand-alone use by injection is considered to be insufficient to demonstrate efficacy for the authorisation of this method by itself. Application by injection can only be authorised at the claimed application rate if the treatment is combined with a curative superficial treatment (by brushing or spraying) at an application rate of 250-300 mL/m2.


c) Non-professional use, superficial treatment (preventive or curative):

For non-professional use, soft- and hardwood can be treated with Embasol Houtwormdood, both preventively as well as curatively against wood boring beetles. Embasol Houtwormdood can be applied by non-professionals using a brushing/painting application The retentions as mentioned above are required, being 125 ml/m² for preventive use (see industrial use- superficial treatment) and 250-300 ml/m² for curative use (see professional use- superficial treatment). 
2.2.5.9 [bookmark: _Toc389729046][bookmark: _Toc403472752][bookmark: _Toc403566573][bookmark: _Toc42170234]Relevant information if the product is intended to be authorised for use with other biocidal product(s)
The product Embasol Houtwormdood is not intended to be authorised for use with other biocidal product(s).  

2.2.6 [bookmark: _Toc389729047][bookmark: _Toc403566574][bookmark: _Toc42170235]Risk assessment for human health

[bookmark: _Toc388281591][bookmark: _Toc388282047][bookmark: _Toc388282529][bookmark: _Toc388282977]No toxicological studies have been performed on the product. The effects of the product on human health can be derived from information on the individual substances in the mixture. Active substance effects are described in the CAR for permethrin. Information on co-formulants is taken from public data (i.e. MSDS and data derived from ECHA on classification and labelling on notified and registered substances). 

A human health risk assessment has been performed in accordance with the Technical notes for guidance -Human exposure to biocidal products - Guidance on exposure estimation (TNGs) and the CAR for permethrin (PT8).

2.2.6.1 [bookmark: _Toc403472753][bookmark: _Toc403566575][bookmark: _Toc42170236][bookmark: _Toc389729048]Assessment of effects on Human Health 
[bookmark: _Toc388281593][bookmark: _Toc388282049][bookmark: _Toc388282531][bookmark: _Toc388282979][bookmark: _Toc388285291][bookmark: _Toc388374325][bookmark: _Toc389729049][bookmark: _Toc403472754]Skin corrosion and irritation

	Conclusion used in Risk Assessment – Skin corrosion and irritation

	Value/conclusion
	None of the ingredients are classified for skin corrosion or skin irritation

	Justification for the value/conclusion
	Application of criteria on mixture classification based on ingredients as set out in the CLP Regulation 1272/2008 

	Classification of the product according to CLP 
	No classification of the product proposed




[bookmark: _Toc389729050][bookmark: _Toc403472755]Eye irritation

	Conclusion used in Risk Assessment – Eye irritation 

	Value/conclusion
	None of the ingredients are classified for eye irritation

	Justification for the value/conclusion
	Application of criteria on mixture classification based on ingredients as set out in the CLP Regulation 1272/2008

	Classification of the product according to CLP 
	No classification of the product proposed


[bookmark: _Toc367976971][bookmark: _Toc367977148][bookmark: _Toc389729051][bookmark: _Toc403472756]

Respiratory tract irritation 

	Conclusion used in the Risk Assessment – Respiratory tract irritation

	Value/conclusion
	None of the substances in the product is classified for respiratory tract irritation

	Justification for the conclusion
	Application of criteria on mixture classification based on ingredients as set out in the CLP Regulation 1272/2008

	Classification of the product according to CLP 
	No classification of the product proposed








[bookmark: _Toc389729052][bookmark: _Toc403472757]Skin sensitization


	Conclusion used in Risk Assessment – Skin sensitisation

	Value/conclusion
	The active substance is classified as a skin sensitizer cat 1 but is present below the threshold for classification of the mixture

	Justification for the value/conclusion
	Application of criteria on mixture classification based on ingredients as set out in the CLP Regulation 1272/2008

	Classification of the product according to CLP 
	No classification of the product proposed



[bookmark: _Toc389729053][bookmark: _Toc403472758]Respiratory sensitization (ADS)

	Conclusion used in Risk Assessment – Respiratory sensitisation

	Value/conclusion
	None of the substances in the product is classified for respiratory sensitization

	Justification for the value/conclusion
	Application of criteria on mixture classification based on ingredients as set out in the CLP Regulation 1272/2008

	Classification of the product according to CLP 
	No classification of the product proposed



[bookmark: _Toc389729054][bookmark: _Toc403472759]
Acute toxicity
[bookmark: _Toc389729055]Acute toxicity by oral route


	Value used in the Risk Assessment – Acute oral toxicity

	Value
	The active substance is classified as acute oral tox cat 4, based on its concentration classification of the mixture is not triggered

	Justification for the selected value
	Application of criteria on mixture classification based on ingredients as set out in the CLP Regulation 1272/2008

	Classification of the product according to CLP 
	No classification of the product proposed



[bookmark: _Toc389729056]Acute toxicity by inhalation

	Value used in the Risk Assessment – Acute inhalation toxicity

	Value
	The active substance is classified as acute inhalation tox cat 4; based on its concentration classification of the mixture is not triggered

	Justification for the selected value
	Application of criteria on mixture classification based on ingredients as set out in the CLP Regulation 1272/2008

	Classification of the product according to CLP 
	No classification of the product proposed





[bookmark: _Toc389729057]Acute toxicity by dermal route

	Value used in the Risk Assessment – Acute dermal toxicity

	Value
	None of the substances in the product is classified for acute dermal toxicity

	Justification for the selected value
	Application of criteria on mixture classification based on ingredients as set out in the CLP Regulation 1272/2008

	Classification of the product according to CLP 
	No classification of the product proposed




[bookmark: _Toc389729058][bookmark: _Toc403472760]Information on dermal absorption

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

	Value(s)
	For the active substance the default value of 70% is used

	Justification for the selected value(s)
	Dermal absorption of permethrin is 3% according to the CAR of permethrin. 
According to the EFSA Guidance on Dermal absorption (2017),  a default value can be used when no data is available for dermal absorption performed on the formulation. 
For  a ready to use solvent based formulation, a default value of 70% is to be used. This value is taken into account in the risk assessment.  



[bookmark: _Toc389729059][bookmark: _Toc403472761]Available toxicological data relating to non active substance(s) (i.e. substance(s) of concern)

The product is classified as H304 (Asp Tox 1), due to the presence of the substance ‘Distillates (petroleum), hydrotreated light’ SoC (Band A) classified as H304 in combination with low viscosity of the product formulation. In accordance to the SoC guidance, H304 classification fall in Band A. For the evaluation of exposure to SoC (Band A), it is considered sufficient to apply appropriate P-phrases associated with the concerned H-phrase. It this particular case, following P-phrases are included:
P301+P310 : IF SWALLOWED : immediately call a poison center or doctor/physician; 
P331 : Do NOT induce vomiting; 
P405 : Store locked up

For all information on substances of concern, please refer to the confidential annex.

[bookmark: _Toc389729060][bookmark: _Toc403472762]Available toxicological data relating to a mixture 

None. 

[bookmark: _Toc389729061][bookmark: _Toc403472763]
Other

 
According to the ED (endocrine disruptor) criteria with respect to humans established in the Comission Delegated Regulation (EU) 2017/2100, a substance shall be considered as having endocrine disrupting properties if it meets all of the following criteria:
a) it shows an adverse effect in [an intact organism or its progeny]/[non-target organisms], which is a change in the morphology, physiology, growth, development, reproduction or life span of an organism, system or (sub)population that results in an impairment of functional capacity, an impairment of the capacity to compensate for additional stress or an increase in susceptibility to other influences;
b) it has an endocrine mode of action, i.e. it alters the function(s) of the endocrine system;
c) the adverse effect is a consequence of the endocrine mode of action.

To examine if any of the co-formulants contained in the product may possess ED properties, a screening was performed by examining whether the co-formulants are 
· Classified as CMR or PBT;
· Identified as ED in the DG Santé’s Impact Assessment study on Screening of available evidence on chemical substances for the identification of endocrine disruptors;
· Identified as ED in the EU list of potential endocrine disruptors; or
· Listed in CoRAP linked to ED concerns.

Subsequently, it was examined if there are any concerns for adverse effects to meet the critaria a. 

From this criteria ED screening was performed by NL CA for co-formulants contained in Embasol Houtwormdood. 

None of the co-formulants triggered an alert for ED property. and therefore no further ED assessment was required.

2.2.6.2 [bookmark: _Toc389729062][bookmark: _Toc403472764][bookmark: _Toc403566576][bookmark: _Toc42170237]Exposure assessment
Embasol Houtwormdood is ready to use liquid containing 0.25% (2 g/L) permethrin as an active substance. The proposed field of use of Embasol Houtwormdood is PT8: preventive and curative treatment of wood as protection against insects (indoor use or under shelter). Applications can be done by coarse spraying and brushing (professional and non-professional use), dipping (industrial and professional use), injection (professional use) or by pressure process / (double) vacuum pressure impregnation (industrial use). 
The user can be dermally exposed to permethrin during application of the formulation by coarse spraying, brushing, dipping/drenching or by pressure process / (double)vacuum pressure impregnation. As the vapour pressure of permethrin is very low (2.155 x 10-6 Pa at 20 °C), and no aerosol forming is expected during brushing, dipping/drenching, injection or impregnation operations, respiratory exposure during these applications is considered to be negligible. During the application by coarse spraying respiratory exposure to droplet particles is possible; these particles are expected to be outside respirable range (> 50 μm), a fraction of the particles will be inhalable (i.e. enters the nose and mouth and will be available for deposition in the respiratory tract). 

Identification of main paths of human exposure towards active substance(s) 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
	yes
	yes
	yes
	n.a
	n.a
	yes
	n.a

	Dermal
	yes
	yes
	yes
	n.a
	n.a
	yes
	n.a

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


* Label statement : not to be used on the materials which may come into contact with food and drinks

[bookmark: _Toc367976935][bookmark: _Toc387138973][bookmark: _Toc387142780][bookmark: _Toc387146344][bookmark: _Toc389729063][bookmark: _Toc403472765]List of scenarios

Seven scenarios are modelled for the primary exposure due to application (professional and non-professional); i.e : 
- 1 application scenario covering application by coarse spraying for professional applicators (dermal and inhalation exposure),  
- 1 for injection via wood injector (pressure impregnation) for professional applications (dermal and inhalation exposure)
- 1 for injection via pouring (no pressure) for professional applications (dermal exposure)
· 1 for brushing (dermal exposure) applications (covering both professional and non-professional applications), 
· 1 for dipping/drenching (dermal exposure) applications (professional/industrial only) 
· 1 for vacuum/pressure processes (industrial use only) and
· 1 for double vacuum/pressure processes (industrial use only)  

The models used are based on the TNsG Part 2, (2002) (+User Guidance v.1, 2002) and on the CAR of permethrin (Ireland, 2014). However, this is assumed to be less worse case than e.g spray applications and therefore its risk is assumed to be covered.

Several pathways of indirect exposure have been assessed in the CAR of permethrin for PT8: 
-  Adult handling treated timber – acute exposure  
-  Adult cutting/sanding treated wooden posts – acute and chronic exposure  
-  Infant chewing treated wood off-cut – acute exposure  
-  Child playing on the playground structure – chronic exposure  
· -  Infant playing on weathered playground structure and mouthing – chronic
· exposure  
-  Infant, child and adult inhalation of volatilised residues – chronic exposure 
· 
· Inhalation exposure due to the inhalation of volatilized residues is expected to be negligible due to the very low vapour pressure of permethrin (2.155 x 10-6 Pa at 20 °C). 


	Summary table: scenarios

	Scenario number
	Scenario
(e.g. mixing/ loading)
	Primary or secondary exposure 
Description of scenario
	Exposed group
(e.g. professionals, non-professionals, bystanders)

	1.
	Application – coarse spraying
	Spraying Model 2/ TNsG Part 2,  (2002) 
(based on CAR permethrin)
	Professional users

	2.a.
	Application – injection with injector
	Subsoil treatment Model 2 / TNsG Part 2, (2002)
	Professional users

	2.b.
	Application - injection by pouring
	Mixing and loading Model 4 / TNsG Part 2, (2002)
	Professional users

	3.
	Application – brushing
	Consumer product painting model 3 
/ TNsG Part 2, (2002) 
(based on CAR permethrin)

	Professional and Non-professional users

	4.
	Application – dipping/drenching
	Handling Model 1 
/ TNsG Part 2, (2002)
	Industrial/Professional user

	5.
	Application – vacuum pressure
	Handling model 1 
/ TNsG Part 2, (2002)

	Industrial user

	6.
	Application – double vacuum pressure
	Handling model 1 
/ TNsG Part 2, (2002)

	Industrial user

	7.
	Adult handling treated timber – acute exposure scenario  

	Based on the draft final CAR of permethrin the following assumptions are made:
All the permethrin applied to the timber sits on the timber surface for dermal contact scenarios
All of the permethrin applied to the surface is dislodgeable
Transfer efficiency of 2% for rough sawn wood
100 contacts/day

	Bystanders adult (secondary exposure)

	8.
	Adult cutting/sanding treated wooden posts – acute and chronic exposure scenarios
	TNsG Part 2, (2002)

	Bystanders adult (secondary exposure)

	9.
	Infant chewing treated wood off-cut – acute exposure scenario
	TNsG Part 2, (2002)

	Bystanders  infants(secondary exposure)

	10.
	Child – playing on playground structure outdoors 

	TNsG Part 2, (2002)

	Bystanders  children (secondary exposure)

	11.
	Infant – playing on weathered structure and mouthing 

	TNsG Part 2, (2002)

	Bystanders infants (secondary exposure)




Output tables from exposure assessment tools are included in Annex 3.2



Industrial/Professional exposure

[bookmark: _Toc389729068]Scenario [1] : Application : coarse spraying (professional user)
	Description of Scenario [1]

	The application solution is applied to the wood by coarse spraying. The calculation is based on Spraying Model 2 (TNsG Part 2,  (2002) in accordance with the draft final CAR on permethrin. Dermal exposure is considered. A body weight of 60kg and a breathing rate of 0.021 m3/min is considered for applicators. A dermal absorption of 70% is considered for permethrin (Guidance on dermal absorption, EFSA Journal 2017; 15(6):4873). The concentration of permethrin in Embasol Houtwormdood is 0.25%. Inhalation by coarse spraying was negligible as described previously. 
The exposure duration is considered to be 80 minutes.
Inhalation exposure from coarse spraying is considered negligible. Therefore, permethrin exposure via inhalation route is not considered.
 

	
	Parameters1
	Value

	Tier 1
(potential exposure)
	Potential dermal body exposure – in-use product
	222 mg/min (TNsG 2002) 

	
	Potential hand exposure – in-use product
	273 mg/min (TNsG 2002)*

	
	Inhalation exposure
	76 mg/m3 (TNsG 2002)

	
	Exposure duration
	80 minutes

	Tier 2
(clothing covering body;  gloves)
	Potential dermal body exposure – in-use product
	222 mg/min (TNsG 2002) 

	
	Default reduction factor clothing
	90%

	
	Potential hand exposure (inside gloves) – in-use product
	7.80 mg/min (TNsG 2002)

	Tier 3 (impermeable coverall gloves 
	Potential dermal body exposure – in-use product
	222 mg/min (TNsG 2002) 

	
	Default reduction factor clothing
	95%

	
	
	


*max value for deposition outside of protective glove


Calculations for Scenario [1]

	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
(internal)
(mg/kg/day)
	Estimated dermal uptake (internal)
(mg/kg/day)
 
	Estimated oral uptake
	Estimated total uptake
(internal)
(mg/kg/day)

	1.coarse spraying
	1/no PPE
	0.005
	1.155
	n.a.
	1.160

	1.coarse spraying
	2/gloves+coverall
	0.005
	0.0700
	n.a.
	0.075

	1.coarse spraying
	3/ gloves + impermeable coverall
	0.005
	0.044
	n.a.
	0.049




Scenario [2a] : Application : injection with injector (professional user)

	Description of Scenario [2a]

	The application solution is applied to the wood by professional users using a wood injector. The calculation is based on Subsoil treatment Model 2 (TNsG Part 2, (2002). Both dermal and inhalation exposure are considered. A body weight of 60kg is considered for applicators. A dermal absorption of 70% is considered for permethrin (Guidance on dermal absorption, EFSA Journal 2017; 15(6):4873). The concentration of permethrin in Embasol Houtwormdood is 0.25%. 
The exposure duration is considered to be 80 minutes.
 

	
	Parameters
	Value

	Tier 2
(gloves)
	Actual hand exposure (inside gloves) – in-use product
	8 mg product/min (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure

	
	Indicative inhalation exposure (non-volatile compounds)
	0.57 mg product/m3 (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure)

	
	Exposure duration
	80 minutes (recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure)




Scenario [2b] : Application : injection by pouring (professional user)

	Description of Scenario [2b]

	The application solution is applied to the wood by professional users by pouring (no pressure). The calculation is based on Mixing and loading Model 4 (TNsG Part 2, (2002). Only dermal exposure is considered relevant for non-volatile compounds. A body weight of 60kg is considered for applicators. A dermal absorption of 70% is considered for permethrin (Guidance on dermal absorption, EFSA Journal 2017; 15(6):4873). The concentration of permethrin in Embasol Houtwormdood is 0.25%. The number of loadings per day is set at 100. 

	
	Parameters
	Value

	Tier 1
(potential exposure)
	Potential hand exposure – in-use product
	10 mg product/loading (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure)

	
	Number of loadings
	100 (Recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure)



Calculations for Scenario [2a, 2b]


	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
(internal)
(mg/kg/day)
	Estimated dermal uptake (internal)
(mg/kg/day)
 
	Estimated oral uptake
	Estimated total uptake
(internal)
(mg/kg/day)

	2a. injection (injector)
	2/gloves
	0.00004
	0.019
	n.a
	0.019

	2b. injection (pouring)
	1/ no PPE
	n.a.
	0.029
	n.a
	0.029





Scenario [3] : Application : brushing (professional user)

	Description of Scenario [3]

	The application solution is applied to the wood by brushing by professional users. The calculation is based on Consumer product painting model 3 (TNsG Part 2,  (2002) in accordance with the draft final CAR on permethrin. Only dermal exposure is considered;  inhalation exposure is considered to be negligible based on the low vapour pressure and lack of aerosol forming during brush applications. A body weight of 60kg is considered for applicators. A dermal absorption of 70% is considered for permethrin (Guidance on dermal absorption, EFSA Journal 2017; 15(6):4873). The concentration of permethrin in Embasol Houtwormdood is 0.25%. 
The exposure duration is considered to be 4 hours (CAR on permethrin).  The application area is calculated using the median work rate of 7.6 min/m² (acc. to TNsG 2002 "Consumer product painting Model 3" and the exposure duration of 240 min. Calculation: 1/7.6 min/m² *240 min = 31.6 m²
 

	
	Parameters1
	Value

	Tier 1
(potential exposure)
	Potential dermal body exposure – in-use product
	0.2382 mg product/ m2 (TNsG 2002) 

	
	Potential hand exposure – in-use product
	0.5417 mg product/ m2 (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure)

	
	Potential inhalation exposure
	0.0016 mg product/m3

	Tier 2
(gloves)
	Default reduction factor for gloves
	90%



Calculations for Scenario [3]

	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
(internal)
(mg/kg/day)
	Estimated dermal uptake (internal)
(mg/kg/day)

	Estimated oral uptake
	Estimated total uptake
(internal)
(mg/kg/day)

	3.brush
	1/ no PPE
	0.0002
	0.0719
	n.a
	0.0721

	3.brush
	2/gloves
	0.0002
	0.0269
	n.a
	0.0272


 


Scenario [4] : Application : dipping/drenching (industrial/professional user)

	Description of Scenario [4]

	The application solution is applied to the wood by dipping or drenching by a professional/industrial user. The calculation is based on Handling Model 1 (TNsG Part 2,  (2002). Only dermal exposure is considered; inhalation exposure is considered to be negligible. A body weight of 60kg is considered for applicators. A dermal absorption of 70% is considered for permethrin (Guidance on dermal absorption, EFSA Journal 2017; 15(6):4873). The concentration of permethrin in Embasol Houtwormdood is 0.25%. 
Four cycles per day are considered. The exposure values considered are those for solvent based formulations. 

	
	Parameters1
	Value

	Tier 1
(potential exposure)
	Potential dermal body exposure – in-use product
	158 mg/cycle (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure, solvent based) 

	
	Potential hand exposure – in-use product
	26000 mg/cycle (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure)*

	Tier 2
(gloves)
	Actual hand exposure (inside gloves) – in-use product
	260 mg/cycle (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure)*


* The hand exposure without gloves is recalculated form actual exposure inside gloves using a factor 100 for the use of gloves and is equal to 26000 mg/min. Gloves are assumed as a standard in the dipping models


Calculations for Scenario [4]

	Summary table: estimated exposure from professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
(internal)
(mg/kg/day)
	Estimated dermal uptake (internal)
(mg/kg/day)
	Estimated oral uptake
	Estimated total uptake
(internal)
(mg/kg/day)

	4.dipping
	1/no PPE
	negligible
	3.052
	n.a.
	3.052

	4.dipping
	2/ gloves
	negligible
	0.049
	n.a.
	0.049



[bookmark: _Toc389729070][bookmark: _Toc403472768]Scenario [5] : Application : vacuum treatment (industrial user)


	Description of Scenario [5]

	The application solution is applied to the wood by vacuum-pressure treatment by industrial users.  The calculation is based on Handling model 1 (TNsG Part 2,  (2002) in accordance with the draft final CAR on permethrin. Both dermal and inhalation exposure are considered. A body weight of 60kg is considered for applicators. A dermal absorption of 70% is considered for permethrin (Guidance on dermal absorption, EFSA Journal 2017; 15(6):4873). The concentration of permethrin in Embasol Houtwormdood is 0.25%. Three cycles per day are considered. The exposure values considered are those for solvent based formulations. The exposure duration for inhalation exposure is set at 30 minutes (opening of door, for 3 cycles)
 

	
	Parameters1
	Value

	Tier 1
(potential exposure)
	Potential body exposure – in-use product
	158 mg/cycle (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure, solvent based) 

	
	Potential hand exposure – in-use product
	26000 mg/cycle (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure, solvent based)*

	
	Potential inhalation exposure – in-use product
	0.6 mg/m3 (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure, solvent based) 

	Tier 2
(gloves)
	Hand exposure inside gloves – in use product
	260 mg/cycle (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure, solvent based )


* The hand exposure without gloves is recalculated form actual exposure inside gloves using a factor 100 for the use of gloves and is equal to 26000 mg/min. Gloves are assumed as a standard in the vacuum/pressure models


Calculations for Scenario [5]



	Summary table: estimated exposure from industrial uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
	Estimated dermal uptake (internal)
	Estimated oral uptake
	Estimated total uptake

	
	
	(internal)
	(mg/kg/day)
	
	(internal)

	
	
	(mg/kg/day)
	 
	
	(mg/kg/day)

	5.vacuum
	1/no PPE
	1.56E-05
	2.29
	n.a.
	2.29

	5.vacuum
	2/gloves
	1.56E-05
	0.037
	n.a.
	0.037





Scenario [6] : Application : double vacuum treatment (industrial user)


	Description of Scenario [6]

	The application solution is applied to the wood by double vacuum-pressure treatment by industrial users.  The calculation is based on Handling model 1 (TNsG Part 2, (2002) in accordance with the draft final CAR on permethrin. Both dermal and inhalation exposure are considered. A body weight of 60kg is considered for applicators. A dermal absorption of 70% is considered for permethrin (Guidance on dermal absorption, EFSA Journal 2017; 15(6):4873. The concentration of permethrin in Embasol Houtwormdood is 0.25%. Six cycles per day are considered. The exposure values considered are those for solvent based formulations. The exposure duration for inhalation exposure is set at 60 minutes (opening of door, for 6 cycles)

	
	Parameters1
	Value

	Tier 1
(potential exposure)
	Potential body exposure – in-use product
	158 mg/cycle (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure, solvent based) 

	
	Potential hand exposure – in-use product
	26000 mg/cycle (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure, solvent based)*

	
	Potential inhalation exposure – in-use product
	0.6 mg/m3 (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure, solvent based) 

	Tier 2
(gloves+ coveral)
	Default reduction factor coverall
	90%

	
	Hand exposure inside gloves – in use product
	260 mg/cycle (TNsG 2002, recommendation no. 6
of the BPC Ad hoc Working Group on Human Exposure, solvent based)


* The hand exposure without gloves is recalculated form actual exposure inside gloves using a factor 100 for the use of gloves and is equal to 26000 mg/min. Gloves are assumed as a standard in the vacuum/pressure models




Calculations for Scenario [6]

	Summary table: estimated exposure from industrial uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
	Estimated dermal uptake (internal)
	Estimated oral uptake
	Estimated total uptake

	
	
	(internal)
	(mg/kg/day)
	
	(internal)

	
	
	(mg/kg/day)
	 
	
	(mg/kg/day)

	6.double vacuum
	1/no PPE
	1.56E-05
	4.58
	n.a.
	4.58

	6.double vacuum
	2/gloves + coverall
	1.56E-05
	0.048
	n.a.
	0.048



Further information and considerations on scenario [1,2a, 2b, 3, 4, 5, 6]

The product is classified as H304 (Asp Tox 1), due to the presence of a SoC (Band A) classified as H304 in combination with low viscosity of the product formulation.
 For the evaluation of exposure to SoC (Band A), it is considered sufficient to apply appropriate P-phrases associated with the concerned H-phrase. It this particular case, following P-phrases are included:
P301+P310 : IF SWALLOWED : immediately call a poison center or doctor/physician; 
P331 : Do NOT induce vomiting; 
P405 : Store locked up

	The Netherlands
	Embasol Houtwormdood
	PT8



In addition, it was noted by the eCA the local effects should also be assessed , considering the BPC opinion on the application for approval of permethrin (ECHA/BPC/003/2014) as PT 8, included the statement: The possibility of skin sensitisation to non-professionals from products containing permethrin should be addressed by a risk assessment at product authorisation since the active substance is classified as a potential sensitiser. Below a table is added describing the local effects and qualitative risk characterization.
Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu

Local effects:

Product Embasol Houtwormdood is not classified for skin sensitization, but is labelled with EUH0208 based on the permethrin concentration. No other local effects are linked to the product. Based on a co-formulant classification with EUH066 is triggered.

	Hazard
	Exposure
	Risk

	Hazard
Category
	Effects
in
terms
of C&L
	Additional
relevant
hazard
information
	PT
	Who is exposed?
	Tasks, uses, processes
	Potential exposure route
	Frequency and duration of potential exposure
	Potential degree of exposure
	Relevant RMM & PPE
	Conclusion on risk

	EUH208, EUH066
	Not classified
	Potential of skin sensitizing effects due to presence of permethrin
	8
	professional users
	Application of RTU liquid via
Spraying, brushing, dipping or injection 
	skin
	Frequency:
daily
Duration:
Spraying and injection (injector):
80 min
Brushing:
240 min
Dipping:
120 min
Injection (pouring):
Few minutes per day (100 loads per day)

	Low , splashes on hands during use
	None required, product is not classified as skin sensitizing. 
use instructions may include: wash hands after use
for systemic exposure results, following PPE are already required:
gloves +coverall during spraying
gloves during injection (injector)
gloves during dipping
for brushing no PPE are prescribed, gloves may be worn during use but are not obligatory

	Acceptable:
No classification for hazard categories, use instructions will be followed by professional users.  

	EUH208, EUH066
	Not classified
	Potential of skin sensitizing effects due to presence of permethrin
	8
	Industrial users
	Application of RTU liquid via
(double) vacuum treatment, dipping
	skin
	Frequency:
daily
Duration:
Double vac.: 6 cycles /day 
Vac. treat.: 3 cycles/day 
Dipping: 4 cycles/day
(30 min per cycle)

	Low , splashes on hands or body during use
	None required, product is not classified as skin sensitizing. 
use instructions may include: wash hands after use
for systemic exposure results, following PPE are already required:
gloves +coverall during double vacuum treatment
gloves during vacuum treatment and dipping treatment
	Acceptable:
No classification for hazard categories, use instructions will be followed by industrial  users 





Scenario [3b] : Application : brushing (non-professional user)


	Description of Scenario [3]

	The application solution is applied to the wood by brushing by non-professional users. The calculation is based on the BEAT model “Austrian wood preservatives water-based/solvent-based” (Austrin-BfR), in accordance with HEAdhoc Recommendation no. 10, 2016.. The BEAT model provides no data on inhalation, for inhalation exposure estimate “Consumer product painting model 3” (TNsG 2002) is used.A body weight of 60kg is considered for applicators. A dermal absorption of 70% is considered for permethrin (Guidance on dermal absorption, EFSA Journal 2017; 15(6):4873). The concentration of permethrin in Embasol Houtwormdood is 0.25%. The exposure duration is 150 min (acc. to TNsG 2002 User Guidance, vers. 1, p. 51 for non-professionals).
 

	
	Parameters1
	Value

	Tier 1
(potential exposure)
	Potential dermal body exposure – in-use product
	1.12 µl/min (solvent-based)

	
	Potential hand exposure – in-use product
	9.14 µl/min

	
	Indicative value for inhalation exposure
	1.63 mg/m3



* see calculation below

Calculation : 
Inhalation exposure
1.63 mg/m3 x 0.25% a.s x 1.25 m3/h x (150 min/60 min) = 0.0127 /60 kg = 0.0002 mg/kg bw/day

Dermal exposure
(1.12 + 9.14 µl/min) x 150 min x 0.7974 g/ml x 0.25% x 70% = 2.15 mg/kg / 60 kg = 0.036 mg/kg bw/day

Calculations for Scenario [3b]

	Summary table: estimated exposure from non-professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
(internal)
(mg/kg/day)
	Estimated dermal uptake (internal)
(mg/kg/day)

	Estimated oral uptake
	Estimated total uptake
(internal)
(mg/kg/day)

	3.brush
	1/ no PPE
	0.0002
	0.036
	n.a
	0.036



Further information and considerations on scenario [2c, 3]

The product is classified as H304 (Asp Tox 1), due to the presence of a SoC (Band A) classified as H304 in combination with low viscosity of the product formulation.
 For the evaluation of exposure to SoC (Band A), it is considered sufficient to apply appropriate P-phrases associated with the concerned H-phrase. It this particular case, following P-phrases are included:
P301+P310 : IF SWALLOWED : immediately call a poison center or doctor/physician; 
P331 : Do NOT induce vomiting; 
P405 : Store locked up

In addition , it was noted by the eCA the local effects should also be assessed , considering the BPC opinion on the application for approval of permethrin (ECHA/BPC/003/2014) as PT 8, included the statement: The possibility of skin sensitisation to non-professionals from products containing permethrin should be addressed by a risk assessment at product authorisation since the active substance is classified as a potential sensitiser. Below a table is added describing the local effects and qualitative risk characterization.
Local effects:

Product Embasol Houtwormdood is not classified for skin sensitization, but is labelled with EUH0208 based on the permethrin concentration. No other local effects are linked to the product. Based on a co-formulant classification with EUH066 is triggered.


	Hazard
	Exposure
	Risk

	Hazard
Category
	Effects
in
terms
of C&L
	Additional
relevant
hazard
information
	PT
	Who is exposed?
	Tasks, uses, processes
	Potential exposure route
	Frequency and duration of potential exposure
	Potential degree of exposure
	Relevant RMM & PPE
	Conclusion on risk

	EUH208 and EUH066
	Not classified
	Potential of skin sensitizing effects due to presence of permethrin
	8
	Non-professional users
	Application of RTU liquid via brushing or injection (pouring)
	skin
	Frequency:
Low: 1 to few times/ year
Duration:
Brushing:
240 min
Injection:
Few minutes per day (100 loads per day)

	Low , splashes on hands during use
	None required, product is not classified as skin sensitizing. 
use instructions may include: wash hands after use
	Acceptable:
No classification for hazard categories, low frequency of use of the product by non-professional users.




[bookmark: _Toc389729073][bookmark: _Toc403472769]Exposure of the general public

[bookmark: _Toc389729071]Scenario [7] : secondary exposure – handling of treated wood (adult) – acute exposure
	Description of Scenario [7]

	This scenario models dermal exposure following handling of treated wood (acute exposure). Following further assumptions are made, in line with the CAR for permethrin :
All the permethrin applied to the timber sits on the timber surface for dermal contact scenarios and all of the permethrin applied to the surface is dislodgeable.
The surface loading of the wood is calculated based on the concentration of 0.25% permethrin (2g/L) and an application rate of 300mL in-use solution per m2 wood. 
A body weight of 60kg is considered for adult bystanders. A dermal absorption of 70% is considered for permethrin (Guidance on dermal absorption, EFSA Journal 2017; 15(6):4873)

	
	Parameters
	Value

	Tier 1
	Surface loading wood
	0.06 mg permethrin/cm2

	
	Exposure frequency
	100 contacts/day 
(CAR permethrin)

	
	Exposed area
	164 cm2
(20% of the hands contaminated, based on the hand surface of 820 cm2 according to the HEEG Opinion on default factors)

	
	Transfer efficiency
	2%
(rough sawn wood; TNsG 2002) 



Calculations for Scenario [7]

	Summary table: systemic exposure from non-professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
	Estimated dermal uptake
(internal)
mg/kg/day*
	Estimated oral uptake
	Estimated total uptake
(internal)
mg/kg/day

	7.handling
	1/no PPE
	n.a
	0.23
	n.a
	0.23



* see calculation below

Calculation : 

Embasol Houtwormdood is ready to use liquid containing 0.25% (2 g/L) permethrin as an active substance. For the application on wood, 300 ml Embasol Houtwormdood per m2 wood surface is used. Thus, taking into account a concentration of 2 g/L and the use of 300 ml product/m2 (equal to 23.9 mg product/cm2 based on a density of 0.7974 g/cm3), the application rate of the active substance is 0.6 g/m2 (i.e. 0.06 mg/cm2).

Exposure = 164 cm2 x 0.06 mg/cm2 x 100 contacts x 70% x 2% = 13.776 mg permethrin/ day /60 kg = 0.23 mg/kg/day

Scenario [8] : secondary exposure – Adult cutting/sanding treated wooden posts – acute and chronic exposure scenarios

	Description of Scenario [8]

	This scenario models dermal and inhalation exposure for adults sanding (powered sander) wooden posts (4 cm x 4 cm x 2.5 m) for one hour. The posts have been treated with Embasol Houtwormdood (0.25% permethrin or 2g/L) in accordance with the use prescriptions. 
A body weight of 60kg is considered for adult bystanders. A dermal absorption of 70% is considered for permethrin (Guidance on dermal absorption, EFSA Journal 2017; 15(6):4873)

	
	Parameters
	Value

	Tier 1
	Volume wooden post
	0.004 m3

	
	Product uptake by the wood
	3.18 kg/m3 
(Embasol Houtwormdood label )

	
	Inhalation exposure
	5 mg/m3 
(occupational limit for wood dust)

	
	Density wood dust
	0.4 g/cm3

	
	Inhalation rate
	1.25 m3/hour 

	
	Active substance residue on wood surface 
	0.008 mg/cm2


	
	Transfer rate
	2% (rough sawn wood; TNsG 2002)

	
	Exposed area
	84 cm2
(20% of the  hand palms contaminated, based on the hand surface of 840 cm2 according to the HEEG Opinion on default factors)



Calculations for Scenario [8]

	Summary table: systemic exposure from non-professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
(internal)
mg/kg/day*
	Estimated dermal uptake
(internal)
mg/kg/day*
	Estimated oral uptake
	Estimated total uptake
(internal)
mg/kg/day

	8. sanding
	1/no PPE
	0.0000028
	0.0012
	n.a
	0.0012


* see calculation below


Calculation : 

Assumptions:
A person (non-professional, 60 kg bw) is sanding the surface of treated wood posts 
(4 cm × 4 cm × 2.5 m, surface area = 4032 cm², volume = 4000 cm³) for an outdoor play area. The volume of the treated part of the post is 3008 cm3. Assuming a product uptake by the wood of 3.18 kg/m3 and that the product contains 0.25% of the active substance, the treated wood contains 0.008 mg active substance/cm3.  

Inhalation Exposure :
The concentration of permethrin in the post is 0.008 mg/cm3x 4000 cm3/ 3008 cm3 = 0.011 mg/cm3. 
Therefore, inhalation exposure to active substance is 0.011 mg/cm3x 5mg/cm3 x 1.25 m3 x 1 hour = 0. 0002 mg permethrin / 60 kg = 0.0000028 mg/kg bw/day.
Dermal exposure : 
= 84 cm2 x 0.06 mg/cm2 x  70% x 2% = 0.071 mg permethrin / 60 kg = 0.0012 mg/kg bw/day

Scenario [9] : secondary exposure – Infant chewing treated wood off-cut – acute exposure scenario

	Description of Scenario [9]

	Infant picks up and chews wood off-cut (4 cm x 4 cm x1 cm), which has been treated with Embasol Houtwormoood (0.25% permethrin or 2g/L) in accordance with the use prescriptions. 
A body weight of 8kg is considered for infants (HEEG Opinion on default factors). 


	
	Parameters
	Value

	Tier 1
	Volume off-cut wood
	16 cm3

	
	Product uptake by the wood
	1.56-3.18 kg/m3 
(Embasol Houtwormdood label )

	
	Extraction by chewing
	10%



Calculations for Scenario [9]

	Summary table: systemic exposure from non-professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
(internal)
mg/kg/day
	Estimated dermal uptake
(internal)
mg/kg/day
	Estimated oral uptake
(internal)
mg/kg/day)*
	Estimated total uptake
(internal)
mg/kg/day

	9. chewing
	1/no PPE
	n.a
	n.a
	0.0016
	0.0016


* see calculation below

Calculation : 

3.18 kg/m3 x 0.25%=  0.008 mg permethrin/cm3 x 16cm3 x 10% = 0.013mg permethrin/event / 8kg = 0.0016 mg/kg bw/d.
 Since the oral absorption of permethrin is 100%, the systemic exposure does not need to be corrected for oral absorption.


Scenario [10] : secondary exposure – child playing on playground structure (chronic exposure)

	Description of Scenario [10]

	This scenario models a child playing on playground structure outdoors. The structures are made of wood, which has been treated with wood preservative and there is prolonged and repeated contact of wood with hands. 
Following further assumptions are made, in line with the CAR for permethrin :
All the permethrin applied to the timber sits on the timber surface for dermal contact scenarios and all of the permethrin applied to the surface is dislodgeable.
The surface loading of the wood is calculated based on the maximum use rate of 300mL Embasol Houtwormdood (0.25% or 2g/L permethrin) per m2 wood.
A body weight of 23.9kg is considered for children (HEEG Opinion on default factors). A dermal absorption of 70% is considered for permethrin (Guidance on dermal absorption, EFSA Journal 2017; 15(6):4873)

	
	Parameters
	Value

	Tier 1
	Surface loading wood
	0.06 mg permethrin/cm2

	
	Exposed area
	85.56cm2
(20% of the hands contaminated, based on the hand surface of 427.8 cm2 according to the HEEG Opinion)

	
	Transfer efficiency
	2%
(rough sawn wood; TNsG 2002)



Calculations for Scenario [10]

	Summary table: systemic exposure from non-professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
	Estimated dermal uptake
(internal)
mg/kg/day*
	Estimated oral uptake
	Estimated total uptake
(internal)
mg/kg/day

	10. playground
	1/no PPE
	n.a
	0.003
	n.a
	0.003


* see calculation below

Calculation : 

Exposure = 85.56 cm2 x 0.06 mg/cm2 x 70% x 2% = 0.0719 mg permethrin/ day / 23.9 kg =  0.003 mg/kg/day


Scenario [11] : secondary exposure – infant playing on and mouthing weathered structure (chronic exposure)

	Description of Scenario [11]

	Infant playing on and mouthing weathered structure. The structure is made of wood, which has been treated with wood preservative and there is prolonged and repeated contact with the wood. 
Following further assumptions are made, in line with the CAR for permethrin :
All the permethrin applied to the timber sits on the timber surface for dermal contact scenarios and all of the permethrin applied to the surface is dislodgeable
The surface loading of the wood is calculated based on the maximum use rate of 300mL Embasol Houtwormdood (0.25% or 2g/L permethrin) per m2 wood. 
A body weight of 8kg is considered for infants (HEEG Opinion on default factors). 
As a highly worst case, it is assumed that 100% of the product on the hands will be ingested and the oral absorption is considered to be 100%.

	
	Parameters
	Value

	Tier 1
	Surface loading wood
	0.06 mg/cm2

	
	Exposed area
	 39.36 cm2
(20% of the hand  contaminated, based on the hand surface of 196.8 cm2 according to the HEEG Opinion)

	
	Transfer efficiency
	2%
(rough sawn wood; TNsG 2002)



Calculations for Scenario [11]

	Summary table: systemic exposure from non-professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
	Estimated dermal uptake
(mg/kg bw/day)

	Estimated oral uptake
(internal)
mg/kg/day*
	Estimated total uptake
(internal)
mg/kg/day

	11. weathered structure
	1/no PPE
	n.a
	n.a.
	0.006
	0.006


* see calculation below, as a highly worst case, it is assumed that 100% of the product on the hands will be ingested and the oral absorption is considered to be 100%.
Calculation : 

Exposure oral =  39.36 cm2 x 0.06 mg/cm2  x 2% =  0.047 mg permethrin/ day / 8 kg =  0.006 mg/kg/day


[bookmark: _Toc389729076][bookmark: _Toc403472770]Monitoring data

Not available.

[bookmark: _Toc389729077][bookmark: _Toc403472771]
Dietary exposure

Not relevant. Label statement: not to be used on the materials which may come into contact with food and drinks.

[bookmark: _Toc389729087][bookmark: _Toc403472774]Summary of exposure assessment


	Scenarios and values to be used in risk assessment

	Scenario number
	Exposed group
	Tier/PPE
	Estimated total uptake

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

	1
	Professional user  - spray treatment 
	2/gloves+coverall
	0.075

	1
	Professional user  - spray treatment 
	3/ gloves + impermeable coverall
	0.049

	2a
	Professional user - injection injector
	2/gloves
	0.019

	2b
	Professional user - injection pouring
	1/no PPE
	0.029

	
	Professional user - injection pouring
	2/gloves
	0.0029

	3a
	Professional user  - brushing treatment 
	1/no PPE
	0.072

	3a
	Professional user  - brushing treatment 
	2/gloves
	0.0272

	3b
	Non-professional user  - brushing treatment
	1/no PPE
	0.036

	4
	Professional/industrial user  - dipping treatment 
	2/ gloves
	0.049

	5
	Industrial user  - vacuum treatment 
	2/gloves
	0.037

	6
	Industrial user  - double vacuum treatment 
	2/gloves + coverall
	0.048

	7
	Bystander adult (acute – handling treated wood
	1/no PPE
	0.23

	8
	Bystander adult (chronic– cutting/sawing treated wood-
	1/no PPE
	0.0012

	9
	Bystander infant (acute – chewing treated wood)
	1/no PPE
	0.0016

	10
	Bystander child (chronic – playing on treated wood)
	1/no PPE
	0.003

	11
	Bystander infant (chronic – playing and mouthing treated wood)
	1/no PPE
	0.006




Borehole injection should always be combined with a curative superficial treatment (spraying or brushing/rolling). The resulting exposure from the combined operation is calculated and included in the table below.


	1 + 2a
	Professional user  - spray treatment + injection injector 
	3/ gloves + impermeable coverall
	0.068

	1 + 2b
	Professional user  - spray treatment + injection pouring
	3/ gloves + impermeable coverall
	0.052

	3a + 2a
	Professional user  - brushing treatment + injection injector
	2/gloves
	0.046

	3a + 2b 
	Professional user  - brushing treatment + injection pouring
	2/gloves
	0.03



2.2.6.3 [bookmark: _Toc389729088][bookmark: _Toc403566577]Risk characterisation for human health

Reference values to be used in Risk Characterisation for permethrin
	Reference 
	Reference
	Value (mg/kg/day)

	AELshort-term
	CAR permethrin
	0.5

	AELmedium-term
	
	0.05

	AELlong-term
	
	0.05




[bookmark: _Toc389729090][bookmark: _Toc403472776]Risk for industrial/professional users

Systemic effects 
	Task/
	Tier
	AEL
	Estimated uptake
	Estimated uptake/ AEL 
	Acceptable

	Scenario
	
	mg/kg bw/d
	mg/kg bw/d
	(%)
	(yes/no)

	SCENARIO 1– coarse spraying

	permethrin
	2/gloves+coverall
	0.05
	0.075
	151%
	no

	permethrin
	3/ gloves + impermeable coverall
	0.05
	0.049
	98.8%
	yes

	SCENARIO 2a– injection injector

	permethrin
	2/gloves
	0.05
	0.019
	37.4%
	yes

	SCENARIO 2b– injection pouring

	permethrin
	1/no PPE
	0.05
	0.029
	58.3%
	yes

	SCENARIO 3– brushing

	permethrin
	1/no PPE
	0.05
	0.072
	144%
	no

	permethrin
	2/gloves
	0.05
	0.0272
	54.4%
	yes

	SCENARIO 4– dipping

	permethrin
	2/ gloves
	0.05
	0.049
	98%
	yes

	SCENARIO 5– vacuum treatment

	permethrin
	2/gloves
	0.05
	0.037
	73%
	yes

	SCENARIO 6– double vacuum treatment

	permethrin
	2/gloves + coverall
	0.05
	0.048
	97%
	yes



Combined scenarios
	Task/
	Tier
	AEL
	Estimated uptake
	Estimated uptake/ AEL 
	Acceptable

	Scenario
	
	mg/kg bw/d
	mg/kg bw/d
	(%)
	(yes/no)

	SCENARIO 1– coarse spraying + SCENARIO 2a– injection injector

	Scenario 1
	3/ gloves + impermeable coverall
	0.05
	0.049
	98.8%
	yes

	Scenario 2a
	2/gloves
	0.05
	0.019
	37.4%
	yes

	Combi
	
	
	0.0681
	136.2%
	no

	SCENARIO 1– coarse spraying + SCENARIO 2b– injection pouring

	Scenario 1a
	3/ gloves + impermeable coverall
	0.05
	0.049
	98.8%
	yes

	Scenario 2b
	2/gloves
	0.05
	0.0029
	5.8%
	yes

	Combi
	3/ gloves + impermeable coverall
	
	0.0523
	104.6%
	no

	SCENARIO 3– brushing + SCENARIO 2a– injection injector

	Scenario 3
	2/gloves
	0.05
	0.0272
	54.4%
	yes

	Scenario 2a
	2/gloves
	0.05
	0.019
	37.4%
	yes

	combi
	2/gloves
	
	0.0459
	91.8%
	yes

	SCENARIO 3– brushing + SCENARIO 2b– injection pouring

	Scenario 3
	2/gloves
	0.05
	0.0272
	54.4%
	yes

	Scenario 2b
	2/gloves
	0.05
	0.0029
	5.8%
	yes

	combi
	2/gloves
	
	0.0301
	60.2%
	yes




Local effects 
Product is classified with EUH208 and EUH066.  Use instructions will be followed by professional users, moreover PPE is prescribed due to systemic effects. In conclusion, the risk for local effects is considered acceptable.

Conclusion

For professional and industrial use, it can be concluded that:
Acceptable risk levels are obtained when PPE are prescribed for application via coarse spraying. Protective gloves and impermeable coverall should be used to obtain safe use. 

Acceptable risk levels are obtained when PPE are prescribed for application via injection by an injector. Protective gloves should be used to obtain safe use. 
Acceptable risk levels are obtained without the need for PPE for injection by pouring.

Acceptable risk levels are obtained when PPE are prescribed for application via brushing. Protective gloves should be used to obtain safe use. 

Acceptable risk levels are obtained when PPE are prescribed for application via dipping. Protective gloves should be used to obtain safe use. 

Acceptable risk levels are obtained when PPE are prescribed for application via vacuum treatment. Protective gloves should be used to obtain safe use. 

Acceptable risk levels are obtained when PPE are prescribed for application via double vacuum treatment. Protective gloves and coverall should be used to obtain safe use. 

Borehole injection should always be combined with a curative superficial treatment (spraying or brushing/rolling). 

The combination of borehole treatment (injection or pouring) was not acceptable in combination with spraying, not even with PPE (protective gloves (for both borehole treatment and spraying) and impermeable coverall (for spraying).

The combination of borehole treatment (injection or pouring) was acceptable in combination with brushing, with the use of gloves (for both borehole treatment and brushing).

	
[bookmark: _Toc389729092][bookmark: _Toc403472778]Risk for non-professional users

Systemic effects 

	Task/
	Tier
	AEL
	Estimated uptake
	Estimated uptake/ AEL 
	Acceptable

	Scenario
	
	mg/kg bw/d
	mg/kg bw/d
	(%)
	(yes/no)

	SCENARIO 3b - brushing

	permethrin
	1/no PPE
	0.5
	0.036
	7.2%
	yes



Local effects 
Product is classified with EUH208 and EUH066. Due to the low frequency of use of the product by non-professional users, the risk for local effects is considered acceptable.

Conclusion
For non-professional use, it can be concluded that:

Acceptable risk levels are obtained without the need for PPE for application via brushing. 

Risk for the general public 

Systemic effects 

	Task/
	Tier
	AEL
	Estimated uptake
	Estimated uptake/ AEL 
	Acceptable

	Scenario
	
	mg/kg bw/d
	mg/kg bw/d
	(%)
	(yes/no)

	SCENARIO 7– bystander adult – acute (handling treated wood)

	permethrin
	1/no PPE
	0.5
	0.23
	46%
	yes

	SCENARIO 8– bystander adult – chronic (cutting/sawing treated wood)

	permethrin
	1/no PPE
	0.05
	0.0012
	2.4%
	yes

	SCENARIO 9 – bystander infant – acute (chewing treated wood)

	permethrin
	1/no PPE
	0.5
	0.0016
	0.3%
	yes

	SCENARIO 10– bystander child  - chronic (playing on treated wood)

	permethrin
	1/no PPE
	0.05
	0.003
	6%
	yes

	SCENARIO 11 – bystander infant– chronic (playing/mouthing treated wood)

	permethrin
	1/no PPE
	0.05
	0.006
	12%
	yes





Conclusion
For secondary exposure to the general public, it can be concluded that risk levels are acceptable.

2.2.7 [bookmark: _Toc389729096][bookmark: _Toc403472781][bookmark: _Toc403566578][bookmark: _Toc42170238]Risk assessment for animal health
Not relevant for products used in industrial environment.
For treatments performed by professionals or non-professionals, the use instructions can include to assure no animals are present during the treatment.
For indirect exposure from treated wood, it can be assumed that the exposure to animals is negligible, given that the treated timber is mainly used  in constructions indoor and/or under a roof. Exposure to animals would only sporadically occur, as access to the timber is limited in such cases. Furthermore, chewing of treated wood is included in the risk assessment for human health and considers the most vulnerable group, i.e. infants. 
As cats are sensitive to permethrin, the following risk mitigation measure has been added: “Avoid prolonged contact of pets, particularly cats, to treated surfaces”


2.2.8 [bookmark: _Toc389729097][bookmark: _Toc403472782][bookmark: _Toc403566579][bookmark: _Toc42170239]Risk assessment for the environment
2.2.8.1 [bookmark: _Toc377651043][bookmark: _Toc389729098][bookmark: _Toc403472783][bookmark: _Toc403566580][bookmark: _Toc42170240]Effects assessment on the environment
As the product is applied indoors or under roof, direct emission to the environment due to spillage during application and/or leaching of the active substance from preserved wood is unlikely. During treatment, the soil underneath and around the object to be treated needs to be covered with plastic. 
For industrial treatment, no release to STP is allowed during the application step. This is also not allowed in general as described in the ESD for PT8. The release of wood preservatives from the treating installation or where the treated timber is stored into a surface water drain or drain connected to a Sewage Treatment Plant (STP) is not permitted and so any installation where this occurs is in contravention of environmental protection legislation and the license to operate the treatment process. 
In addition, the exposure during storage of wood at industrial sites is not allowed. The label shall contain the following info: freshly treated timber shall be stored after treatment  under shelter or on impermeable hard standing surface, or both, to prevent direct losses to soil, sewer or water, and that any losses of the product shall be collected for reuse or disposal.

The OECD Emission Scenario Document (ESD) for PT8 states the following (paragraph 177) : “For indoor treatments by spraying, brushing and injection, no scenarios are proposed in this document because related emissions to the environment are considered to be negligible”. 
The primary receiving compartment is the air.  However, direct exposure to the air during application is considered to be negligible, due to dilution and rapid degradation of permethrin in the troposphere by photochemical processes. Emission to the indoor air during application of the product is considered to be completely released to outdoor air by venting the room.
The following PNECs for permethrin have been taken from the PT 8 Assessment Report. 

	PNEC values for the a.s. permethrin and the major metabolites PBA and DCVA (according to assessment report, 2014[footnoteRef:6]) [6:  Assessment Report Permethrin, April 2014. Regulation (EU) No 528/2012 concerning the making available on the market and use of biocidal products, Permethrin, Product-Type 18. ] 


	Substance
	Compartment
	Value
	Unit

	Permethrin
	Fresh water 
	4.7 x10-4
	µg/L

	
	Sediment
	2.17 x 10-4 
	mg/kgwwt 

	
	STP
	4.95 
	µg/L

	
	Soil
	0.175
	mg/kgwwt*

	
	Birds
	16.7
	mg/kgfood

	
	Mammals
	120
	mg/kgfood

	3-Phenoxybenzoic acid (PBA)
	Fresh water 
	0.01
	mg/L

	
	Sediment
	0.009 
	mg/kgwwt 

	
	Soil 
	1.44 
	mg/kgwwt 

	DCVA
	Fresh water 
	0.015
	mg/L

	
	Sediment
	0.012 
	mg/kgwwt 

	
	Soil 
	4.6
	mg/kgwwt 


* The IE (RMS for permethrin) evaluation of the permethrin confirmatory data was discussed at the BPC Meeting in early March 2017.  IE can inform the CG members that an ENV WG e-consultation was requested by BPC Members during the BPC meeting in March, regarding the PNECsoil. The e-consultation concluded on the 13th March.
It was agreed that the conclusions of this e-consultation could be announced at CG-22 in the event of a clear majority opinion. The opinions received from MSs in the e-consultation provided a clear majority opinion in relation to the proposed PNECsoil.
The MSs were in favour of using an AF of 50 and deriving the PNECsoil for permethrin on the soil micro-organism study.  The new PNECsoil is 0.198 mg/kg dwt, corresponding to 0.175 mg/kg wwt.
[bookmark: _Toc389729099][bookmark: _Toc403472784]
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 information is available on the ecotoxicity of the biocidal product. Regarding the classification of the product, CLP mixture rules were used. 

[bookmark: _Toc389729100][bookmark: _Toc403472785]Further Ecotoxicological studies

No new data available

	[bookmark: _Toc389729101][bookmark: _Toc403472786]Data waiving

	Information requirement
	-

	Justification
	Valid data available on each of the componentsand synergistic effects between any of the components are not expected. No additional data required.



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

No new data available

[bookmark: _Toc389729102][bookmark: _Toc403472787]Supervised trials to assess risks to non-target organisms under field conditions

No new data available
	Data waiving

	Information requirement
	-

	Justification
	Trials on other target organisms is not needed on the basis of intended uses, data available on the active substance or risk assessment.



[bookmark: _Toc389729103][bookmark: _Toc403472788]Studies on acceptance by ingestion of the biocidal product by any non-target organisms thought to be at risk

No new data available
	Data waiving

	Information requirement
	-

	Justification
	Product is not a bait or granule



[bookmark: _Toc389729104][bookmark: _Toc403472789]Secondary ecological effect e.g. when a large proportion of a specific habitat type is treated (ADS)

No new data available. No refinement with a higher tier field study is required.

Endocrine disruption activity of non-active substances
The Commission Delegated Regulation (EU) 2017/2100 specifying the scientific criteria for the determination of endocrine-disrupting properties (ED criteria) under Regulation (EU) No 528/2012 (BPR) establishes that the ED criteria become applicable by 7 June 2018 for biocides  (https://www.ctgb.nl/onderwerpen/hormoon-verstoorders).

No further ecotoxicological studies are available for Embasol Houtwormdood. The product was not tested for potential endocrine disruption properties. Embasol Houtwormdood contains the active substance permethrin and various co-formulants (see confidential annex).

For the active substance, no ED assessment is required because for active substances which have been approved, the EU assessment should be followed. As discussed in the Assessment Report for permethrin (April 2014), acute and chronic exposure to permethrin was highly toxic to the three groups of aquatic organisms, affecting reproduction and survival in fish and Daphnia (Daphnia was the most sensitive species in the acute and chronic tests). Permethrin does not have an endocrine effect on fish.  
For the co-formulants a screening was performed by consulting:
· ECHA data for identification of ED and PBT, under REACH or BPR or CLP
· Identified as ED by United States EPA (https://comptox.epa.gov/dashboard/)  
· Identified as ED by the United Nations Environment (July 2017) Programme(http://wedocs.unep.org/bitstream/handle/20.500.11822/25634/edc_report2.pdf?sequence=1&isAllowed=y  and  https://wedocs.unep.org/bitstream/handle/20.500.11822/25635/edc_report2_factsheet.pdf?sequence=1&isAllowed=y)

None of the co-formulants triggered an alert for potential endocrine disruption properties. Hence, no further ED assessments are required for Embasol Houtwormdood.

[bookmark: _Toc389729105][bookmark: _Toc403472790]Foreseeable routes of entry into the environment on the basis of the use envisaged

Reference is made to section ‘fate and distribution in exposed environmental compartments’.

[bookmark: _Toc389729106][bookmark: _Toc403472791]Further studies on fate and behaviour in the environment (ADS)

No new data available

	Data waiving

	Information requirement
	-

	Justification
	Generation of studies on fate and behaviour is not needed on the basis of intended uses, data available on the active substance or risk assessment.



[bookmark: _Toc388285334][bookmark: _Toc388374383][bookmark: _Toc388285335][bookmark: _Toc388374384][bookmark: _Toc389729107][bookmark: _Toc403472792]Leaching behaviour (ADS)

Not relevant. The product is intended for treatment on timber used indoor or under a roof. Significant leaching to any environmental compartment is not expected. Leaching due to storage of treated wood at industrial sites is prevented by appropriate RMM.

[bookmark: _Toc389729108][bookmark: _Toc403472793]Testing for distribution and dissipation in soil (ADS)

No new data available
	Data waiving

	Information requirement
	-

	Justification
	Generation of studies on distribution/dissipation in soil is not needed on the basis of intended uses, data available on the active substance or risk assessment.



[bookmark: _Toc389729109][bookmark: _Toc403472794]Testing for distribution and dissipation in water and sediment (ADS)

No new data available
	Data waiving

	Information requirement
	-

	Justification
	Generation of studies on distribution/dissipation in water and sediment  is not needed on the basis of intended uses, data available on the active substance or risk assessment.



[bookmark: _Toc389729110][bookmark: _Toc403472795]Testing for distribution and dissipation in air (ADS)

No new data available
	Data waiving

	Information requirement
	-

	Justification
	Generation of studies on distribution/dissipation in air is not needed on
the basis of intended uses, data available on the active substance or risk assessment.



[bookmark: _Toc389729111][bookmark: _Toc403472796]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
	Data waiving

	Information requirement
	-

	Justification
	Product is not to be sprayed near surface waters



[bookmark: _Toc388285341][bookmark: _Toc388374391][bookmark: _Toc388285342][bookmark: _Toc388374392][bookmark: _Toc389729112][bookmark: _Toc403472797]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)
[bookmark: _Toc388374394]
Not relevant. Product is not to be sprayed outside, and will not need to be investigated on the potential to generate formation of dust, due to the properties of the product and based upon the uses.
2.2.8.2 [bookmark: _Toc377651044][bookmark: _Toc389729113][bookmark: _Toc403472798][bookmark: _Toc403566581][bookmark: _Toc42170241][bookmark: _Toc377651045]Exposure assessment
General information
	Assessed PT
	PT8

	Assessed scenarios
	Preventive and curative treatment of wood by (trained) professionals in use classes 1 and 2 by immersion, vacuum pressure impregnation, brushing, spraying, injection
Preventive and curative treatment of wood by non-professionals in use classes 1 and 2 by brushing and spraying 

	ESD(s) used
	OECD Series on Emission Scenario Documents Number 2. Emission Scenario Document wood preservatives. OECD report ENV/JM/MONO(2013)21. Organisation for Economic Co-operation and Development, Paris, 27 September 2013.

	Approach
	Qualitative assessment

	Distribution in the environment
	Assessed qualitatively

	Groundwater simulation
	Not performed

	Confidential Annexes
	No

	Life cycle steps assessed
	Production: No
Formulation No
Use: Yes
Service life: No
Waste : No

	Remarks
	None


[bookmark: _Toc389729114][bookmark: _Toc403472799]
Emission estimation
[bookmark: _Toc367976959][bookmark: _Toc367977136]
No scenarios are proposed in the ESD for preventive and curative treatment of wood by (trained) professionals applied in use classes 1 and 2 by immersion, brushing, spraying, injection and preventive and curative treatment of wood by non-professionals in use classes 1 and 2 by brushing and spraying, because emission to the environment is negligible as preserved wood is not exposed to weather. The emissions to the environment, during these treatments and from treated wood after the treatments, are considered to be negligible as well. Risk mitigation measures are included in the PAR and SPC in order to minimise the risks for the environment for the waste phase (residual fluids, brushes, and rinse water applied for cleaning). During treatment, the soil underneath and around the object to be treated needs to be covered with plastic.
For industrial treatment, no release to STP is allowed during the application step. This is also not allowed in general as described in the ESD for PT8. The release of wood preservatives from the treating installation or where the treated timber is stored into a surface water drain or drain connected to a Sewage Treatment Plant (STP) is not permitted and so any installation where this occurs is in contravention of environmental protection legislation and the license to operate the treatment process. 
In addition, the exposure during storage of wood at industrial site is not allowed. The label shall contain the following info: freshly treated timber shall be stored after treatment  under shelter or on impermeable hard standing surface, or both, to prevent direct losses to soil, sewer or water, and that any losses of the product shall be collected for reuse or disposal.


[bookmark: _Toc377651047][bookmark: _Toc389729117][bookmark: _Toc403472802]Primary and secondary poisoning

The proposed use will not result in (in)direct exposure of birds and mammals to the product or contaminated aquatic or terrestrial organisms in case treatment of wood takes place indoors or under roof and when used in accordance with the proposed label (SPC). However, indoor treatments are relevant for the exposure assessment of bats in countries where bats are protected animals (e.g. in most European countries). Bats may be orally exposed due to cleaning of their furs that are in direct contact with treated wood.
2.2.8.3 [bookmark: _Toc377651049][bookmark: _Toc389729118][bookmark: _Toc403566582][bookmark: _Toc42170242]Risk characterisation
[bookmark: _Toc377651050][bookmark: _Toc389729119][bookmark: _Toc403472803]
Atmosphere

[bookmark: OLE_LINK29][bookmark: OLE_LINK30]The vapour pressure (2.16 x 10-6 Pa at 20°C).  of permethrin is < 3E-6 Pa. AOPwin calculates for permethrin a half-life of 0.701 day in air (24hr day, 0.5E+06 OH/cm3), which is below the trigger value of < 2 days. Permethrin is not listed as ‘’controlled substance’’ in Annex I of Regulation (EC) No 1005/2009 of the European Parliament and therefore not expected to be harmful for the ozone layer. No significant exposure of the compartment ‘air’ is foreseen.

Aquatic compartment (incl. sediment and sewage treatment plant (STP) 

The proposed applications of the product will not result in exposure of the aquatic compartment and the STP in case treatment of wood takes place indoors or under roof and when used in accordance with the proposed label (SPC).The risk for aquatic and sediment dwelling organisms and micro-organisms in the STP is considered acceptable.

Terrestrial compartment (incl. groundwater)
The proposed applications of the product and indoor/under roof in service use of the treated wood will not result in exposure of the soil compartment in case treatment of wood takes place indoors or under roof and when used in accordance with the proposed label (SPC). The risk for soil organisms and non-target arthropods (including bees) is considered acceptable when used in accordance with the proposed label (SPC).

Primary and secondary poisoning

For the proposed use of the active substance as wood preservative indoors indirect exposure of birds and mammals (other than bats) to the active substance or contaminated aquatic and terrestrial organisms is considered negligible. Thus the risk for secondary poisoning of birds and mammals is considered acceptable.

Bats are directly exposed to treated wood via skin contact (i.e. beams). An active substance can be subsequently oraly ingested when furs and feet are cleaned. 
In an acute toxicity study with bats (see AR of permethrin) a permethrin product was applied to the plywood lining of a steel cage 6 weeks to 14 months before bats (Pipistrellus pipistrellus) were introduced. The plywood was grooved to allow bats to climb and hang. Negative (solvent) controls were included in the experimental design. Wild caught bats (10 per cage) were introduced and fed ad libitum. No obvious harm was caused to the bats roosting for 16 to 22 weeks in cages lined with permethrin treated plywood. The effects on reproduction were not taken into account.
As the active substance is considered not bioaccumulative, the risk for the primary poisoning of birds and mammals (including bats) is considered acceptable. The proposed application meets the standards for birds and mammals (including bats).

Note that a risk assessment for bats roosting on treated wood may be relevant for products applied on wood with use classes 1 and 2. Wood treated with Embasol Houtwormdood may be harmful to juvenile bats as these can be more sensitive than adult bats. A warning needs to be added to the SPC indicating that the product must not be used in areas where bats reside.

[bookmark: _Toc387245239][bookmark: _Toc387245240][bookmark: _Toc387245241][bookmark: _Toc387245244][bookmark: _Toc387245253][bookmark: _Toc403472809]Mixture toxicity

[bookmark: _Toc388285357][bookmark: _Toc388374408][bookmark: _Toc388610107][bookmark: _Toc388625141][bookmark: _Toc388625395][bookmark: _Toc388633796][bookmark: _Toc389725288][bookmark: _Toc389726280][bookmark: _Toc389727332][bookmark: _Toc389727690][bookmark: _Toc389728049][bookmark: _Toc389728408][bookmark: _Toc389728768][bookmark: _Toc389729126][bookmark: _Toc389729127][bookmark: _Toc389729128]No mixture toxicity assessment required, since no substance of concern for environmental exposure need to be considered. Permethrin is the ingredient that gives the product an environmental classification.

Aggregated exposure (combined for relevant emmission sources)

Although permethrin may be released from multiple sources, aggregated exposure assessment is not deemed necessary as there is no overlap in space and time for Embasol Houtwormdood to be considered (product intended for treatment of wood used indoor and/or under a roof).

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

	For industrial use:
No environmental risks have been identified provided that a risk mitigation measure is included in the SPC stating that freshly treated timber shall be stored after treatment  under shelter or on impermeable hard standing surface, or both, to prevent direct losses to soil, sewer or water, and that any losses of the product shall be collected for reuse or disposal.

For professional or non-professional use:
No environmental risks have been identified provided that a risk mitigation measure is included in the SPC stating that residual fluids, brushes, and rinse water applied for cleaning have to be discharged as hazardous waste. Furthermore, run-off to soil or surface water needs to be prevented in order to protect water living organisms. Therefore treatment of wood with this product needs to take place indoors or under roof. Alternatively, during treatment the soil underneath and around the object to be treated needs to be covered with plastic. 

A potential risk exists for bats roosting on treated wood. A warning needs to be added to the SPC indicating that the product must not be used in areas where bats reside.



2.2.9 [bookmark: _Toc388285362][bookmark: _Toc389725293][bookmark: _Toc389726285][bookmark: _Toc389727337][bookmark: _Toc389727695][bookmark: _Toc389728054][bookmark: _Toc389728413][bookmark: _Toc389728773][bookmark: _Toc389729131][bookmark: _Toc388285363][bookmark: _Toc389725294][bookmark: _Toc389726286][bookmark: _Toc389727338][bookmark: _Toc389727696][bookmark: _Toc389728055][bookmark: _Toc389728414][bookmark: _Toc389728774][bookmark: _Toc389729132][bookmark: _Toc388285364][bookmark: _Toc389725295][bookmark: _Toc389726287][bookmark: _Toc389727339][bookmark: _Toc389727697][bookmark: _Toc389728056][bookmark: _Toc389728415][bookmark: _Toc389728775][bookmark: _Toc389729133][bookmark: _Toc388285365][bookmark: _Toc389725296][bookmark: _Toc389726288][bookmark: _Toc389727340][bookmark: _Toc389727698][bookmark: _Toc389728057][bookmark: _Toc389728416][bookmark: _Toc389728776][bookmark: _Toc389729134][bookmark: _Toc388285367][bookmark: _Toc389725298][bookmark: _Toc389726290][bookmark: _Toc389727342][bookmark: _Toc389727700][bookmark: _Toc389728059][bookmark: _Toc389728418][bookmark: _Toc389728778][bookmark: _Toc389729136][bookmark: _Toc389748771][bookmark: _Toc389750186][bookmark: _Toc389807368][bookmark: _Toc389807624][bookmark: _Toc389807990][bookmark: _Toc398109936][bookmark: _Toc398110122][bookmark: _Toc388285369][bookmark: _Toc389725300][bookmark: _Toc389726292][bookmark: _Toc389727344][bookmark: _Toc389727702][bookmark: _Toc389728061][bookmark: _Toc389728420][bookmark: _Toc389728780][bookmark: _Toc389729138][bookmark: _Toc389748773][bookmark: _Toc389750188][bookmark: _Toc389807370][bookmark: _Toc389807626][bookmark: _Toc389807992][bookmark: _Toc398109938][bookmark: _Toc398110124][bookmark: _Toc388285372][bookmark: _Toc389725303][bookmark: _Toc389726295][bookmark: _Toc389727347][bookmark: _Toc389727705][bookmark: _Toc389728064][bookmark: _Toc389728423][bookmark: _Toc389728783][bookmark: _Toc389729141][bookmark: _Toc389748776][bookmark: _Toc389750191][bookmark: _Toc389807373][bookmark: _Toc389807629][bookmark: _Toc389807995][bookmark: _Toc398109941][bookmark: _Toc398110127][bookmark: _Toc388285375][bookmark: _Toc389725305][bookmark: _Toc389726298][bookmark: _Toc389727350][bookmark: _Toc389727708][bookmark: _Toc389728067][bookmark: _Toc389728426][bookmark: _Toc389728786][bookmark: _Toc389729144][bookmark: _Toc389748778][bookmark: _Toc389750193][bookmark: _Toc389807375][bookmark: _Toc389807631][bookmark: _Toc389807997][bookmark: _Toc398109943][bookmark: _Toc398110129][bookmark: _Toc388285382][bookmark: _Toc389725311][bookmark: _Toc389726305][bookmark: _Toc389727357][bookmark: _Toc389727715][bookmark: _Toc389728074][bookmark: _Toc389728433][bookmark: _Toc389728793][bookmark: _Toc389729151][bookmark: _Toc389748784][bookmark: _Toc389750199][bookmark: _Toc389807381][bookmark: _Toc389807637][bookmark: _Toc389808003][bookmark: _Toc398109949][bookmark: _Toc398110135][bookmark: _Toc388285389][bookmark: _Toc389725317][bookmark: _Toc389726312][bookmark: _Toc389727364][bookmark: _Toc389727722][bookmark: _Toc389728081][bookmark: _Toc389728440][bookmark: _Toc389728800][bookmark: _Toc389729158][bookmark: _Toc389748790][bookmark: _Toc389750205][bookmark: _Toc389807387][bookmark: _Toc389807643][bookmark: _Toc389808009][bookmark: _Toc398109955][bookmark: _Toc398110141][bookmark: _Toc388285396][bookmark: _Toc389726319][bookmark: _Toc389727371][bookmark: _Toc389727729][bookmark: _Toc389728088][bookmark: _Toc389728447][bookmark: _Toc389728807][bookmark: _Toc389729165][bookmark: _Toc388285397][bookmark: _Toc389725324][bookmark: _Toc389726320][bookmark: _Toc389727372][bookmark: _Toc389727730][bookmark: _Toc389728089][bookmark: _Toc389728448][bookmark: _Toc389728808][bookmark: _Toc389729166][bookmark: _Toc389748797][bookmark: _Toc389750212][bookmark: _Toc389807394][bookmark: _Toc389807650][bookmark: _Toc389808016][bookmark: _Toc398109962][bookmark: _Toc398110148][bookmark: _Toc388285399][bookmark: _Toc389725326][bookmark: _Toc389726322][bookmark: _Toc389727374][bookmark: _Toc389727732][bookmark: _Toc389728091][bookmark: _Toc389728450][bookmark: _Toc389728810][bookmark: _Toc389729168][bookmark: _Toc389748799][bookmark: _Toc389750214][bookmark: _Toc389807396][bookmark: _Toc389807652][bookmark: _Toc389808018][bookmark: _Toc398109964][bookmark: _Toc398110150][bookmark: _Toc388285400][bookmark: _Toc389726323][bookmark: _Toc389727375][bookmark: _Toc389727733][bookmark: _Toc389728092][bookmark: _Toc389728451][bookmark: _Toc389728811][bookmark: _Toc389729169][bookmark: _Toc388285401][bookmark: _Toc389725328][bookmark: _Toc389726324][bookmark: _Toc389727376][bookmark: _Toc389727734][bookmark: _Toc389728093][bookmark: _Toc389728452][bookmark: _Toc389728812][bookmark: _Toc389729170][bookmark: _Toc388285402][bookmark: _Toc389725329][bookmark: _Toc389726325][bookmark: _Toc389727377][bookmark: _Toc389727735][bookmark: _Toc389728094][bookmark: _Toc389728453][bookmark: _Toc389728813][bookmark: _Toc389729171][bookmark: _Toc389729172][bookmark: _Toc403472811][bookmark: _Toc403566583][bookmark: _Toc42170243]Measures to protect man, animals and the environment
[bookmark: _Toc377649077][bookmark: _Toc377650930][bookmark: _Toc377651057][bookmark: _Toc377653327][bookmark: _Toc378351636][bookmark: _Toc378681385][bookmark: _Toc378682305][bookmark: _Toc378683752][bookmark: _Toc378685440][bookmark: _Toc378685576][bookmark: _Toc378691786][bookmark: _Toc378692244][bookmark: _Toc378692381][bookmark: _Toc378692518][bookmark: _Toc378682321][bookmark: _Toc389729173][bookmark: _Toc403472812][bookmark: _Toc447702302][bookmark: _Toc389729181][bookmark: _Toc403472819][bookmark: _Toc403566591]Recommended methods and precautions
2.2.9.1 [bookmark: _Toc389729174][bookmark: _Toc403472813][bookmark: _Toc447702303][bookmark: _Toc42170244][bookmark: _Toc389729175]Identity of relevant combustion products in cases of fire
[bookmark: _Toc389729176][bookmark: _Toc403472814]No data
2.2.9.2 [bookmark: _Toc447702304][bookmark: _Toc42170245]Specific treatment in case of an accident
[bookmark: _Toc389729177][bookmark: _Toc403472815]
General information 
Change contaminated, saturated clothing. When in doubt or if symptoms are observed, get medical advice. Never give anything by mouth to an unconscious person or a person with cramps. In case of inhalation remove casualty to fresh air and keep warm and at rest. Provide fresh air.
In case of skin contact 
After contact with skin, wash immediately with plenty of water and soap. In case of skin reactions, consult a physician. 
After eye contact 
Rinse immediately carefully and thoroughly with eye-bath or water. 
In case of eye irritation 
Consult an ophthalmologist. 
After ingestion   
Do NOT induce vomiting. Rinse mouth thoroughly with water. 
Environmental precautions: 
For industrial use:
Freshly industrial-treated timber shall be stored after treatment  under shelter or on impermeable hard standing surface, or both, to prevent direct losses to soil, sewer or water, and that any losses of the product shall be collected for reuse or disposal.

For professional or non-professional use:
To protect water living organisms, run-off to soil or surface water needs to be prevented. Therefore treatment of wood with this product needs to take place indoors or under roof. Alternatively, during treatment the soil underneath and around the object to be treated needs to be covered with plastic. 
Avoid release of the product or residues of the product to the environment. Discharge of leftover and residues containing the product (e.g. solvents used for cleaning of brushes) to the sewer or surface water is not permitted. Leftover and residues containing the product (e.g. solvents used for cleaning of brushes) need to be removed as chemical waste.

Wood treated with Embasol Houtwormdood may cause harm to bats. Do not use the product in areas where bats reside.
2.2.9.3 [bookmark: _Toc447702305][bookmark: _Toc42170246]Possibility of destruction or decontamination following release 
Absorb with liquid-binding material (e.g. sand, diatomaceous earth, acid- or universal binding agents). Collect in suitable containers en remove as in Section 2.2.9.4.
2.2.9.4 [bookmark: _Toc389729178][bookmark: _Toc403472816][bookmark: _Toc447702306][bookmark: _Toc42170247]Procedures for waste management of the biocidal product and its packaging
Avoid release to the environment. Remove contents/container as hazardous waste in accordance with Local Authority Regulations.
2.2.9.5 [bookmark: _Toc389729179][bookmark: _Toc403472817][bookmark: _Toc447702307][bookmark: _Toc42170248]Procedures for cleaning application equipment where relevant 
Discharge of leftover and residues containing the product (e.g. solvents used for cleaning of brushes) to the sewer or surface water is not permitted. These should be removed as hazardous waste.

2.2.9.6 [bookmark: _Toc42170249]Assessment of a combination of biocidal products
[bookmark: _Toc378683771]Not intended to be authorised for the use with other biocidal products. 

2.2.9.7 [bookmark: _Toc378685456][bookmark: _Toc378685592][bookmark: _Toc378691801][bookmark: _Toc378692259][bookmark: _Toc378692396][bookmark: _Toc378692533][bookmark: _Toc389729182][bookmark: _Toc403472820][bookmark: _Toc403566592][bookmark: _Toc42170250]Comparative assessment
Not relevant

3 [bookmark: _Toc42170251]Annexes[footnoteRef:7] [7:  When an annex in not relevant, please do not delete the title, but indicate the reason why the annex should not be included.] 

3.1 [bookmark: _Toc389729189][bookmark: _Toc42170252][bookmark: _Toc403472827]List of studies for the biocidal product 

	Author
	Year
	Title
	Testing laboratory
	Report no.
	Report date

	xxxx 
	2017
	Long term stability test of wood preservation formulation – Embasol Houtwormdood
	xxxx
	31/17/3000/01B
	4/2019

	xxxx
	2016
	OECD 109 Density of liquids and solids OECD 114 Viscosity of Liquids
Physical state, Color, Odour
	xxxx
	UB10533
	2016-04-15

	xxxx
	2016
	Verification of long term stability of wood preservation formulation – Embasol Houtwormdood
	xxxx
	31/16/2655/02
	2016-04-20

	xxxx
	2016
	Measurement of the surface tension on the wood preservative EMBASOL HOUTWORMDOOD in accordance to OECD 115/ EC method A5 

	xxxx
	402/16/1073F/a-e 

	2016-04-29


	xxxx
	2016
	Embasol Houtwormdood_Flashpoint
	xxxx
	
	2016-12-14

	Anonymous
	1980
	Prufungszeugnis  5.1/3313 A
	xxxx
	5.1/3313 A
	1980-11-26

	Anonymous
	1983
	Untersuchungsbericht 23 10477
	xxxx
	23 10477
	1983-02-21

	Anonymous
	1980
	Prufungszeugnis  5.1/3314 A
	xxxx
	5.1/3314 A
	1980-10-14

	Anonymous
	1982
	Prufungszeugnis  5.1/3313 L
	xxxx
	5.1/3313 L
	1982-02-24

	Anonymous
	1981
	Determination of eradicant action against Anobium punctatum
	xxxx
	PRL/B8002
	1982-02-24

	Anonymous
	1982
	Determination of the toxic values against Anobium punctatum by egg laying and larval survival
	xxxx
	PJ 07 31
	1982-09-22

	Anonymous
	1984
	Gutachten
	xxxx
	32 0155 5 84
	1984-03-28

	Anonymous
	1984
	Bewertungs- unde Veröffentlichungsverfahren der LIGNUM f¨r Holzschutmmittle unde Spezial-Anstrichstoffer für Holz
	xxxx
	8307
	1984-01-25





1 [bookmark: _Toc42167043][bookmark: _Toc42169035][bookmark: _Toc42169174][bookmark: _Toc42169307][bookmark: _Toc42169429][bookmark: _Toc42169543][bookmark: _Toc42169655][bookmark: _Toc42169750][bookmark: _Toc42169846][bookmark: _Toc42169936][bookmark: _Toc42170137][bookmark: _Toc42170253][bookmark: _Toc389729193][bookmark: _Toc403472831]
2 [bookmark: _Toc42167044][bookmark: _Toc42169036][bookmark: _Toc42169175][bookmark: _Toc42169308][bookmark: _Toc42169430][bookmark: _Toc42169544][bookmark: _Toc42169656][bookmark: _Toc42169751][bookmark: _Toc42169847][bookmark: _Toc42169937][bookmark: _Toc42170138][bookmark: _Toc42170254]
3 [bookmark: _Toc42167045][bookmark: _Toc42169037][bookmark: _Toc42169176][bookmark: _Toc42169309][bookmark: _Toc42169431][bookmark: _Toc42169545][bookmark: _Toc42169657][bookmark: _Toc42169752][bookmark: _Toc42169848][bookmark: _Toc42169938][bookmark: _Toc42170139][bookmark: _Toc42170255]

[bookmark: _Toc389729190][bookmark: _Toc403472828][bookmark: _Toc425344134][bookmark: _Toc42170256]Output tables from exposure assessment tools
Primary exposure

Scenario 1:	Application – coarse spraying - professional
[image: ]

Scenario 2a:	Application – injection with injector – professional
[image: ]


Scenario 2b:	Application - injection by pouring – professional
[image: ]

Scenario 3:	Application – brushing – professional / non-professional
[image: ]

Scenario 4:	Application – dipping/drenching  – professional
[image: ]

Scenario 5:	Application – vacuum pressure  – professional
[image: ]

Scenario 6:	Application – double vacuum pressure – professional
[image: ]

Secondary exposure

Scenario 7:	Adult handling treated timber – acute exposure scenario 
[image: ]

Scenario 8:	Adult cutting/sanding treated wooden posts – acute and chronic exposure scenarios
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Scenario 10:	Child – playing on playground structure outdoors 
[image: ]

Scenario 11:	Infant – playing on weathered structure and mouthing
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Summaries of the efficacy studies (B.5.10.1-xx)[footnoteRef:8] [8:  If an IUCLID file is not available, please indicate here the summaries of the efficacy studies.] 

See  IUCLID file
3.3 [bookmark: _Toc389729199][bookmark: _Toc403472832][bookmark: _Toc42170257]Confidential annex 
See  separate document

3.4 [bookmark: _Toc389729200][bookmark: _Toc403472833][bookmark: _Toc42170258]Other
None
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DERMAL

hands exposure value 273mg b.p/min Hexp

hands exposure value (with gloves) 7,8mg b.p/min Hexp(PPE)

body exposure value  222mg b.p/min Bexp

body exposure value (with coverall) 22,2mg b.p/min Bexp(PPE)

duration 80min

dermal exposure value to product 39600mg b.p n*exp = D

dermal exposure value to product with PPE 2400mg b.p n*exp(PPE) = D(PPE)

concentration active 0,250% C

dermal absorption 70,000% DA

systemic dermal systemic dose 69,3mg a.s. D*C*DA=sysD

systemic dermal systemic dose with PPE 4,2mg a.s. D(PPE)*C*DA=sysD

body weight 60kg bw

systemic dermal dose per kg bw 1,155mg a.s./kg bw sysD/bw

systemic dermal dose per kg bw with PPE 0,070mg a.s./kg bw sysD (PPE) /bw

INHALATION

inhalation exposure value 76mg b.p/m3 exp

duration 80min t

inhalation rate 0,021m3/min rate

inhalation exposure to product 126,6666667mg b.p exp*t*rate=I

concentration active 0,250% C

inhalation absorption 100% IA

systemic inhalation dose 0,316666667mg a.s. I*C*IA=sysI

systemic inhalation dose per kg bw 0,005mg a.s./kg bw sysI/bw

systemic inhalation dose per kg bw with RPE 0,001mg a.s./kg bw sysI/bw/10

TOTAL

Systemic dose (no PPE) 1,160mg a.s./kg bw B31 + B42

Systemic dose (with PPE) 0,075mg a.s./kg bw B32 + B42

Systemic dose (with PPE and RPE) 0,071mg a.s./kg bw B32 + B43

RISK 

total exposureAEL %AEL

Systemic dose (no PPE) 1,16 0,05 2320,6

Systemic dose (with PPE) 0,075 0,05 150,56

Systemic dose (with gloves + impermeable coverall) 0,049 0,05 98,8
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DERMAL

hands exposure value 800mg b.p/min Hexp

hands exposure value (with gloves) 8mg b.p/min Hexp(PPE)

duration 80min

dermal exposure value to product 64000mg b.p n*exp = D

dermal exposure value to product (with PPE) 640mg b.p n*exp(PPE) = D

concentration active 0,250% C

dermal absorption 70,000% DA

systemic dermal systemic dose 112mg a.s. D*C*DA=sysD

systemic dermal systemic dose (with PPE) 1,12mg a.s. D*C*DA=sysD

body weight 60kg bw

systemic dermal dose per kg bw 1,867mg a.s./kg bw sysD/bw

systemic dermal dose per kg bw with PPE 0,019mg a.s./kg bw sysD/bw

INHALATION

inhalation exposure value 0,57mg b.p/m3 exp

duration 80min t

inhalation rate 0,021m3/min rate

inhalation exposure to product 0,95mg b.p exp*t*rate=I

concentration active 0,250% C

inhalation absorption 100% IA

systemic inhalation dose 0,002375mg a.s. I*C*IA=sysI

systemic inhalation dose per kg bw 0,00003958mg a.s./kg bw sysI/bw

systemic inhalation dose per kg bw with RPE 0,00000396mg a.s./kg bw sysI/bw/10

TOTAL

Systemic dose (no PPE) 1,867mg a.s./kg bw B64 + B76

Systemic dose (with PPE) 0,019mg a.s./kg bw B65 + B76

Systemic dose (with PPE and RPE) 0,019mg a.s./kg bw B65 + B77

RISK 

total exposure AEL %AEL

Systemic dose (no PPE) 1,867 0,05 3733,41

Systemic dose (with PPE) 0,019 0,05 37,41

Systemic dose (with PPE and RPE) 0,019 0,05 37,34
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DERMAL

hands exposure value 10mg b.p/loading exp

hands exposure value (with gloves) 1mg b.p/loading exp(PPE)

number of assumed loadings 100 n

dermal exposure value to product 1000mg b.p exp * n * C = D

dermal exposure value to product (with PPE) 100mg b.p exp * n * C = D

concentration active 0,250% C

dermal absorption 70,000% DA

systemic dermal systemic dose 1,75E+00mg a.s. D*DA = sysD

systemic dermal systemic dose 1,75E-01mg a.s. D*DA = sysD

body weight 60kg bw

systemic dermal dose per kg bw 2,917E-02mg a.s./kg bw sysD/bw

systemic dermal dose per kg bw with PPE 2,917E-03mg a.s./kg bw sysD/bw

TOTAL

Systemic dose (no PPE) 0,029mg a.s./kg bw B31 + B42

Systemic dose (with PPE) 2,92E-03mg a.s./kg bw B32 + B42

RISK 

total exposure AEL %AEL

Systemic dose (no PPE) 2,92E-02 0,05 58,33

Systemic dose (with PPE) 2,92E-03 0,05 5,83
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DERMAL

hands exposure value 0,5417mg b.p/m2 Hexp

hands exposure value (with gloves) 0,05417mg b.p/m2 Hexp(PPE)

body exposure value  0,2382mg b.p/m2 Bexp

body exposure value (with coverall) 0,02382mg b.p/m2 Bexp(PPE)

duration 240min

application area 31,6m2 A

dermal exposure value to product 24,64484mg b.p exp * A / (1/C) = D

dermal exposure value to product with gloves 9,238892mg b.p D/10

concentration active 0,250% C

dermal absorption 70,000% DA

systemic dermal systemic dose 4,31E+00mg a.s. D*DA = sysD

systemic dermal systemic dose with PPE 1,62E+00

body weight 60kg bw

systemic dermal dose per kg bw 0,0719mg a.s./kg bw sysD/bw

systemic dermal dose per kg bw with PPE 0,02695mg a.s./kg bw sysD/bw

INHALATION

inhalation exposure value 0,0016mg b.p/m2 exp

application area 31,6m2

inhalation exposure to product 0,05056mg b.p exp * A / (1/C) = I

concentration active 0,250% C

inhalation absorption 100% IA

systemic inhalation dose 0,01264mg a.s. I*C*IA=sysI

systemic inhalation dose per kg bw 0,0002mg a.s./kg bw sysI/bw

systemic inhalation dose per kg bw with RPE 0,0000mg a.s./kg bw sysI/bw/10

TOTAL

Systemic dose (no PPE) 0,0721mg a.s./kg bw B31 + B42

Systemic dose (with PPE) 0,0272mg a.s./kg bw B32 + B42

RISK 

total exposure AEL %AEL

Systemic dose (no PPE) 0,0721 0,05 144,18

Systemic dose (with PPE) 0,0272 0,05 54,31
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type of treatment dipping

number of cycles   4 n

type of formulation solvent-based

DERMAL

hands exposure value 26000mg b.p/cycle Hexp

hands exposure value (with gloves) 260mg b.p/cycle Hexp(PPE)

body exposure value  158mg b.p/cycle Bexp

dermal exposure value to product 104632mg b.p n*exp = D

dermal exposure value to product with gloves 1672mg b.p n*exp(PPE) = D

concentration active 0,250% C

dermal absorption 70,000% DA

systemic dermal systemic dose 183,106mg a.s. D*C*DA=sysD

systemic dermal systemic dose with PPE 2,926mg a.s. D*C*DA=sysD

body weight 60kg bw

systemic dermal dose per kg bw 3,052mg a.s./kg bw sysD/bw

systemic dermal dose per kg bw with PPE 0,049mg a.s./kg bw sysD/bw

INHALATION

is considered to be negligible

TOTAL

Systemic dose (no PPE) 3,052mg a.s./kg bw B39

Systemic dose (with gloves) 0,049mg a.s./kg bw B40

RISK 

total exposure AEL %AEL

Systemic dose (no PPE) 3,05 0,05 6103,53

Systemic dose (with gloves) 0,049 0,05 97,53
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type of treatment vacuum

number of cycles   3 n

type of formulation solvent-based

DERMAL

hands exposure value 26000mg b.p/cycle Hexp

hands exposure value (with gloves) 260mg b.p/cycle Hexp(PPE)

body exposure value  158mg b.p/cycle Bexp

body exposure value (with coverall) 158mg b.p/cycle Bexp(PPE)

dermal exposure value to product 78474mg b.p n*exp = D

dermal exposure value to product with PPE 1254mg b.p n*exp(PPE) = D(PPE)

concentration active 0,250% C

dermal absorption 70,000% DA

systemic dermal systemic dose 137,3295mg a.s. D*C*DA=sysD

systemic dermal systemic dose with PPE 2,1945 D(PPE)*C*DA=sysD

body weight 60kg bw

systemic dermal dose per kg bw 2,289mg a.s./kg bw sysD/bw

systemic dermal dose per kg bw with PPE 0,037mg a.s./kg bw sysD/bw

INHALATION

inhalation exposure value 0,6mg b.p/m3 exp

duration 30min t

inhalation rate 0,021m3/min rate

inhalation exposure to product 0,375mg b.p exp*t*rate=I

concentration active 0,250% C

inhalation absorption 100% IA

systemic inhalation dose 0,0009375mg a.s. I*C*IA=sysI

systemic inhalation dose per kg bw 1,563E-05mg a.s./kg bw sysI/bw

systemic inhalation dose per kg bw with RPE 1,563E-06mg a.s./kg bw sysI/bw/10

TOTAL

Systemic dose (no PPE) 2,289mg a.s./kg bw B35 + B46

Systemic dose (with PPE) 0,037mg a.s./kg bw B36 + B46

RISK 

total exposure AEL %AEL

Systemic dose (no PPE) 2,289 0,05 4577,68

Systemic dose (with PPE) 0,037 0,05 73,18
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type of treatment double vacuum

number of cycles   6 n

type of formulation solvent-based

DERMAL

hands exposure value 26000mg b.p/cycle Hexp

hands exposure value (with gloves) 260mg b.p/cycle Hexp(PPE)

body exposure value  158mg b.p/cycle Bexp

body exposure value (with coverall) 15,8mg b.p/cycle Bexp(PPE)

dermal exposure value to product 156948mg b.p n*exp = D

dermal exposure value to product with PPE 1654,8mg b.p n*exp(PPE) = D(PPE)

concentration active 0,250% C

dermal absorption 70,000% DA

systemic dermal systemic dose 274,659mg a.s. D*C*DA=sysD

systemic dermal systemic dose with PPE 2,8959 D(PPE)*C*DA=sysD

body weight 60kg bw

systemic dermal dose per kg bw 4,578mg a.s./kg bw sysD/bw

systemic dermal dose per kg bw with PPE 0,048mg a.s./kg bw sysD/bw

INHALATION

inhalation exposure value 0,6mg b.p/m3 exp

duration 30min t

inhalation rate 0,021m3/min rate

inhalation exposure to product 0,375mg b.p exp*t*rate=I

concentration active 0,250% C

inhalation absorption 100% IA

systemic inhalation dose 0,0009375mg a.s. I*C*IA=sysI

systemic inhalation dose per kg bw 1,563E-05mg a.s./kg bw sysI/bw

systemic inhalation dose per kg bw with RPE 1,563E-06mg a.s./kg bw sysI/bw/10

TOTAL

Systemic dose (no PPE) 4,578mg a.s./kg bw B35 + B46

Systemic dose (with PPE) 0,048mg a.s./kg bw B36 + B46

RISK 

total exposure AEL %AEL

Systemic dose (no PPE) 4,578 0,05 9155,33

Systemic dose (with PPE) 0,048 0,05 96,56
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DERMAL

hands surface area

820cm2 HA

hands exposure value 164cm2 expHA

number of contacts 100per day n

concentration active 0,250% c

dermal absorption 70,000% DA

applciation rate 24,000mg/cm2 rate

transfer efficiency 2,000% TE

systemic dermal systemic dose 13,776mg a.s. expHA*n*c*DA*rate*TE =sysD

systemic dermal systemic dose with PPE NVT

body weight 60kg bw

systemic dermal dose per kg bw 0,230mg a.s./kg bw sysD/bw

TOTAL

Systemic dose (no PPE) 0,230mg a.s./kg bw D25

RISK 

total exposure AEL %AEL

Systemic dose (no PPE) 0,230 0,50 45,92
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volume of post 4000cm3 Vp

volume of treated part of the post 3008cm3 Vtp

application rate a.s. 0,008mg/m3 rate

concentration of a.s. in the post 0,010638298mg/cm3 rate*Vp/Vtp = Cp

DERMAL

hands surface area

840cm2 HA

hands exposure value 84cm2 expHA

dermal absorption 70,000% DA

applciation rate 0,060mg/cm2 Cp

transfer efficiency 2,000% TE

systemic dermal systemic dose 0,07056mg a.s. expHA*Cp*TE*DA=sysD

systemic dermal systemic dose with PPE NVT

body weight 60kg bw

systemic dermal dose per kg bw 1,176E-03mg a.s./kg bw sysD/bw

INHALATION

dust in are 5mg/m3 Wv

wood density 0,8g/cm3 Wd

inhalation rate 1,25m3/hour Irate

duration 6hour t

Inhalation exposure value to a.s. 0,00049867mg  (Wv/Wd)*Irate*t*Cp=SysI

body weight 60kg bw

systemic dermal dose per kg bw 8,311E-06mg a.s./kg bw SysI/bw

TOTAL

Systemic dose (no PPE) 1,184E-03mg a.s./kg bw B32+B41

RISK 

total exposure AEL %AEL

Systemic dose (no PPE) 0,001 0,05 2,37
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DERMAL

hands surface area

427,8cm2 HA

hands exposure value 42,78cm2 expHA

dermal absorption 70,000% DA

application rate a.s. 0,060mg/cm2 rate

transfer efficiency 2,000% TE

systemic dermal systemic dose 0,0359mg a.s. expHA*rate*TE*DA=sysD

systemic dermal systemic dose with PPE NVT

body weight 23,9kg bw

systemic dermal dose per kg bw 0,0015mg a.s./kg bw sysD/bw

TOTAL

Systemic dose (no PPE) 1,504E-03mg a.s./kg bw B23

RISK 

total exposure AEL %AEL

Systemic dose (no PPE) 0,002 0,05 3,01
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application rate a.s. 0,060mg/cm2 rate

DERMAL

hands surface area

196,8cm2 HA

hands exposure value 19,68cm2 expHA

dermal absorption 70,000% DA

applciation rate 0,060mg/cm2 rate

transfer efficiency 2,000% TE

systemic dermal systemic dose 0,0165mg a.s. expHA*rate*TE*DA=sysD

systemic dermal systemic dose with PPE NVT

body weight 8kg bw

systemic dermal dose per kg bw 0,00207mg a.s./kg bw sysD/bw

ORAL

ingested amount

0,023616mg expHA*rate*TE=exO

oral absorption 100,000% OA

systemic oral systemic dose 0,0236mg a.s. exO*OA=sysO

systemic oral systemic dose with PPE NVT

body weight 8kg bw

systemic dermal dose per kg bw 2,952E-03mg a.s./kg bw sysO/bw

TOTAL

Systemic dose (no PPE) 5,018E-03mg a.s./kg bw B25+B33

RISK 

total exposure AEL %AEL

Systemic dose (no PPE) 0,005 0,05 10,04
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