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1 CONCLUSION

The Polish eCA proposes the authorisation of the biocidal product “BF MicroDry” intended to use as a surface disinfectant in veterinary area (PT 3). It is intended to be used by  professional users, to be applied indoor.
Product BF MicroDry contains two active substanses: bentonite (CAS: 215-683-2) 
at a concentration of 69 % (w/w) and lactic acid (CAS: 50-21-5) at a concetration 
of 0,5 % (w/w).
According to Article 25 of Regulation No. 528/2012 (BPR), a biocidal product shall be eligible for an authorisation under a simplified authorisation procedure if all the following conditions are met: 

(a) all the active substances contained in the biocidal product appear in Annex I and satisfy any restriction specified in that Annex; 

(b) the biocidal product does not contain any substance of concern; 

(c) the biocidal product does not contain any nanomaterials; 

(d) the biocidal product is sufficiently effective; and 

(e) the handling of the biocidal product and its intended use do not require personal protective equipment.

The biocidal product BF MicroDry contains two active substances: bentonite (CAS:215-683-2) and lactic acid (CAS: 50-21-5). Both of these substances appear in Annex I and satisfy any restriction specified in that Annex. Therefore condition (a) of the Article 25 BPR is met.
The biocidal product BF MicroDry does not contain any substances of concern. Therefore condition (b) of the Article 25 BPR is met. The product is not classified according to physical hazard.
Two components of the biocidal product, bentonite and haloizyt, are known to be on the EEA market in nanomaterial form. The applicant provided statement based on information from the manufacturer of bentonite and haloizyt confirming that these components do not contain nanomaterials and that the biocidal product BF MicroDry does not contain any nanomaterials. Therefore condition (c) of the Article 25 BPR is met.
The biocidal product BF MicroDry is sufficiently effective. Product BF MicroDry is claimed as bactericidal and yeasticidal for non-porous surface in veterinary area. Therefore condition (d) of the Article 25 BPR is met.

The handling of the biocidal product BF MicroDry and its intended use do not require personal protective equipment. Therefore condition (e) of the Article 25 BPR is met.

Accelerated stability study was carried out for the product. Based on the results of the study, one year shelf life period was accepted. Acceptable analytical methods for identification of active substances were provided. Analytical methods for monitoring, soil, air, water, animal and human body fluids and tissues, for monitoring of active substances and residues in food and feeding stuff are not required for simplified authorisations.
2 ASSESSMENT REPORT

2.1 summary of the product assessment 

2.1.1 Administrative information

2.1.1.1 Identifier of the product 
	Identifier
	Country (if relevant)

	BF MicroDry
	Poland


2.1.1.2 Authorisation holder

	Name and address of the authorisation holder
	Name
	BioFeed Sp. z o.o.

	
	Address
	Ul. Jesionowa 28, Rajkowy

83-130 Pelplin, Poland

	Authorisation number
	PL/2022/0526/SA

	Date of the authorisation
	22.04.2022

	Expiry date of the authorisation
	22.04.2032


2.1.1.3 Manufacturer of the product

	Name of manufacturer
	BioFeed Sp. z o.o.

	Address of manufacturer
	Ul. Jesionowa 28, Rajkowy
83-130 Pelplin, Poland

	Location of manufacturing sites
	Ul. Kilińskiego 8A
14-230 Zalewo, Poland


2.1.1.4 Manufacturers of the active substances
	Active substance
	Lactic acid

	Name of manufacturer
	Brenntag Polska Sp. z o.o.

	Address of manufacturer
	Ul. Bema 21

47-224 Kędzierzyn Koźle, Poland

	Location of manufacturing sites
	Ul. Bema 21

47-224 Kędzierzyn Koźle, Poland

	Active substance
	Bentonite

	Name of manufacturer
	Przedsiębiorstwo Techniczno Handlowe CERTECH Jan Kuca, Jerzy Motyka S.J.

	Address of manufacturer
	Ul. Fabryczna 36
33-132 Niedomice, Poland

	Location of manufacturing sites
	Ul. Fabryczna 36

33-132 Niedomice, Poland


2.1.2 Product composition and formulation

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

Yes 

No 
   N/A as the active substance is not included on the Union list of Approved active substances as the substance is, instead, included in Annex I under Regulation No. 528/2012.
2.1.2.1 Identity of the active substance

	Main constituent(s)

	ISO name
	Bentonite

	IUPAC or EC name
	dioxosilane nitrilotriethane-2,1-diyl trinitrate

	EC number
	215-108-5

	CAS number
	1302-78-9

	Index number in Annex VI of CLP
	N/A

	Minimum purity / content
	≥ 70 %

	Structural formula
	N/A


	Main constituent(s)

	ISO name
	Lactic acid

	IUPAC or EC name
	2-hydroxy-propanoic acid

	EC number
	200-018-0

	CAS number
	50-21-5

	Index number in Annex VI of CLP
	N/A

	Minimum purity / content
	≥ 80 %

	Structural formula
	[image: image2.png]OH






2.1.2.2 Candidate(s) for substitution
The active substances Bentonite and Lactic acid contained in the biocidal product are not candidates for substitution in accordance with Article 10 of BPR.
2.1.2.3 Qualitative and quantitative information on the composition of the biocidal product 
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	bentonite
	dioxosilane nitrilotriethane-2,1-diyl trinitrate
	Active substance
	215-683-2
	215-108-5
	69

	lactic acid
	2-hydroxy-propanoic acid
	Active substance
	50-21-5
	200-018-0
	0,5


The table contains content of technical grade active substances.
The full composition can be found in the confidential annex. 
2.1.2.4 Information on technical equivalence

Not relevant, both active substances are listed in Annex I of regulation (EU) No 528/2012.
2.1.2.5 Information on the substance(s) of concern
Non of the co-formulats have been identified as a substace of concern. The full assessment can be found in the confidential annex.
2.1.2.6 Type of formulation

	Powder


2.1.3 Authorised use
2.1.3.1 Use description
Table 1. Use # 1 – The product is intended for utility areas in the veterinary sector.
	Product Type
	PT03 - Veterinary hygiene (Disinfectants)

	Where relevant, an exact description of the authorised use
	The product is intended for dry disinfection of livestock housing with bactericidal and yeasticidal properties.

	Target organism (including development stage)
	Scientific name: Pseudomonas aeruginosa
Common name: Bacteria, aerobic Gram-negative
 
Scientific name: Staphylococcus aureus
Common name: Bacteria, aerobic Gram-positive
 
Scientific name: Escherichia coli
Common name: Bacteria, aerobic Gram-negative
 
Scientific name: Salmonella enteric
Common name: Bacteria, aerobic Gram-negative
 
Scientific name: Streptococcus enteric
Common name: Bacteria, aerobic Gram-positive

Scientific name: Proteus Vulgaris
Common name: Bacteria, aerobic Gram-negative
 
Scientific name: Candida albicans
Common name: Fungi/yeasts
Development stage: Yeast


	Field of use
	indoor

	Application method(s)
	Manual application- sprinkling

	Application rate(s) and frequency
	250 g of the product per 1m2 of wet surface in temp.20oC
Contact time – 24 h

	Category(ies) of users
	Professional

	Pack sizes and packaging material
	Paper bag with a polyethylene insert- 15, 25 kg
Bucket (PP) – 2, 5 kg

Bag (PP) – 500 kg.


2.1.3.2 Use-specific instructions for use

	Please see section 2.1.6.1


2.1.3.3 Use-specific risk mitigation measures 

	Please see section 2.1.6.2


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

	Please see section 2.1.6.3


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

	Please see section 2.1.6.4


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

	Please see section 2.1.6.5


2.1.4 Hazard and precautionary statements
Taking into account the maximal concentration and classification of Lactic acid, bentonite and coformulants the classification criteria are not fulfilled.
	Classification

	Hazard category
	Not applicable

	Hazard statement
	Not applicable

	

	Labelling

	Signal words
	Not applicable

	Hazard statements
	Not applicable

	Precautionary statements
	Not applicable

	

	Note
	Not applicable


2.1.5 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)

	bag
	15 kg
	Paper with polyethylene (PE) layer
	none
	professional
	Yes

	bag
	25 kg
	Paper with polyethylene (PE) layer
	none
	professional
	Yes

	bag
	500 kg
	Polypropylene (PP)
	none
	professional
	Yes

	bucket
	2 kg
	Polypropylene (PP)
	none
	professional
	Yes

	bucket
	5 kg
	Polypropylene (PP)
	none
	professional
	Yes


2.1.6 Directions for use

2.1.6.1 Instructions for use

	Use 250 g of the product per 1 m2 of wet surface.


2.1.6.2 Risk mitigation measures
	None


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

	None


2.1.6.4 Instructions for safe disposal of the product and its packaging

	Dispose of the product and its packaking according to the national regulations


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

	Store the product in original, tightly closed packaging, in a dry, cool and well-ventilated place. Avoid high temperatures and direct sunlight

Shelf-life: 12 months.


2.1.7 Documentation

2.1.7.1 Data submitted in relation to product application

All submited data is new

2.1.7.2 Access to documentation

No letter of access has been submitted.
2.1.8 Other information

	Application codes – N/A


2.2 Assessment of the biocidal product 

2.2.1 Physical, chemical and technical properties 

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

	Physical state at 20 °C and 101.3 kPa
	
	BF MicroDry 

(bentonite 68%,  lactic acid 0.5%)
	solid, powder
	0069/0003/FA

	Colour at 20 °C and 101.3 kPa
	
	BF MicroDry 

(bentonite 68%,  lactic acid 0.5%)
	light gray
	0069/0003/FA

	Odour at 20 °C and 101.3 kPa
	
	BF MicroDry 

(bentonite 68%,  lactic acid 0.5%)
	characteristic
	0069/0003/FA

	Acidity / alkalinity
	
	
	No data was submitted as the product is a powder.

eCA comment: Acceptable, the product is a powder and is not meant to applied as aqueous dilution or dispersion.
	

	Relative density / bulk density
	CIPAC MT 186
	BF MicroDry 

(bentonite 68%,  lactic acid 0.5%)
	At t=0:

bulk density: 0.87 [g/ml]

tap density: 1.09 [g/ml]

After 2 weeks at 54±2˚C:

bulk density: 0.87 [g/ml]

tap density: 1.05 [g/ml]


	0069/0003/FA

	Storage stability test – accelerated storage
	CIPAC MT 46.4

2 weeks at 54±2˚C


	BF MicroDry 

(bentonite 68%,  lactic acid 0.5%)
	At t=0:

lactic acid: 0.51% w/w

bentonite: 68.2% w/w

moisture: 3.80% w/w

After 2 weeks at 54±2˚C:

lactic acid: 0.48% w/w (- 3.9%)

bentonite: 68.2% w/w

moisture: 2.55% w/w

The product was stored in paper bag with a polyethylene insert.

eCA comment:

Degradation of active substances is less than 10%. The accelerated storage stability test’s results indicate that the product will be stable for two years at ambient storage. However, 12 months shelf life was requested by the applicant. 
Based on the test results, shelf life of 12 months was accepted.
	0069/0003/FA

0069/0002/FA

	Storage stability test – long term storage at ambient temperature
	
	
	No long term storage stability data was submitted. However, based on the submitted accelerated storage stability data, shelf life of 12 months is acceptable. 
	

	Storage stability test – low temperature stability test for liquids
	
	
	Not applicable, the product is a powder.
	

	Effects on content of the active substance and technical characteristics of the biocidal product - light
	
	
	Conditions of storage contain information to store the product away from direct light.
	

	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	
	
	See accelerated storage above.
	

	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	CIPAC MT 46.4
2 weeks at 54±2˚C


	BF MicroDry 

(bentonite 68%,  lactic acid 0.5%)
	After 2 weeks storage at 54±2˚C, no change in appearance of packaging was observed. The color (light gray) was unchanged, the labels and records on the labels were legible. No damage to packaging was observed.

Mass loss was determined for three packaging (no 6, 7 and 8).

Packaging no 6

Before storage: 522.5 g

After storage: 510.6 g

Mass loss: 11.9 g (2.3%)

Packaging no 7
Before storage: 524.7 g

After storage: 513.0 g

Mass loss: 11.7 g (2.2%)

Packaging no 8
Before storage: 584.0 g

After storage: 570.6 g

Mass loss: 13.4 g (2.3%)

Average mass loss: 2.3%
	0069/0003/FA



	Wettability
	CIPAC MT 53.3
	BF MicroDry 

(bentonite 68%,  lactic acid 0.5%)
	At t=0:

Without swirling: 10 [s]

With swirling: 3 [s]

After 2 weeks at 54±2˚C:
Without swirling: 11 [s]

With swirling: 3 [s]
	0069/0003/FA

	Suspensibility, spontaneity and dispersion stability
	
	
	Not applicable, the product is a powder.
	

	Wet sieve analysis and dry sieve test
	based on standard BN-65/6728-01
	BF MicroDry 

(bentonite 68%,  lactic acid 0.5%)
	ø 0.4 mm – 8.99% w/w

ø 0.2 mm – 12.44% w/w

ø 0.1 mm – 41.97% w/w

bottom (<0.1 mm) – 36.63% w/w
	3002

	Emulsifiability, re-emulsifiability and emulsion stability
	
	
	Not applicable, the product is a powder.
	

	Disintegration time
	
	
	Not applicable, the product is a powder.
	

	Particle size distribution, content of dust/fines, attrition, friability
	
	
	Justification for data waiving: the study was not conducted, however efficacy studies simulate method of application of the product which indicates that particle size distribution of the powder is correct, because it enables satisfactory application. The product is not classified as hazardous, therefore it is not neccesary to conduct studies to make sure that the powder does not cause unnaceptable risks to operators or bystanders or potential blockage of application equipment.
More than 60% w/w particles of the product has a diameter ≥0.1 mm and no componetnt is present in the producct as nanomaterials. The product is applied manually thus there is no risk of blockage of application equipment. Properties of product components and size of particles of the product indicate that  swallowing or breathing floating dust during application by operators or bystanders does not cause unnaceptable risks.
	

	Persistent foaming
	
	
	Not applicable, the product is a powder.
	

	Flowability/Pourability/Dustability
	
	
	No data was submitted. 

eCA comment:

The product is a powder meant to be applied manually. As no application equipment is used, the tests were not required.
	

	Burning rate — smoke generators
	
	
	Not applicable, the product is a powder.
	

	Burning completeness — smoke generators
	
	
	Not applicable, the product is a powder.
	

	Composition of smoke — smoke generators
	
	
	Not applicable, the product is a powder.
	

	Spraying pattern — aerosols
	
	
	Not applicable, the product is a powder.
	

	Physical compatibility
	
	
	Not applicable, the product is not meant to be used with other products.
	

	Chemical compatibility
	
	
	Not applicable, the product is not meant to be used with other products.
	

	Degree of dissolution and dilution stability
	
	
	Not applicable, the product is a powder.
	

	Surface tension
	
	
	Not applicable, the product is a powder.
	

	Viscosity
	
	
	Not applicable, the product is a powder.
	


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

	The product is a light gray powdered solid meant for manual application. The physical and chemical properties of the product are acceptable. The accelerated storage stability test was conducted for 2 weeks at temperature 54˚C in commercial packaging. Its results showed that the product was stable and that content of active substances did not decreased more than 10%. The proposed commercial packaging is compatible with the product. Based on the results of the accelerated storage stability study shelf life of 12 months can be accepted.


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

	Explosives
	
	
	Justification for data waiving: Not applicable. The product does not contain explosive components.

The product consist in 96% w/w of non-reactive components, e.g. bentonite and haloizyt, that are thermally stable and are not capable by chemical reaction of producing gas at such a temperature and pressure and at such a speed as to cause damage to the surroundings. Other components also do not exhibit such properties.
	

	Flammable gases
	
	
	Not applicable, the product is a powder.
	

	Flammable aerosols
	
	
	Not applicable, the product is a powder.
	

	Oxidising gases
	
	
	Not applicable, the product is a powder.
	

	Gases under pressure
	
	
	Not applicable, the product is a powder.
	

	Flammable liquids
	
	
	Not applicable, the product is a powder.
	

	Flammable solids
	
	
	Justification for data waiving: Not applicable. 

The product consist in 96% w/w of non-reactive components, e.g. bentonite and haloizyt, that are thermally stable. Even in presence of flammable substances these components would not allow to ignite a fire due to lack of access to oxygen. Lactic acid is not flammable (ignition temperature 110C (ILO International Chemical Safety Cards)). Other components are not known as flammable.
	

	Self-reactive substances and mixtures
	
	
	Justification for data waiving: Not applicable. The product does not contain self-reactive components. It consist in 96% w/w of non-reactive components, e.g. bentonite and haloizyt, that are thermally stable. Other components do not have chemical groups associated with this property.
	

	Pyrophoric liquids
	
	
	Not applicable, the product is a powder.
	

	Pyrophoric solids
	
	
	Justification for data waiving: The product does not contain pyrophoric components. 

Experience in production and use shows that mixture does not spontaneously ignite after being in contact with air at room temperature.


	

	Self-heating substances and mixtures
	
	
	Justification for data waiving: The product does not contain self-heating components.

The product does not react with air in normal storage conditions and at increased temperature. Moreover, 96% w/w of components are non-reactive..


	

	Substances and mixtures which in contact with water emit flammable gases
	
	
	Justification for data waiving:  Experience in production and use show that the product does not react with water. 

It does not contain components emitting flammable gases in contant with water.

Moreover, the product will be stored in dry and cool place
	

	Oxidising liquids
	
	
	Not applicable, the product is a powder.
	

	Oxidising solids
	
	
	Justification for data waiving: Not applicable.

96% w/w of product components is non-reactive. Experience in production and use shows that the product does not have oxidising properties.
	

	Organic peroxides
	
	
	Not applicable, the product does not contain organic peroxides.
	

	Corrosive to metals
	
	
	Justification for data waiving: Not applicable.

The product is a solid powder. 96% w/w of product components is non-reactive. None of the components have corrosive properties.
	

	Auto-ignition temperatures of products (liquids and gases)
	
	
	Not applicable, the product is a powder.
	

	Relative self-ignition temperature for solids
	
	
	Justification for data waiving: Waived. The main component, bentonite, has no flammable properties. 96% w/w of product components is non-reactive and of mineral origin.
	

	Dust explosion hazard
	
	
	Justification for data waiving: Not applicable, the product consist of mineral components in 96% w/w.
	


	Conclusion on the physical hazards and respective characteristics of the product

	No data were submitted regarding the physical hazards and respective characteristics of the product. The submitted justification were accepted. The product is not classified for any physical hazards.


2.2.3 Methods for detection and identification

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

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

	
	
	
	
	
	Range
	Mean
	
	
	

	Lactic acid
	HPLC-UV

Column: S ynergi 4 μm Fusion-RP 80 Å 250 x 4.6 mm;

Detection: 224 nm;

Temperature: 35˚C;

Retention time = 9 min;

Mobile phase: 0.1% (v/v) H3PO4 : methanol (96.5 : 3.5); Flow: 1.0 ml/min
	range: 11.49676 mg/l – 101.17149 mg/l , 5 measurements in duplicate
	y=386.673·x + 371.732

r=0.999
	No interferences
	Level I

0.34836% (w/w) a.s., n=5; recovery range 82.37% - 98.19%

Level II 

0.68431% (w/w) a.s., n=5; recovery range 84.69% - 87.16%


	Level I

Mean recovery – 90.8%

Level II

Mean recovery – 85.8%

Mean

88.0%
	0.50274-0.5287% (w/w) a.s., n=6

RSD = 1.8%
	-
	0069_0002_FA


Analytical method for the analysis of active substance - Bentonite

Analysis of bentonite content in the product was carried out using X-ray diffraction (XRD) method.

Phase composition of bentonite was determined using HighScore program and COD database (Crystallography Open Database). Percentage composition was calculated using Rietveld algorithm. Reference standards of phases were from COD database.

Bentonite used for production of the product BF MicroDry was analysed using X-ray diffraction method and its diffractogram was obtained. A sample of the product BF MicroDry was then analysed and its diffractogram was obtained. Based on the obtained diffractograms, percentage composition of phases was calculated. The results allowed to identify and quantify bentonite content in the biocidal product.

Analysis of the active substance bentonite via X-ray diffraction allowed to identify and quantify its content in the biocidal product. The method is acceptable.

Analytical methods for the monitoring of residues (soil, water, air, body fluids and tissues and food)

Not required in the frame of a simplified authorisation procedure.  

Lactic acid is listed in Annex I of regulation (EU) No 528/2012 under Category 1. Bentonite is listed in Annex I of regulation (EU) No 528/2012 under Category 7.

	Conclusion on the methods for detection and identificationof the product

	The submitted methods for analysis of active substances bentonite and lactic acid are acceptable. Analytical methods for the monitoring of residues (soil, water, air, body fluids and tissues and food) are not required in the frame of a simplified authorisation procedure.


2.2.4 Efficacy against target organisms

2.2.4.1 Function and field of use

BF MicroDry is a powder intended to be used as a general disinfectant to non-porous and porous surface in veterinary area.
2.2.4.2 Organisms to be controlled and products, organisms or objects to be protected

The product is intended to control bacteria and yeast on non-porous and porous surface in veterinary area
2.2.4.3 Effects on target organisms, including unacceptable suffering

The product is applied by sprinkling, in an amount sufficient to cover the wet surface.
No unacceptable suffering is foreseen.

2.2.4.4 Mode of action, including time delay

Bentonite has strong adsorption properpies, thanks to which it absorbs water from the environment (also from microbial cells) and the biogenic elements contained in it, necessary for proper life processes. Bentonite also block enzyme systems in microbial cells, preventing metabolic reactions.
Lactic acid in its undissociated state is able to pass the cell membrane. At a relatively low pH, the uncharged acid enters the cell. Inside the cell, the Lactic acid dissociates due to the higher pH. The molecules remain inside the cell, because the resulting ions cannot pass the membrane. The pH inside the cell is lowered and metabolic reactions are inhibited. Further effects are also reported. Decrease of the membrane permeability for amino acids, organic acids, phosphates resulting in uncoupling of both substrate transport and oxidative phosphorylation from the electron transport system. Furthermore, an inhibition of the glycolysis by the lactate ion is observed.
The results of the efficacy tests conclusively demonstrate that the biocidal product with the concentration of 0,5 % w/w Lactic acid and 69 % w/w bentonite after a 24 h contact time for PT3 application reached sufficient efficacy to reduce the target organisms (bacteria and yeast) below the required threshold.
2.2.4.5 Efficacy data 

	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

	Bactericidal
Yeasticidal
	Veterinary area
	1. bentonite (CAS: 215-683-2) 69 % (w/w)

2. lactic acid (CAS: 50-21-5) 0,5 % (w/w).
	1. E. coli ATCC 10536

2. P. aeruginosa ATCC 15442

3. S. aureus ATCC 6538
4. Salmonella enteric DSMZ 17058

5. Streptococcus enteric DSMZ 9683

6. Proteus vulgaris ATCC 13315

7. C. albicans ATCC                                                                                                                                                                                                                                                                                                                                                                                                                                                        10231
	Method for determining the disinfecting efficacy of a solid preparation for utility surfaces in the veterinary area PB-07
	Application rate : 50 g/m2, 150 g/m2, 250 g/m2
Material: wood, terracotta, plaster 
Contact time: 24 h

Temp 20±1°C
	Growth inhibition zone 3,0-5,3 mm  at appliction rate 250 g/m2
Untreated control- not obserwed growth inhibition zone
	Microbiological Laboratory
ACRYLMED

Test Report No. FSB 22/LM02/20

13.07.2020


	Conclusion on the efficacy of the product

	Product BF MicroDry is effectiveness agains bacteria and yeast in temperature 20°C in 24 h time contact.
According to Guidance on the BPR, Efficacy, Vol. II, Parts B+C ,for weterinary area every tests should be done in temperature 10 °C. The applicant explained the performance 
of the test at temperature of 20°C. Lower temperature in animal husbandry increase the demand for high-energy feed and increases the cost of livestock breeding. As a result, most growers maintain a temperature of 20°Cin their livestock housing.

CA PL agree with the explanations that the temperatue of 20°C corresponds more to the conditions of the practical use of the product.


2.2.4.6 Occurrence of resistance and resistance management

Bentonite has a physical effect on cells, so that the microorganism do not develop a resistance mechanism to this component.

Lactic acid present in the BF MicroDry may incease resistance, however the formulation of the product has beeb prepared in such a way that, through appropriately selected pH regulating components, resistance does not occur.
The authorization holder should report any observed incidents related to the efficacy to the Competent Authorities (CA).
2.2.4.7 Known limitations

None known. No undesired or unintended side effect have been observed during the studies on efficacy against target organisms of the biocidal product BF MicroDry
2.2.4.8 Evaluation of the label claims

Product Type : PT 3 – disinfection of non-porous and porous surface in veterinary area
Efficacy and contact time : Bacteria and yeasts 24 h

Application method : Manual application- sprinkling

Application dose 250 g of the product per 1m2 of wet surface in temp.20oC

2.2.4.9 Relevant information if the product is intended to be authorised for use with other biocidal product(s)
Not applicable, the products in this biocidal product family are not intended to be used in combination with other biocidal products.

2.2.5 Risk assessment for human health

2.2.5.1 Assessment of effects on Human Health 
No toxicological studies have been submitted for the biocidal product BF MicroDry. No classification is proposed for human health, as the criteria for classification under Regulation (EC) 1272/2008 are not met.

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

	Value/conclusion
	Not classified as skin irritant.

	Justification for the value/conclusion
	Based on intrinsic properties of individual components of the product

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


Eye irritation

	Conclusion used in Risk Assessment – Eye irritation 

	Value/conclusion
	Not classified as eye irritant

	Justification for the value/conclusion
	Based on intrinsic properties of individual components of the product

	Classification of the product according to CLP and DSD
	No classification is required


Respiratory tract irritation 

	Conclusion used in the Risk Assessment – Respiratory tract irritation

	Justification for the conclusion
	Based on intrinsic properties of individual components of the product

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


Skin sensitization

	Conclusion used in Risk Assessment – Skin sensitisation

	Value/conclusion
	Not classified as a skin sensitizer

	Justification for the value/conclusion
	Based on intrinsic properties of individual components of the product

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


Respiratory sensitization (ADS)

	Conclusion used in Risk Assessment – Respiratory sensitisation

	Value/conclusion
	Not classified as a respiratory sensitizer

	Justification for the value/conclusion
	Based on intrinsic properties of individual components of the product

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


Acute toxicity

Acute toxicity by oral route

	Value used in the Risk Assessment – Acute oral toxicity

	Value
	Not classified for oral acute toxicity

	Justification for the selected value
	Based on intrinsic properties of individual components of the product

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


Acute toxicity by inhalation

	Value used in the Risk Assessment – Acute inhalation toxicity

	Value
	Not classified for acute inhalation toxicity

	Justification for the selected value
	Based on intrinsic properties of individual components of the product

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


Acute toxicity by dermal route

	Value used in the Risk Assessment – Acute dermal toxicity

	Value
	Not classified for acute dermal toxicity

	Justification for the selected value
	Based on intrinsic properties of individual components of the product

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


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

Non of the co-formulats have been identified as a substace of concern. The full assessment can be found in the confidential annex.
Assessment for endocrine disrupting properties for non-active substances

According to the ED (endocrine disruptor) criteria with respect to humans established in the Comission Delgated 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 using the following methodorogy:
1) For each co-formulant, the exact GHS hazard classification is checked and identified whether the co-formulant has any CMR hazards statements

2) Each co-formulant is entered by way of its CAS number in the following 4 databases:

A. Endocrine disruptor assessment list (EU)

B. Endocrine Disprusruption Screening Program for the 21st century (EPA)

C. CompTox Chemicals Dashboard (EPA)

D. EFSA Publications

After this screening it was concluded some of the co-formulants raise an potential alert for endocrine disruptors, however since these substances are GRAS (Generally Recognized as Safe) or Food additives (EFSA opinions) and these substances are still under the assessment,  PLCA is on the opinion that these substances should not be identified as substances of concern. 
See the Confidential Annex for more information on the screening results.
2.2.5.2 Exposure assessment
Not part of the requirements for biocidal products eligible for simplified authorization as per Article 19, point 1, nor are they defined as requirements in Article 25 and Article 20 point 1. (b), pertaining to biocidal products eligible for simplified authorization.

Dietary exposure

Not part of the requirements for biocidal products eligible for simplified authorization as per Article 19, point 1, nor are they defined as requirements in Article 25 and Article 20 point 1. (b), pertaining to biocidal products eligible for simplified authorization.
Exposure associated with production, formulation and disposal of the biocidal product.
Not part of the requirements for biocidal products eligible for simplified authorization as per Article 19, point 1, nor are they defined as requirements in Article 25 and Article 20 point 1. (b), pertaining to biocidal products eligible for simplified authorization. 
2.2.5.3 Risk characterisation for human health.
Not part of the requirements for biocidal products eligible for simplified authorization as per Article 19, point 1, nor are they defined as requirements in Article 25 and Article 20 point 1. (b), pertaining to biocidal products eligible for simplified authorization.
2.2.6  Risk assessment for animal health

Not part of the requirements for biocidal products eligible for simplified authorization as per Article 19, point 1, nor are they defined as requirements in Article 25 and Article 20 point 1. (b), pertaining to biocidal products eligible for simplified authorization.
2.2.7 Risk assessment for the environment

Risk assessment for the environment is a requirement for products not eligible for 
a simplified authorization as per Article 19, point 1. As this registration is submitted under the Art. 25 simplified authorization, this requirement is not relevant. Furthermore, Risk assessment for the environment is not defined as a requirement in Article 25 and Article 20 point 1. (b), pertaining to biocidal products eligible for simplified authorization. This Risk assessment for the environment is not part of the required summary of the biocidal product characteristics, for products submitted under the simplified authorization, 
as defined in points (a), (b) and (e) to (q) of Article 22(2). Therefore, this Risk assessment

for the environment is not required for the current registration.
2.2.8 Measures to protect man, animals and the environment

None
2.2.9 Assessment of a combination of biocidal products

He biocidal product BF Micro Dry is not intended to be authorised for the use with other biocidal products. 

3 Annexes

3.1 Confidential annex 

 Please see separate confidential document
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