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SILENCE PIEGES A MOUCHES DE FRUIT is a bait concentrate containing vinegar as active substance. The product is used as a PT19 by non-professionals users for the control of fruit flies.  
The overall conclusion of the evaluation is that the biocidal product meets the conditions laid down in Article 25 of Regulation (EU) No 528/2012 and therefore can be authorised to control wasps by non-professional users, as specified in the Summary of Product Characteristics (SPC). The detailed grounds for the overall conclusion are described in this Product Assessment Report (PAR).
General
Detailed information on the intended use of the biocidal product as applied for by the applicant and proposed for authorisation is provided in section 2.2 of the PAR. 
Use-specific instructions for use of the biocidal product and use-specific risk mitigation measures are included in section 4 of the SPC. General directions for use and general risk mitigation measures are described in section 5 of the SPC. Other measures to protect man, animals and the environment are reported in sections 4 and 5 of the SPC. 
Following evaluation, the biocidal product does meet the conditions required for simplified authorisation as defined in Article 25 of Regulation (EU) No 528/2012, i.e.:
1. The active substance vinegar is listed in Annex I of Regulation (EU) 528/2012 and satisfies the restriction “ Excluding vinegar that is not food and excluding vinegar that contains more than 10 % acetic acid (whether or not it is food).”.
2. The biocidal product does not contain any substance of concern;
3. The biocidal product does not contain any nanomaterials;
4. The biocidal product is sufficiently effective;
5. The handling of the biocidal product as part of its intended use does not require any personal protective equipment (PPE). 
 A classification of the product SILENCE PIEGE A MOUCHES DE FRUIT according to Regulation (EC) No 1272/2008[footnoteRef:2] is not necessary.  [2:  Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006] 

The biocidal product does not contain any non-active substances which are considered as substances of concern.
The biocidal product should be considered not to have endocrine-disrupting properties. 
The biocidal product does not contain any active substances having endocrine-disrupting properties.
Based on the available information, no indications of endocrine-disrupting properties according to Regulation (EU) 2017/2100 were identified for the non-active substances contained in the biocidal product. 
More information is available in section 2.7 of the PAR and in the confidential annex.

Composition
The qualitative and quantitative information on the non-confidential composition of the biocidal product is detailed in section 2.1 of the SPC. Information on the full composition is provided in the confidential annex. The manufacturer of the biocidal product is listed in section 1.4 of the SPC.
The chemical identity, quantity, and technical equivalence requirements for the active substance in the biocidal product are met. More information is available in sections 2.4 and 2.5 of the PAR. The manufacturer of the active substance is listed in section 1.5 of the SPC.

Conclusions of the assessments for each area
The intended use as applied for by the applicant has been assessed and the conclusions of the assessments for each area are summarised below.
Physical, chemical and technical properties 
The physico-chemical properties are deemed acceptable for the appropriate use, storage and transportation of the biocidal product. More information is available in section 3.2 of the PAR.

Physical hazards and respective characteristics
The biocidal product is classified as corrosive to metal H290 cat 1. 
More information is available in section 3.3 of the PAR.

Methods for detection and identification
The submission of analytical methods for active substances is not part of the data requirements for an application in accordance with Art.25 of EU 528/2012 (simplified procedure) as detailed in Art.20(1)(b) of EU 528/2012.

Efficacy against target organisms
The efficacy of the biocidal product SILENCE PIEGE A MOUCHE DE FRUIT, as ready to use (full bottle of 15 mL combined to a glue trap), has been shown against fruit flies (Drosophila melanogaster) until 8 weeks after opening and is still effective after 3 years of storage. 
More information is available in section 3.5 of the PAR.
Risk assessment for human health
No substances of concern regarding human health were identified.
The handling of the product and its intended use do not require personal protective equipment.

Risk assessment for the environment
No substances of concern regarding environment was identified.

Post-authorisation conditions
None
[bookmark: _Toc39152800][bookmark: _Toc40273142][bookmark: _Toc41555038][bookmark: _Toc41565159][bookmark: _Toc72846199]Information on the biocidal product
[bookmark: _Toc39152801][bookmark: _Toc40273143][bookmark: _Toc41555039][bookmark: _Toc41565160][bookmark: _Toc72846200]Product type(s) and type(s) of formulation
Table 2.1 Product type(s) and type(s) of formulation
	Product type(s)
	PT19

	Type(s) of formulation
	Trap bait
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The intended uses as applied for by the applicant and the conclusions by the evaluating competent authority are provided in the table below. For detailed description of the intended uses and use instructions, refer to the respective sections of the SPC provided by the applicant. For detailed description of the authorised uses and use instructions, refer to the respective sections of the authorised SPC. 
8

Table 2.2 Overview of uses of the biocidal product
	Use number1
	Use description2
	PT3
	Target organisms4
	Application method5
	Application rate6 
(min-max)
	User category7
	Conclusion
(eCA/ refMS)8
	Comment (eCA/refMS)9

	[1]

	Fruit fly trap
	PT19
	 
Fruit flies (Drosophila melanogaster)

	Bait application
	
Ready to use (15mL full bottle combined to a glue trap)
	Non-professional
	
A
	


1 Use number (as applied for), as indicated in the SPC
2 Title of the specific use (as applied for), as indicated in the SPC
3 Product type(s) of the use(s) 
4 Target organisms, group of organisms
5 Application method for the specific use
6 Min-max. application rate of the product for the specific use
7 User categor(y/ies), e.g. general public, non-professional, professional, industrial
8 eCA/refMS to indicate the acceptability for each use according to the below codes (Uses withdrawn by the applicant during evaluation will not be indicated in this table).

Codes for indicating the acceptability for each use
	A
	Acceptable

	R
	Acceptable with further restriction or risk mitigation measures (RMM)

	N
	Not acceptable


	FR CA
	SILENCE PIEGE A MOUCHES DE FRUIT
	PT19



9 If the use is not acceptable or acceptable only with further restrictions, the eCA/refMS should indicate briefly the reason and indicate the section(s), e.g. phys-chem, efficacy, human health, environment, that the restriction is based upon.
9

[bookmark: _Toc39152802][bookmark: _Toc40273144][bookmark: _Toc41555041][bookmark: _Toc41565162][bookmark: _Toc72846202]Identity and composition 
The qualitative and quantitative information on the non-confidential composition of the biocidal product is detailed in section 2.1 of the SPC. Information on the full composition is provided in the confidential annex of the PAR. 
According to the information provided:
· The product contains no nanomaterial as defined in Article 3 paragraph 1 (z) of Regulation No. 528/2012.
· All the active substances contained in the biocidal product appear in Annex I and satisfy any restriction specified in that Annex.

[bookmark: _Toc39152803][bookmark: _Toc40273145][bookmark: _Toc41555042][bookmark: _Toc41565163][bookmark: _Toc72846203]Identity of the active substance(s)
Table 2.3 Identity of the active substance(s)
	Main constituent(s)

	Common name
	Vinegar (food grade containing a maximum of 10% acetic acid)

	Chemical name
	-

	EC number
	-

	CAS number
	8028-52-2

	Index number in Annex VI of CLP
	

	Minimum purity / content
	Not applicable

	Structural formula
	-



[bookmark: _Toc39152804][bookmark: _Toc40273146][bookmark: _Toc41555043][bookmark: _Toc41565164][bookmark: _Toc72846204][bookmark: _GoBack]Information on the source(s) of the active substance(s)
The information on the source of the active substance is not applicable.

[bookmark: _Toc39152805][bookmark: _Toc40273147][bookmark: _Toc41555044][bookmark: _Toc41565165][bookmark: _Toc72846205]Candidate(s) for substitution
Not relevant

[bookmark: _Toc39152806][bookmark: _Toc40273148][bookmark: _Toc41555045][bookmark: _Toc41565166][bookmark: _Toc72846206]Assessment of the endocrine-disrupting properties of the biocidal product
The biocidal product does not contain any active substances having endocrine-disrupting properties.
Based on the available information, no indications of endocrine-disrupting properties according to Regulation (EU) 2017/2100 were identified for the non-active substances contained in the biocidal product.
[bookmark: _Toc39152807][bookmark: _Toc40273149][bookmark: _Toc41555046][bookmark: _Toc41565167][bookmark: _Toc72846207]Classification and labelling

Table 2.4 Classification and labelling of the biocidal product
	
	Classification
	Labelling

	Hazard Class and Category code
	Met. Corr. 1
	

	Hazard Pictograms
	
	

	Signal word(s) 
	
Warning
	
Warning

	Hazard statements
	H290: Corrosive to metals
	

	Precautionary statements*
	P234: Keep only in original packaging.
P390: Absorb spillage to prevent material damage.
	The authorisation holder is responsible to choose the relevant P-statements to be included on the label.

	Supplemental hazard statements

	

	Notes
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*P-statements that are excluded based on the risk assessment or the intended use of the product[footnoteRef:3], are indicated with a strikethrough and possibly different colour. All P-statements listed under the first column have also been listed in the SPC. [3:  Section 3 of the CA note of Q&A concerning the content of some SPC sections. Document is available at https://circabc.europa.eu/w/browse/0179339e-57cc-4f66-b49f-c0b32c21779b. ] 
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[bookmark: _Toc39152809][bookmark: _Toc40273151][bookmark: _Toc41555047][bookmark: _Toc41565168][bookmark: _Toc72846208]Letter of access
A Letter of Access is not applicable for products eligible for simplified authorisation under Article 25 of the BPR, for which the active substances are on Annex I of the BPR (category 4). The applicant is the owner of all submitted data.

[bookmark: _Toc39152810][bookmark: _Toc40273152][bookmark: _Toc41555048][bookmark: _Toc41565169][bookmark: _Toc72846209]Data submitted in relation to product authorisation
Please refer to section 4.3.

[bookmark: _Toc39152811][bookmark: _Toc40273153][bookmark: _Toc41555049][bookmark: _Toc41565170][bookmark: _Toc72846210]Similar conditions of use across the Union
This section is not relevant.
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Table 3.1 Packaging
	Type of packaging
	Size/volume of the packaging
	Material of the packaging
	Type and material of closure(s)
	Intended user
	Compatibility of the product with the proposed packaging materials (Yes/No)

	Bottle
	30 mL
	PET
	HDPE cap
	Non professional
	Yes
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Table 3.2 Physical, chemical, and technical properties
	Numbering according to Annex III of BPR
	Property
	Guideline and Method
	Tested product/batch (AS% w/w)
	Results
	Reference
	FR-CA comments

	3.1.
	Appearance at 20 °C and 101.3 kPa
	Visual method
	FRUIT FLY TRAP
Batch n° SCHO-103 WT
100% w/w vinegar with max 10% acetic acid
	Homogenous red liquid
	Stephan Schopf, S. (2021)
Report n° 2021/06-001
	Acceptable

	3.1.1.
	Physical state at 20 °C and 101.3 kPa
	
	
	
	
	

	3.1.2.
	Colour at 20 °C and 101.3 kPa
	
	
	
	
	

	3.1.3.
	Odour at 20 °C and 101.3 kPa
	-
	FRUIT FLY TRAP
Batch n° SCHO-103 WT
100% w/w vinegar with max 10% acetic acid
	Typical vinegar odour
	Stephan Schopf, S. (2021)
Report n° 2021/06-001
	Acceptable

	3.2.
	Acidity, alkalinity and pH value
	CIPAC MT 75.3
	FRUIT FLY TRAP
Batch n° SCHO-103 WT
100% w/w vinegar with max 10% acetic acid
	pH of neat formulation at 20 ± 1 °C: 2.75
	Stephan Schopf, S. (2021)
Report n° 2021/06-001
	Acceptable

	3.3.
	Relative density / bulk density
	-
	-
	Waived
	-
	Acceptable

Not required according to Article 25 and Article 20(1)(b) of Regulation (EU) No 528/2012

	3.4.1.1.
	Storage stability test – accelerated storage
	-
	FRUIT FLY TRAP
Batch n° SCHO-103 WT
100% w/w vinegar with max 10% acetic acid
	FRUIT FLY TRAP was stored in 30 mL PET bottle during 8 weeks at 20 °C.

	
	Initial
	After 8 weeks at 20 °C

	Appearance
	Homogenous red liquid with typical vinegar odour.

	Packaging
	The containers didn’t present any deformation (denting or ballooning) in bottom, top and lateral layers. Container sealed and without leakages.

	Packaging
weight 
	28.6
	28.5

	Packaging
weight variation
	
	-

	pH
	2.75
	2.76

	Viscosity
Flow time
(DIN ISO 53211)
	2.3 s
	2.3 s



FRUIT FLY TRAP was stored in 30 mL PET bottle during 8 weeks at 40 °C.

	
	Initial
	After 8 weeks at 40 °C

	Appearance
	Homogenous red liquid with typical vinegar odour.

	Packaging
	The containers didn’t present any deformation (denting or ballooning) in bottom, top and lateral layers. Container sealed and without leakages.

	Packaging
weight 
	28.6
	28.3

	Packaging
weight variation
	
	-

	pH
	2.75
	2.79

	Viscosity
Flow time
(DIN ISO 53211)
	2.3 s
	2.3 s



	Stephan Schopf, S. (2021)
Report n° 2021/06-001
	Acceptable.

The product should be stored at temperature below 40°C.

	3.4.1.2.
	Storage stability test – long-term storage at ambient temperature
	-
	-
	Waived
	-
	Acceptable

In accordance with the conclusions of the CG (Minutes CG-30 meeting, related to storage stability in simplified authorisation requests), the shelf-life of the product will be set based on the available efficacy data on aged product (Cf. PAR section 3.5).

	3.4.1.3.
	Storage stability test – low temperature stability test for liquids
	
	FRUIT FLY TRAP
Batch n° SCHO-103 WT
100% w/w vinegar with max 10% acetic acid
	FRUIT FLY TRAP was stored in 30 mL PET bottle during 8 weeks at 0 °C.

	
	Initial
	After 8 weeks at 0 °C

	Appearance
	Homogenous red liquid with typical vinegar odour.

	Packaging
	The containers didn’t present any deformation (denting or ballooning) in bottom, top and lateral layers. Container sealed and without leakages.

	Packaging
weight 
	28.6
	28.5

	Packaging
weight variation
	
	-

	pH
	2.75
	2.84

	Viscosity
Flow time
(DIN ISO 53211)
	2.3 s
	2.3 s



	Stephan Schopf, S. (2021)
Report n° 2021/06-001
	Acceptable

The product must not be stored ≤ 0°C. “Protect from frost” must be stated on label.

	3.4.2.1.
	Effects on content of the active substance and technical characteristics of the biocidal product – light
	-
	-
	Waived
	-
	Acceptable

Effects of light are not examined. The mitigation measure “Store away from light” is stated on the label.

	3.4.2.2.
	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	-
	-
	See storage stability tests
	-
	-

	3.4.2.3.
	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	-
	-
	See storage stability tests
	-
	-

	3.5.1.
	Wettability 
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.5.2.
	Suspensibility, spontaneity, and dispersion stability 
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.5.3.
	Wet sieve analysis and dry sieve test 
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.5.4.
	Emulsifiability, re-emulsifiability and emulsion stability 
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.5.5.
	Disintegration time
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.5.6.
	Particle size distribution, content of dust/fines, attrition, friability 
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.5.7.
	Persistent foaming
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.5.8.
	Flowability/pourability/dustability
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.5.9.
	Burning rate — smoke generators
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.5.10.
	Burning completeness — smoke generators
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.5.11.
	Composition of smoke — smoke generators
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.5.12.
	Spraying pattern — aerosols / spray
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.6.1.
	Physical compatibility
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.6.2.
	Chemical compatibility
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.7.
	Degree of dissolution and dilution stability
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	3.8.
	Surface tension 
	-
	-
	Waived
	-
	Acceptable

Not required according to Article 25 and Article 20(1)(b) of Regulation (EU) No 528/2012

	3.9.
	Viscosity 
	DIN EN ISO 53211
(Flow cup method)
	FRUIT FLY TRAP
Batch n° SCHO-103 WT
100% w/w vinegar with max 10% acetic acid
	Flow time: 2.3 s
	Stephan Schopf, S. (2021)
Report n° 2021/06-002
	Acceptable


Table 3.3 Conclusion on physical, chemical, and technical properties
	Conclusion on physical, chemical, and technical properties

	FRUIT FLY TRAP is a ready to use water based liquid formulation. The product is an homogenous red liquid with typical vinegar odour. At 20°C, its pH is 2.75.
As per CG-30 (2018), it was agreed that - in the case of a simplified authorisation - the shelf-life of a product could be set based on either efficacy data or long term chemical storage stability data at ambient temperature. As no storage stability data are available to supported the claimed shelf-life. Shelf life is by available efficacy trials on aged product and it set to 3 years.
Implications for labelling: “Protect from frost”; “Store away from light”; “Store at temperature below 40°C”
Shelf-life: 3 years
Classification related to physical, chemical and technical properties of the product: None
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Table 3.4 Physical hazards and respective characteristics
	Numbering according to Annex III of BPR
	Property
	Guideline and Method
	Tested product / batch (AS% (w/w)
	Results
	Reference
	FR-CA comments

	4.1.
	Explosives
	-
	-
	Waived - Considering the composition of the product and the fact that the active substances are included in Annex I of the BPR – category 4, and as such do not give rise to concern for explosiveness, this property is considered not applicable.
	-
	Acceptable

	4.2.
	Flammable gases
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	4.3.
	Flammable aerosols
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	4.4.
	Oxidising gases
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	4.5.
	Gases under pressure
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	4.6.
	Flammable liquids
	-
	-
	Waived - Considering the composition of the product and the fact that the active substances are included in Annex I of the BPR – category 4, and as such do not give rise to concern for high flammability, this property is considered not applicable.
	-
	Acceptable

	4.7.
	Flammable solids
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	4.8.
	Self-reactive substances and mixtures
	-
	-
	Waived - None of the components of the product is classified as having self-reactive properties.
	-
	Acceptable

	4.9.
	Pyrophoric liquids
	-
	-
	Waived - Experience in manufacture or handling shows that the liquid does not ignite spontaneously on coming into contact with air at normal temperatures. As such, the classification procedure for pyrophoric liquids need not be applied.
	-
	Acceptable

	4.10.
	Pyrophoric solids
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	4.11.
	Self-heating substances and mixtures
	-
	-
	Waived - Not relevant because the formulation is a ready to use water-based formulation.
	-
	Acceptable

	4.12.
	Substances and mixtures which in contact with water emit flammable gases
	-
	-
	Waived - Not relevant because the formulation is a ready to use water-based formulation.
	-
	Acceptable

	4.13.
	Oxidising liquids
	-
	-
	Waived - Considering the composition of the product and the fact that the active substances are included in Annex I of the BPR – category 4, and as such do not give rise to concern for oxidising properties, this property is considered not applicable.
	-
	Acceptable

	4.14.
	Oxidising solids
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	4.15.
	Organic peroxides
	-
	-
	Waived - Considering the composition of the product and the fact that the active substances are included in Annex I of the BPR – category 4, and as such do not give rise to concern for organic peroxides, this property is considered not applicable.
	-
	Acceptable

	4.16.
	Corrosive to metals
	Method 37.4 C.1 (UN Handbook)
	FRUIT FLY TRAP
(100% Vinegar (food grade containing a maximum of 10% acetic acid))
Batch n° SCHO-102FFT
	- Surface Corrosion:

	Exposure time
	Criterion for mass* loss
	Mass loss found for Steel (in %)
	Mass loss found for Aluminium (in %)

	28 days
	51.5 %
	85.4 %
	3.5 %


* value calculated based on a 6.25 mm/year corrosion rate

- Leak Corrosion:

	Exposure time
	Criterion for corrosion attack (in μm)
	Found for Steel (in μm)
	Found for Aluminium (in μm)

	28 days
	480 μm 
	710 μm 
	500 μm



Conclusion:
FRUIT FLY TRAP is therefore classified as “corrosive” to steel (1.0037) following the method 37.4 C.1 of the UN Handbook sixth revised edition, UN, 2015.
FRUIT FLY TRAP is therefore classified as “corrosive” to aluminium (7075-T6) following the method 37.4 C.1 of the UN Handbook sixth revised edition, UN, 2015.
	Determination of the corrosion of metals Silence piège à mouches des fruits Fruit Fly Trap
Friedl, I. (2022)
Report n° B220397.002
	Acceptable

FRUIT FLY TRAP is classified as corrosive to metals Cat. 1.

	4.17.1.
	Auto-ignition temperatures of products (liquids and gases)
	-
	
	Waived - Considering the composition of the product and the fact that the active substances are included in Annex I of the BPR – category 4, and as such do not give rise to concern for oxidising properties, this property is considered not applicable.
	
	

	4.17.2.
	Relative self-ignition temperature for solids
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-

	4.17.3.
	Dust explosion hazard
	-
	-
	Not relevant for a ready to use liquid formulation
	-
	-


Table 3.5 Conclusion on physical hazards and respective characteristics
	Conclusion on physical hazards and respective characteristics

	In line with the criteria for simplified authorisation, according to Article 25 of the BPR, the product is neither flammable nor auto-flammable. It has no explosive and no oxidizing properties. It is classified as corrosive to metals Cat. 1 (H290)
Classification related to physical hazards and respective characteristics of the product: H290 as mentioned in CLP regulation
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The providing of an analytical method for active substances is not part of the data requirements for an application in accordance with Art.25 of EU 528/2012 (simplified procedure) as detailed in Art.20(1)(b) of EU 528/2012.
Moreover, since no measurement of active substances content has been required, e.g. in stability studies, no analytical method needs to be developed and validated.

Analytical methods for monitoring, soil, air, water, animal and human body fluids and tisues, for monitoring of active substances and residues in food and feeding stuff are not required for simplified authorisations.

Table 3.12 Conclusion on methods for detection and identification
	Conclusion on methods for detection and identification 

	As stability data is performed based on efficacy data, no analytical method is required. 
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[bookmark: _Toc72846216][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]Assessment of efficacy against target organisms

[bookmark: _Toc72846217]Function (organisms to be controlled) and field of use (products or objects to be protected)
[bookmark: _Toc38892864][bookmark: _Toc40269192][bookmark: _Toc40271521][bookmark: _Toc40273844][bookmark: _Toc40428276][bookmark: _Toc41304058][bookmark: _Toc41304194][bookmark: _Toc38892865][bookmark: _Toc40269193][bookmark: _Toc40271522][bookmark: _Toc40273845][bookmark: _Toc40428277][bookmark: _Toc41304059][bookmark: _Toc41304195][bookmark: _Toc38892866][bookmark: _Toc40269194][bookmark: _Toc40271523][bookmark: _Toc40273846][bookmark: _Toc40350571][bookmark: _Toc40351990][bookmark: _Toc40353423][bookmark: _Toc40354830][bookmark: _Toc40356239][bookmark: _Toc40428278][bookmark: _Toc40429923][bookmark: _Toc40431370][bookmark: _Toc41304060][bookmark: _Toc41304196][bookmark: _Toc38892867][bookmark: _Toc40269195][bookmark: _Toc40271524][bookmark: _Toc40273847][bookmark: _Toc40350572][bookmark: _Toc40351991][bookmark: _Toc40353424][bookmark: _Toc40354831][bookmark: _Toc40356240][bookmark: _Toc40428279][bookmark: _Toc40429924][bookmark: _Toc40431371][bookmark: _Toc41304061][bookmark: _Toc41304197]The product SILENCE PIEGE A MOUCHE DE FRUIT is a combination of liquid attractant contained in a bottle and adhesive trap used against fruit flies (Drosophila spp.) for indoor use. The product is used to attract and trap this insect on adhesive trap inner sides facing the bottle.

The product is used to protect human health and food.
 
[bookmark: _Toc25922557][bookmark: _Toc26256017][bookmark: _Toc40273849][bookmark: _Toc41555058][bookmark: _Toc41565179][bookmark: _Toc72846218]Mode of action and effects on target organisms, including unacceptable suffering
The product SILENCE PIEGE A MOUCHE DE FRUIT is a combination of adhesive trap with natural attractant contained in a bottle for capturing fruit flies. Due to the specific aroma of the attractant, fruit flies will be captured on the adhesive inner sides facing the bottle. It is an olfactory attractant. 
Effect lasts up to 8 weeks.
[bookmark: _Toc26187865][bookmark: _Toc26189529][bookmark: _Toc26191193][bookmark: _Toc26192863][bookmark: _Toc26194529][bookmark: _Toc26256018][bookmark: _Toc26256432][bookmark: _Toc26256539][bookmark: _Toc26256646][bookmark: _Toc26273555][bookmark: _Toc26364432][bookmark: _Toc26364644][bookmark: _Toc26187866][bookmark: _Toc26189530][bookmark: _Toc26191194][bookmark: _Toc26192864][bookmark: _Toc26194530][bookmark: _Toc26256019][bookmark: _Toc26256433][bookmark: _Toc26256540][bookmark: _Toc26256647][bookmark: _Toc26273556][bookmark: _Toc26364433][bookmark: _Toc26364645][bookmark: _Toc38892870][bookmark: _Toc39553266][bookmark: _Toc40269198][bookmark: _Toc40271527][bookmark: _Toc40273850][bookmark: _Toc40350575][bookmark: _Toc40351994][bookmark: _Toc40353427][bookmark: _Toc40354834][bookmark: _Toc40356243][bookmark: _Toc40428282][bookmark: _Toc40429927][bookmark: _Toc40431374][bookmark: _Toc41304064][bookmark: _Toc41304200][bookmark: _Toc41551028][bookmark: _Toc41551164][bookmark: _Toc41551342][bookmark: _Toc41551891][bookmark: _Toc41552417][bookmark: _Toc41555059][bookmark: _Toc41556759][bookmark: _Toc41564928][bookmark: _Toc41565180][bookmark: _Toc41567435][bookmark: _Toc41642040]
[bookmark: _Toc25922558][bookmark: _Toc26256020][bookmark: _Toc40273851][bookmark: _Toc41555060][bookmark: _Toc41565181][bookmark: _Toc72846219]Efficacy data
Table 3.13 Efficacy data
	PT and use number
	Test product
	Function / Test organism(s)
	Test method / Test system / concentrations applied / exposure time
	Test results: effects
	Reference 
	Number in IUCLID section 6.7/Test report title

	PT19
Attractant 

	Silence Fruit Fly Trap (identical to SILENCE PIEGE A MOUCHE DE FRUIT)
Code: SCHO-102FFT, LOT: 22018-FFT

100% vinegar

3 year old formulation + 8 weeks open lid, covered with mesh 
	Attractant:
Fruit flies (Drosophila melanogaster)  
	Simulated-use test
Dose = 15 mL (entire bottle)

Test conducted in a ventilated room (74,25 m3). Table was located in the room, (the position of the table in each repetition was different). A plastic box containing alternative feed source (a mixture of sliced fruit and vegetable) was placed at the end of the table. 

Approximately 250 fruitflies were released centrally in the room and allowed to acclimatize for one hour.
After 1 hour, the product was positioned in the room, onto the opposite end of the table than alternative feed (distance 1.5m).

After 24 hours, the fruits flies in the attractant bottle and on the adhesive surface were counted. 
The test was performed in the same manner for untreated control (adhesive trap + bottle filled with water).

5 replicates 

Temperature: 25°C +/-2°C, RH= 40-60%
	Number of fruits flies captured in trap and non-captured in each test: 
	Trial N°
	Trap* (adhesive + bottle)
	Alternative feed**
	Free in the room or dead
	Total 

	1
	200
	92
	17
	309

	Control 1
	3
	148
	166
	317

	2
	79
	57
	129
	265

	Control 2
	2
	195
	86
	283

	3
	167
	92
	36
	295

	Control 3
	3
	163
	98
	263

	4
	92
	177
	32
	301

	Control 4
	2
	257
	28
	287

	5
	182
	124
	9
	315

	Control 5
	4
	166
	115
	285



(*): for control bottle is filled with 15mL of water
(**): Total of flies on banana, tangerine, kiwi and tomato

Calculation of the relative efficiency R

	Trial N°
	Mortality (%)
	Corrected efficacy (%)***

	1
	66.2
	65.86

	Control 1
	1
	

	2
	30.9
	30.41

	Control 2
	57.8
	

	3
	57.8
	57.33

	Control 3
	1.1
	

	4
	31.3
	30.82

	Control 4
	0.7
	

	5
	58.5
	57.91

	Control 5
	1.4
	

	mean
	-
	48.28


(***): Corrected efficacy = 
(mortality (%) in trap test – mortality (%) in control/100 - mortality (%) in control) x 100

Conclusion:
The fruitfly trap reached corrected efficacy of 48.28% in comparison to the untreated control.The required efficacy of >80% was not reached, therefore the efficacy of the product was not proved in this trial.  
	M. Kulma, 2021

RI=3 (supportive data)
The minimum required efficacy of >80% was not reached.

	Number: 211362


	PT19
Attractant 

	Silence Fruit Fly Trap (identical to SILENCE PIEGE A MOUCHE DE FRUIT)
Code: SCHO-102FFT, LOT: 22018-FFT

100% vinegar

3 year old formulation + 8 weeks open lid, covered with mesh 
	Attractant:
Fruit flies (Drosophila melanogaster)  
	Simulated-use test
Dose = 15 mL (entire bottle).

Test conducted in a ventilated room (74,25m3). Table was located in the room, (the position of the table in each repetition was different). A plastic box containing alternative feed source (whole fruits, each in a separate container) was placed on the table. 

Approximately 250 fruitflies were released centrally in the room and allowed to acclimatize for one hour.
After 1 hour, the product was positioned in the room, on the table next to the alternative feed source (distance 0.5m).

After 24 hours, the fruits flies in the attractant bottle and on the adhesive surface were counted. 
The test was performed in the same manner for untreated control (adhesive trap + bottle filled with water).

5 replications 

Temperature: 25°C +/-2°C, RH= 40-60%
	Number of fruits flies captured in trap and non-captured in each test
	Trial N°
	Trap* (adhesive + bottle)
	Alternative feed**
	Free in the room or dead
	Total 

	1
	239
	0
	14
	253

	Control 1
	3
	58
	205
	266

	2
	237
	6
	14
	257

	Control 2
	2
	69
	188
	259

	3
	223
	14
	14
	251

	Control 3
	4
	58
	209
	271

	4
	311
	8
	13
	332

	Control 4
	3
	78
	172
	253

	5
	232
	8
	15
	255

	Control 5
	2
	87
	161
	250


(*): for control bottle is filled with 15mL of water
(**): Total of flies on banana, apple and kiwi

Calculation of the relative efficiency R

	Trial N°
	Mortality (%)
	Corrected efficacy (%)***

	1
	94.47
	94.41

	Control 1
	1.13
	

	2
	92.22
	92.16

	Control 2
	0.77
	

	3
	88.84
	88.68

	Control 3
	1.45
	

	4
	93.67
	93.59

	Control 4
	1.19
	

	5
	90.98
	90.91

	Control 5
	0.80
	

	mean
	-
	91.55


(***): Corrected efficacy = 
(mortality (%) in trap test – mortality (%) in control/100 - mortality (%) in control) x 100


Conclusion:
The fruit fly trap reached corrected efficacy of 91.95% in comparison to the untreated control. The product fulfils the required efficacy of > 80% of attracted flies.
	M. Kulma, 2021

RI=1
	Number: 211479
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[bookmark: _Toc38892872][bookmark: _Toc21522654][bookmark: _Toc21522792][bookmark: _Toc21523003][bookmark: _Toc21523100][bookmark: _Toc21523171][bookmark: _Toc21523238][bookmark: _Toc21523449][bookmark: _Toc21524660][bookmark: _Toc21524730][bookmark: _Toc21525440][bookmark: _Toc21705272][bookmark: _Toc21705390][bookmark: _Toc21705467][bookmark: _Toc26187868][bookmark: _Toc26189532][bookmark: _Toc26191196][bookmark: _Toc26192866][bookmark: _Toc26194532][bookmark: _Toc26256021][bookmark: _Toc26256435][bookmark: _Toc26256542][bookmark: _Toc26256649][bookmark: _Toc41555061][bookmark: _Toc41565182][bookmark: _Toc72846220][bookmark: _Toc40273852][bookmark: _Toc25922559][bookmark: _Toc26256022]Efficacy assessment
Two simulated-use trials have been performed with the product Silence Fruit Fly Trap identical to SILENCE PIEGE A MOUCHE DE FRUIT (SCHO-102FFT, 100% vinegar) on fruit flies (Drosophila melanogaster) with an aged of 3 years old and 8 weeks open lid. The products were tested during 24 hours.

In the study n°211362 of M. Kulma, 2021, the minimum required efficacy of >80% was not reached, the efficacy of the product was not proved in this trial. The applicant justified this result that test n°211362 was performed with sliced fruit and vegetable. Indeed, the intended use is not to protect cut or sliced exposed fruit from the presence and further development of fruit flies, but to protect fresh fruit taken home from the grocery store and presented in an exposed fruit basket just like simulated in test n°211479.

In the study n°211479 of M. Kulma 2021, the product demonstrates an attractiveness of 91.55% in comparison with the untreated control in presence of alternative feed (whole fruits). Therefore, the product fulfils the required efficacy of > 80% of attracted flies and is efficient indoor against Drosophila melanogaster up to 8 weeks.

Regarding the shelf-life of the product, no preservative is present in the composition of the product. As a 3 years aged product was tested with a successful efficacy, then based on the TAB v2.2 2020, a shelf-life of 3 years can be validated.
[bookmark: _Toc40273853][bookmark: _Toc41555062][bookmark: _Toc41565183][bookmark: _Toc72846221]Conclusion on efficacy
The efficacy studies prove that the product SILENCE PIEGE A MOUCHE DE FRUIT, is effective to attract fruit flies up to 8 weeks after opening, as ready to use (full bottle of 15 mL combined to a glue trap).
Furthermore, the studies demonstrate that the product is still efficient after 3 years of storage.

[bookmark: _Toc40273854][bookmark: _Toc41555063][bookmark: _Toc41565184][bookmark: _Toc72846222]Occurrence of resistance and resistance management 
Not expected to be relevant for the product SILENCE PIEGE A MOUCHE DE FRUIT since it is based on olfaction.

[bookmark: _Toc25922560][bookmark: _Toc26256023][bookmark: _Toc40273855][bookmark: _Toc41555064][bookmark: _Toc41565185][bookmark: _Toc72846223]Known limitations 
There are no known limitations to the product SILENCE PIEGE A MOUCHE DE FRUIT.

[bookmark: _Toc40269204][bookmark: _Toc40271533][bookmark: _Toc40273856][bookmark: _Toc40428288][bookmark: _Toc41304070][bookmark: _Toc41304206][bookmark: _Toc40269205][bookmark: _Toc40271534][bookmark: _Toc40273857][bookmark: _Toc40428289][bookmark: _Toc41304071][bookmark: _Toc41304207][bookmark: _Toc40269206][bookmark: _Toc40271535][bookmark: _Toc40273858][bookmark: _Toc40350583][bookmark: _Toc40352002][bookmark: _Toc40353435][bookmark: _Toc40354842][bookmark: _Toc40356251][bookmark: _Toc40428290][bookmark: _Toc40429935][bookmark: _Toc40431382][bookmark: _Toc41304072][bookmark: _Toc41304208][bookmark: _Toc40269207][bookmark: _Toc40271536][bookmark: _Toc40273859][bookmark: _Toc40350584][bookmark: _Toc40352003][bookmark: _Toc40353436][bookmark: _Toc40354843][bookmark: _Toc40356252][bookmark: _Toc40428291][bookmark: _Toc40429936][bookmark: _Toc40431383][bookmark: _Toc41304073][bookmark: _Toc41304209][bookmark: _Toc25922562][bookmark: _Toc26256025][bookmark: _Toc40273860][bookmark: _Toc41555066][bookmark: _Toc41565187][bookmark: _Toc72846224]Relevant information if the product is intended to be authorised for use with other biocidal products
[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: _Toc26187873][bookmark: _Toc26189537][bookmark: _Toc26191201][bookmark: _Toc26192871][bookmark: _Toc26194537][bookmark: _Toc38892881][bookmark: _Toc26187874][bookmark: _Toc26189538][bookmark: _Toc26191202][bookmark: _Toc26192872][bookmark: _Toc26194538][bookmark: _Toc38892882][bookmark: _Toc26187875][bookmark: _Toc26189539][bookmark: _Toc26191203][bookmark: _Toc26192873][bookmark: _Toc26194539][bookmark: _Toc38892883][bookmark: _Toc26187876][bookmark: _Toc26189540][bookmark: _Toc26191204][bookmark: _Toc26192874][bookmark: _Toc26194540][bookmark: _Toc38892884][bookmark: _Toc26187877][bookmark: _Toc26189541][bookmark: _Toc26191205][bookmark: _Toc26192875][bookmark: _Toc26194541][bookmark: _Toc38892885][bookmark: _Toc26187878][bookmark: _Toc26189542][bookmark: _Toc26191206][bookmark: _Toc26192876][bookmark: _Toc26194542][bookmark: _Toc38892886][bookmark: _Toc26187879][bookmark: _Toc26189543][bookmark: _Toc26191207][bookmark: _Toc26192877][bookmark: _Toc26194543][bookmark: _Toc38892887][bookmark: _Toc26187880][bookmark: _Toc26189544][bookmark: _Toc26191208][bookmark: _Toc26192878][bookmark: _Toc26194544][bookmark: _Toc38892888][bookmark: _Toc26187881][bookmark: _Toc26189545][bookmark: _Toc26191209][bookmark: _Toc26192879][bookmark: _Toc26194545][bookmark: _Toc38892889][bookmark: _Toc26187882][bookmark: _Toc26189546][bookmark: _Toc26191210][bookmark: _Toc26192880][bookmark: _Toc26194546][bookmark: _Toc38892890][bookmark: _Toc26187883][bookmark: _Toc26189547][bookmark: _Toc26191211][bookmark: _Toc26192881][bookmark: _Toc26194547][bookmark: _Toc38892891][bookmark: _Toc26187895][bookmark: _Toc26189559][bookmark: _Toc26191223][bookmark: _Toc26192893][bookmark: _Toc26194559][bookmark: _Toc38892903][bookmark: _Toc26187904][bookmark: _Toc26189568][bookmark: _Toc26191232][bookmark: _Toc26192902][bookmark: _Toc26194568][bookmark: _Toc38892912][bookmark: _Toc26187913][bookmark: _Toc26189577][bookmark: _Toc26191241][bookmark: _Toc26192911][bookmark: _Toc26194577][bookmark: _Toc38892921][bookmark: _Toc26187922][bookmark: _Toc26189586][bookmark: _Toc26191250][bookmark: _Toc26192920][bookmark: _Toc26194586][bookmark: _Toc38892930][bookmark: _Toc26187931][bookmark: _Toc26189595][bookmark: _Toc26191259][bookmark: _Toc26192929][bookmark: _Toc26194595][bookmark: _Toc38892939][bookmark: _Toc26187940][bookmark: _Toc26189604][bookmark: _Toc26191268][bookmark: _Toc26192938][bookmark: _Toc26194604][bookmark: _Toc38892948][bookmark: _Toc26187949][bookmark: _Toc26189613][bookmark: _Toc26191277][bookmark: _Toc26192947][bookmark: _Toc26194613][bookmark: _Toc38892957][bookmark: _Toc26187958][bookmark: _Toc26189622][bookmark: _Toc26191286][bookmark: _Toc26192956][bookmark: _Toc26194622][bookmark: _Toc38892966][bookmark: _Toc26187959][bookmark: _Toc26189623][bookmark: _Toc26191287][bookmark: _Toc26192957][bookmark: _Toc26194623][bookmark: _Toc38892967][bookmark: _Toc26187960][bookmark: _Toc26189624][bookmark: _Toc26191288][bookmark: _Toc26192958][bookmark: _Toc26194624][bookmark: _Toc38892968][bookmark: _Toc26187961][bookmark: _Toc26189625][bookmark: _Toc26191289][bookmark: _Toc26192959][bookmark: _Toc26194625][bookmark: _Toc38892969][bookmark: _Toc26187964][bookmark: _Toc26189628][bookmark: _Toc26191292][bookmark: _Toc26192962][bookmark: _Toc26194628][bookmark: _Toc38892972][bookmark: _Toc26187966][bookmark: _Toc26189630][bookmark: _Toc26191294][bookmark: _Toc26192964][bookmark: _Toc26194630][bookmark: _Toc38892974][bookmark: _Toc26187967][bookmark: _Toc26189631][bookmark: _Toc26191295][bookmark: _Toc26192965][bookmark: _Toc26194631][bookmark: _Toc38892975][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: _Toc26187968][bookmark: _Toc26189632][bookmark: _Toc26191296][bookmark: _Toc26192966][bookmark: _Toc26194632][bookmark: _Toc38892976][bookmark: _Toc26187969][bookmark: _Toc26189633][bookmark: _Toc26191297][bookmark: _Toc26192967][bookmark: _Toc26194633][bookmark: _Toc38892977][bookmark: _Toc389725206][bookmark: _Toc389726198][bookmark: _Toc389727250][bookmark: _Toc389727608][bookmark: _Toc389727967][bookmark: _Toc389728326][bookmark: _Toc389728686][bookmark: _Toc389729044][bookmark: _Toc26187970][bookmark: _Toc26189634][bookmark: _Toc26191298][bookmark: _Toc26192968][bookmark: _Toc26194634][bookmark: _Toc38892978][bookmark: _Toc26187971][bookmark: _Toc26189635][bookmark: _Toc26191299][bookmark: _Toc26192969][bookmark: _Toc26194635][bookmark: _Toc38892979][bookmark: _Toc26187972][bookmark: _Toc26189636][bookmark: _Toc26191300][bookmark: _Toc26192970][bookmark: _Toc26194636][bookmark: _Toc38892980]Not applicable, as the product SILENCE PIEGE A MOUCHE DE FRUIT is not intended to be used with other biocidal products. 
[bookmark: _Toc389729047][bookmark: _Toc403566574][bookmark: _Toc25922563][bookmark: _Toc26256027][bookmark: _Toc40273861][bookmark: _Toc41555067][bookmark: _Toc41565188][bookmark: _Toc72846225]
Risk assessment for human health
[bookmark: _Toc388281591][bookmark: _Toc388282047][bookmark: _Toc388282529][bookmark: _Toc388282977]According to Article 25 and Article 20 (1)(b) of Regulation (EU) No 528/2012, it only has to be assessed whether the product fulfils all conditions for a simplified authorisation procedure.

[bookmark: _Toc403472753][bookmark: _Toc403566575][bookmark: _Toc389729048][bookmark: _Toc25922564][bookmark: _Toc26256028][bookmark: _Toc40273862][bookmark: _Toc41555068][bookmark: _Toc41565189][bookmark: _Toc72846226]Assessment of effects on human health 
[bookmark: _Toc388281593][bookmark: _Toc388282049][bookmark: _Toc388282531][bookmark: _Toc388282979][bookmark: _Toc388285291][bookmark: _Toc388374325][bookmark: _Toc389729049][bookmark: _Toc403472754][bookmark: _Toc25922565][bookmark: _Toc26256029]There are no human health data available for the product. The assessment, and classification and labelling are based on the agreed endpoints for the active substance and available information for the non-active substance.
The classification of the product SILENCE PIEGE A MOUCHE DE FRUIT has been set according to the calculation rules laid down in the CLP regulation 1272/2008/EC.

The biocidal product SILENCE PIEGE A MOUCHE DE FRUIT is not classified for skin corrosion and irritation, eye irritation, respiratory tract irritation, skin sensitization and acute toxicity.


[bookmark: _Toc40273863][bookmark: _Toc41555069][bookmark: _Toc41565190][bookmark: _Toc72846227]Skin corrosion and irritation
Table 3.17 Conclusion used in Risk Assessment – Skin corrosion and irritation
	Conclusion used in Risk Assessment – Skin corrosion and irritation

	Value/conclusion
	Not classified as skin corrosive or irritant.

	Justification for the value/conclusion
	The active substance Acetic acid is present in the product at a concentration below the specific concentration limit to classify the product Skin Irrit. 2, H315.

	Classification of the product according to CLP 
	No classification is required.




[bookmark: _Toc389729050][bookmark: _Toc403472755][bookmark: _Toc25922566][bookmark: _Toc26256030][bookmark: _Toc40273864][bookmark: _Toc41555070][bookmark: _Toc41565191][bookmark: _Toc72846228]Eye irritation
Table 3.22 Conclusion used in Risk Assessment – Eye irritation
	Conclusion used in Risk Assessment – Eye irritation 

	Value/conclusion
	Not classified as Eye irritant.

	Justification for the value/conclusion
	The active substance Acetic acid is present in the product at a concentration below the specific concentration limit to classify the product Eye Irrit. 2, H319.

	Classification of the product according to CLP 
	No classification is required.



[bookmark: _Toc21705282][bookmark: _Toc21705400][bookmark: _Toc21705477][bookmark: _Toc26187978][bookmark: _Toc26189642][bookmark: _Toc26191306][bookmark: _Toc26192976][bookmark: _Toc26194642][bookmark: _Toc21705287][bookmark: _Toc21705405][bookmark: _Toc21705482][bookmark: _Toc21705288][bookmark: _Toc21705406][bookmark: _Toc21705483][bookmark: _Toc53041814][bookmark: _Toc53042035][bookmark: _Toc53042253][bookmark: _Toc53042471][bookmark: _Toc53042691][bookmark: _Toc53042909][bookmark: _Toc53043127][bookmark: _Toc53043345][bookmark: _Toc53043563][bookmark: _Toc53043781][bookmark: _Toc53043999][bookmark: _Toc53044219][bookmark: _Toc53044440][bookmark: _Toc53044662][bookmark: _Toc53044884][bookmark: _Toc53045106][bookmark: _Toc53045267][bookmark: _Toc53491632][bookmark: _Toc53491759][bookmark: _Toc53491874][bookmark: _Toc53493789][bookmark: _Toc53493904][bookmark: _Toc53494019][bookmark: _Toc53494134][bookmark: _Toc53494250][bookmark: _Toc53498976][bookmark: _Toc53499092][bookmark: _Toc53499207][bookmark: _Toc53499322][bookmark: _Toc53499438][bookmark: _Toc53500434][bookmark: _Toc53500550][bookmark: _Toc53500666][bookmark: _Toc53500782][bookmark: _Toc53500986][bookmark: _Toc53501128][bookmark: _Toc53501249][bookmark: _Toc53501364][bookmark: _Toc53501480][bookmark: _Toc53501595][bookmark: _Toc53564197][bookmark: _Toc53564313][bookmark: _Toc53564429][bookmark: _Toc53564544][bookmark: _Toc53564659][bookmark: _Toc53564774][bookmark: _Toc53565185][bookmark: _Toc53041815][bookmark: _Toc53042036][bookmark: _Toc53042254][bookmark: _Toc53042472][bookmark: _Toc53042692][bookmark: _Toc53042910][bookmark: _Toc53043128][bookmark: _Toc53043346][bookmark: _Toc53043564][bookmark: _Toc53043782][bookmark: _Toc53044000][bookmark: _Toc53044220][bookmark: _Toc53044441][bookmark: _Toc53044663][bookmark: _Toc53044885][bookmark: _Toc53045107][bookmark: _Toc53045268][bookmark: _Toc53491633][bookmark: _Toc53491760][bookmark: _Toc53491875][bookmark: _Toc53493790][bookmark: _Toc53493905][bookmark: _Toc53494020][bookmark: _Toc53494135][bookmark: _Toc53494251][bookmark: _Toc53498977][bookmark: _Toc53499093][bookmark: _Toc53499208][bookmark: _Toc53499323][bookmark: _Toc53499439][bookmark: _Toc53500435][bookmark: _Toc53500551][bookmark: _Toc53500667][bookmark: _Toc53500783][bookmark: _Toc53500987][bookmark: _Toc53501129][bookmark: _Toc53501250][bookmark: _Toc53501365][bookmark: _Toc53501481][bookmark: _Toc53501596][bookmark: _Toc53564198][bookmark: _Toc53564314][bookmark: _Toc53564430][bookmark: _Toc53564545][bookmark: _Toc53564660][bookmark: _Toc53564775][bookmark: _Toc53565186][bookmark: _Toc21705290][bookmark: _Toc21705408][bookmark: _Toc21705485][bookmark: _Toc26187984][bookmark: _Toc26189648][bookmark: _Toc26191312][bookmark: _Toc26192982][bookmark: _Toc26194648]
[bookmark: _Toc40273872][bookmark: _Toc389729059][bookmark: _Toc403472761][bookmark: _Toc25922574][bookmark: _Toc26256038][bookmark: _Toc41555078][bookmark: _Toc41565199][bookmark: _Toc72846236]Available toxicological data relating to substance(s) of concern
No substances of concern regarding human health were identified as none of the non-active substances fulfil the criteria as specified in the guidance (Guidance on the BPR: Volume III Human Health (Parts B+C)). 


[bookmark: _Toc26256041][bookmark: _Toc40273877][bookmark: _Toc41555083][bookmark: _Toc41565204][bookmark: _Toc72846241][bookmark: _Toc25922577]Available toxicological data relating to endocrine disruption 
[bookmark: _Toc389729062][bookmark: _Toc403472764][bookmark: _Toc403566576][bookmark: _Toc25922578][bookmark: _Toc26256042]For the assessment of endocrine-disrupting properties of (the) non-active substance(s), refer to the respective section of the confidential annex.


[bookmark: _Toc40273880][bookmark: _Toc40273896][bookmark: _Toc40273897][bookmark: _Toc40273898][bookmark: _Toc40273899]

[bookmark: _Toc389729077][bookmark: _Toc403472771][bookmark: _Toc26256048][bookmark: _Toc40273912][bookmark: _Toc41555108][bookmark: _Toc41565228][bookmark: _Toc72846252]Dietary risk assessment

As Vinegar is listed in Annex I of Regulation (EU) No 528/2012 under Category 4 – Traditionally used substances of natural origin, a dietary risk assessment is not relevant.
 

[bookmark: _Toc388285322][bookmark: _Toc389726249][bookmark: _Toc389727301][bookmark: _Toc389727659][bookmark: _Toc389728018][bookmark: _Toc389728377][bookmark: _Toc389728737][bookmark: _Toc389729095][bookmark: _Toc389729096][bookmark: _Toc403472781][bookmark: _Toc403566578][bookmark: _Toc25922580][bookmark: _Toc26256064][bookmark: _Toc40273944][bookmark: _Toc41555129][bookmark: _Toc41565249][bookmark: _Toc72846260]Risk assessment for animal health
Not relevant

[bookmark: _Toc26188013][bookmark: _Toc26189677][bookmark: _Toc26191341][bookmark: _Toc26193011][bookmark: _Toc26194677][bookmark: _Toc389729097][bookmark: _Toc403472782][bookmark: _Toc403566579][bookmark: _Toc25922581][bookmark: _Toc26256065][bookmark: _Toc40273947][bookmark: _Toc41555132][bookmark: _Toc41565252][bookmark: _Toc72846263]Risk assessment for the environment
According to Article 25 and Article 20(1)(b) of Regulation (EU) No 528/2012, it only has to be assessed whether the product fulfils all conditions for a simplified authorisation procedure.

3.8.1. [bookmark: _Toc95397960][bookmark: _Toc95403892][bookmark: _Toc95471350]Classification
Classification of the product has been calculated according to the classification rules for mixtures according to CLP Regulation (EC) N° 1272/2008 and the product is not classified.
The active substance is listed in Annex I of Regulation (EU) No 528/2012 without any restriction for the environment and there is no need for risk mitigation measure to protect the environment.

3.8.2. [bookmark: _Toc95397961][bookmark: _Toc95403893][bookmark: _Toc95471351] Substance(s) of concern
The product SILENCE PIEGE A MOUCHE DE FRUIT does not contain any environmental substance of concern (SoC) according to the EU guidance on SoC (Article 3(f) of the BPR, Guidance on BPR, Volume IV, Part B+C, version 2.0-2017).

3.8.3. [bookmark: _Toc95397962][bookmark: _Toc95403894][bookmark: _Toc95471352]Screening for endocrine disruption relating to non-target organisms
For the assessment of endocrine-disrupting properties of the non-active substances, refer to the respective section of the confidential annex.
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[bookmark: _Toc26256087][bookmark: _Toc40275441][bookmark: _Toc41555154][bookmark: _Toc41565274]

[bookmark: _Toc72846281]Assessment of a combination of biocidal products
The biocidal product SILENCE PIEGE A MOUCHES DE FRUIT is not intended to be used with other biocidal products.
[bookmark: _Toc378683771][bookmark: _Toc378685456][bookmark: _Toc378685592][bookmark: _Toc378691801][bookmark: _Toc378692259][bookmark: _Toc378692396][bookmark: _Toc378692533][bookmark: _Toc389729182][bookmark: _Toc403472820][bookmark: _Toc403566592][bookmark: _Toc25922587][bookmark: _Toc26256088][bookmark: _Toc40275442][bookmark: _Toc41555155][bookmark: _Toc41565275]

[bookmark: _Toc72846282]Comparative assessment
As active substances are listed in Annex I of Regulation (EU) No 528/2012, a comparative assessment is not relevant.
[bookmark: _Toc25922588][bookmark: _Toc26256089][bookmark: _Toc40275443][bookmark: _Toc41555161][bookmark: _Toc41565281][bookmark: _Toc72846288] Appendices
1.1 New information on the active substance(s) and substance(s) of concern
No new information on the active substances is available
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No new information on the substances of concern is available
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1.2 List of studies for the biocidal product
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See IUCLID 


1.3 Confidential information 
Please refer to the separate document Confidential Annex of the PAR.
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