Regulation (EU) No 528/2012 concerning the making available on the market and use of biocidal products


PRODUCT ASSESSMENT REPORT OF A BIOCIDAL PRODUCT FAMILY FOR NATIONAL AUTHORISATION APPLICATIONS

(submitted by the evaluating Competent Authority)

[image: ]
SANYTOL LACTIC NA-APP

Product types 2, 4

L(+) Lactic acid


Case Number in R4BP: BC-NR051203-32


Evaluating Competent Authority: FR CA
 

Date: [day/month/year] 

[bookmark: _Toc51170579]Table of Contents

Table of Contents	2
1	CONCLUSION	5
2	ASSESSMENT REPORT	9
2.1	Summary of the product assessment	9
2.1.1	Administrative information	9
2.1.1.1	Identifier of the product family	9
2.1.1.2	Authorisation holder	9
2.1.1.3	Manufacturer(s) of the products of the family	9
2.1.1.4	Manufacturer(s) of the active substance(s)	10
2.1.2	Product family composition and formulation	10
2.1.2.1	Identity of the active substance	11
2.1.2.2	Candidate(s) for substitution	11
2.1.2.3	Qualitative and quantitative information on the composition of the biocidal product family2	11
2.1.2.4	Information on technical equivalence	12
2.1.2.5	Information on the substance(s) of concern	12
2.1.2.6	Assessment of endocrine disruption (ED) properties of the biocidal product family	12
2.1.2.7	Type of formulation	12
2.1.3	Meta SPC 1 administrative information	12
2.1.3.1	Meta SPC identifier	12
2.1.3.2	Suffix to the authorisation number	12
2.1.3.3	Product type(s)	13
2.1.4	Meta SPC 1 composition	13
2.1.4.1	Qualitative and quantitative information on the composition of the meta SPC 1	13
2.1.4.2	Type(s) of formulation of the meta SPC 1	13
2.1.5	Hazard and precautionary statements according to Regulation (EC) 1272/2008 of the meta SPC 1	13
2.1.6	Authorised use(s) of the META SPC 1	14
2.1.6.1	Use description	14
2.1.7	General directions for use of the meta SPC 1	15
2.1.7.1	Instructions for use	15
2.1.7.2	Risk mitigation measures	15
2.1.7.3	Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment	15
2.1.7.4	Instructions for safe disposal of the product and its packaging	16
2.1.7.5	Conditions of storage and shelf-life of the product under normal conditions of storage	16
2.1.8	Other information	16
2.1.9	Trade name(s), authorisation number and specific composition of each individual product	16
2.1.10	Meta SPC 2 administrative information	17
2.1.10.1	Meta SPC identifier	17
2.1.10.2	Suffix to the authorisation number	17
2.1.10.3	Product type(s)	17
2.1.11	Meta SPC 2 composition	17
2.1.11.1	Qualitative and quantitative information on the composition of the meta SPC 2	17
2.1.11.2	Type(s) of formulation of the meta SPC 2	18
2.1.12	Hazard and precautionary statements according to Regulation (EC) 1272/2008 of the meta SPC 2	18
2.1.13	Authorised use(s) of the META SPC 2	19
2.1.13.1	Use description	19
2.1.14	General directions for use of the meta SPC 2	20
2.1.14.1	Instructions for use	20
2.1.14.2	Risk mitigation measures	20
2.1.14.3	Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment	20
2.1.14.4	Instructions for safe disposal of the product and its packaging	20
2.1.14.5	Conditions of storage and shelf-life of the product under normal conditions of storage	20
2.1.15	Other information	20
2.1.16	Trade name(s), authorisation number and specific composition of each individual product	20
2.1.17	Meta SPC 3 administrative information	22
2.1.17.1	Meta SPC identifier	22
2.1.17.2	Suffix to the authorisation number	22
2.1.17.3	Product type(s)	23
2.1.18	Meta SPC 3 composition	23
2.1.18.1	Qualitative and quantitative information on the composition of the meta SPC 3	23
2.1.18.2	Type(s) of formulation of the meta SPC 3	23
2.1.19	Hazard and precautionary statements according to Regulation (EC) 1272/2008 of the meta SPC 3	23
2.1.20	Authorised use(s) of the META SPC 3	24
2.1.20.1	Use description	24
2.1.21	General directions for use of the meta SPC 3	25
2.1.21.1	Instructions for use	25
2.1.21.2	Risk mitigation measures	25
2.1.21.3	Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment	25
2.1.21.4	Instructions for safe disposal of the product and its packaging	26
2.1.21.5	Conditions of storage and shelf-life of the product under normal conditions of storage	26
2.1.22	Other information	26
2.1.23	Trade name(s), authorisation number and specific composition of each individual product	26
2.1.24	Packaging of the biocidal product	27
2.1.25	Documentation	27
2.1.25.1	Data submitted in relation to product application	27
2.1.25.2	Access to documentation	27
2.2	Assessment of the biocidal product family	29
2.2.1	Intended use(s) as applied for by the applicant	29
2.2.2	Physical, chemical and technical properties	31
2.2.3	Physical hazards and respective characteristics	49
2.2.4	Methods for detection and identification	54
2.2.5	Efficacy against target organisms	57
2.2.5.1	Function and field of use	57
2.2.5.2	Organisms to be controlled and products, organisms or objects to be protected	57
2.2.5.3	Effects on target organisms, including unacceptable suffering	57
2.2.5.4	Mode of action, including time delay	57
2.2.5.5	Efficacy data	58
2.2.5.6	Occurrence of resistance and resistance management	68
2.2.5.7	Known limitations	69
2.2.5.8	Evaluation of the label claims	69
2.2.5.9	Relevant information if the product is intended to be authorised for use with other biocidal product(s)	69
2.2.6	Risk assessment for human health	70
2.2.6.1	Assessment of effects on Human Health	70
2.2.6.2	Exposure assessment	77
2.2.6.3	Risk characterisation for human health	94
2.2.7	Risk assessment for animal health	100
2.2.8	Risk assessment for the environment	100
2.2.8.1	Effects assessment on the environment	100
2.2.8.2	Exposure assessment	102
2.2.8.3	Risk characterisation	111
2.2.9	Measures to protect man, animals and the environment	114
2.2.10	Assessment of a combination of biocidal products	114
2.2.11	Comparative assessment	114
3	Annexes	115
3.1	List of studies for the biocidal product family	115
3.2	Output tables from exposure assessment tools	118
3.3	New information on the active substance	118
3.4	Residue behaviour	118

[bookmark: _Toc51170580]CONCLUSION
INTRODUCTION OF THE APPLICATION

France, as rMS, received an application from GRUPO AC MARCA SL for national authorisation for the biocidal product family SANYTOL LACTIC NA-APP.

The products from biocidal product family SANYTOL LACTIC NA-APP are containing 0,9 to 0,938 % of lactic acid and are product type 2 and/or 4 intended to be used by non-professionals.

The product family is composed of 3 META SPC:
· META SPC 1: PT2: ready-to-use liquid Disinfectant without rising for non-washable textile or textile from domestic areas which are difficult to wash (sofa, curtains, carpets, car seats,...), including textiles in contact with pets (bed, sofa, carpet, car seat, pet’s beds, pet’s carriers, “niches” etc…).
· META SPC 2: PT2 and 4: ready-to-use liquid disinfectant for surfaces and disinfectant for surfaces in contact with food by wiping.
· META SPC 3: PT2 and 4: Disinfecting wipes for surfaces and disinfectant for surfaces in contact with food by wipes.

SUMMARY AND OVERALL CONCLUSION OF THE ASSESSMENT


[bookmark: d0e1044]Conclusion of the physico-chemical and technical properties

The physico-chemical properties of the biocidal product family SANYTOL LACTIC NA-APP have been described and considered acceptable in the conditions of use detailed in the SPC. 

The products of meta SPC 2 of  the biocidal product family are not classified with regard to physical and chemical properties. The products of meta SPC 1 are classified corrosive to metal H290. The meta SPC 3 are classified flammable H226 and corrosive to metal H290.
To confirm the classification “corrosive to metal” of Meta spc 1 and 3, the localised corrosion should be provided in post-authorization.
To confirm the classification “flammable”, the flash-point of the impregnated liquid (Meta SPC 3) should be provided in post-authorization.
As products of meta SPC 3 are considered as flammable, the auto-ignition properties should be provided at post-authorisation
The analytical methods provided are fully validated for the determination of the active substance, lactic acid.

Meta SPC 1 & 2:

The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in commercial packaging material. The long-term storage stability study is on-going for meta SPC 2 and results after 2 years storage are required within 1 year after authorisation for the meta SPC 2. 

Meta SPC 3: 

The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in commercial packaging material. 
The products of Meta SPC 3 must not be stored at temperatures higher than 35°C.


Conclusion of the efficacy

Efficacy of biocidal product family SANYTOL LACTIC NA APP has been demonstrated in accordance with the requirements of Guidance on BPR, Volume II Efficacy – Assessment and Evaluation (Parts B+C), in the conditions of use detailed in the SPC:

META SPC 1: Textile disinfection for PT2 uses (dirty conditions) at room temperature by spraying, against respectively bacteria, yeasts and enveloped virus (including H1N1 and Coronavirus) with a contact time of 15 min.

META SPC 2: Surface disinfection for PT2 and 4 uses (dirty conditions) at room temperature by wiping, against respectively bacteria, yeasts and enveloped virus (including H1N1 and Coronavirus) with a contact time of 15 min.

META SPC 3: Surface disinfection for PT2 and 4 uses (dirty conditions) at room temperature with impregnated wipes, against bacteria, yeasts and enveloped virus (including H1N1 and Coronavirus) with a contact time of 5 min.

Resistance
No resistance phenomenon has been reported with lactic acid in the scientific literature.
To ensure a satisfactory level of efficacy and avoid the development of resistance, the recommendations proposed in the SPC have to be implemented.

Substances of concern (SoCs)

4 co-formulant(s) included in the product were identified as substance(s) of concern for human health. 

None of the co-formulants contained in the family SANYTOL LACTIC NA-APP are regulatory identified as endocrine disruptors.
However, some co-formulants are currently being evaluated in the frame of REACH for its potential ED properties. 
In addition, based on screening several co-formulants show indications of endocrine activity and this should be further assessed in the frame of REACH Regulation.
Hence, it is not possible to conclude whether these co-formulants should be considered to have ED properties or not before the end of the assessment. In case any co-formulants are finally identified as ED, the biocidal product will be considered as ED and authorisation will have to be revised accordingly. 




Conclusion on the risk for human health


Meta SPC1

Meta SPC 1 is classified Eye Irrit. 2 (H319).

The risk is considered acceptable considering systemic and local effects if the directions for uses in the SPC are followed.


Meta SPC 2

Meta SPC 2 is classified Eye Dam. 1 (H318).

The risk is acceptable regarding systemic and local effects, considering the adapted packaging (Flip-top Screw Cap), the viscosity of the product and if the directions for uses and RMM in the SPC are followed. 

In addition to the flip-top screw cap, a child proof closure is required.

Meta SPC 3

Meta SPC 3 is classified Eye Irrit. 2 (H319).

The risk is considered acceptable considering systemic and local effects if the directions for uses in the SPC are followed.

Conclusion on the risk for consumer under indirect exposure via food

No specific residue data were submitted in the context of this dossier. 
By definition, PT2 biocidal product is not intended for direct application to humans or animals and is not used for direct contact with food or feeding stuffs. 
Regarding the intended use of SANYTOL LACTIC NA-APP for PT 4, residues in food, feed, milk or drinking water might be expected. 
Nevertheless, based on the low concentration of L(+) lactic acid, the endogenous production and the authorized uses of this active as food additive (E 270), significant indirect exposure via Disinfection by-products in food is not expected. 

Conclusion on the risk for the environment

The estimated risks of the products of the SANYTOL LACTIC NA-APP family for the non-target species of the environment, are acceptable. Moreover, concentrations of L(+) Lactic acid in groundwater related to the use of the products SANYTOL LACTIC NA-APP Family are lower than the threshold value set by Directive 98/83/EC after refinement of the groundwater assessment with the FOCUS PEARL model.


GENERAL CONCLUSION: 

The conformity to the uniform principles, as defined in the Regulation (EU) n°528/2012, for the biocidal product family SANYTOL LACTIC NA-APP is reported in the table below, for each use.  


	META SPC
	Target organism
	Application rates
	Use conditions
	Conclusions

	META SPC 1
	Bacteria

Yeasts

Enveloped virus 
	Application rate: ≃ 8 sprays/m²

Contact time: 
15 minutes 


	Application by spraying for non-Professional users 

Indoor, non-washable textiles or textiles difficult to wash
	Acceptable

	META SPC2
	Bacteria

Yeasts

Enveloped virus 
	
Application rate : 2 squeezes on a wetted cloth/sponge /m² (for application by wiping) 


Contact time: 
15 minutes 
	Application by wipping for non-Professional users 

Indoor
	Acceptable


	META SPC 3
	Bacteria

Yeasts

Enveloped virus 
	
Application rate : 2 wipes/m²

Contact time: 5 minutes

	Application by wiping for non-Professional users 

Indoor


	Acceptable



With the following risk mitigation measures:

META-SPC 1

· Avoidance of contact with wet surfaces.
· Avoid touching the eyes with hands 
· Wash hands after application
· The spray application must be downward in order to avoid any facial exposure.

META-SPC 2

· Avoidance of contact with wet surfaces.
· Avoid touching the eyes with hands 
· Wash hands after application


META-SPC 3

· Avoidance of contact with wet surfaces.
· Avoid touching the eyes with hands 
· Wash hands after application





PRESENTATION OF THE BIOCIDAL PRODUCT FAMILY INCLUDING CLASSIFICATION AND LABELLING 
The description of the biocidal products and of the structure of the biocidal product family is available in the SPC.

The hazard and precautionary statements of the biocidal product family according to the Regulation (EC) 1272/2008 is available in the SPC.

[bookmark: _Ref482784408]DESCRIPTION OF USES PROPOSED TO BE AUTHORISED
The uses claimed in the application and their assessment are described in the PAR. The description of the uses proposed to be authorised are available in the SPC.




1. [bookmark: _Toc51170581]ASSESSMENT REPORT
[bookmark: _Toc512506004]PART I - FIRST INFORMATION LEVEL

0. [bookmark: _Toc51170582][bookmark: d0e6][bookmark: d0e7]Summary of the product assessment 
0. [bookmark: _Toc51170583]Administrative information
0. [bookmark: d0e10][bookmark: _Toc51170584]Identifier of the product family
	Identifier[footnoteRef:2] [2: 	 Please fill in here the identifying product name from R4BP. ] 

	Country (if relevant)

	SANYTOL LACTIC NA-APP
	France
Belgium
Bulgaria
Croatia
Czech Republic
Denmark
Estonia
Greece
Finland
Hungary
Italy 
Luxembourg
Latvia
Lithuania
Netherlands
Poland 
Portugal
Romania
Spain
Slovakia
Slovenia
Sweden
Switzerland



0. [bookmark: _Toc51170585][bookmark: d0e350]Authorisation holder
	[bookmark: d0e66]Name and address of the authorisation holder
	Name
	Grupo AC Marca, S.L.

	
	Address
	Avda Carrilet 293-297
08907 - L’Hospitalet de Llobregat
Barcelona, SPAIN

	Authorisation number
	

	Date of the authorisation
	

	Expiry date of the authorisation
	


0. [bookmark: d0e146][bookmark: _Toc51170586]Manufacturer(s) of the products of the family
	Name of manufacturer
	Grupo AC Marca, S.L.

	Address of manufacturer
	Avda Carrilet 293-297
08907 - L’Hospitalet de Llobregat
Barcelona, SPAIN

	Location of manufacturing sites
	Polígono Industrial Can Serra III, Parcela I
08791 Sant Llorenç d’Hortons
Barcelona – Spain

	
	Polígono Industrial Can Barri. C/ Esqueis S/N
8515 es i Riells
Barcelona – Spain

	
	Jana Čermáka 124
28201 Přišimasy- Czech Republic


0. [bookmark: _Toc51170587]Manufacturer(s) of the active substance(s)
[bookmark: d0e246]
	Active substance
	L(+) lactic acid

	Name of manufacturer
	Purac Biochem

	[bookmark: d0e269]Address of manufacturer
	Arkelsedijk 46, NL-4206 AC Gorinchem 
The Netherlands

	Location of manufacturing sites
	Arkelsedijk 46, NL-4206 AC Gorinchem 
The Netherlands



	Active substance
	L(+) lactic acid

	Name of manufacturer
	Jungbunzlauer S.A.

	Address of manufacturer
	Jungbunzlauer S.A.
Z.I. Portuaire
BP 32
67390 Marckolsheim
France

	Location of manufacturing site
	Jungbunzlauer S.A.
Z.I. Portuaire
BP 32
67390 Marckolsheim
France





0. [bookmark: _Toc51170588]Product family composition and formulation
NB: the full composition of the product according to Annex III Title 1 should be provided in the confidential annex.

Does the product have the same identity and composition as the product evaluated in connection with the approval for listing of the active substance(s) on the Union list of approved active substances under Regulation No. 528/2012?
[bookmark: __Fieldmark__1124_528645922]Yes 	|_|
No 	|X|
1. [bookmark: _Toc51170589]Identity of the active substance
	Main constituent(s)

	ISO name
	L(+) lactic acid

	IUPAC or EC name
	(S)-2-Hydroxypropanoic acid

	EC number
	201-196-2

	CAS number
	79-33-4

	Index number in Annex VI of CLP
	

	Minimum purity / content
	≥ 95.5% w/w (dry weight)

	Structural formula
	[image: ]



1. [bookmark: _Toc51170590]Candidate(s) for substitution

L-(+)-lactic acid is not candidate for substitution in accordance with Article 10 of BPR


1. [bookmark: _Toc51170591]Qualitative and quantitative information on the composition of the biocidal product family2
[bookmark: d0e437]
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	
	
	
	
	
	Min
	Max

	Lactic acid
	L(+) Lactic acid
	Pure active substance*
	79-33-4
	201-196-2
	0.86
	0.896

	
	
	Technical active substance**
	
	
	0.90
	0.938

	Content in the biocidal product of the mixture including the active substance 
	1.075
	1.12

	1-Decanamine, N,N-dimethyl, N-oxide
	
	Surfactant
	2605-79-0
	220-020-5
	0.4575
	1.769

	D-pentose et D-glucose, oligomeric, C8-10-alkyl glycosides
	
	Surfactant
	68515-73-1
	500-220-1
	0.36
	1.584

	1-Deoxi-1-(metil-(C8-10-alcanoil)amino)-D-Glucitol
	
	Surfactant
	1591782-62-5
	816-846-6
	0
	1,98

	1-Hydroxyethylidene-1,1-
diphosphonic acid
	
	Chelant
	2809-21-4
	220-552-8
	0
	0.1736


*based on the content of active substance in the mixture used for the formulation of the biocidal product (80% w/w). 
**based on the minimum purity of active substance: 95.5% w/w.


1. [bookmark: _Toc51170592]Information on technical equivalence
The source of the active substance from Purac Biochem is the same as the one evaluated for inclusion in the Union list of approved active substances.

The source of the active substance from Jungbunzlauer S.A. is considered technically equivalent compared to the reference source (Decision number: TAP-D-1403137-31-00/F).

1. [bookmark: _Toc51170593]Information on the substance(s) of concern

According to the definition of a substance of concern laid down in the Guidance on the BPR Volume III Human Health – Part B and C Risk Assessment, 4 co-formulants have been identified as substance of concern:

· 1-Hydroxyethylidene-1,1-diphosphonic acid
· 1-Decanamine,N,N-dimethyl, N-oxide,
· D-pentose and D-glucose, oligomeric, C8-10-alkyl glycosides
· 1-Deoxy-1-(methyl-(C8-10-alcanoil)amino)-D-Glucitol 

Please see the confidential annex for further details.

1. [bookmark: _Toc2154055][bookmark: _Toc533154532][bookmark: _Toc532221594][bookmark: _Toc51170594]Assessment of endocrine disruption (ED) properties of the biocidal product family

None of the co-formulants contained in the family SANYTOL LACTIC NA-APP are regulatory identified as endocrine disruptors.
However, some co-formulants are currently being evaluated in the frame of REACH for its potential ED properties. 
In addition, based on screening several co-formulants show indications of endocrine activity and this should be further assessed in the frame of REACH Regulation.
Hence, it is not possible to conclude whether these co-formulants should be considered to have ED properties or not before the end of the assessment. In case any co-formulants are finally identified as ED, the biocidal product will be considered as ED and authorisation will have to be revised accordingly. 
Please refer to confidential Annex.


1. [bookmark: _Toc51170595]Type of formulation
	AL (any other liquid) ready-to-use / XX: Impregnated wipes




[bookmark: _Toc512506016][bookmark: _Toc454870196][bookmark: _Toc450741097]PART II - SECOND INFORMATION LEVEL - META SPC 1

0. [bookmark: _Toc51170596]Meta SPC 1 administrative information
2. [bookmark: _Toc51170597]Meta SPC identifier
	Identification
	META SPC 1 : DEO TEXTILE SPRAY



2. [bookmark: _Toc51170598]Suffix to the authorisation number
	Number 1
	



2. [bookmark: _Toc51170599]Product type(s)
	Product type(s)
	2



0. [bookmark: _Toc51170600]Meta SPC 1 composition
3. [bookmark: _Toc51170601]Qualitative and quantitative information on the composition of the meta SPC 1
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	
	
	
	
	
	Min
	Max

	Lactic acid
	L(+) Lactic acid
	Pure active substance
	79-33-4
	201-196-2
	0.86
	0.86

	
	
	Technical active substance
	
	
	0.90
	0.90

	Content in the biocidal product of the mixture including the active substance
	1.075
	1.075

	1-Hydroxyethylidene-1,1-
diphosphonic acid
	
	Chelant
	2809-21-4
	220-552-8
	0.1624
	0.1736

	1-Decanamine, N,N-dimethyl, N-oxide
	
	Surfactant
	2605-79-0
	220-020-5
	0.4575
	0.4575

	D-pentose et D-glucose, oligomeric, C8-10-alkyl glycosides
	
	Surfactant
	68515-73-1
	500-220-1
	0.36
	0.396



3. [bookmark: _Toc51170602]Type(s) of formulation of the meta SPC 1
	AL (any other liquid) ready-to-use



0. [bookmark: _Toc51170603]Hazard and precautionary statements according to Regulation (EC) 1272/2008 of the meta SPC 1

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

	Classification

	Hazard category
	Serious eye irritation, category 2
Corrosive for metal, category 1

	Hazard statement
	H290 : May be corrosive to metals
H319: Causes serious eye irritation

	

	Labelling

	Signal words
	Warning

	Hazard statements
	H319: Causes serious eye irritation
H290 : May be corrosive to metals

	Precautionary statements
	P234: Keep only in original container.
P264: Wash … thoroughly after handling.
P305+P351+P338: IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do. Continue rinsing. 
P337+P313: If eye irritation persists: Get medical advice/attention.


	

	Note
	




0. [bookmark: _Toc517184298][bookmark: _Toc51170604]Authorised use(s) of the META SPC 1

5. [bookmark: _Toc517184299][bookmark: _Toc51170605][bookmark: _Toc517184310][bookmark: _Toc506911804][bookmark: _Toc454870216][bookmark: _Toc450741117][bookmark: d0e1873]Use description
Table 1. Use # 1 – Textile disinfection
	Product Type
	PT02 - Disinfectants and algaecides not intended for direct application to humans or animals (Disinfectants)

	Where relevant, an exact description of the authorised use
	

	Target organism (including development stage)
	Bacteria
Yeasts
Enveloped virus 

	Field of use
	Indoor, non-washable textiles or textiles difficult to wash (sofa, curtains, carpets, car seats,...), including textiles in contact with pets (bed, sofa, carpet, car seat, pet’s beds, pet’s carriers, “niches” etc…)

	Application method(s)
	Spraying

	Application rate(s) and frequency
	Application rate: ≃ 8 sprays/ m² of textile
Contact time: 15 minutes 

Room temperature

	Category(ies) of users
	Non-professionals

	Pack sizes and packaging material
	HDPE bottle from 250 mL up to 600 mL


0. [bookmark: _Toc517184300]Use-specific instructions for use
	· Spray the product uniformly 20 cm away from the textile to be treated. 
· No need to rinse. 


0. [bookmark: _Toc517184301]Use-specific risk mitigation measures 
	-


0. [bookmark: _Toc517184302]Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	-


0. [bookmark: _Toc517184303]Where specific to the use, the instructions for safe disposal of the product and its packaging 
	-


0. [bookmark: _Toc517184304]Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage
	-



0. [bookmark: _Toc51170606]General directions for use of the meta SPC 1
6. [bookmark: _Toc517184311][bookmark: _Toc506911805][bookmark: _Toc454870217][bookmark: _Toc450741118][bookmark: _Toc51170607]Instructions for use
	· Comply with the instructions of use.
· Respect the conditions of use of the product (concentration, contact time, temperature, etc.).
· Products have been tested against enveloped virus, including the strains Coronavirus 229E (representative strain of Coronavirus outbreak) and influenza A (representative strain of Influenza H1N1 outbreak).
· Inform the registration holder if the treatment is ineffective.
· Ensure complete wetting on the surfaces, leave for appropriate contact time.
· Let the treated surface dry. 


6. [bookmark: _Toc517184312][bookmark: _Toc51170608]Risk mitigation measures
	· Avoidance of contact with wet surfaces
· Avoid touching the eyes with hands 
· Wash hands after application
· The spray application must be downward in order to avoid any facial exposure.


6. [bookmark: _Toc517184313][bookmark: _Toc51170609]Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

	· IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do. Continue rinsing. 
· IF ON SKIN: Wash with plenty of soap and water.
· Ingestion: Wash out mouth with water. Contact poison treatment specialist. Seek medical advice immediately if symptoms occur and/or large quantities have been ingested. Do not give fluids or induce vomiting.
· Inhalation (of spray mist): Remove victim to fresh air and keep at rest in a position comfortable for breathing. Seek medical advice immediately if symptoms occur and/or large quantities have been inhaled.
· In case of impaired consciousness place in recovery position and seek medical advice immediately.
· Keep the container or label available.
· If medical advice is needed, have product container or label at hand.


6. [bookmark: _Toc517184314][bookmark: _Toc51170610]Instructions for safe disposal of the product and its packaging
	· Dispose of unused product, its packaging and all other waste in accordance with local regulations.
· Do not discharge unused product on the ground, into water courses, into pipes (sink, toilets…) nor down the drains.


6. [bookmark: _Toc517184315][bookmark: _Toc51170611]Conditions of storage and shelf-life of the product under normal conditions of storage
	· Shelf-life: 2 years
· Keep out of reach of children and non-target animals/pets



0. [bookmark: _Toc517184316][bookmark: _Toc51170612]Other information
	-






PART III - THIRD INFORMATION LEVEL:  INDIVIDUAL PRODUCTS IN THE META SPC 1

0. [bookmark: _Toc51170613]Trade name(s), authorisation number and specific composition of each individual product

	Trade name(s)
	SANYTOL DESODORISANT
DESINFECTANT SPÉCIAL TEXTIL PROTECT

	Authorisation number
	

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

	Lactic acid
	L(+) Lactic acid
	Pure active substance
	79-33-4
	201-196-2
	0.86

	
	
	Technical active substance
	
	
	0.90

	Content in the biocidal product of the mixture including the active substance
	1.075

	1-Hydroxyethylidene-1,1-
diphosphonic acid
	
	Chelant
	2809-21-4
	220-552-8
	0.1736

	1-Decanamine, N,N-dimethyl, N-oxide
	
	Surfactant
	2605-79-0
	220-020-5
	0.4575

	D-pentose et D-glucose, oligomeric, C8-10-alkyl glycosides
	
	Surfactant
	68515-73-1
	500-220-1
	0.396



	Trade name(s)
	SANYTOL DESODORISANT TEXTILE
DESINFECTANT ODEURS ANIMAUX PLUS

	Authorisation number
	

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

	Lactic acid
	L(+) Lactic acid
	Pure active substance
	79-33-4
	201-196-2
	0.86

	
	
	Technical active substance
	
	
	0.90

	Content in the biocidal product of the mixture including the active substance
	1.075

	1-Hydroxyethylidene-1,1-
diphosphonic acid
	
	Chelant
	2809-21-4
	220-552-8
	0.1736

	1-Decanamine, N,N-dimethyl, N-oxide
	
	Surfactant
	2605-79-0
	220-020-5
	0.4575

	D-pentose et D-glucose, oligomeric, C8-10-alkyl glycosides
	
	Surfactant
	68515-73-1
	500-220-1
	0.396





PART II - SECOND INFORMATION LEVEL - META SPC 2

0. [bookmark: _Toc51170614]Meta SPC 2 administrative information
9. [bookmark: _Toc51170615]Meta SPC identifier
	Identification
	META SPC 2 



9. [bookmark: _Toc51170616]Suffix to the authorisation number
	Number 2
	



9. [bookmark: _Toc51170617]Product type(s)
	Product type(s)
	 2 & 4



0. [bookmark: _Toc51170618]Meta SPC 2 composition
10. [bookmark: _Toc51170619]Qualitative and quantitative information on the composition of the meta SPC 2
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	
	
	
	
	
	Min
	Max

	Lactic acid
	L(+) Lactic acid
	Pure active substance
	79-33-4
	201-196-2
	0.896
	0.896

	
	
	Technical active substance
	
	
	0.938
	0.938

	Content in the biocidal product of the mixture including the active substance
	1.12
	1.12

	1-Decanamine, N,N-dimethyl, N-oxide
	
	Surfactant
	2605-79-0
	220-020-5
	1.769
	1.769

	D-pentose et D-glucose, oligomeric, C8-10-alkyl glycosides
	
	Surfactant
	68515-73-1
	500-220-1
	1.44
	1.584

	1-Deoxi-1-(metil-(C8-10-alcanoil)amino)-D-Glucitol
	
	Surfactant
	1591782-62-5
	816-846-6
	1.98
	1.98



10. [bookmark: _Toc51170620]Type(s) of formulation of the meta SPC 2
	AL (any other liquid) ready-to-use 



0. [bookmark: _Toc51170621]Hazard and precautionary statements according to Regulation (EC) 1272/2008 of the meta SPC 2

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

	Classification

	Hazard category
	Serious eye damage, category 1

	Hazard statement
	H318: Causes serious eye damage 

	

	Labelling

	Signal words
	Danger

	Hazard statements
	H318: Causes serious eye damage 

	Precautionary statements
	P305+P351+P338: IF IN EYES :Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do. Continue rinsing.
P310: Immediately call a POISON CENTRE or doctor/physician. 

	

	Note
	




0. [bookmark: _Toc51170622] Authorised use(s) of the META SPC 2

12. [bookmark: _Toc51170623]Use description
Table 2. Use # 1 – Surface Disinfection
	Product Type
	PT02 - Disinfectants and algaecides not intended for direct application to humans or animals (Disinfectants)
PT04 - Food and feed area (Disinfectants)

	Where relevant, an exact description of the authorised use
	

	Target organism (including development stage)
	Bacteria
Yeasts
Enveloped virus 

	Field of use
	Indoor,  Surface disinfection (non-medical areas)

	Application method(s)
	Wiping

	Application rate(s) and frequency
	
Application rate: 2 squeezes on a wetted cloth/sponge (for application by wiping) /m².
Contact time: 15 minutes 

Room temperature

	Category(ies) of users
	Non-professionals

	Pack sizes and packaging material
	HDPE bottle from 27 mL up to 2 L


0. Use-specific instructions for use
	· Apply the product onto a well-wrung sponge or cloth and wipe the surface. 


0. Use-specific risk mitigation measures 
	-


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


0. Where specific to the use, the instructions for safe disposal of the product and its packaging 
	-


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




0. [bookmark: _Toc51170624]General directions for use of the meta SPC 2
13. [bookmark: _Toc51170625]Instructions for use
	· Comply with the instructions of use.
· Respect the conditions of use of the product (concentration, contact time, temperature, etc.).
· Products have been tested against enveloped virus, including the strains Coronavirus 229E (representative strain of Coronavirus outbreak) and influenza A (representative strain of Influenza H1N1 outbreak).
· Inform the registration holder if the treatment is ineffective.
· Apply on non porous surfaces.
· Ensure complete wetting on the surfaces, leave for appropriate contact time.
· Let the treated surface dry.


13. [bookmark: _Toc51170626]Risk mitigation measures
	· During pouring of the product and application, keep the bottle out of reach of children.
· Avoidance of contact with wet surfaces
· Avoid touching the eyes with hands 
· Wash hands after application
· Child proof closure is required


13. [bookmark: _Toc51170627]Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	· IF IN EYES: Immediately rinse with water for several minutes. Remove contact lenses, if present and easy to do. Continue rinsing for at least 15 minutes.
· Call 112/ambulance for medical assistance.
Information to Healthcare personnel/doctor:
· The eyes should also be rinsed repeatedly on the way to the doctor if eye exposure to alkaline and acids chemicals.

· IF ON SKIN: Immediately wash skin with plenty of water. Thereafter take off all contaminated clothing and wash it before reuse. Continue to wash the skin with water for 15 minutes. Call a POISON CENTRE or a doctor.
· IF SWALLOWED: Immediately rinse mouth. Give something to drink, if exposed person is able to swallow. Do NOT induce vomiting. Call 112/ambulance for medical assistance.
· Inhalation (of spray mist): Remove victim to fresh air and keep at rest in a position comfortable for breathing. Seek medical advice immediately if symptoms occur and/or large quantities have been inhaled.
· In case of impaired consciousness place in recovery position and seek medical advice immediately.
· Keep the container or label available.
· If medical advice is needed, have product container or label at hand.


13. [bookmark: _Toc51170628]Instructions for safe disposal of the product and its packaging
	· Dispose of unused product, its packaging and all other waste in accordance with local regulations.
· Do not discharge unused product on the ground, into water courses, into pipes (sink, toilets…) nor down the drains.


13. [bookmark: _Toc51170629]Conditions of storage and shelf-life of the product under normal conditions of storage
	· Shelf- life: two years.
· Keep out of reach of children and non-target animals/pets



0. [bookmark: _Toc51170630]Other information
	· 




PART III - THIRD INFORMATION LEVEL:  INDIVIDUAL PRODUCTS IN THE META SPC 2

0. [bookmark: _Toc51170631]Trade name(s), authorisation number and specific composition of each individual product

	Trade name(s)
	SANYTOL Nettoyant Désinfectant Concentré Eucalyptus

	Authorisation number
	

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

	Lactic acid
	L(+) Lactic acid
	Pure active substance
	79-33-4
	201-196-2
	0.896

	
	
	Technical active substance
	
	
	0.938

	Content in the biocidal product of the mixture including the active substance
	1.12

	1-Decanamine, N,N-dimethyl, N-oxide
	
	Surfactant
	2605-79-0
	220-020-5
	1.769

	D-pentose et D-glucose, oligomeric, C8-10-alkyl glycosides
	
	Surfactant
	68515-73-1
	500-220-1
	1.584

	1-Deoxi-1-(metil-(C8-10-alcanoil)amino)-D-Glucitol
	
	Surfactant
	1591782-62-5
	816-846-6
	1.98






	Trade name(s)
	SANYTOL Nettoyant Désinfectant Concentré OCEAN  

	Authorisation number
	

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

	Lactic acid
	L(+) Lactic acid
	Pure active substance
	79-33-4
	201-196-2
	0.896

	
	
	Technical active substance
	
	
	0.938

	Content in the biocidal product of the mixture including the active substance
	1.12

	1-Decanamine, N,N-dimethyl, N-oxide
	
	Surfactant
	2605-79-0
	220-020-5
	1.769

	D-pentose et D-glucose, oligomeric, C8-10-alkyl glycosides
	
	Surfactant
	68515-73-1
	500-220-1
	1.584

	1-Deoxi-1-(metil-(C8-10-alcanoil)amino)-D-Glucitol
	
	Surfactant
	1591782-62-5
	816-846-6
	1.98





	Trade name(s)
	SANYTOL Nettoyant Désinfectant Concentré CITRON

	Authorisation number
	

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

	Lactic acid
	L(+) Lactic acid
	Pure active substance
	79-33-4
	201-196-2
	0.896

	
	
	Technical active substance
	
	
	0.938

	Content in the biocidal product of the mixture including the active substance
	1.12

	1-Decanamine, N,N-dimethyl, N-oxide
	
	Surfactant
	2605-79-0
	220-020-5
	1.769

	D-pentose et D-glucose, oligomeric, C8-10-alkyl glycosides
	
	Surfactant
	68515-73-1
	500-220-1
	1.584

	1-Deoxi-1-(metil-(C8-10-alcanoil)amino)-D-Glucitol
	
	Surfactant
	1591782-62-5
	816-846-6
	1.98

	
	
	Formulant
	
	
	93.547




PART II - SECOND INFORMATION LEVEL - META SPC 3

0. [bookmark: _Toc51170632]Meta SPC 3 administrative information
16. [bookmark: _Toc51170633]Meta SPC identifier
	Identification
	META SPC 3 :  WIPES



16. [bookmark: _Toc51170634]Suffix to the authorisation number
	Number 3
	



16. [bookmark: _Toc51170635]Product type(s)
	Product type(s)
	2 & 4



0. [bookmark: _Toc51170636]Meta SPC 3 composition
17. [bookmark: _Toc51170637]Qualitative and quantitative information on the composition of the meta SPC 3
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	
	
	
	
	
	Min
	Max

	Lactic acid
	L(+) Lactic acid
	Pure active substance
	79-33-4
	201-196-2
	0.86
	0.86

	
	
	Technical active substance
	
	
	0.90
	0.90

	Content in the biocidal product of the mixture including the active substance
	1.075
	1.075

	1-Decanamine, N,N-dimethyl, N-oxide
	
	Surfactant
	2605-79-0
	220-020-5
	0.4575
	0.4575

	D-pentose et D-glucose, oligomeric, C8-10-alkyl glycosides
	
	Surfactant
	68515-73-1
	500-220-1
	0.36
	0.396

	1-Deoxy-1-(methyl-(C8-10-alcanoil)amino)-D-Glucitol
	
	Surfactant
	1591782-62-5
	816-846-6
	0.6875
	0.6875



17. [bookmark: _Toc51170638]Type(s) of formulation of the meta SPC 3
	XX: Impregnated wipes



0. [bookmark: _Toc51170639]Hazard and precautionary statements according to Regulation (EC) 1272/2008 of the meta SPC 3

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

	Classification

	Hazard category
	Serious eye irritation, category 2
Corrosive for metals, category 1
Inflammable liquids, category 3

	Hazard statement
	H226 : Flammable liquid and vapour
H290  : May be corrosive to metals 
H319: Causes serious eye irritation

	

	Labelling

	Signal words
	Warning

	Hazard statements
	H319: Causes serious eye irritation
H226 : Flammable liquid and vapour
H290  : May be corrosive to metals 

	Precautionary statements
	P210 : Keep away from heat, hot surfaces, sparks, open flames and other ignition sources. No smoking.
P234: Keep only in original container.
P264: Wash … thoroughly after handling.
P305+P351+P338: IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do. Continue rinsing. 
P337+P313: If eye irritation persists: Get medical advice/attention.
P403 + P235: Store in a well-ventilated place. Keep cool
P501: Dispose of contents/container to specific collect 

	

	Note
	




0. [bookmark: _Toc51170640] Authorised use(s) of the META SPC 3

19. [bookmark: _Toc51170641]Use description
Table 3. Use # 1 – Surface disinfection- Wipes
	Product Type
	PT02 - Disinfectants and algaecides not intended for direct application to humans or animals (Disinfectants)
PT04 - Food and feed area (Disinfectants)

	Where relevant, an exact description of the authorised use
	

	Target organism (including development stage)
	Bacteria
Yeasts
Enveloped virus 

	Field of use
	Indoor,  Surface disinfection (non-medical areas)

	Application method(s)
	Wiping

	Application rate(s) and frequency
	Application rate : 2 wipes/m²
Contact time: 5 minutes
Room temperature

	Category(ies) of users
	Non-professionals

	Pack sizes and packaging material
	Flowpack containing from 3 up to 120 multilayer cellulose wipes


0. Use-specific instructions for use
	· No need to rinse.


0. Use-specific risk mitigation measures 
	· 


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


0. Where specific to the use, the instructions for safe disposal of the product and its packaging 
	-


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



0. [bookmark: _Toc51170642]General directions for use of the meta SPC 3
20. [bookmark: _Toc51170643]Instructions for use
	· Comply with the instructions of use.
· Respect the conditions of use of the product (concentration, contact time, temperature, etc.)
· Products have been tested against enveloped virus, including the strains Coronavirus 229E (representative strain of Coronavirus outbreak) and influenza A (representative strain of Influenza H1N1 outbreak).
· Inform the registration holder if the treatment is ineffective.
· Apply only on non-porous surfaces
· Ensure complete wetting on the surfaces, leave for appropriate contact time.
· Let the treated surface dry
· For multipack wipes, close the package after opening


20. [bookmark: _Toc51170644]Risk mitigation measures
	· Avoidance of contact with wet surfaces
· Avoid touching the eyes with hands 
· Wash hands after application


20. [bookmark: _Toc51170645]Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	· IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present    and easy to do. Continue rinsing. 
· IF ON SKIN: Wash with plenty of soap and water.
· Ingestion: Wash out mouth with water. Contact poison treatment specialist. Seek medical advice immediately if symptoms occur and/or large quantities have been ingested. Do not give fluids or induce vomiting.
· Inhalation (of spray mist): Remove victim to fresh air and keep at rest in a position comfortable for breathing. Seek medical advice immediately if symptoms occur and/or large quantities have been inhaled.
· In case of impaired consciousness place in recovery position and seek medical advice immediately.
· Keep the container or label available.
· If medical advice is needed, have product container or label at hand.


20. [bookmark: _Toc51170646]Instructions for safe disposal of the product and its packaging
	· Dispose of unused product, its packaging and all other waste in accordance with local regulations.
· Do not discharge unused product on the ground, into water courses, into pipes (sink, toilets…) nor down the drains.


20. [bookmark: _Toc51170647]Conditions of storage and shelf-life of the product under normal conditions of storage
	· Shelf-life: two years
· Do not store above 35°C.
· Protect from frost.
· Keep out of reach of children and non-target animals/pets



0. [bookmark: _Toc51170648]Other information
	-





PART III - THIRD INFORMATION LEVEL:  INDIVIDUAL PRODUCTS IN THE META SPC 3

0. [bookmark: _Toc51170649]Trade name(s), authorisation number and specific composition of each individual product

	Trade name(s)
	Sanytol désinfectant Lingettes 4 actions

	Authorisation number
	

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

	Lactic acid
	L(+) Lactic acid
	Pure active substance
	79-33-4
	201-196-2
	0.86

	
	
	Technical active substance
	
	
	0.90

	Content in the biocidal product of the mixture including the active substance
	1.075

	1-Decanamine, N,N-dimethyl, N-oxide
	
	Surfactant
	2605-79-0
	220-020-5
	0.4575

	D-pentose et D-glucose, oligomeric, C8-10-alkyl glycosides
	
	Surfactant
	68515-73-1
	500-220-1
	0.396

	1-Deoxy-1-(methyl-(C8-10-alcanoil)amino)-D-Glucitol
	
	Surfactant
	1591782-62-5
	816-846-6
	0.6875




	Trade name(s)
	Sanytol désinfectant Lingettes Cuisine

	Authorisation number
	

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

	Lactic acid
	L(+) Lactic acid
	Pure active substance
	79-33-4
	201-196-2
	0.86

	
	
	Technical active substance
	
	
	0.90

	Content in the biocidal product of the mixture including the active substance
	1.075

	1-Decanamine, N,N-dimethyl, N-oxide
	
	Surfactant
	2605-79-0
	220-020-5
	0.4575

	D-pentose et D-glucose, oligomeric, C8-10-alkyl glycosides
	
	Surfactant
	68515-73-1
	500-220-1
	0.396

	1-Deoxy-1-(methyl-(C8-10-alcanoil)amino)-D-Glucitol
	
	Surfactant
	1591782-62-5
	816-846-6
	[bookmark: _GoBack]0.6875






[bookmark: _Toc51170650]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)

	Bottle (Meta SPC 1)
	Range: from 250 mL up to 600 mL
	HDPE
	Trigger (PP)
	General public (non- professional) 
	Yes

	Bottle (Meta SPC 2)
	Range: from 27 mL up to 2L
	HDPE
	Flip-top Screw Cap (PP)
	General public (non- professional) 
	Yes

	wipe (Meta SPC 3)
	Format range: from 3 up to 120 cellulose wipes
	Multilayer (PET +  PE/EVOH/PE)

	Flowpack
	General public (non- professional) 
	Yes



Information of wipes for Meta SPC 3

Technical specification of 100%Lc 50gsm IHE01 wipes:  
- Thickness: 0.75 mm
- Absorption capacity: 900% 
- Water absorbency rate: < 3 seconds 

Technical specification of 12 PET + 70 PE/EVOH/PE WHITE wipes:
- Complex composed by a polyester film of 12µ thickness laminated with polyurethane glues to a polyethylene white with EVOH film of 80µ thickness
- Weight: 84.6 g/m²
- Thickness: 84µ
- Solvent retention: ≤ 40


[bookmark: _Toc51170651][bookmark: d0e2119]Documentation
[bookmark: _Toc51170652]Data submitted in relation to product application
Data submitted on the biocidal product family are listed in the Annex 3.1..
[bookmark: _Toc51170653]Access to documentation
The authorization holder has a letter of access for the following data:
-	Dossier submitted in support of the approval of the actice substance L(+) Lactic acid according to the Biocidal Product Regulation (EU) 528/2012 (LoA dated of 21/03/2019).
 

The authorization holder has a letter of access from Jungbunzlauer for the following data:
-	Letter of Access granted to Jungbunzlauer SA for the purposes of Article 20(1) of the BPR, in accordance with Article 95(4) of BPR.



[bookmark: _Toc51170654]Assessment of the biocidal product family
[bookmark: _Toc51170655]Intended use(s) as applied for by the applicant 
Table 1. Intended use # 1 – TEXTILE DISINFECTION – META SPC1
	Product Type(s)
	PT02 - Disinfectants and algaecides not intended for direct application to humans or animals (Disinfectants)

	Where relevant, an exact description of the authorised use
	TEXTILE DISINFECTION (SURFACE DISINFECTION)

	Target organism (including development stage)
	Pseudomonas aeruginosa (development stage: not applicable)
Escherichia coli (development stage: not applicable)
Staphylococcus aureus (development stage: not applicable)
Enterococcus hirae (development stage: not applicable)
Candida albicans (development stage: not applicable)
Influenza A H1N1 (development stage: not applicable)
Vaccinia poxvirus (development stage: not applicable)
Human coronavirus 229E (development stage: not applicable)

	Field of use
	Indoor, other: non-washable textiles or textiles difficult to wash

	Application method(s)
	Spraying

	Application rate(s) and frequency
	As often as is it needed by the consumer

	Category(ies) of user(s)
	General public (non- professional) including small business users

	Pack sizes and packaging material
	Please see the relevant section.



Table 2. Intended use # 2 – SURFACE DISINFECTION – META SPC2
	Product Type(s)
	PT02 - Disinfectants and algaecides not intended for direct application to humans or animals (Disinfectants)
PT04 - Food and feed area (Disinfectants)

	Where relevant, an exact description of the authorised use
	SURFACE DISINFECTION

	Target organism (including development stage)
	Pseudomonas aeruginosa (development stage: not applicable)
Escherichia coli (development stage: not applicable)
Staphylococcus aureus (development stage: not applicable)
Enterococcus hirae (development stage: not applicable)
Candida albicans (development stage: not applicable)
Influenza A H1N1 (development stage: not applicable)
Vaccinia poxvirus (development stage: not applicable)
Human coronavirus 229E (development stage: not applicable)

	Field of use
	Indoor, other: Surface disinfection

	Application method(s)
	Wiping

	Application rate(s) and frequency
	As often as is it needed by the consumer

	Category(ies) of user(s)
	General public (non- professional) including small business users

	Pack sizes and packaging material
	Please see the relevant section.




Table 3. Intended use # 3 – SURFACE DISINFECTION – META SPC3

	Product Type(s)
	PT02 - Disinfectants and algaecides not intended for direct application to humans or animals (Disinfectants)
PT04 - Food and feed area (Disinfectants)

	Where relevant, an exact description of the authorised use
	SURFACE DISINFECTION

	Target organism (including development stage)
	Pseudomonas aeruginosa (development stage: not applicable)
Staphylococcus aureus (development stage: not applicable)
Escherichia coli (development stage: not applicable)
Enterococcus hirae (development stage: not applicable)
Candida albicans (development stage: not applicable)
Influenza A H1N1 (development stage: not applicable)
Vaccinia poxvirus (development stage: not applicable)
Human coronavirus 229E (development stage: not applicable)

	Field of use
	Indoor, other: Surface disinfection

	Application method(s)
	Wiping

	Application rate(s) and frequency
	As often as is it needed by the consumer

	Category(ies) of user(s)
	General public (non- professional) including small business users

	Pack sizes and packaging material
	Please see the relevant section.


	FR CA
	SANYTOL LACTIC NA-APP
	PT 2-4
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[bookmark: _Toc51170656]Physical, chemical and technical properties 
One product has been tested for each Meta SPC. The tables below summarizes the assessment of the physico chemical properties for the three formulations. The Meta SPC range only on the content of perfumes. The variation of perfume content is very small (less than 1%), the concentration in total perfume is homogenous within meta SPC and all compounds are perfumes with similar composition, therefore the Meta SPC are  considered homogenous enough to be able to be covered by only one product.

META SPC1: DEO TEXTILE SPRAY
	Property
	Guideline  and Method
	Purity of the test item (% w/w)
	Results
	eCA assessment
	Reference

	Physical state at 20 °C and 101.3 kPa
	Visual
	REW2451_BL2 (1.075% AS)
	Liquid.
	Acceptable
	See IUCLID section 3.1-01
Enrique Baron (2018), study number EST522


	Colour at 20 °C and 101.3 kPa
	Visual
	REW2451_BL2 (1.075% AS)
	Colourless.
	Acceptable
	See IUCLID section 3.1-01
Enrique Baron (2018), study number EST522


	Odour at 20 °C and 101.3 kPa
	No guideline followed
	REW2451_BL2 (1.075% AS)
	Immediate citric notes followed by floral notes

	Acceptable
	See IUCLID section 3.1-01
Enrique Baron (2018), study number EST522


	Acidity
	CIPAC method MT191
	REW2451_BL2(1.075% AS)
	0.397% as % of HCl (w/w)
≈0.198% as % of H2SO4 (w/w) 

pH= 2.78 ( at 23.7°C)
	Acceptable
	See IUCLID section 3.2-01
Enrique Baron (2018), study number EST522


	[bookmark: _Toc244336298]Relative density
	CIPAC MT 186
	REW2451_BL2(1.075% AS)
	1.0025 

	Acceptable
	See IUCLID section 3.3-04
Enrique Baron (2018), study number EST522


	Storage stability test – accelerated storage
	CIPAC method MT 46.3

Active substance determination: Method BPL-MA-057 validated method in 2.2.4
	REW2451_BL2(1.075% AS)
	Storage of Sanytol Deo Textil at 54°C ± 2°C for 2 weeks in a 500mL HDPE trigger bottle:
	Test 
	T=0
	T=2 weeks

	Active ingredient
	0.86 % 
	0.88 %  (+2.3%)

	Relative density
	1.0025 
	1.0026 

	pH
	2.78
	2.86

	Acidity
	0.397%
	0.419%

	Viscosity
	4.66 cp (20°C)
4.25 cp (40°C)
	4.65 cp (20°C)
4.24 cp (40°C)

	Weight change
	Loss: 0.51 g
Change: 0.09%

	Appearance, physical state, colour and odour
	White bottle, trigger and neck green, translucid cap. Liquid colourless. Immediate citric notes followed by floral notes.
	White bottle, trigger and neck green, translucid cap. Liquid colourless. Less intense citric notes followed by floral notes.

	Spray characterization 
Amount delivered
	Dmin 18cm; Dmax 24.5cm
1.014 g
No blocks were observed
	Dmin 18.4cm; Dmax 25.5cm
1.208 g
No blocks were observed

	Stability of packaging
	No craks, holes, etc.
No leaks
	No craks, holes, etc.
No leaks
Width change: 2.70 cm



	Acceptable
The preparation is stable in its commercial packaging after 2 weeks at 54°C.

Therefore, a shelf life of 2 years can be granted based on these results. 

	See IUCLID section 3.4.1.1-01
Enrique Baron (2018), study number EST522


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

Active substance determination: Method BPL-MA-057 validated method in 2.2.4
	REW2451_BL2(1.075% AS)
	Results after 12 and 24 months storage at 20°C in its commercial packaging (500mL trigger bottle) are presented below:

	Test
	T=0 
	T=12 months
	T=24 months

	Lactic acid content
	0.86%
	0.85%
(-1%)
	0.87%
(+1%)

	Density
(g/cm3)
	1.0025
	1.0026
	1.0025

	pH
	2.78
	2.84
	2.87

	Acidity
	0.40%
	0.44%
	0.43%

	Viscosity
	4.66 cp (20°C)
4.25 cp (40°C)
	4.73 cp (20°C)
3.85 cp (40°C)
	4.72 cp (20°C)
4.04 cp (40°C)

	Surface Tension
(mN/m)
	25.4
	25.7
	25.8

	Appearance
	Transparent liquid with floral and citric aroma notes

	Weight change
	-
	-0.09%
	-0.16%

	Stability of packaging
	No anomalies detected (no nozzle blockage detected)

	Spray pattern (Dmax, Dmin)
	27cm
22cm
	22cm
20cm

	25cm
20.5cm

	Amount delivered (g per spray)
	1.26
	1.29
	1.32




	Results show that the product is stable after 24 months at ambient temperature. 

A shelf life of 2 years can be granted for products of Meta SPC 1

	See IUCLID section 3.4.1.2-01 

Enrique Barón
Study number: EST523

	Storage stability test – low temperature stability test for liquids
	CIPAC method MT 39.3
	REW2451_BL2(1.075% AS)
	Storage was performed in the commercial packaging material. 
The low temperature stability testing showed that no precipitation and no phase separation was observed at the storage for up to 1 week at 0 ºC for the test item since no precipitation and no separation into layers occurred.
	Acceptable

The product is stable at 0°C
	See IUCLID section 3.4.1.3-01
Nicolas Rodriguez, 2019 
Study number: Mo6439

	Effects on content of the active substance and technical characteristics of the biocidal product - light
	-
	-
	The study does not need to be conducted due to the packaging characteristics of the biocidal products. the packaging is opaque.Moreover, the active substance is known not to undergo photolysis.
	Acceptable 
	See IUCLID section 3.4.2.1-01

	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	-
	REW2451_BL2(1.075% AS)
	Taking into account the results of the storage and Low temperature stability test we can conclude that there is not effect on content of the active substance and technical characteristics of the biocidal product due to the temperature. The assessment of effects of humidity is considered not required due to the high water content of the formulation.
	Acceptable
	See IUCLID section 3.4.2.2-01

	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	-
	REW2451_BL2(1.075% AS)
	No reactivity has been shown towards the container materials.
	Acceptable
	See IUCLID section 3.4.1.1-01 
Enrique Baron (2018), study number EST522


	Wettability
	-
	-
	The study does not need to be conducted as the data is only required for solids preparations which are to be dispersed in water.
	Not relevant for an AL formulation
	See IUCLID section 3.5-01

	Suspensibility, spontaneity and dispersion stability
	-
	-
	The study does not need to be conducted since these data are only required for wettable powders, aqueous suspensions concentrates, water dispersible granules, water dispersible powders and suspensions.
	Not relevant for an AL formulation
	See IUCLID section 3.5-10

	Wet sieve analysis and dry sieve test
	-
	-
	The study does not need to be conducted since these data are only required for solid preparations which are to be dispersed in water.
	Not relevant for an AL formulation
	See IUCLID section 3.5-08

	Emulsifiability, re-emulsifiability and emulsion stability
	-
	-
	The study does not need to be conducted as these data are only required for suspo-emulsions.
	Not relevant for an AL formulation
	See IUCLID section 3.5.-13

	Disintegration time
	-
	-
	The study does not need to be conducted as this data is only required for tablets.
	Not relevant for an AL formulation
	See IUCLID section 3.5-07

	Particle size distribution, content of dust/fines, attrition, friability
	-
	-
	The study does not need to be conducted since these data are only required for powder biocidal products and granules.
	Not relevant for an AL formulation
	See IUCLID section 3.5-05

	Persistent foaming
	-
	-
	The study does not need to be conducted as this data is only required for products which are diluted, suspended or dispersed in a tank of water inside of an application equipment.
	Not relevant for an AL formulation
	See IUCLID section 3.5-04

	Flowability/Pourability/Dustability
	-
	-
	The study does not need to be conducted as the data is only required for granular formulations applied through application equipment.
	Not relevant for an AL formulation
	See IUCLID section 3.5-02

	Burning rate — smoke generators
	-
	-
	The study does not need to be conducted as this data is only required for preparations applied as a smoke
	Not relevant for an AL formulation
	See IUCLID section 3.5-09

	Burning completeness — smoke generators
	-
	-
	The study does not need to be conducted as this data is only required for preparations applied as a smoke.
	Not relevant for an AL formulation
	See IUCLID section 3.5-11

	Composition of smoke — smoke generators
	-
	-
	The study does not need to be conducted as this data is only required for preparations applied as a smoke.
	Not relevant for an AL formulation
	See IUCLID section 3.5-03

	Sprayability
	No guideline followed
	REW2451_BL2(1.075% AS)
	
	Characteristic
	Target
	New
	6th week
	12th week

	Priming
	10 strokes max
	4
	-
	-

	Dose
	1.2 ml ± 0.3
	1.3
	1.3
	1.3

	Spray pattern Ø
	170±30mm from cm 20
	170
	170
	170

	Venting
	no permanent deformation
	-
	-
	-

	Leakage
	none
	-
	-
	-

	clogging
	none
	-
	-
	-




Particle size determination:
[image: ][image: ]


	Acceptable
	See IUCLID section 3.5.6
M. Aloisio (2018)

	Physical compatibility
	-
	-
	The study does not need to be conducted as the products is not going to be used in combination with any other products.
	Acceptable
	See IUCLID section 3.6-01

	Chemical compatibility
	-
	-
	The study does not need to be conducted as the products is not going to be used in combination with any other products.
	Acceptable
	See IUCLID section 3.6-01

	Degree of dissolution and dilution stability
	-
	-
	The study does not need to be conducted as this data is only required for tablets and soluble bags.
	Not relevant for an AL formulation
	See IUCLID section 3.5-14

	Surface tension
	OECD Guideline 115
	REW2451_BL2(1.075% AS)
	25.4 mN/m at T:23.4 ºC
The product is surface active.
	Acceptable 
	See IUCLID section 3.8-01
Jordi Belloc (2018) Study number: EST560

	Viscosity
	internal method BPL-MA-013 with a BrookField LV rotational viscosimeter – adapted from OECD 114
	REW2451_BL2(1.075% AS)
	20°C: 4.5  cp at 180 rpm
4.8 cp at 200 rpm

40°C: 4.1  cp at 180 rpm
4.3 cp at 200 rpm 
	Acceptable 
	See IUCLID section 3.9-01
Enrique Baron (2018), study number EST522




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

	Meta SPC 1: 

The products SANYTOL LACTIC NA-APP of META SPC 1 are AL (any other liquid) formulations. All studies have been performed in accordance with the current requirements and the results are considered as acceptable. The appearance of the product is a colourless liquid with a characteristic odour of citric notes followed by floral notes. There is no effect of high temperature on the stability of the formulation, since after 2 weeks at 54°C, neither the active ingredient content nor the technical properties were changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in a HDPE trigger bottle (commercial packaging material). 
The products are stable at 0°C. 

Their technical characteristics are acceptable for AL formulations.





META SPC2
	Property
	Guideline  and Method
	test substance
	Results
	eCA assessment
	Reference

	Physical state at 20 °C and 101.3 kPa
	Visual
	CONC357_LEM2
(1.12% AS)
	Liquid.
	Acceptable
	See IUCLID section 3.1-02
Jordi Belloc (2019), study number EST524

	Colour at 20 °C and 101.3 kPa
	Visual
	CONC357_LEM2
(1.12% AS)
	Liquid with a slight turbidity and weak brown colour
	Acceptable
	See IUCLID section 3.1-02
Jordi Belloc (2019), study number EST524

	Odour at 20 °C and 101.3 kPa
	No guideline followed
	CONC357_LEM2
(1.12% AS)
	intense citric

	Acceptable
	See IUCLID section 3.1-02
Jordi Belloc (2019), study number EST524

	Acidity
	-
	-
	The study does not need to be conducted as the pH value is >4.
pH = 4.51 
	Acceptable
	See IUCLID section 3.2-05
Jordi Belloc (2019), study number EST524

	Relative density
	CIPAC MT 186
	CONC357_LEM2
(1.12% AS)
	0.9996 

	Acceptable
	See IUCLID section 3.3-02
Jordi Belloc (2019), study number EST524

	Storage stability test – accelerated storage
	CIPAC method MT 46.3

Active substance determination: method BPL-MA-055 validated method in 2.2.4
	CONC357_LEM2(1.12% AS) 
	Storage of CONC357_LEM2 at 54°C ± 2°C for 2 weeks in a 400mL translucent green HDPE bottle:
	Test 
	T=0
	T=2 weeks

	Active ingredient
	0.90 % 
	0.94%  (+4.4%)

	Relative density
	0.9996 
	0.9997 

	pH
	4.51
	4.53

	Viscosity
	647.1 ± 46.3 cp (20°C)
302.7 ± 15.1 cp (40°C)
	-

	Weight change
	Loss: 0.77 g
Change: 0.17%

	Appearance, physical state, colour and odour
	Translucent green bottle. Dark green flip-top screwcap. Liquid with a slight turbidity and weak brown colour with an  intense citric odour
	Translucent green bottle. Dark green flip-top screwcap. Dense liquid almost transparent and a very pale brown colour. The odour was still citric but less intense and less fresh than the original.

	Stability of packaging
	No craks, holes, etc.
No leaks
	No craks, holes, etc.
No leaks
Width change: -0.11 mm



	Acceptable 
The preparation is stable in its commercial packaging after 2 weeks at 54°C.

Therefore, a shelf life of 2 years can be granted based on these results. 

	See IUCLID section 3.4.1.1-02
Jordi Belloc (2019), study number EST524

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

Active substance determination: method BPL-MA-055 validated method in 2.2.4
	CONC357_LEM2(1.12% AS) 
	Study on-going. 
Results after 12 months storage in its commercial packaging are presented below:

	Test 
	T=0
	T=12 months

	Active ingredient
	0.90 % 
	0.91% 

	Relative density
	0.9996 
	0.9997 

	pH
	4.51
	4.52

	Appearance, physical state, colour and odour
	Dense liquid with a slight turbidity and a weak brown color, odour: intense citric
	No significant differences in colour or odour

	Weight change
	Loss: - 0.09%

	Stability of the packaging 
	-
	No anomalies detected



	Intermediate results show that the product is stable after 12 months at ambient temperature. 

The results of the long-term storage study after 2 years at ambient temperature are required in post authorisation. 
	See IUCLID section 3.4.1.2-02
Jordi Belloc (2019) Study number EST525

	Storage stability test – low temperature stability test for liquids
	CIPAC method MT 39.3
	CONC357_LEM2(1.12% AS) 
	Storage was performed in the commercial packaging material. 
The low temperature stability testing showed that no precipitation and no phase separation was observed at the storage for up to 1 week at 0 ºC for the test item since no precipitation and no separation into layers occurred.
	Acceptable 
The product is stable at 0°C
	See IUCLID section 3.4.1.3-03
Nicolas Rodriguez (2019), Study number: Mo6439


	Effects on content of the active substance and technical characteristics of the biocidal product - light
	-
	-
	The study does not need to be conducted due to the packaging characteristics of the biocidal products. Indeed, the packaging incorporates a UVI filter that does not allow the propagation ofUV light.
Moreover, the active substance is known not to undergo photolysis.
	Acceptable 
	See IUCLID section 3.4.2.1-02

	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	-
	-
	Taking into account the results of the storage and Low temperature stability test we can conclude that there is not effect on content of the active substance and technical characteristics of the biocidal product due to the temperature.
The assessment of effects of humidity is considered not required due to the high water content of the formulation.
	Acceptable
	See IUCLID section 3.4.2.2-01

	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	-
	CONC357_LEM2(1.12% AS)
	No reactivity has been shown towards the container materials during the 12 months storage time.
	Acceptable
	See IUCLID section 3.4.1.1-02

	Wettability
	-
	-
	The study does not need to be conducted as the data is only required for solids preparations which are to be dispersed in water.
	Not relevant for an AL formulation
	See IUCLID section 3.5-01

	Suspensibility, spontaneity and dispersion stability
	-
	-
	The study does not need to be conducted since these data are only required for wettable powders, aqueous suspensions concentrates, water dispersible granules, water dispersible powders and suspensions.
	Not relevant for an AL formulation
	See IUCLID section 3.5-10

	Wet sieve analysis and dry sieve test
	-
	-
	The study does not need to be conducted since these data are only required for solid preparations which are to be dispersed in water.
	Not relevant for an AL formulation
	See IUCLID section 3.5-08

	Emulsifiability, re-emulsifiability and emulsion stability
	-
	-
	The study does not need to be conducted as these datas are only required for suspo-emulsions.
	Not relevant for an AL formulation
	See IUCLID section 3.5.-13

	Disintegration time
	-
	-
	The study does not need to be conducted as this data is only required for tablets.
	Not relevant for an AL formulation
	See IUCLID section 3.5-07

	Particle size distribution, content of dust/fines, attrition, friability
	-
	-
	The study does not need to be conducted since these data are only required for powder biocidal products and granules.
	Not relevant for an AL formulation
	See IUCLID section 3.5-05

	Persistent foaming
	-
	-
	The study does not need to be conducted as this data is only required for products which are diluted, suspended or dispersed in a tank of water inside of an application equipment.
	Not relevant for an AL formulation
	See IUCLID section 3.5-04

	Flowability/Pourability/Dustability
	-
	-
	The study does not need to be conducted as the data is only required for granular formulations applied through application equipment.
	Not relevant for an AL formulation
	See IUCLID section 3.5-02

	Burning rate — smoke generators
	-
	-
	The study does not need to be conducted as this data is only required for preparations applied as a smoke.
	Not relevant for an AL formulation
	See IUCLID section 3.5-09

	Burning completeness — smoke generators
	-
	-
	The study does not need to be conducted as this data is only required for preparations applied as a smoke.
	Not relevant for an AL formulation
	See IUCLID section 3.5-11

	Composition of smoke — smoke generators
	-
	-
	The study does not need to be conducted as this data is only required for preparations applied as a smoke.
	Not relevant for an AL formulation
	See IUCLID section 3.5-03

	Sprayability
	No guideline followed
	-
	The study does not need to be conducted as the product is not going to be applied as a spray.
	Not relevant
	See IUCLID section 3.5-12

	Physical compatibility
	-
	-
	The study does not need to be conducted as the products is not going to be used in combination with any other products.
	Acceptable 
	See IUCLID section 3.6-01

	Chemical compatibility
	-
	-
	The study does not need to be conducted as the products is not going to be used in combination with any other products.
	Acceptable 
	See IUCLID section 3.6-01

	Degree of dissolution and dilution stability
	-
	-
	The study does not need to be conducted as this data is only required for tablets and soluble bags.
	Not relevant for an AL formulation
	See IUCLID section 3.5-14

	Surface tension
	OECD Guideline 115
	CONC357_LEM2(1.12% AS)
	26.5 mN/m at T:20,9 ºC
The product is surface active.
	Acceptable
	See IUCLID section 3.8-02
Jordi Belloc (2019), study number EST524

	Viscosity
	internal method BPL-MA-013 with a BrookField LV rotational viscosimeter – adapted from OECD 114
	CONC357_LEM2(1.12% AS)
	20°C: 664  cp at 40 rpm
630 cp at 45 rpm

40°C: 306.7  cp at 40 rpm
299 cp at 45 rpm

	Acceptable
	See IUCLID section 3.9-02
Jordi Belloc (2019), study number EST524



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

	Meta SPC 2:
The products SANYTOL LACTIC NA-APP of META SPC 2 are AL (any other liquid) formulations. All studies have been performed in accordance with the current requirements and the results are considered as acceptable. The appearance of the product is a slight turbidity and weak brown colour liquid with an intense citric odour. There is no effect of high temperature on the stability of the formulation, since after 2 weeks at 54°C; neither the active ingredient content nor the technical properties were changed. The stability data indicate a shelf life of at least 2 years at ambient temperature (extrapolated as based on the accelerated data) when stored in a HDPE bottle (commercial packaging material). The long-term storage stability study is on-going and results after 2 years storage are required in post authorisation.
The products are stable at 0°C. 

Their technical characteristics are acceptable for AL formulations.





META SPC3: WIPES
According to the document CA-Nov16-Doc.4.3 – Final- Handling “carriers” in the authorisation of biocidal products issued by the European Commission, META SPC3 products should be classified as Type A. 	Product stability tests for biocidal products of type A should be carried out with the product as it is supplied to the user. 
Tests for all other physical-chemical properties may be performed with the substance/mixture before it is applied to the carrier component.

	Property
	Guideline  and Method
	test substance
	Results
	eCA assessment
	Reference

	Physical state at 20 °C and 101.3 kPa
	Visual
	REW2441(1.075% AS)
	Solid impregnated.
	Acceptable
	See IUCLID section 3.1-03
Lluis Pijuan (2019), Study number: EST526

	Colour at 20 °C and 101.3 kPa
	Visual
	REW2441(1.075% AS)
	White.
	Acceptable
	See IUCLID section 3.1-03
Lluis Pijuan (2019), Study number: EST526

	Odour at 20 °C and 101.3 kPa
	No guideline followed
	REW2441 
Liquid used for impregnation
	Fresh sweet citrus odour.
	Acceptable
	See IUCLID section 3.1-03
Lluis Pijuan (2019), Study number: EST526

	Acidity
	-
	-
	0.295% HCl
≈0.147% as % of H2SO4 (w/w)

pH (impregnation liquid)=3.65 at 24°C
	Acceptable
	See IUCLID section 3.2-06
Lluis Pijuan (2019), Study number: EST526

	Relative density
	CIPAC MT 186
	REW2441
Liquid used for impregnation
	0.9886 ±0.0001 

	Acceptable
	See IUCLID section 3.3-03
Lluis Pijuan (2019), Study number: EST526

	Storage stability test – accelerated storage
	CIPAC method MT 46.3

Active substance determination: method BPL-MA-054 validated method in 2.2.4
	REW2441
wipes(1.075% AS)
	Storage of sanytol wipes 4Action (ref REW2441) at 35°C ± 2°C for 12 weeks
	Test 
	T=0
	T=12 weeks

	Active ingredient
	0.91 % 
	0.92%  (+1.1%)

	Relative density
	0.9886 
	0.9893 

	pH
	3.65
	3.75

	Acidity
	0.295%HCl
	0.323%HCl

	Viscosity
	7.07 cp (20°C)
4.87 cp (40°C)
	7.14 cp (20°C)
5.30 cp (40°C)

	Weight change
	Loss: 7.4 g
Change: 3.1%

	Appearance, physical state, colour and odour
	Package: solid, several green tones
Wipes: solid, imprignated, white, fresh sweet citrus odour
	Package: solid, several green tones
Wipes: solid, imprignated, white, fresh sweet citrus odour

	Stability of packaging
	No anomalies detected
	No changed observed afetr storage



	Acceptable
The product is stable after 12 weeks at 35°C.
The product should not be stored above 35°C.

Therefore, a shelf life of 2 years can be granted based on these results. 

	See IUCLID section 3.4.1.1-03
Lluis Pijuan (2019), Study number: EST526

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

Active substance determination: method BPL-MA-054 validated method in 2.2.4
	REW2441
wipes(1.075% AS)
	Results after 12 and 24 months storage in its commercial packaging are presented below: 

	Test
	T=0 
	T=12 months
	T=24 months

	Lactic acid content
	0.91%
	0.91%
	0.97% (+6.6%)

	Density
(g/cm3)
	0.9886
	0.9885
	0.9885

	pH
	3.65
	3.73
	3.80

	Acidity
	0.29%
	0.31%
	0.32%

	Viscosity
	7.07 cp (20°C)
4.87 cp (40°C)
	6.75 cp (20°C)
5.42 cp (40°C)
	7.41 cp (20°C)
5.45 cp (40°C)

	Appearance
	Package: green tones 
Wipes: solid, impregnated, white, fresh sweet citruc odour
	No significant changes in the package. No significant changes in the odour or colour

	Weight change
	-
	-3.17%
	-5.79%

	Stability of pakcaging
	-
	No reactivity towards the container materials


An increase of the lactic acid content and a decrease of the weight of the packaging are observed. No explanation has been provided by the applicant. However, this is probably due to an evaporation of solvent during the storage period.


	Results show that the product is stable after 24 months at ambient temperature. 

A shef life of 2 years can be granted for products of Meta SPC 3


	See IUCLID section 3.4.1.2-03
Lluis Pijuan (2019), study number: EST527

	Storage stability test – low temperature stability test for liquids
	-
	-
	The study does not need to be conducted as the biocide product is a solid. However, the wipes are impregnated with a liquid. As no indication on the behaviour of the wipes after being frozen is available, the wipes should be protected from frost.
	Acceptable
The wipes should be protected from frost.
	-

	Effects on content of the active substance and technical characteristics of the biocidal product - light
	-
	-
	The study does not need to be conducted due to the packaging characteristics of the biocidal products. As the packaging is opaque, light effects are predicted negative.
Moreover, the active substance is known not to undergo photolysis.
	Acceptable 
	See IUCLID section 3.4.2.1-01

	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	-
	-
	Taking into account the results of the storage stability test we can conclude that there is no effect on content of the active substance and technical characteristics of the biocidal product due to the temperature.
The assessment of effects of humidity is considered not required due to the high water content of the formulation.
	Acceptable
	See IUCLID section 3.4.2.2-01

	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	-
	REW2441(1.075% AS)
	No reactivity has been shown towards the container materials.
	Acceptable
	See IUCLID section 3.4.1.1-03

	Wettability
	-
	-
	The study does not need to be conducted as the data is only required for solids preparations which are to be dispersed in water.
	Not relevant 
	See IUCLID section 3.5-01

	Suspensibility, spontaneity and dispersion stability
	-
	-
	The study does not need to be conducted since these data are only required for wettable powders, aqueous suspensions concentrates, water dispersible granules, water dispersible powders and suspensions.
	Not relevant
	See IUCLID section 3.5-10

	Wet sieve analysis and dry sieve test
	-
	-
	The study does not need to be conducted since these data are only required for solid preparations which are to be dispersed in water.
	Not relevant 
	See IUCLID section 3.5-08

	Emulsifiability, re-emulsifiability and emulsion stability
	-
	-
	The study does not need to be conducted as these datas are only required for suspo-emulsions.
	Not relevant 
	See IUCLID section 3.5.-13

	Disintegration time
	-
	-
	The study does not need to be conducted as this data is only required for tablets.
	Not relevant 
	See IUCLID section 3.5-07

	Particle size distribution, content of dust/fines, attrition, friability
	-
	-
	The study does not need to be conducted since these data are only required for powder biocidal products and granules.
	Not relevant 
	See IUCLID section 3.5-05

	Persistent foaming
	-
	-
	The study does not need to be conducted as this data is only required for products which are diluted, suspended or dispersed in a tank of water inside of an application equipment.
	Not relevant 
	See IUCLID section 3.5-04

	Flowability/Pourability/Dustability
	-
	-
	The study does not need to be conducted as the data is only required for granular formulations applied through application equipment.
	Not relevant 
	See IUCLID section 3.5-02

	Burning rate — smoke generators
	-
	-
	The study does not need to be conducted as this data is only required for preparations applied as a smoke.
	Not relevant 
	See IUCLID section 3.5-09

	Burning completeness — smoke generators
	-
	-
	The study does not need to be conducted as this data is only required for preparations applied as a smoke.
	Not relevant 
	See IUCLID section 3.5-11

	Composition of smoke — smoke generators
	-
	-
	The study does not need to be conducted as this data is only required for preparations applied as a smoke.
	Not relevant 
	See IUCLID section 3.5-03

	Sprayability
	-
	-
	The study does not need to be conducted as the product is not going to be applied as a spray.
	Not relevant
	See IUCLID section 3.5-12

	Physical compatibility
	-
	-
	The study does not need to be conducted as the products is not going to be used in combination with any other products.
	Acceptable 
	See IUCLID section 3.6-01

	Chemical compatibility
	-
	-
	The study does not need to be conducted as the products is not going to be used in combination with any other products.
	Acceptable 
	See IUCLID section 3.6-01

	Degree of dissolution and dilution stability
	-
	-
	The study does not need to be conducted as this data is only required for tablets and soluble bags.
	Not relevant 
	See IUCLID section 3.5-14

	Surface tension
	OECD Guideline 115
	REW2441
Liquid used for impregnation
	26 mN/m at T:22 ºC
The product is surface active.
	Acceptable
	See IUCLID section 3.8-03
Lluis Pijuan (2019), Study number: EST526

	Viscosity
	internal method BPL-MA-013 with a BrookField LV rotational viscosimeter – adapted from OECD 114
	REW2441 
Liquid used for impregnation
	20°C: 6.9  cp at 180 rpm
7.3 cp at 200 rpm

40°C: 4.7  cp at 180 rpm
5 cp at 200 rpm

	Acceptable
	See IUCLID section 3.9-03
Lluis Pijuan (2019), Study number: EST526



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

	META SPC 3:
The products SANYTOL LACTIC NA-APP of META SPC 3 are impregnated wipes. All studies have been performed in accordance with the current requirements and the results are considered as acceptable. The appearance of the product is a white impregnated wipes with a fresh sweet citrus odour. There is no effect of high temperature on the stability of the formulation, since after 12 weeks at 35°C; neither the active ingredient content nor the technical properties were changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in commercial packaging material. 
The products must not be stored at temperatures higher than 35°C and should be protected from frost.

Their technical characteristics are acceptable for impregnated wipes.






[bookmark: _Toc51170657]Physical hazards and respective characteristics

META SPC1: DEO TEXTILE SPRAY
META SPC2
META SPC3: WIPES (The classification for Type A carriers is used for the impregnation solution)


	Property
	Guideline  and Method
	test substance
	Results
	FR evaluation 
	Reference

	Explosives
	statement
	META SPC 1, 2, 3
	According to the classification and the chemical structure of all present ingredients in this biocidal product family under the Regulation 1272/2008 (CLP), which do not classify as Explosives, it is not necessary to determine the explosive properties of any of the biocidal products within the family.
	Acceptable 
	See IUCLID section 4.1-01

	Flammable gases
	-
	META SPC 1, 2, 3
	According to the classification of all ingredients present in this biocidal product family under the Regulation 1272/2008 (CLP), which do not classify as flammable gases, it is not necessary to test the biocidal product family for flammable gases properties.
	Not relevant as the product is a liquid
	See IUCLID section 4.2-01

	Flammable aerosols
	-
	-
	The study does not need to be conducted as the product is a liquid.
	Not relevant as the product is not an aerosol
	See IUCLID section 4.2-04

	Oxidising gases
	-
	-
	The study does not need to be conducted as the product is a liquid.
	Not relevant as the product is a liquid
	See IUCLID section 4.4-03

	Gases under pressure
	-
	-
	The study does not need to be conducted as the product is liquid.
	Not relevant as the product is not a gas under pressure
	See IUCLID section 4.5-01

	Flammable liquids
	statement
	META SPC 1
	The products do not contain any flammable components in amounts that are significant enough to have any impact on the flammability of the final products.
Moreover, the product tested for Meta SPC 2 can be considered as a worst-case (considering the presence of 5% of ethanol). Indeed, the 3 co-formulants present in Meta SPC 1 products that are not in the tested product of Meta SPC 2, have a content low enough and have no flammability properties.
	Acceptable
	See IUCLID section 4.6-01

	
	ASTM D93 method
	CONC357_LEM2 - META SPC 2
	Flash point: 64ºC 
The formulation is classified as non- flammable.
	Acceptable 
	See IUCLID section 4.6-02

	
	UN Recommendations on the Transport of Dangerous Goods, Manual of Tests and Criteria - Section 33
	META SPC 3
REW2441_GRP
	The sample REW2441_GRP does not give rise to flame
propagation when subjected to a test similar to the one defined for classification of solids which are readily combustible, of Division 4.1, according to UN Recommendations on the Transport of Dangerous Goods, Manual of Tests and Criteria ST/SG/AC.10/11/Rev.6
(2015) - Section 33 paragraph 33.2.1.4. 
However, this is not considered sufficient to ensure the absence of classification as products of Meta SPC 3 contain 10% of flammable liquid ethanol. 
The flash point of the impregnated liquid was not provided. Based on the literature, the aqueous solution at 10% of ethanol has a flash point at 49°C (Handbook of reactive chemical hazard 6 ed Oxford, 1999). According to this data, the meta SPC 3 should be classified as flammable H226 


	Acceptable
The meta SPC 3 is classified flammable H226. The flash point of the representative product of the meta SPC 3 should be provided at post-authorisation to confirm the classification.
	See IUCLID section 4.6-02

	Flammable solids
	-
	-
	The study does not need to be conducted as the product is a liquid.
	Not relevant as the product is a liquid
	See IUCLID section 4.2.02

	Self-reactive substances and mixtures
	statement
	META SPC 1, 2, 3
	Not applicable based on experience in manufacture and handling. Each component of the formulation having a content higher than 1% have been checked for this property. Moreover, the mixtures are mostly composed of water (minimum of 75%).
Based on these elements, the products are not considered to be self-reactive and classification can be waived without further testing.
	Acceptable 
	See IUCLID section 4.8-01

	Pyrophoric liquids
	statement
	META SPC 1, 2, 3
	Based on experience on handling or manufacture, the products are known to be stable at room temperature for prolonged times.
	Acceptable
	See IUCLID section 4.17-01

	Pyrophoric solids
	-
	-
	Not applicable, the product is a liquid.
	Not relevant as the product is a liquid
	See IUCLID section 4.17-02

	Self-heating substances and mixtures
	statement
	META SPC 1, 2, 3
	Based on the CLP criteria for this classification, this endpoint does not need to be applied to this product as it forms a stable mixture. Further the active substance does not contain metals in the chemical structure. The result for this test is predicted negative based on manufacturing processes of the components and handling experience.
	





Acceptable  
	See IUCLID section 4.17-03

	Substances and mixtures which in contact with water emit flammable gases
	statement
	META SPC 1, 2, 3
	The products are aqueous solutions that are known not to emit flammable gases.
	Acceptable 
	See IUCLID section 4.17-04

	Oxidising liquids
	statement
	META SPC 1, 2, 3
	The study does not need to be conducted because there are no chemical groups present in the molecule which are associated with oxidising properties and hence, the classification procedure does not need to be applied.
	Acceptable
	See IUCLID section 4.4-02

	Oxidising solids
	-
	-
	The study does not need to be conducted because the product is a liquid.
	Not relevant as the product is a liquid
	See IUCLID section 4.4-01

	Oxidising gases
	-
	-
	The study does not need to be conducted as the product is a liquid.
	Not relevant as the product is a liquid
	See IUCLID section 4.4-03

	Organic peroxides
	statement
	META SPC 1, 2, 3
	Based on the non-existence of peroxide structure -O-O- in any of the single substances in the products, it is not necessary to perform any study for organic peroxides.
	Acceptable 
	See IUCLID section 4.15-01

	Corrosive to metals
	UN specification Section 37.4.1.1.
	META SPC1,2,3
	A test have been provided for one product of each meta SPC. Results are presented in a table before the conclusion on the physical hazards.
However, localised corrosion, that is entirely part of UN Test C.1 protocol, also has  to be taken into account. 

Based on measured results of each sample tested after exposure to the product, it appears that products do not show massive corrosion after 7 days at 55°C. However, based on pictures of each sample tested after exposure, picking corrosion phenomenon appears on aluminium plates for products Sanytol 4actions, wipes REW 2441 and Sanytol DEO Textil, REW 2451_BL2. The depth of these hole was not measured. Based on the pH of these products : 2.78 for REW 2451 and 3.65 for REW 2441, and the corrosive properties of lactic acid, products REW 2441 and 2451 are classified as corrosive to metal. 


	Acceptable

The products of meta SPC 2 is not corrosive to metal.
The products of meta SPC 1 and 3 are classified as corrosive to metal H290. However, in order to confirm this classification, a new test will be required at post-authorisation.



	See IUCLID section 4.16-01

	Auto-ignition temperatures of products (liquids and gases)
	statement
	META SPC 1, 2, 3
	Products of Meta SPC 1 and 2 are not flammable. 
Moreover, the sample REW2441_GRP (containing 10% of ethanol) has been shown to not ignite or propagate flame. Therefore, the products are not considered auto-flammable.
As products of meta SPC 3 are considered as flammable, the auto-ignition properties should be provided at post-authorisation
	Acceptable. The auto-ignition property should be provided at post-authorisation for meta-SPC 3
	See IUCLID section 4.17.1-01

	Relative self-ignition temperature for solids
	-
	-
	The study does not need to be conducted as the product is liquid.
	Not relevant as the product is a liquid
	See IUCLID section 4.17.1-02

	Dust explosion hazard
	-
	-
	Not applicable to liquid formulations
	Not relevant as the product is a liquid
	See IUCLID section 4.17.1-04



Results on corrosive to metals properties:

	Exposure media
	Exposure type
	Mass loss (%)

	
	
	Results*
	Requirements

	
	
	Steel
	Aluminium
	≤13,5%
(Mass loss results lower than this value mean that products cannot be considered corrosive for metals after 7 days of test at +55°C)

	Sanytol Deo Textil (A)
	Total immersion
	5.3
	3.8
	4.4**
	

	
	Partial immersion
	3.3
	3.4**
	2.8
	3.3**
	

	
	Gas phase
	0.1
	0.3**
	n.d
	

	Sanytol Concentrate LEMON (B)
	Total immersion
	2.0
	0.3
	

	
	Partial immersion
	1.6
	0.1
	

	
	Gas phase
	0.01
	n.d.
	

	Sanytol Wipes 4Actions (Liquid used for impregnation) (C)
	Total immersion
	4.3
	3.1
	

	
	Partial immersion
	3.2
	1.9
	2.2**
	

	
	Gas phase
	0.01
	n.d.
	


n.d.: not clearly detected because of the low mass difference

*: Results obtained after rinsing with water and cleaning with brush at the end of the corrosion test. 
Results highlighted with ** show the percentage of mass loss after chemical etching of the surface corrosion products.  
[image: ]
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Carbon steel plates (left) and aluminium plates (right) after test with the liquids A, B, C.   

It should be noted that different composition within each meta SPC imply compounds that, according to the compositions provided in their MSDS, do not contain halogens. Thus FR considers they can be consider equivalent for metal corrosion and products tested cover their respective meta SPC.



	Conclusion on the physical hazards and respective characteristics of the product

	The products of Meta SPC 1 and 2 are neither flammable nor auto-flammable. Products of Meta SPC 3 are flammable (H226).

They have no explosive and no oxidizing properties.

Products of Meta SPC 2 do not have corrosive properties. Products of Meta SPC 1 and 3 are considered as corrosive to metal (H290). 


To confirm the classification “corrosive to metal” of Meta spc 1 and 3, the localised corrosion should be provided in post-authorization.
To confirm the classification “flammable”, the flash-point of the impregnated liquid (Meta SPC 3) should be provided in post-authorization.






[bookmark: _Toc51170658]Methods for detection and identification
META SPC 1: DEO TEXTILE

Report: Method BPL-MA-057 Validation: BPL-MA-057 ÁCIDO LÁCTICO EN SANYTOL DEO, Barón, E., 2018
Report No EST517
              
Test facility:       Analytical Laboratory, GRUPO AC MARCA
Pol. Ind. Can Serra 3 – Parc.1
	              08791 – Sant Llorenç d’Hortons
	              Barcelona, SPAIN 

Principle of the method: 

Meta SPC 1: formulation Sanytol DEO textile standard, ref: REW 2451_BL2
An aliquot of 600 mL of sample was diluted with NaOH 0.05N to 10 mL, filtered with a 0.20 µm filter and left a minimum of 45 min at room temperature. LC-UV analysis performed using the method “lacticV1”. Quantification is done by external standard using a calibration curve.

	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

	
	
	
	
	
	fortification level
	Mean
	RSD
	

	Lactic acid
0.86%
	HPLC-UV
	64%-128%
(N=12)
	R2>0.99 5 point cal curve (40-1250 µg/mL
60% - 140%)
	To demonstrate the specificity of the method, several solution are analyzed:
· Solvent blank (NaOH)
· Formulation blank (REW2451_BL2 without lactic acid)
The method is specific. No interferences that could interfere with LA analysis were observed.
	64%


100%


128%
	97.7%
(n=3)

97.3%
(n=6)

97.6%
(n=3)
	1.0%
0.6%
0.3%
	N.A.
Precision at 98.5% (n=6):
RSD=0.57%




META SPC 2

Report: Analytical method validation BPL-MA-055-Acido LActico en CON375_LEM2, Jordi Belloc, 2019
Report No EST554
              
Test facility:       Analytical Laboratory, GRUPO AC MARCA
Pol. Ind. Can Serra 3 – Parc.1
	              08791 – Sant Llorenç d’Hortons
	              Barcelona, SPAIN 

Principle of the method: 

META SPC 2: formulation CON357-LEM2
An aliquot of 600mg was diluted with NaOH 0.05N to 10mL, filtered with a 0.20 µm filter and left a minimum of 45 min at room temperature. Analysis was performed using LC-UV. Quantification is done with a calibration curve by external standard method. 


	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

	
	
	
	
	
	fortification level
	Mean
	RSD
	

	Lactic Acid
0.89%
	HPLC-UV
	78% - 122% (N=12)
	R2>0,999
5 point cal curve (40-1250 µg/mL
60% - 140%)
	To demonstrate the specificity of the method, several solution are analyzed:
· Formulation blank (CON357_LEM2)
· Solvent blank
· Test item of the product
The method is specific. 
No relevant interfering substances reported (contributing more than 3% to the main peak area for the lactic acid).
	78%


100%


122%
	101.4%
(n=3)

100.3%
(n=6)

99.6%
(n=3)
	0.2%
0.4%
0.3%
	Not Applicable
Precision at 100% (n=6):
RSD=0.44%




META SPC 3: WIPES

Report: Analytical method validation BPL-MA-054-Acido LActico en Toallitas 4action, Enrique Baron, 2018
Report No EST552
              
Test facility:       Analytical Laboratory, GRUPO AC MARCA
Pol. Ind. Can Serra 3 – Parc.1
	              08791 – Sant Llorenç d’Hortons
	              Barcelona, SPAIN 

Principle of the method:

META SPC 3: This method has two main steps: extraction of the solution from the wipe, and the analysis of the LA of this solution. 
The impregnation solution is extracted using a 60 mL syringe. Afterwards, 600 mg of extracted sample are weighed and diluted with NaOH 0.05N to 10 ml, filtered with a 0.2 µm filter and left a minimum of 45 minutes at room temperature (20-25 ºC). Analysis is performed using HPLC-UV. Quantification is done by external standard using a calibration curve.


	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

	
	
	
	
	
	fortification level
	Mean
	RSD
	

	Lactic Acid
0.86%
	HPLC-UV
	79% - 122% (N=12)
	R2>0.999
5 point cal curve (40-1250 µg/mL
60% - 140%)
	To demonstrate the specificity of the method, several solution are analyzed:
· Solvent blank
· Test item of the product
· Formulation blank (REW2441)
· Standard solution
The method is specific. 
No relevant interfering substances reported.
	79%


100%


122%
	103.7%
(n=3)

102.5%
(n=6)

102.7%
(n=3)
	2.5%
0.4%
0.4%
	Not Applicable

Precision at 100% (n=6):
RSD=0.4%




[image: ]


	Conclusion on the methods for detection and identification of the product

	The analytical methods provided are fully validated for the determination of the active substance, lactic acid.

All SOCs are ingredients from co-formulants used for the formulation of the products. Therefore, their content is not expected to vary during the storage period and a full validation of the methods for the determination of SOCs has not been required.



Relevant residues in food of plant and animal origin and in the environmental compartments arising from the application of L(+) lactic acid are not expected.  Therefore, residue analytical methods for L(+) lactic acid in food of plant and animal origin, in soil, air, drinking and surface  water are  not  required. Since L(+)lactic acid is not classified as toxic or very toxic, analytical methods in body fluids and tissues are not required.










[bookmark: _Toc51170659]Efficacy against target organisms
[bookmark: _Toc51170660]Function and field of use
Main group 01: Disinfectants.
Product Type 02: Disinfectants and algaecides not intended for direct application to humans or animals. 
Product Type 04: Food and feed area.

The products of SANYTOL LACTIC NA-APP family are ready-to-use products used for hard surfaces and textiles disinfection by non-professional.

The product family has 3 META SPC:
· META SPC 1: liguid Disinfectant without rising for non-washable textile or textile from domestic areas which are difficult to wash (sofa, curtains, carpets, car seats,...). Also areas which are difficult to wash in contact with pets (bed, sofa, carpet, car seat, pet’s beds, pet’s carriers, “niches” etc…).
· META SPC 2: liquid Disinfectant for surfaces and disinfectant for surfaces in contact with food by wiping.
· META SPC 3: disinfecting wipes for surfaces and disinfectant for surfaces in contact with food.

The applicant claimed also an anti-allergen effect.

[bookmark: _Toc51170661]Organisms to be controlled and products, organisms or objects to be protected
The products of SANYTOL LACTIC SA-APP family are intended to be used for textiles (PT2) and hard surfaces disinfection (PT2 and PT4). They are intended to be used against bacteria, yeasts and enveloped virus (including Coronavirus and H1N1).
Surfaces to be disinfected include those found in industrial, domestic and institutional areas, excluding situations where disinfection is medically indicated.

The product is used for the purpose of the protection of human health (in order to prevent the transmission of disease causing microorganisms).

[bookmark: _Toc51170662]Effects on target organisms, including unacceptable suffering
The products of SANYTOL LACTIC NA-APP family are able to produce a reduction in the number of viable bacterial cells (bactericidal activity), yeast cells (yeasticidal activity) and virus particles of relevant test organisms under defined conditions.

[bookmark: _Toc51170663]Mode of action, including time delay
The dissociation degree of Lactic acid in solution depends on pH value. In contact of undissociated form of Lactic acid with biological materials, such as micro-organisms, the Lactic acid is able to pass the cells membrane. At a relatively low pH, the Lactic acid inhibits the pathogens through the penetration of the undissociated form across the membrane, which interferes with the metabolic functions of the pathogen. The decrease in the intracellular pH causes dissipation of the membrane and leads to membrane disruption. Therefore, the mode of action for this product is inhibiting of cells growth and biomass producing and finally cells are destroyed.


[bookmark: _Toc51170664]Efficacy data 
1. Inactivity of co-formulants

The products of the SANYTOL LACTIC NA-APP family contain a solvent in the formulation. As this ingredient is also an active substance that is assessed for main group 1, phase 2 step 1 tests (EN 1276 and EN 1650 standards) were performed with this coformulant alone at the highest concentrations in order to demonstrate that it does not have any bactericidal and yeasticidal activities in the conditions of uses (see table of experimental data in confidential annex of the PAR). 
At in-use concentrations claimed, the solvent does not possess any bactericidal and yeasticidal activities according to respectively EN 1276 and EN 1650 standards.

1. Efficacy of the SANYTOL LACTIC NA-APP product family

Laboratory studies were conducted with SANYTOL LACTIC NA APP product family according to the Guidance on BPR, Volume II Efficacy – Assessment and Evaluation (Parts B+C). The results are summarized in Section 6.7 of the IUCLID file and the main points are summarized in the table below.

· META SPC 1: textile disinfection (PT2)

META-SPC1 contains products at 0,86 % w/w Lactic acid pure, with range of variations for perfumes. Laboratory studies were conducted with three representative products REW2338 AMPHO, DEO REW2338 and REW2338_AMPHO_EUC:
Taking into account the variations of the co-formulants presented in the META-SPC1, it can be assumed that they have no impact on efficacy and the efficacy results of these representative products cover the whole META-SPC1 claims.


Due to the lack of specific efficacy test related to the application of disinfectant products on soft surfaces, the applicant proposed an adaptation of EN13697, considering to use a soft surface as a carrier instead of a stainless-steel disk surface. The best soft surface candidate as carrier for testing, able to cover efficacy an all other textiles is cotton. Indeed, cotton is one of the most commonly used textiles and is the one showing the maximum adherence capacity for microorganisms and the most suitable properties to promote the growth of the microorganisms when the favourable growth conditions are present (Hsieh and Merry 1986; Bajpaj et al., 2011; Shorter, 1924;  Schuster et al., 2006; Szostak-Kotowa J., 2004; Teufel and Redl, 2006). Furthermore, standard methods in the field of textile disinfection (ASTM 2274, 2406, VAH 16-17, EN16616) have considered traditionally only cotton as carrier surface to cover the scope of the test. rMS agreed with this argumentation.


Bactericidal activity is demonstrated in phase 2, step 1 test (EN 1276) at 20 °C, with a contact time of 5 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, bactericidal activity is shown at the in-use concentrations of 80 and 50 % v/v.
Bactericidal activity is demonstrated in phase 2, step 2 test (EN 13697 - adapted porous surfaces and adapted with a cotton carrier), at 20 °C, with a contact time of 15 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, bactericidal activity is shown at the in-use concentration of 100 and 50 % v/v.

Yeasticidal activity is demonstrated in phase 2, step 1 test (EN 1650), at 20 °C, with a contact time of 15 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, yeasticidal activity is shown at the in-use concentration of 80 and 50% v/v.
Yeasticidal activity is demonstrated in phase 2, step 2 test (EN 13697- adapted porous surfaces and adapted with a cotton carrier), at 20 °C, with a contact time of 15 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, yeasticidal activity is shown at the in-use concentration of 100 and 50 % v/v.

Virucidal activity is demonstrated against enveloped virus, in phase 2, step 1 test (EN 14476)) at 20 °C, with a contact time of 5 minutes, in dirty conditions (3g/L BSA + 3mL/L erythrocytes). In these conditions, virucidal activity is shown at the in-use concentration of 80 and 50 % v/v.
An activity is demonstrated against specifically the strain Human Coronavirus (229E), according to the methodology of a phase 2, step 1 test (EN 14476)) at 20 °C, with a contact time of 5 minutes, dirty conditions (3g/L BSA + 3mL/L erythrocytes). In these conditions, activity against Coronavirus is shown at the in-use concentration of 80 and 50 % v/v.
An activity is demonstrated against specifically the strain Influenza A virus H1N1, according to the methodology of phase 2, step 1 test (EN 14476) at 20 °C, with a contact time of 5 minutes, in dirty conditions (3 g/L BSA + 3 mL/L erythrocytes). In these conditions, activity against Influenza A virus H1N1 is shown at the in-use concentration of 80 and 50 % v/v.

	Experimental data on the efficacy of the biocidal product against target organism(s) – META SPC1

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

	Bactericide
	PT2-Textile disinfection
	REW2338_AMPHO 

Lactic acid 0,86+/-0,086%
	Staphylococcus aureus
Pseudomonas aeruginosa
Enterococcus hirae
Escherichia coli
	EN1276:2010;Erratum 2011

Phase 2 Step 1
	Contact time: 5 minutes
Temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L bovine albumin)
Concentrations tested: 80%, 50% and 1%
	Bactericidal concentration: 80% and 50% 
≥ 5 log unit reduction
	See IUCLID section 6.7-01
D/18/274

RI 1

	Yeasticide
	PT2-Textile disinfection
	REW2338_AMPHO

Lactic acid 0,86+/-0,09%
	Candida albicans
	EN1650:2008+A1:2013

Phase 2 Step 1
	Contact time: 15 minutes
Temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L bovine albumin)
Concentrations tested: 80%, 50% and 1%
	Yeasticidal concentration: 80% and 50% 
≥ 4 log unit reduction
	See IUCLID section 6.7-02

D/18/275

RI 1

	Bactericide Yeasticide
	PT2-Textile disinfection
	DEO REW2338

Lactic acid 0,86+/-0,09%
	Staphylococcus aureus
Pseudomonas aeruginosa
Enterococcus hirae
Escherichia coli
Candida albicans
	EN13697:2015 (adapted porous surfaces- cotton carrier)

Phase 2 Step 2
	Contact time: 15 minutes
Temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L bovine albumin)
Concentrations tested: 100%, 50% and 10%
	Bactericidal concentration: 100 and 50%
≥ 4 log unit reduction

Yeasticidal concentration: 100 and 50% 
≥ 3 log unit reduction

	See IUCLID section 6.7-03

L18/0768,2

RI 1

	Activity against enveloped virus
	PT2&4- Surface disinfection
	REW2338_AMPHO_EUC

Lactic acid 0,86+/-0,09%
	Vaccinia Poxvirus (ATCC VR-1508)
Modified vaccinia virus Ankara (MVA)
	EN14476:2013 + A2:2019

Phase 2 Step 1
	Contact time: 5 minutes
Contact temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L BSA + 3mL/L sheep erythrocytes)
Concentrations tested: 80%, 50% and 1%
	Virucidal concentration against enveloped virus: 80 and 50% 

>4 log unit reduction
	See IUCLID section 6.7-22

D/20/390

RI 1



	Activity against Coronavirus 
	PT2&4- Surface disinfection
	REW2338_AMPHO_EUC

Lactic acid 0,86+/-0,09%
	Coronavirus 229E (ATCC VR-740)
	EN14476:2013 + A2:2019
 
Phase 2 Step 1
	Contact time: 5 minutes
Contact temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L BSA + 3mL/L sheep erythrocytes)
Concentrations tested: 80%, 50% and 1%
	Activity against Coronavirus: 80 and 50% 

>4 log unit reduction
	See IUCLID section 6.7-23

D/20/389

RI 1



	Activity against Influenza A virus H1N1
	PT2-Textile disinfection
	REW2338-AMPHO

Lactic acid 0,86+/-0,09%
	Influenza A virus H1N1pdm09, strain A/California/7/2009
	EN 14476:2014+A1:2015 

Phase 2 Step 1
	Contact time: 5 minutes
Temperature: 25 ºC ±1 ºC
Soiling: dirty conditions (3 g/L BSA + 3mL/L sheep erythrocytes)
Concentrations tested: 100%, 50% and 1%
	Activity against Influenza A virus H1N1: 80 and 50% 
>4 log unit reduction.

	See IUCLID section 6.7-17

D/16/141

RI 1





META SPC 2: surface disinfection with mechanical action (PT2&PT4)

META-SPC2 contains wipes products at 0,89 % w/w Lactic acid pure, with range of variations for perfumes. Laboratory studies were conducted with two representative products CONC357 EUC2 and CONC357_LEM2:
Taking into account the variations of the co-formulants presented in the META-SPC2, it can be assumed that they have no impact on efficacy and the efficacy results of the representative products CONC357 EUC2 and CONC357_LEM2 covers the whole META-SPC2 claims.

Bactericidal activity is demonstrated in phase 2, step 1 test (EN 1276), at 20 °C, with a contact time of 5 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, bactericidal activity is shown at the in-use concentration of 80 and 31.25 % v/v.
Bactericidal activity is demonstrated in phase 2, step 2 test (EN 16615), at 20 °C, with a contact time of 15 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, bactericidal activity is shown at the in-use concentration of 100% v/v.

Yeasticidal activity is demonstrated in phase 2, step 1 test (EN 1650), at 20 °C, with a contact time of 15 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, yeasticidal activity is shown at the in-use concentration of 80 and 31.25% v/v.
Yeasticidal activity is demonstrated in phase 2, step 2 test (EN 16615), at 20 °C, with a contact time of 15 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, bactericidal activity is shown at the in-use concentration of 100% v/v.

Virucidal activity is demonstrated against enveloped virus in phase 2, step 1 test (EN 14476) at 20 °C, with a contact time of 5 minutes, in dirty conditions (3g/L BSA + 3mL/L erythrocytes). In these conditions, virucidal activity against enveloped virus is shown at the in-use concentration of 80 and 50 % v/v.
With regard to the TAB EFF v.2.1 (January 2020), only PT2 is considered at the section 19, because until now this splitting of virucidal claims has only be discussed at WG Eff in the frame of PT2 dossiers. Nevertheless, in the frame of this dossier, it makes sense that such claim against enveloped virus is also valid for PT4 hard surfaces for non-professionals.

An activity is demonstrated against specifically the strain Human Coronavirus (229E) according to the methodology of a phase 2, step 1 test (EN 14476) at 20 °C, with a contact time of 5 minutes, in dirty conditions (3g/L BSA + 3mL/L erythrocytes). In these conditions, activity against Coronavirus is shown at the in-use concentration of 80 and 50 % v/v.
An activity is demonstrated against specifically the strain Influenza A virus H1N1, according to the methodology of phase 2, step 1 test (EN 14476) at 20 °C, with a contact time of 5 minutes, in dirty conditions (3 g/L BSA + 3 mL/L erythrocytes). In these conditions, activity against Influenza A virus H1N1 is shown at the in-use concentration of 80 and 31.25 % v/v.



	Experimental data on the efficacy of the biocidal product against target organism(s) _ META-SPC2

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

	Bactericide
	PT2&4- Surface disinfection
	CONC357_EUC2

Lactic acid 0,86+/-0,089%
	Staphylococcus aureus
Pseudomonas aeruginosa
Enterococcus hirae
Escherichia coli

	EN1276:2010;Erratum 2011

Phase 2 Step 1
	Contact time: 5 minutes
Temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L bovine albumin)
Concentrations tested: 80%, 31,25% and 1%
	Bactericidal concentration: 80% and 31,25% 
≥ 5 log unit reduction


	See IUCLID section 6.7-06

D/19/005

RI 1


	Yeasticide
	PT2&4- Surface disinfection
	CONC357_EUC2

Lactic acid 0,86+/-0,089%
	Candida albicans
	EN1650:2008+A1:2013

Phase 2 Step 1
	Contact time: 15 minutes
Temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L bovine albumin)
Concentrations tested: 80%, 31,25% and 1%
	Yeasticidal concentration: 80% and 31,25% 
≥ 4 log unit reduction


	See IUCLID section 6.7-07

D/19/006

RI 1

	Bactericide
Yeasticide
	PT2&4- Surface disinfection
	CONC357_EUC2

Lactic acid 0,86+/-0,09%
	Staphylococcus aureus
Pseudomonas aeruginosa
Enterococcus hirae
Candida albicans
	EN16615:2015

Phase 2 Step 2
	Contact time: 15 minutes
Temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L bovine albumin)
Concentration tested: the cloth is wetted with water, before impregnated of product (the dilution obtained is 31,25 % v/v as in the suspension test)
	Bactericidal concentration: 100%
≥ 5 log unit reduction

Yeasticidal concentration: 100% 
≥ 4 log unit reduction

	See IUCLID section 6.7-08

D/18/325-a

RI 2 

	Activity against enveloped virus
	PT2&4- Surface disinfection
	CONC357_LEM2

Lactic acid 0,896+/-0,096%
	Vaccinia Poxvirus (ATCC VR-1508)
Modified vaccinia virus Ankara (MVA)
	EN14476:2013 + A2:2019
 
Phase 2 Step 1
	Contact time: 5 minutes
Contact temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L BSA + 3mL/L sheep erythrocytes)
Concentrations tested: 80%, 50% and 1%
	Virucidal concentration against enveloped virus: 80 and 50% 
>4 log unit reduction
	See IUCLID section 6.7-26

D/20/477

RI 1



	Activity against Coronavirus 
	PT2&4- Surface disinfection
	CONC357_LEM2

Lactic acid 0,86+/-0,086%
	Coronavirus 229E (ATCC VR-740)
	EN14476:2013 + A2:2019 
Phase 2 Step 1
	Contact time: 5 minutes
Contact temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L BSA + 3mL/L sheep erythrocytes)
Concentrations tested: 80%, 50% and 1%
	Activity against Coronavirus: 80 and 50% 

>4 log unit reduction
	See IUCLID section 6.7-25

D/20/474

RI 1



	Activity against Influenza A virus H1N1
	PT2&4- Surface disinfection
	CONC357_EUC2

Lactic acid 0,86+/-0,089%
	Influenza A virus H1N1 virus H1N1pdm09, strain A/California/7/2009
	EN14476:2014+A1:2015

Phase 2 Step 1
	Contact time: 5 minutes
Contact temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L BSA + 3mL/L sheep erythrocytes)
Concentrations tested: 80%, 31,25% and 1%
	Activity against Influenza A virus H1N1: 80 and 31.25%

>4 log unit reduction
	See IUCLID section 6.7-18

D/19/004

RI 1


 
META SPC 3: surface disinfection with impregnated wipes

META-SPC3 contains products at 0,86 % w/w Lactic acid pure, with no range of variations. Laboratory studies were conducted with two representative products REW 2441 and REW2441_NOSIL (impregnated wipes):
Taking into account the variations of the co-formulants presented in the META-SPC3, it can be assumed that they have no impact on efficacy and the efficacy results of the representative products REW 2441 and REW2441_NOSIL covers the whole META-SPC3 claims.

Bactericidal activity is demonstrated in phase 2, step 1 test (EN 1276), at 20 °C, with a contact time of 5 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, bactericidal activity is shown at the in-use concentration of 80 and 50 % v/v.
Bactericidal activity is demonstrated in phase 2, step 2 test (EN 16615), at 20 °C, with a contact time of 5 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, bactericidal activity is shown at the in-use concentration of 100 % v/v.

Yeasticidal activity is demonstrated in phase 2, step 1 test (EN 1650), at 20 °C, with a contact time of 15 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, yeasticidal activity is shown at the in-use concentration of 80 and 50% v/v.
Yeasticidal activity is demonstrated in phase 2, step 2 test (EN 16615 at 20 °C, with a contact time of 5 minutes, in dirty conditions (3.0 g/L BSA). In these conditions, bactericidal activity is shown at the in-use concentration of 100% v/v.
For yeasticidal activity, as contact time is different between P2S1 test and P2S2 tests, the worst case (15 min) should normally be taken into account.  However, a mechanical action is claimed and the suspension test is not able to simulate this action. Therefore eCA considered that the suspension test allowed to determine a yeasticidal activity with 15 min contact time (at 31,25%), and with the mechanical action (EN 16615), the contact time is reduced to 5 min, with the ready-to-use wipe (100%). 


Virucidal activity is demonstrated against enveloped virus in phase 2, step 1 test (EN 14476) at 20 °C, with a contact time of 5 minutes, in dirty conditions (3g/L BSA + 3mL/L erythrocytes). In these conditions, virucidal activity against enveloped virus is shown at the in-use concentration of 80 and 50 % v/v.
With regard to the TAB EFF v.2.1 (January 2020), only PT2 is considered at the section 19, because until now this splitting of virucidal claims has only be discussed at WG Eff in the frame of PT2 dossiers. Nevertheless, in the frame of this dossier, it makes sense that such claim against enveloped virus is also valid for PT4 hard surfaces for non-professionals.

An activity is demonstrated against specifically the strain Human Coronavirus (229E) according to the methodology of a phase 2, step 1 test (EN 14476) at 20 °C, with a contact time of 5 minutes, in dirty conditions (3g/L BSA + 3mL/L erythrocytes). In these conditions, an activity against Coronavirus is shown at the in-use concentration of 80 and 50 % v/v.
An activity is demonstrated against specifically the strain Influenza A virus H1N1, according to the methodology of a phase 2, step 1 test (EN 14476) at 20°C, with a contact time of 5 minutes, in dirty conditions (3 g/L BSA + 3 mL/L erythrocytes). In these conditions, activity against Influenza A virus H1N1 is shown at the in-use concentration of 80 and 25 % v/v.


	Experimental data on the efficacy of the biocidal product against target organism(s) – META SPC3

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

	Bactericide
	PT2&4-Surface disinfection
(Wipe)
	REW2441

Lactic acid 0,86+/-0,086%
	Staphylococcus aureus
Pseudomonas aeruginosa
Enterococcus hirae
Escherichia coli

	UNE-EN1276:2010;Erratum 2011

Phase 2 Step 1
	Contact time: 5 minutes
Temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L bovine albumin)
Concentrations tested: 80%, 50% and 0,01%
	Bactericidal concentration: 80% and 50% 
≥ 5 log unit reduction

	See IUCLID section 6.7-10

D/18/124

RI 1


	Yeasticide
	PT2&4-Surface disinfection
(Wipe)
	REW2441

Lactic acid 0,86+/-0,086%
	Candida albicans
	UNE-EN1650:2008+A1:2013

Phase 2 Step 1
	Contact time: 15 minutes
Temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L bovine albumin)
Concentrations tested: 80%, 50% and 0,01%
	Yeasticidal concentration: 80% and 50%
≥ 4 log unit reduction

	See IUCLID section 6.7-11

D/18/125

RI 1

	Bactericide Yeasticide
	PT2&4-Surface disinfection
(Wipe)
	REW2441

Lactic acid 0,86%+/-0,086%
	Staphylococcus aureus
Pseudomonas aeruginosa
Enterococcus hirae
Candida albicans
	DIN EN 16615:2015

Phase 2 Step 2
	Contact time: 5 minutes
Temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L bovine albumin)
Concentrations tested: 100%

2 replicats at 5 minutes and 2 replicats at 15 minutes per test organism.
	Bactericidal concentration: 100%
≥ 5 log unit reduction

Yeasticidal concentration: 100% 
≥ 4 log unit reduction

	See IUCLID section 6.7-12

L18/0210.1

RI 2 


	Bactericide Yeasticide
	PT2&4-Surface disinfection
(Wipe)
	REW2441_NOSIL

Lactic acid 0,86%+/-0,086%
	Staphylococcus aureus
Pseudomonas aeruginosa
Enterococcus hirae
Candida albicans
	DIN EN 16615:2015

Phase 2 Step 2
	Contact time: 5 minutes
Temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L bovine albumin)
Concentration tested: 100%
	Bactericidal concentration: 100%
≥ 5 log unit reduction

Yeasticidal concentration: 100% 
≥ 4 log unit reduction

	See IUCLID section 6.7-20

L18/0210.1

RI 1

	Activity against enveloped virus
	PT2&4- Surface disinfection
	REW2441_NOSIL
Lactic acid 0,896+/-0,096%
	Vaccinia Poxvirus (ATCC VR-1508)
Modified vaccinia virus Ankara (MVA)
	Procedure DESIN-6225 (Based on NF-EN 14476:2013 + A2:2019 guideline)
Phase 2 Step 1
	Contact time: 5 minutes
Contact temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L BSA + 3mL/L sheep erythrocytes)
Concentrations tested: 80%, 50% and 1%
	Virucidal concentration against enveloped virus: 80 and 50% 
>4 log unit reduction
	See IUCLID section 6.7-28

D/20/475

RI 1


	Activity against Coronavirus 
	PT2&4- Surface disinfection
	REW2441_NOSIL

Lactic acid 0,86+/-0,086%
	Coronavirus 229E (ATCC VR-740)
	Procedure DESIN-6225 (Based on NF-EN 14476:2013 + A2:2019 guideline)
Phase 2 Step 1
	Contact time: 5 minutes
Contact temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L BSA + 3mL/L sheep erythrocytes)
Concentrations tested: 80%, 50% and 1%
	Activity against Coronavirus: 80 and 50% 
>4 log unit reduction
	See IUCLID section 6.7-29
D/20/478

RI 1



	Activity against Influenza A virus H1N1
	Surface disinfection
(Wipe)
	REW2441

Lactic acid 0,86+/-0,086%
	Influenza A virus H1N1pdm09, strain A/California/7/2009
	UNE-EN 14476:2014+A1:2015 guideline) modified
Phase 2 Step 1
	Contact time: 5 minutes
Contact temperature: 20 ºC ±1 ºC
Soiling: dirty conditions (3 g/L BSA + 3 mL/L erythrocytes)
Concentrations tested: 80%, 25% and 1%
	Activity against Influenza A virus H1N1: 80 and 25% 
>4 log unit reduction.
	See IUCLID section 6.7-18

D/18/160

RI 1




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

	Bactericide
activity of coformulant
	-
	See confidential annex section 2
	Staphylococcus aureus
Pseudomonas aeruginosa
Enterococcus hirae
Echerichia coli
	EN1276:2010;Erratum 2011

	See confidential annex section 2
	See confidential annex section 2
	See IUCLID section 6.7-16

	Yeasticide activity of coformulant
	-
	See confidential annex section 2
	Candida albicans
	UNE-EN1650:2008+A1
	See confidential annex section 2
	See confidential annex section 2
	See IUCLID section 6.7-16



1- 
1. Anti allergen effect

The applicant has claimed anti allergen effect “destroys 99,9% allergens” and has submitted a study with the product REW2325 AMPHO from META SPC1. 
In accordance with decisions of CG-36 meeting, rMS has considered that ‘Anti-allergen’ claim is not a biocidal claim, and then not assessed the information provided.

	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

	Anti-allergen
	Textile and surface disinfection
	REW2325_AMPHO
	Major allergenic proteins from the three main sources of allergens (house dust mites, pets and pollen)
	-
	-
	95% of neutralization of allergens from house dust mites, cats and pollen on hard surfaces.
	See IUCLID section 6.7-14

Not evaluated – out of the scope of BPR



	Conclusion on the efficacy of the product

	French competent authorities (FR CA) assessed that SANYTOL LACTIC NA APP product family with three META SPC has shown a sufficient efficacy in accordance with the requirements of Guidance on BPR, Volume II Efficacy – Assessment and Evaluation (Parts B+C):

META SPC 1: Textile disinfection for PT2 uses (dirty conditions) at room temperature by spraying, against respectively bacteria, yeasts and enveloped virus (including H1N1 (Influenza A) and Coronavirus (Coronavirus 229E)) with a contact time of 15 min.


META SPC 2: Surface disinfection for PT2 and 4 uses (dirty conditions) at room temperature by wiping, against respectively bacteria, yeasts and enveloped virus (including H1N1 (Influenza A) and Coronavirus (Coronavirus 229E)) with a contact time of 15 min.

META SPC 3: Surface disinfection for PT2 and 4 uses (dirty conditions) at room temperature with impregnated wipes, against bacteria, yeasts and enveloped virus (including H1N1 (Influenza A) and Coronavirus (Coronavirus 229E)) with a contact time of 5 min.


The applicant claimed anti-allergen effect. In accordance with CG-36 meeting conclusion, rMS considered that ‘Anti-allergen’ is not a biocidal claim.





[bookmark: _Toc51170665]Occurrence of resistance and resistance management
No resistance phenomenon has been reported with lactic acid in the scientific literature.

No incidence of resistance to Lactic acid has been recorded until now. (Source: Assessment Report. L (+) Lactic Product types 2, 3 and 4. June 2017. RMS, Germany)

To ensure a satisfactory level of efficacy and avoid the development of resistance, the recommendations proposed in the SPC have to be implemented.

[bookmark: _Toc51170666]Known limitations
[bookmark: _Toc532485236]None

[bookmark: _Toc51170667]Evaluation of the label claims
French competent authorities (FR CA) assessed that SANYTOL LACTIC NA APP product family with three META SPC has shown a sufficient efficacy in accordance with the requirements of Guidance on BPR, Volume II Efficacy – Assessment and Evaluation (Parts B+C):

META SPC 1: Textile disinfection for PT2 uses (dirty conditions) at room temperature by spraying, against respectively bacteria, yeasts and enveloped virus (including H1N1 (Influenza A)  Coronavirus (Coronavirus 229E)) with a contact time of 15 min.

META SPC 2: Surface disinfection for PT2 and 4 uses (dirty conditions) at room temperature by wiping, against respectively bacteria, yeasts and enveloped virus (including H1N1 (Influenza A) and Coronavirus (Coronavirus 229E)) with a contact time of 15 min.

META SPC 3: Surface disinfection for PT2 and 4 uses (dirty conditions) at room temperature with impregnated wipes, against bacteria, yeasts and enveloped virus (including H1N1 (Influenza A) and Coronavirus (Coronavirus 229E)) with a contact time of 5 min.


[bookmark: _Toc51170668]Relevant information if the product is intended to be authorised for use with other biocidal product(s)

[bookmark: _Toc536092895]The products of the SANYTOL LACTIC NA-APP family are not intended to be used with another biocidal product.

[bookmark: _Toc51170669]Risk assessment for human health
[bookmark: _Toc51170670]Assessment of effects on Human Health 

Skin corrosion and irritation

Meta SPC 1-2-3 

No in vitro, in vivo or human data on the skin corrosion and irritation potential of products pertaining to meta 1-2-3 are available. 

	Conclusion used in Risk Assessment – Skin corrosion and irritation

	Value/conclusion
	Not corrosive or irritant.

	Justification for the value/conclusion
	No study on skin irritation was performed. The classification is determined using the calculation method of CLP Regulation. Considering the content in active substance and co-formulants in the meta SPC 1-2-3 (0.9 to 0.938%), no classification is needed.

	Classification of the product according to CLP 
	Not classified



Eye irritation

Meta SPC 1 and 3

No in vitro, in vivo or human data on the eye irritation potential of products pertaining to meta SPC 1-3 are available.


	Conclusion used in Risk Assessment – Eye irritation 

	Value/conclusion
	The products of meta SPC 1-3 are considered to cause serious eye irritation.

	Justification for the value/conclusion
	No study on eye irritation was performed. The classification is determined using the calculation method of CLP Regulation. Considering the content of active substance and co-formulants in the products, a classification Eye Irrit.2 H319 (in accordance with Regulation EC/1272/2008) is needed.

	Classification of the product according to CLP 
	Classification Serious eye irritation, category 2, H319: Causes serious eye irritation is required. 



Meta SPC 2

No in vitro, in vivo or human data on the eye irritation potential of products pertaining to meta SPC 2 is available.




	Conclusion used in Risk Assessment – Eye irritation 

	Value/conclusion
	The products of meta SPC 2 are considered to cause serious eye damage.

	Justification for the value/conclusion
	No study on eye irritation was performed.  The classification is determined using the calculation method of CLP Regulation. Considering the content of active substance and co-formulants in the products, a classification Eye Dam.1 H318 (in accordance with Regulation EC/1272/2008) is needed. Calculation details in Confidential annex.

	Classification of the product according to CLP 
	Classification Serious eye damage category 1, H318: Causes serious eye damage is required.





Respiratory tract irritation 

Meta SPC 1-2-3
 
	Conclusion used in the Risk Assessment – Respiratory tract irritation

	Justification for the conclusion
	Not irritating to the respiratory tract

	Classification of the product according to CLP 
	Regarding the content of a.s and co-formulants, and according to the classification rules laid down in the CLP regulation, no classification is required for respiratory tract irritation.






Skin sensitization

Meta SPC 1-2-3
 
	Conclusion used in Risk Assessment – Skin sensitisation

	Value/conclusion
	Not sensitising to the skin.

	Justification for the value/conclusion
	No study on skin sensitisation was performed. Therefore, the classification is determined according to the CLP Regulation. 
No classification for skin sensitisation is required.

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





Respiratory sensitization (ADS)

Meta SPC 1-2-3
 

	Conclusion used in Risk Assessment – Respiratory sensitisation

	Value/conclusion
	Not sensitising to the respiratory system.

	Justification for the value/conclusion
	According to the composition, none of the component is toxicologically relevant for respiratory sensitisation.

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




Acute toxicity

Acute toxicity by oral route

Meta SPC 1 
 

	Value used in the Risk Assessment – Acute oral toxicity

	Value
	Not acutely toxic via oral route.

	Justification for the selected value
	The classification has been determined using the calculation method. None of the co-formulants/ingredients classified for acute oral toxicity is present at a relevant concentration (0.1 or 1% depending on classification) to be taken into account in the calculation.

	Classification of the product according to CLP 
	No classification for acute oral toxicity is required.




Meta SPC 2
 

	Value used in the Risk Assessment – Acute oral toxicity

	Value
	Not acutely toxic via oral route.

	Justification for the selected value
	The classification has been determined using the calculation method. 
Two ingredients, at concentrations of 1.769% and 2.16%, which are classified H302, have been taken into account in the calculation. 

ATEmix of 12725 mg/kg has been calculated. This is ≥ 2000 mg/kg, therefore no classification for acute oral toxicity is required.

	Classification of the product according to CLP 
	No classification for acute oral toxicity is required.


 
Meta SPC 3
 

	Value used in the Risk Assessment – Acute oral toxicity

	Value
	Not acutely toxic via oral route.

	Justification for the selected value
	The classification has been determined using the calculation method. None of the co-formulants/ingredients classified for acute oral toxicity is present at a relevant concentration (0.1 or 1% depending on classification) to be taken into account in the calculation.

	Classification of the product according to CLP 
	No classification for acute oral toxicity is required.


 
Acute toxicity by inhalation

Meta SPC 1
 
	Value used in the Risk Assessment – Acute inhalation toxicity

	Value
	Not acutely toxic via inhalation.

	Justification for the selected value
	The classification has been determined using the calculation method. None of the components is classified for acute inhalation toxicity.

	Classification of the product according to CLP 
	No classification for acute inhalation toxicity is required.



Meta SPC 2
 
	Value used in the Risk Assessment – Acute inhalation toxicity

	Value
	Not acutely toxic via inhalation.

	Justification for the selected value
	The classification has been determined using the calculation method. 
One ingredient, at concentration of 2.16%, which is classified H332, has been taken into account in the calculation. 

ATEmix of 69.44 mg/l has been calculated. This is ≥ 5 mg/l, therefore no classification for acute inhalation toxicity is required.

	Classification of the product according to CLP 
	No classification for acute inhalation toxicity is required.



Meta SPC 3
 
	Value used in the Risk Assessment – Acute inhalation toxicity

	Value
	Not acutely toxic via inhalation.

	Justification for the selected value
	The classification has been determined using the calculation method. None of the co-formulants/ingredients classified for acute inhalation toxicity is present at a relevant concentration (0.1 or 1% depending on classification) to be taken into account in the calculation.

	Classification of the product according to CLP 
	No classification for acute inhalation toxicity is required.




Acute toxicity by dermal route

Meta SPC 1-2

	Value used in the Risk Assessment – Acute dermal toxicity

	Value
	Not acutely toxic via the dermal route.

	Justification for the selected value
	The classification has been determined using the calculation method. None of the components is classified for acute dermal toxicity.

	Classification of the product according to CLP 
	No classification for acute dermal toxicity is required.



Meta SPC 3

	Value used in the Risk Assessment – Acute dermal toxicity

	Value
	Not acutely toxic via the dermal route.

	Justification for the selected value
	The classification has been determined using the calculation method. None of the co-formulants/ingredients classified for acute dermal toxicity is present at a relevant concentration (0.1 or 1% depending on classification) to be taken into account in the calculation.

	Classification of the product according to CLP 
	No classification for acute dermal toxicity is required.


 

Information on dermal absorption
 Meta SPC 1-2-3

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

	Substance
	Lactic acid

	Value(s)
	75%

	Justification for the selected value(s)
	According to the EFSA Guidance on dermal absorption (2012), in absence of relevant data for products containing ≤5% of active substance, a dermal absorption default value of 75% should be used. 

Therefore, because of the concentration of active substance in the products of Meta SPC 1-2-3 is from 0.9 to 0.938%, a dermal absorption default value of 75% has been used in the assessment. The same approach has been considered in the CAR of L(+)-lactic acid (2017).




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

Meta SPC 1 

According to the definition of a substance of concern laid down in the Guidance on the BPR Volume III Human Health – Part B and C Risk Assessment, three ingredients of co-formulants have been identified as SOC due to their contribution on H319 classification. For more information, please see confidential annex of the PAR. 
 

Meta SPC 2

According to the definition of a substance of concern laid down in the Guidance on the BPR Volume III Human Health – Part B and C Risk Assessment, three ingredients of co-formulants have been identified as SOC due to their contribution on H318 classification. For more information, please see confidential annex of the PAR. 

Meta SPC 3

According to the definition of a substance of concern laid down in the Guidance on the BPR Volume III Human Health – Part B and C Risk Assessment, three ingredients of co-formulants have been identified as SOC due to their contribution on H319 classification. For more information, please see confidential annex of the PAR. 

Please note that sodium benzoate, at 0.1% in the meta SPC 3, is an active substance for biocidal products. It has not been considered as a SoC because no toxicological reference value has been derived for sodium benzoate and it is listed in the Annex I of the BPR. 


Available toxicological data relating to a mixture 

Not relevant.

Other

Not required.
[bookmark: _Toc51170671]Exposure assessment

Identification of main paths of human exposure towards active substance(s) and substances of concern from its use in biocidal product

	Summary table: relevant paths of human exposure

	Exposure path
	Primary (direct) exposure 
	Secondary (indirect) exposure 

	
	Industrial use
	Professional use
	Non-professional use
	Industrial use
	Professional use
	General public
	Via food

	Inhalation
	n.a
	n.a
	Yes
	n.a
	n.a
	Yes
	

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

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



SANYTOL LACTIC NA-APP family is used by non-professionals for:

· Disinfection of non-washable textile or textile from domestic areas which are difficult to wash by spraying (PT2) for meta SPC 1
· Disinfection of hard surfaces by wiping (PT 2-4) for meta SPC 2
· Disinfection of hard surfaces with impregnated wipes (PT 2-4) for meta SPC 3

The biocidal products are packed in:

· Meta SPC 1: trigger spray (from 250 mL up to 600 mL)
· Meta SPC 2: bottle with cap (from 27 mL up to 2L)
· Meta SPC 3: impregnated wipes

The primary mode of action of the active substance, i.e L(+)-lactic acid, is characterised by local effects and has a very low systemic effects toxicity. However, according to the CAR of L(+)-lactic acid (2017), the exposure estimates have been compared with endogenous production of lactic acid to carry out the risk characterization for systemic effects.
Because of classification of meta SPC 1-3 (H319) and meta SPC 2 (H318), a qualitative risk assessment has also been performed according to the Guidance on BPR: Volume III Part B+C.

 List of scenarios

	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. PRIMARY EXPOSURE - Application by spraying (meta SPC 1)

	1a.
	Spray Application
	Primary Exposure - Dermal and inhalation (aerosols) exposure
Products of meta SPC 1 are sprayed on soft surfaces (textiles) using a trigger spray and leading to dermal and inhalation exposure during application.
	Non-professionals

	1b.
	Exposure to volatilized residues during spray application
	Primary exposure – Inhalation (evaporation) exposure

Due to the volatility of the active substance, exposure to volatilized residues occurs during the application of the product (spraying).
	Non-professionals

	2. PRIMARY EXPOSURE - Application by wiping (meta SPC 2)

	2a.
	Pouring on hard surfaces
	Primary Exposure - Dermal and inhalation (evaporation) exposure
Products of meta SPC2 are poured on hard surfaces before application by wiping leading to dermal and exposure.
	Non-professionals

	2b.
	Application by wiping
	Primary Exposure - Dermal and inhalation (evaporation) exposure
During wiping, hands and forearms can be in contact with the product when using the sponge or cloth. Due to the  volatility of the active substance, inhalation exposure to volatilized residues occurs during the wiping.
	Non-professionals

	3. PRIMARY EXPOSURE : Application with impregnated wipes (meta SPC 3)

	3.
	Application
	Primary Exposure - Dermal and inhalation (evaporation) exposure

Products of meta SPC 3 are applied on hard surfaces, i.e kitchens, using impregnated wipes leading to dermal and inhalation exposure (volatilized residues) during application.
	Non-professionals

	            SECONDARY EXPOSURE (applicable for all meta SPC)

	4.
	Post-application exposure
	Secondary exposure –Inhalation exposure (evaporation)
Inhalation of  indoors volatilized residues (Adult, Child, Toddler and Infant) 
	General public

	5.
	Post-application exposure
	Secondary exposure – Dermal and oral exposure

Rubbing-off and hand-to-mouth exposure occurs when an infant has a dermal contact with treated surfaces and put his hands in his mouth.
	Infant

	6.
	Post-application exposure
	Secondary exposure –Dermal exposure 
After the application of the product (hard or soft surfaces), secondary dermal exposure may occur during the contact with the treated surfaces (dry or wet). 


	General public



Industrial exposure

Considering the claimed uses, no exposure for industrials is foreseen.

Professional exposure 

Considering the claimed uses, no exposure for professionals is foreseen.

Non-professional exposure

Scenario [1] – Application by spraying 

Products of Meta SPC 1 are applied by spraying on soft surfaces (textiles) as carpets. 
Considering this mode of application, non-professionals are exposed to the product via dermal and inhalation routes simultaneously during application of the product. The different phases of exposure have been split in two different scenarios in order to clarify the assessment:
· Scenario [1a]  non-professional exposure during spray application (dermal and inhalation exposure to generated aerosols);
· Scenario [1b]  non-professional exposure to volatilized residues generated due to the volatility of lactic acid during spray application (inhalation exposure to generated vapors).

Scenario [1a] Primary exposure during spray application

	Description of Scenario [1a]

	The ready-to-use products of meta SPC 1 are applied by indoors spraying on textiles (soft surfaces) to disinfect them using a trigger spray.

To assess the exposure during the spray application with a trigger spray, the ”Consumer Spraying and Dusting model 2 (hand held trigger spray)” from the BHHEM (2015) has been used.

The indicative exposure values from the model are as follows:

- 36.1 mg bp/min (hands/forearms)
- 9.7 mg bp/min (feet/legs/face)
- 10.5 mg bp/m3 (inhalation)
 

	
	Parameters
	Value
	Reference

	Tier 1
	Concentration of active substance (L-(+)-lactic acid) 
	0.9%
	

	
	Task duration (min)

	30
	BHEEM, 2015

	
	Dermal absorption 
	75%
	CAR of L-(+)-lactic acid (2017)

	
	Inhalation rate (m3/hr)
	1.25
	Ad Hoc Recommendation 14 (2017)

	
	Body weight (kg)
	60 
	Ad Hoc Recommendation 14 (2017)



Systemic exposure

Calculations for Scenario [1a]

	Summary table: systemic exposure from non-professional uses

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

	Scenario [1a]
	1
	9,84E-04
	1,55E-01
	n.a
	1,56E-01



Local exposure 

A qualitative local risk assessment has been performed for the ocular exposure (see section 2.2.6.3).

Scenario [1b] Primary exposure to volatilized residues during spray application

	Description of Scenario [1b]

	Due to the volatility of the active substance, the inhalation exposure to vapor during spray application has been assessed using ConsExpo web and the model for disinfectant (spraying).

In this scenario, carpets, which are textiles with the largest surfaces, have been considered as treated surfaces (worst-case approach). Therefore, the expected total treated surface during spray application is 22m2, corresponding to the living room floor surface (Cleaning Fact Sheet).

Vapor pressure of L-(+)-lactic acid is 0.4 Pa at 20°C, which is lower than vapour pressure of water (2.34 kPa at 20°C). Therefore, according to the Ad Hoc Recommendation 16, the model option “product is substance in pure form” has been ticked.

The application rate claimed by the applicant for application with a trigger spray is 10 g/m2.
Therefore, the amount of product deposited on the treated surface is of 220g (10 g/m2 x 22 m2 = 220g). According to the Recommendation 16, the correct substance amount as “product amount”, i.e 1.98g (0.9% × 220 g = 1.98 g), has been considered in the assessment.

Increasing release area mode has been considered because of treated surface area increases over time during spray application (ConsExpo Web Consumer Exposure models model documentation).

For the other parameters, ConsExpo default values for carpet cleaning liquid have been kept.

	
	Parameters
	Value
	Reference

	Tier 1
	Concentration of a.s (lactic acid) 
	0.9%
	

	
	Exposure duration (min)

	240
	ConsExpo default value

	
	Correct substance amount as “product amount” (g)
	1.98
	

	
	Release area (m2)
	22
	

	
	Release are mode
	Increasing
	ConsExpo Web Consumer Exposure models model documentation

	
	Room volume (m3)
	58
	ConsExpo default value

	
	Ventilation rate (/h)
	0.5
	ConsExpo default value

	
	Vapor pressure (Pa) of a.s
	0.4
	CAR of L-(+)-lactic acid (2017)

	
	Application duration (min)
	30
	Spray application duration

	
	Body weight (kg)
	60 
	Ad Hoc Recommendation 14 (2017)



Systemic exposure 

Calculations for Scenario [1b]

	Summary table: systemic exposure from non-professional uses

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

	Scenario [1b]
	1
	0.95
	n.a
	n.a
	0.95



Combined scenarios

	Summary table: combined systemic exposure from non-professional uses

	Scenarios combined
	Estimated inhalation uptake (mg/kg bw/d)
	Estimated dermal uptake (mg/kg bw/d)
	Estimated oral uptake (mg/kg bw/d)
	Estimated total uptake (mg/kg bw/d)

	Scenarios 1a+1b
	0.95
	0.15
	n.a
	1.11





Scenario [2] – Application by wiping 

Products of Meta SPC 2 poured on hard surfaces and wiped with a wet cloth or sponge. 
Considering this mode of application, non-professionals are exposed to the product via dermal and inhalation routes simultaneously during pouring and application of the product. The different phases of exposure have been split in two different scenarios in order to clarify the assessment:
· Scenario [2a]  non-professional exposure during the pouring (dermal and inhalation exposure to volatilized residues);
· Scenario [2b]  non-professional exposure during the wiping (dermal and inhalation exposure to volatilized residues).

Scenario [2a] Primary exposure during pouring the product

	Description of Scenario [2a]

	The bottle is opened and the product is poured on hard surfaces before application by wiping.

Inhalation exposure to aerosols generated during pouring is not considered relevant. However, inhalation exposure to vapors generated is expected. 
Dermal exposure is also considered.

To assess the exposure during this task, ConsExpo web and the model for all-purpose cleaning liquid (mixing and loading) has been used.

The exposure is assumed to take place around the non-professional, i.e the breathing zone. Therefore, a volume of 1m3 has been considered.


	
	Parameters
	Value
	Reference

	Tier 1
	Concentration of active substance (lactic acid) 
	0.938%
	

	
	Exposure duration (min)

	0.75
	ConsExpo default value

	
	Product amount for inhalation route (g)
	500
	ConsExpo default value

	
	Room volume (m3)
	1
	Expert judgment

	
	Ventilation rate (/h)
	0.5
	ConsExpo default value

	
	Area of one hand  – palm only 
	205 cm2
	Ad Hoc Recommendation 14 (2017)

	
	Emission duration (min)
	0.3
	ConsExpo default value

	
	Release area (cm2)
	20
	ConsExpo default value

	
	Product amount for dermal route (g)
	0.01
	ConsExpo default value

	
	Dermal absorption 
	75%
	CAR of L-(+)-lactic acid (2017)

	
	Body weight (kg)
	60 
	Ad Hoc Recommendation 14 (2017)



Systemic exposure 

Calculations for Scenario [2a]

	Summary table: systemic exposure from non-professional uses

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

	Scenario [2a]
	1
	3,06E-07
	1,40E-03
	n.a
	1,40E-03



Local exposure 

A qualitative local risk assessment has been performed for the ocular exposure (see section 2.2.6.3).

Scenario [2b] Primary exposure during wiping

	Description of Scenario [2b]

	After pouring the product on hard surfaces, the product is wiped with a wet cloth or sponge.

The product is expected to be not significantly diluted by water in the wet cloth or sponge (worst-case approach).

Inhalation exposure to aerosols generated during wiping is not considered relevant. However, inhalation exposure to vapors generated is expected. 
Dermal exposure has been also considered.

To assess the exposure during this task, ConsExpo web and the model for all-purpose cleaning liquid (application – cleaning) has been used. 

Vapor pressure of L-(+)-lactic acid is 0.4 Pa at 20°C, which is lower than vapour pressure of water (2.34 kPa at 20°C). Therefore, according to the Ad Hoc Recommendation 16, the model option “product is substance in pure form” has been ticked.

The application rate claimed by the applicant for wiping is 5 g/m2. As a worst-case approach, the expected total treated surface is 32m2, corresponding to the living room floor surface (22 m2) and other flat surfaces (10m2) as tables (Cleaning Fact Sheet). Therefore, the amount of product deposited on the treated surface is of 160 g (5 g/m2 x 32 m2 = 160g). 
For inhalation exposure, according to the Recommendation 16, the correct substance amount as “product amount”, i.e 1.5 g (0.938% × 160 g = 1.5 g), has been considered in the assessment.

Increasing release area mode has been considered because of treated surface area increases over time during wiping (ConsExpo Web Consumer Exposure models model documentation).

	
	Parameters
	Value
	Reference

	Tier 1
	Concentration of active substance (lactic acid) 
	0.938%
	

	
	Exposure duration (min)

	240
	ConsExpo default value

	
	Correct substance amount as “product amount” for inhalation route (g)
	1.5
	

	
	Room volume (m3)
	58
	ConsExpo General Fact Sheet

	
	Ventilation rate (/h)
	0.5
	ConsExpo default value

	
	Release area (m2)
	32
	

	
	Release are mode
	Increasing
	ConsExpo Web Consumer Exposure models model documentation

	
	Application duration (min)
	20 
	ConsExpo default value

	
	Area of one hand  – palm only
	205 cm2
	Ad Hoc Recommendation 14 (2017)

	
	Product amount for dermal route (g)
	0.286
	ConsExpo default value

	
	Dermal absorption 
	75%
	CAR of L-(+)-lactic acid (2017)

	
	Body weight (kg)
	60 
	Ad Hoc Recommendation 14 (2017)




Systemic exposure 

Calculations for Scenario [2b]

	Summary table: systemic exposure from non-professional uses

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

	Scenario [2b]
	1
	0.85
	0.03

	n.a
	0.88



Local exposure 

A qualitative local risk assessment has been performed for the ocular exposure (see section 2.2.6.3).

Combined scenarios

	Summary table: combined systemic exposure from non-professional uses

	Scenarios combined
	Estimated inhalation uptake (mg/kg bw/d)
	Estimated dermal uptake (mg/kg bw/d)
	Estimated oral uptake (mg/kg bw/d)
	Estimated total uptake (mg/kg bw/d)

	Scenarios 2a+2b
	0.85 
	0.03
	n.a
	0.88



 
Scenario [3] – Application by wiping with impregnated wiped

Products of Meta SPC 3 are applied by wiping with ready-to-use impregnated wipes. 
Considering this mode of application, non-professionals are exposed to the product via dermal and inhalation routes simultaneously during application of the product. Since wet tissues are considered ready-to-use products, exposure from mixing and loading is not expected. Therefore, only one scenario of primary exposure is considered: 

Scenario [3]  non-professional exposure during wiping with impregnated wipes (dermal and inhalation exposure to volatilized residues) 


Scenario [3] Primary exposure during wiping with impregnated wipes

	Description of Scenario [3]

	Ready-to-use impregnated wipes are used to wipe hard surfaces, as surfaces in kitchens.

Inhalation exposure to aerosols generated during wiping is considered negligible. However, inhalation exposure to vapors generated is expected. 
Dermal exposure has been also considered.

To assess the exposure during this task, ConsExpo web and the model for all-purpose cleaning wet tissue (application – cleaning) has been used. 

Vapor pressure of L-(+)-lactic acid is 0.4 Pa at 20°C, which is lower than vapour pressure of water (2.34 kPa at 20°C). Therefore, according to the Ad Hoc Recommendation 16, the model option “product is substance in pure form” has been ticked.

The application rate claimed by the applicant for application by wiping is 8.5 g/m2.
The expected total treated surface is 2 m2, corresponding to kitchen surfaces that can be wiped with impregnated wipes (Cleaning Fact Sheet). Therefore, the amount of product deposited on the treated surface is of 17 g (8.5 g/m2 x 2 m2 = 17 g). For inhalation exposure, according to the Recommendation 16, the correct substance amount as “product amount”, i.e 1.5 g (0.9% × 17 g = 0.153 g) has been considered in the assessment.

Increasing release area mode has been considered because of treated surface area increases over time during wiping (ConsExpo Web Consumer Exposure models model documentation).


	
	Parameters
	Value
	Reference

	Tier 1
	Concentration of active substance (lactic acid) 
	0.9%
	

	
	Exposure duration (min)

	240
	ConsExpo default value

	
	Correct substance amount as “product amount” for inhalation route (g)
	0.153
	

	
	Room volume (m3)
	20
	ConsExpo default value

	
	Ventilation rate (/h)
	0.6
	ConsExpo default value

	
	Application duration (min)
	5
	ConsExpo default value

	
	Release area (m2)
	2
	

	
	Area of one hand  – palm only
	205 cm2
	Ad Hoc Recommendation 14 (2017)

	
	Product amount for dermal route (g)
	0.05
	ConsExpo default value

	
	Dermal absorption 
	75%
	CAR of L-(+)-lactic acid (2017)

	
	Body weight (kg)
	60 
	Ad Hoc Recommendation 14 (2017)



Systemic exposure 

Calculations for Scenario [3]

	Summary table: systemic exposure from non-professional uses

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

	Scenario [3]
	1
	0.23
	5.53E-03
	n.a
	0.24



Local exposure 

A qualitative local risk assessment has been performed for the dermal route (see section 2.2.6.3).



Exposure of the general public

Scenario [4] Secondary exposure to volatilized residues after application (chronic)


	Description of Scenario [4]

	Chronic inhalation exposure to indoors volatilized residues has been assessed for adult, child, toddler and infant considering the scenario ”assessment of Inhalation Exposure of Volatilized Biocide Active Substance” from the Opinion n°13 of HEEG.

The calculation of the Saturated Vapour Concentration (SVC) for 24 hours (worst-case) has been performed following this formula :
SVC (mg/m3) = (Mw x vp) / (R x T)

The exposure is calculated with the following formula :

Exposure = SVC x inhalation rate / body weight (mg/kg bw/d) 

	Tier 1
	Parameters
	Value
	Reference

	
	Vapour pressure (vp) (Pa)
	0.4 

	CAR of L-(+)-lactic acid (2017)

	
	Molecular weight (Mw) (g/mol)
	90.08
	CAR of L-(+)-lactic acid (2017)

	
	Gas constant (R) (J.mol-1.K-1)
	8.31451

	HEEG Opinion 13

	
	Temperature (K)
	293

	HEEG Opinion 13

	
	Body weight (kg)
	60 (adult)
23.9 (child)
10 (toddler)
8 (Infant)
	Ad Hoc Recommendation 14 (2017)

	
	Inhalation rate (m3/24h)
	16 (adult)
12 (child)
8 (toddler)
5.4 (Infant)
	Ad Hoc Recommendation 14 (2017)




Calculations for Scenario [4]

	Summary table: systemic exposure from non-professional uses

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

	Scenario [4]
	Tier 1/Adult

 
	3.95
	n.a
	n.a
	3.95

	
	Tier 1/Child
	7.43
	n.a
	n.a
	7.43

	
	Tier 1/Toddler
	11.8
	n.a
	n.a
	11.8

	
	Tier 1/Infant
	9.99
	n.a
	n.a
	9.99




Scenario [5] Secondary exposure – dermal exposure and hand-to-mouth transfer

	Description of Scenario [5]

	For infants, dermal exposure to the residues on the treated surfaces (L-(+)-lactic acid) after indoor application is considered possible. On the other hand, oral exposure from hand-to-mouth behaviour is taken into account. 

	
	Parameters
	Value
	Reference

	Tier 1
	Concentration of active substance (lactic acid) 
	Meta SPC 1-3 Meta SPC 2
	0.9%
0.938%
	

	
	Application rate (g/m2)
	Meta SPC 1
Meta SPC 2
Meta SPC 3
	10
5
8.5
	Applicant’s data

	
	Contact time (h)

	1
	HEEG Opinion 7

	
	Surface area treated with the product that is in contact with the skin (m2)
	0.2
	

	
	Dislogeable fraction (%)
	Meta SPC 1
Meta SPC 2-3
	30%
18%
	BHHEM, 2017

	
	Dermal absorption 
	75%
	CAR of L-(+)-lactic acid (2017)

	
	Transferable fraction of wet paint from hand to mouth
	10%
	HEEG Opinion 7

	
	Oral absorption
	100%
	CAR of L-(+)-lactic acid (2017)

	
	Body weight (kg)
	8
	Ad Hoc Recommendation 14 (2017)




Systemic exposure 

Calculations for Scenario [5]

	Summary table: systemic exposure from general public

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

	Meta SPC 1

	Scenario [5]
	1
	n.a
	0.46
	0.07
	0.52

	Meta SPC 2

	Scenario [5]
	1
	n.a
	0.14
	0.02
	0.16

	Meta SPC 3

	Scenario [5]
	1
	n.a
	0.24
	0.04
	0.28




Scenario [6] Secondary exposure – dermal exposure to treated surfaces after application (general public)

After the application of the product (hard or soft surfaces), secondary dermal exposure may occur for general public during the contact with the treated surfaces (dry or wet).

The assessment is considered covered by infants rubbing-off and hand-to-mouth transfer exposure assessment (scenario 5).


Dietary exposure

By definition, PT2 biocidal product is for application on surfaces that are not used for direct contact with food or feeding stuffs. Therefore, residue in food or feed are not expected for LACTIC NA-APP Family PT 2 uses. 

As PT4, LACTIC NA-APP Family is intended to be used for surface disinfection in small business (food, industrial and institutional areas) and in households/private areas (domestic areas). Therefore, residues in food or feed might be expected based on intended uses. 

For L+ lactic acid data the following evaluation was provided in the Assessment Report, 2007:
“L(+) lactic acid is a naturally occurring alpha-hydroxy acid found in plants, animals and humans. Major sources of L(+) lactic acid in the human organism are endogenous production (e.g. via anaerobic catabolism of glycogen and glucose) production by gastro intestinal microorganisms and uptake via food. The production of L(+) lactic acid as an intermediary metabolite in a 70 kg resting man is estimated to be in the range of 117-230 g/d but can be much higher during exercise. the mean daily per capita intake of L(+) lactic acid and D(-)Lactic acid from milk and milk products has been estimated to be approximately 1 g in Switzeland (Walther, 2006). The estimated overall intake via food in the EU and the USA is estimated to be 1.65-2.76 g/person/day. 
L(+) lactic acid has been approved in the EU as a food additive without an ADI or upper limit (quantum satis; Dir. 95/2/EC), as a cosmetics ingredient, and as veterinary medicinal product without the requirement for MRL setting (EMEA 2008).” 

Moreover, “Because of the very low systemic toxicity of L(+) lactic acid, derivation of any systemic toxicological reference dose was regarded unnecessary. Considering the intended uses, exposure is estimated to be clearly below endogenous production (>100 g/person/day) and dietary exposure (>1 g/person/day). Therefore, neither an ADI nor an ARfD have been set”. 

No SOCs are relevant for dietary exposure assessment (see paragraph “Available toxicological data relating to non active substance(s) (i.e. substance(s) of concern) above).



Information of non-biocidal use of the active substance

	Summary table of other (non-biocidal) uses

	
	Sector of use1
	Intended use
	Reference value(s) 2

	1.
	Food 
	Lactic Acid (E 270) – Food additive 
	Quantum satis (Regulation (EU) 1129/2011)

	2.
	Veterinary 
	Lactic Acid - All food producing species
	No MRL required (Regulation (EC) No 37/2010)

	3. 
	Cosmetic 
	Lactic Acid – Used as buffering humectant or skin conditioning
	Up to a maximum level of 2.5% and a pH ≥ 5 (SCCBFP, 2000)


1 e.g. plant protection products, veterinary use, food or feed additives
2 e.g. MRLs. Use footnotes for references.



Estimating Livestock Exposure to Active Substances used in Biocidal Products
Not relevant.


Estimating transfer of biocidal active substances into foods as a result of professional and/or industrial application(s)
Not relevant



Estimating transfer of biocidal active substances into foods as a result of non-professional use
Not relevant 

Exposure associated with production, formulation and disposal of the biocidal product

Not relevant

Aggregated exposure

None


[bookmark: _Toc51170672]Risk characterisation for human health

Reference values to be used in Risk Characterisation

	Reference 
	Study
	NOAEL 
	AF
	Value (mg/kg bw/d)

	Endogenous production of L-(+)-lactic acid (mg/kg)
	CAR L-(+)-lactic acid (2017)
	
	
	1667

	NOAECdermal*
	Derived from rabbit irritation/corrosion studies
	10%
	1
	


*All meta SPC being classified for skin irritation (H315), the dermal NOAEC has not to be used for the risk assessment.

Maximum residue limits or equivalent

Not relevant


Risk for industrial users

Not applicable.


Risk for professional users

Not applicable.


Risk for non-professional users 

Systemic effects 

	Task/
Scenario
	Tier
	Endogenous production of lactic acid (mg/kg bw/d) 
	Estimated total uptake
mg/kg bw/d
	Estimated total uptake/ endogenous production
(%)
	Acceptable
(yes/no)

	1a – Application by spraying
	1
	1667
	1.56E-01
	0.01
	Yes

	1b - exposure to volatilized residues during spray application
	
	
	0.95
	0.06
	Yes

	2a – Pouring on hard surfaces 
	
	
	1.40E-03
	0.00008
	Yes

	2b – Application by wiping 
	
	
	0.88
	0.05
	Yes

	3 – Application with impregnated wipes
	
	
	0.24
	0.01
	Yes





Combined scenarios

	Scenarios combined
	Tier
	Endogenous production of lactic acid (mg/kg bw/d) 
	Estimated total uptake
mg/kg bw/d
	Estimated total uptake/ endogenous production
(%)
	Acceptable
(yes/no)

	1a + 1b
	1
	1667
	1.11
	0.07
	Yes

	2a + 2b
	
	
	0.88
	0.05
	Yes



For combined scenarios, the risk for systemic effects is acceptable.


Considering the endogenous production of lactic acid of 1667 mg/kg/day, even if the estimated exposure levels of the secondary exposure are added to the primary estimated exposure levels, the total uptakes are way below the endogenous production.

Thus, the combination of the primary and secondary exposure does not lead to an unacceptable risk.


Local effects 

According to the guidance on the BPR for human health, a qualitative local risk assessment is performed, since meta SPC 1-3 are classified H319 and meta SPC 2 classified H318.

	Hazard
	Characteristics of the product
	Recommendations for acceptable risk (according to BPR Guidance Vol III Part B+C)
	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
	Degree 
of potential 
exposure
(mg/m3)
	Conclusion on risk assessment 


	Meta SPC 1 – Application by spraying

	Low
	Eye Irrit.2, H319
	-
	2
	Non-professional





	Spraying on soft surfaces (textiles)










	Ocular
	Equal to or less than one hour per day
	e.g use of dish cleaning product or low volume outdoor spray application
	Considering that the product will be applied by a non-professional, RMM must be applied:

· The spray application must be downward in order to avoid any facial exposure.
· Avoidance of contact with wet surfaces
· Avoid touching the eyes with hands 
· Wash hands after application


Considering that these recommendations can be followed during this task, the risk is acceptable according to RMMs.

	Meta SPC2 – Application by wiping

	High
	Eye Dam.1, H318
	-
	2-4
	Non-professional
	Pouring on hard surfaces

Wiping
	Ocular

	Equal or less than once per week and equal to or less than few minutes per day.
	Pratically no exposure 
	Considering the adapted packaging (Flip-top Screw Cap), the viscosity of the product and the following RMMs: 

- Avoidance of contact with wet surfaces
- Avoid touching the eyes with hands 
- Wash hands after application

the risk is considered acceptable regarding local effects for non-professionals users.

For children, in addition to the flip-top screw cap, a child proof closure is required.


	Meta SPC 3 – Application with impregnated wipes

	Low
	Eye Irrit.2, H319
	-
	2-4
	Non-professional
	Wiping with ready-to-use impregnated wipes
	Ocular
	Equal to or less than one hour per day
	
application with impregnated wipes
	Considering that the product will be applied by a non-professional, RMM must be applied:

· Avoidance of contact with wet surfaces
· Avoid touching the eyes with hands 
· Wash hands after application


Considering that these recommendations can be followed during this task, the risk is acceptable according to RMMs.





Conclusion

Meta SPC 1

The risk is considered acceptable considering systemic and local effects.
 
The following RMM are needed: 

· Avoidance of contact with wet surfaces.
· Avoid touching the eyes with hands 
· Wash hands after application
· The spray application must be downward in order to avoid any facial exposure.

Meta SPC 2

The risk is acceptable regarding systemic and local effects, considering the adapted packaging (Flip-top Screw Cap), the viscosity and the following RMMs: 

· Avoidance of contact with wet surfaces.
· Avoid touching the eyes with hands 
· Wash hands after application



In addition to the flip-top screw cap, a child proof closure is required.


Meta SPC3

The risk is considered acceptable considering systemic and local effects.

The following RMM are needed: 

· Avoidance of contact with wet surfaces.
· Avoid touching the eyes with hands 
· Wash hands after application.





Risk for the general public 

	Task/
Scenario
	Tier
	Endogenous production of lactic acid (mg/kg bw/d) 
	Estimated total uptake
mg/kg bw/d
	Estimated total uptake/ endogenous production
(%)
	Acceptable
(yes/no)

	4 – Inhalation of volatilized residues after application
	1
	1667
	Adults: 3.95

Child: 7.43

Toddler: 11.8

Infant: 9.99
	0.24

0.45

0.71

0.6
	Yes

	5 – Infants dermal exposure and hand-to-mouth transfer
	
	
	Meta SPC 1: 0.52
Meta SPC 2: 0.16
Meta SPC 3: 0.28
	0.03
0.01
0.02

	Yes

	6 - Dermal exposure to treated surfaces after application
	
	
	Covered by scenario 5
	
	Yes



Conclusion

The risk is considered acceptable for all scenarios. 

Risk for consumers via residues in food

By definition, PT2 biocidal product is not intended for direct application to humans or animals and is not used for direct contact with food or feeding stuffs. 

Regarding PT 4 uses, considering properties of L(+) lactic acid, no significant exposure via food is expected. Based on the low concentration of L(+) lactic acid, the endogenous production and the authorized uses of this active as food additive (E 270), significant indirect exposure via Disinfection by-products in food is not expected. 


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

Not applicable.

[bookmark: _Toc51170673]Risk assessment for animal health
For meta SPC 1, 2 and 3, considering the acceptable risk observed for non-professionals and general public, the risk for animal health is considered to be covered by human health assessment.


[bookmark: _Toc51170674]Risk assessment for the environment
The products from SANYTOL LACTIC NA-APP family are PT2 and PT4 disinfectants containing L(+) Lactic acid that are applied for the disinfection of indoor textiles and hard surfaces not intended for direct application to humans or animals (PT2) and disinfectants in food and feed area (TP4). The biocidal product family (BPF) contains several biocidal products (BP) grouped into three sub-groups (meta-SPC). All BPs contain L(+) lactic acid. The data on active substance are provided by the assessment report of L(+) lactic acid for PT02, 03, 04 (Regulation (EU) No 528/2012 concerning the making available on the market and use of biocidal products, Assessment Report L(+) lactic acid Product-type 02, 03 and 04, June 2017). The available ecotoxicological information and e-fate data are used for risk assessment for the environment. 

Details about the non-classification of co-formulants as substance of concern (SoC) can be found in the confidential PAR.

[bookmark: _Toc51170675]Effects assessment on the environment


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 new environmental studies have been carried out with the products of the SANYTOL LACTIC NA-APP family. All data pertaining to the active substance is therefore derived from the L(+) Lactic acid assessment report (PT2 ,3, 4, June 2017). 

Further Ecotoxicological studies

No new data is available.


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

No new data is available.


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

No new data is available. 

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

No new data is available. 

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

No new data is available. 

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

Refer to the exposure assessment below. 

Further studies on fate and behaviour in the environment (ADS)

No new data is available.

Leaching behaviour (ADS)

No new data is available. 

Testing for distribution and dissipation in soil (ADS)

At WGII2020, it was stated that : 
Lactic acid is a naturally occurring simple organic acid found in plants, animals and humans. It is an endogenous metabolite in many organisms, a common naturally occurring food constituent and also a growth regulator intended to increase nut and fruit set. Furthermore, the environment is exposed to Lactic acid via the excretion of faeces and urine by humans (and their subsequent release from the STPs), as well as the direct disposal of excreta by other mammals. In soils, L-(+) lactic acid naturally occurs as a fermentation by-product of anaerobic degradation of organic matter. This substance may covalent bind with organic material in sewage sludge, manure, and soils. In microorganisms, lactate formation is one of the usual pathways for NAD+ regeneration and when formed, lactate can be further metabolized through the pathway of pyruvate metabolism. As lactate is metabolized by microorganisms, its degradation in the environment is rapid. It should also be noted that biodegradation during storage of sludge as well as transformation and dilution in deeper soil layers is not be taken into account in soil concentration calculations – and thus in subsequent groundwater concentrations (tier 1). Modelling of groundwater exposure in case of lactic acid largely overestimates concentrations and is considered unrealistic.

For all these reasons, it can be stated that Lactic acid does not cause unacceptable risk for groundwater and no further calculations are needed. As this dossier was finalized before WGII2020, a DT50 of 30 days has been considered for GW estimation leading to acceptable risks.

For soil calculations, a DT50 was stated without the need of further studies.



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

No new data is available.


Testing for distribution and dissipation in air (ADS)

No new data is available. 

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

Not relevant.

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

Not relevant.


Based on the L(+) lactic acid assessment report, the relevant PNECs for the environmental risk characterisation are reported below.

	Summary table on PNEC values for L(+) Lactic acid

	PNECSTP
	PNECwater
	PNECsed
	PNECsoil

	[mg/L]
	[mg/L]
	[mg/kgwwt]
	[mg/kgwwt]

	10
	3.9
	4.8*
	1.9*


* The PNECsoil and the PNECsediment are derived using the TGD equilibrium partitioning method (ECHA Guidance on BPR Vol IV, Part B, v2.0, 2017, equations 89 and 91).


[bookmark: _Toc51170676]Exposure assessment

The products of the SANYTOL LACTIC NA-APP are PT2 and PT4 biocides divided in 3 META-SPC.

The claimed uses and the scenarios covering each of them are presented in the following table:
	Claimed use
	PT
	Description of the use (disinfected areas)
	Products used
	Covered by

	
	
	
	META 
SPC 1
	META SPC 2
	META SPC 3
	

	Use 1 -
Textile
	PT2
	Textile disinfection by spray (only non-washable textile or textile difficult to wash– non-professional - indoor application
	X
	
	
	PT02 : Scenario 1: Disinfection of institutional areas - releases of disinfectants used for sanitary purposes based on average consumption

	Use 2 
	PT2/4
	Surface disinfection by wiping with a sponge – non-professional - indoor application
	
	X
	
	PT02 : Scenario 1: Disinfection of institutional areas - releases of disinfectants used for sanitary purposes based on average consumption
PT04: Scenario 2: Assessment of private use of disinfectants used in food and feed areas

	Use 3 - Wipes
	PT2/4
	Surface disinfection by wiping with a wipe – non-professional - indoor application
	
	
	X
	PT02 : Scenario 1: Disinfection of institutional areas - releases of disinfectants used for sanitary purposes based on average consumption
PT04: Scenario 2: Assessment of private use of disinfectants used in food and feed areas





General information
	Assessed PT
	PT 2

	Assessed scenarios
	Scenario 1: Disinfection of institutional areas - releases of disinfectants used for sanitary purposes based on average consumption

	ESD(s) used
	Emission Scenario Document for Product Type 2: Private and public health area disinfectants and other biocidal products (sanitary and medical sector), 2011

	Approach
	Average consumption

	Distribution in the environment
	Calculated based on Guidance for BPR IV Part B+C (2017).
Assessment report: L(+) lactic acid Product-type 02, 03 and 04, June 2017
Technical Agreements for Biocides v2.1, December 2019

	Groundwater simulation
	FOCUS PEARL 4.4.4

	Confidential Annexes
	No

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

	Remarks
	/





	Assessed PT
	PT 4

	Assessed scenarios
	Scenario 2: Private use of disinfectants used in food and feed areas

	ESD(s) used
	Assessment of private use of disinfectants used in food and feed areas Version 1 (WG-I-2018) - Technical Agreements for Biocides Environment (ENV) V. 2.1, ENV 70, 2019

	Approach
	Average consumption

	Distribution in the environment
	Calculated based on Guidance for BPR IV Part B+C (2017).

Assessment report: L(+) lactic acid Product-type 02, 03 and 04, June 2017

Technical Agreements for Biocides v2.1, December 2019

	Groundwater simulation
	FOCUS PEARL 4.4.4

	Confidential Annexes
	NO / YES: In the confidential Annex 1 to Part B the tonnage based scenarios 2 and 3 are provided

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

	Remarks
	/




In order to make a worst case risk assessment covering all the relevant META-SPC, a comparison of the different parameters has been done in the table below. The Meta-SPC 2 with a concentration of 1.12% is considered as the worst case and will be used for the calculations of scenario 1 (for which the application rate is not considered for the calculations). Please note that L(+) Lactic acid is at a maximum concentration of 1.075% in the Meta-SPC 1 and 3 and 1.12% in the Meta-SPC 2. These concentrations represent the content of the mixture, including the active substance, in the biocidal product. Considering that the content of the active substance in the mixture used for the formulation of the biocidal product is 80% w/w with a minimum purity being 95.5% w/w, the concentrations are slightly overestimate. However, since the adjusted technical concentrations of L(+) Lactic acid (0.90% in the Meta-SPC 1 and 3 and 0.938% in the Meta-SPC 2) have no impact on the conclusion of this evaluation, the above-mentioned concentrations of 1.12% have been kept as a worst case.
 

For scenario 2, the application rate needs to be taken into account, thus the Meta-SPC 3 is considered as the worst case and will be used for the calculations of this scenario. 

META-SPC 1 is considered as a minor use leading to negligible emission compared the other META-SPCs. In fact, META-SPC 1 is intended to be used on non-washable textile or textile from domestic area which are difficult to wash (sofa, curtains, carpets, car seats,...). Therefore, only a small amount of the product application is considered as being released to waste water. In comparison, for PT 18 according to TAB ENV 147, the default cleaning efficiency from the treated area and floor on non-washable textiles is 0.2 (Technical Agreements for Biocides (TAB) – ENV v.2.1, December 2019) for a restricted area of application. For this reason, we consider that META SPC 1 is completely covered by the assessment of META SPC 2 in Scenario 1. Moreover, considering the negligible level of risks calculated for scenario 1 with Meta-SPC 2, it can be considered that an aggregated use of all Meta-SPC will lead to acceptable risks as well.


	Substance: L(+) Lactic acid
	Meta-SPC 1
(textile)
	Meta-SPC 2 
	Meta-SPC 3 (wipes)

	Assessed PT
	PT 2
	PT 2 & 4
	PT 2 & 4

	Technical concentration of active substance (% w/w)
	1.075
	1.12
	1.075

	Application rate 
(g product/m2)
	10
	5
	8.5

	Density
	A density of 1 is considered for the assessment

	Application rate 
(g active substance/m2)
	1.08E-01
	5.60E-02
	9.14E-02

	Conclusion
	Scenario 1 only covered by META-SPC 2 assessment
	Worst case for scenario 1 based on concentration
	Worst case for scenario 2 based on dose rate






Emission estimation

Scenario 1 Disinfection of institutional areas - releases of disinfectants used for sanitary purposes based on average consumption 
	Input parameters for calculating the local emission

	Input 
	Value 
	Unit
	Remarks

	Scenario 1: Disinfection of institutional areas - releases of disinfectants used for sanitary purposes based on average consumption

	Number of inhabitants feeding one STP
Nlocal
	10 000
	[-]
	Default

	Fraction released to wastewater
Fwater
	1
	[-]
	Default

	Concentration of substance in the product 
Cproduct
	0.0112
	kg.l-1
	Concentration of 1.12% w/w technical a.s. is use as a worst case scenario (META SPC 2) with a product density close to 1

	Consumption per capita (general purpose + lavatory)
Qproduct
	0.007
	l.cap-1.d-1
	Default

	Penetration factor of disinfectant
Fpenetr
	0.5
	[-]
	Default



Calculations for Scenario 1

Elocalwater = Nlocal * Qproduct * Cproduct * Fpenetr * Fwater
	Resulting local emission to relevant environmental compartments

	Substance
	Compartment
	Local emission 
(Elocalcompartment) [kg/d-1]
	Remarks

	L(+) Lactic acid
	STP
	0.392
	





Scenario 2 Private use of disinfectants used in food and feed areas (TAB entry ENV 70)
	Input parameters for calculating the local emission

	Input 
	Value 
	Unit
	Remarks

	Scenario 2: Private use of disinfectants used in food and feed areas

	Application rate of the biocidal product
	8.5
	g/m2
	Application rate of 8.5 g/m2 is use as a worst case scenario (META SPC 3)

	Concentration of active substance in biocidal product
	0.01075
	g/g
	Concentration of 1.075% technical a.s. is use as a worst case scenario (META SPC 3)

	Number of households feeding one STP
	4000
	 
	Default

	Fraction of households using product
	0.1
	-
	Default

	Disinfected surface area of a private kitchen
	2
	m2
	Default

	Number of applications
	1
	1/d
	Default

	Fraction Released to wastewater
	1
	-
	Default

	Fraction released to air
	0
	-
	Default

	Penetration factor for disinfectant
	0.5
	-
	Default





Calculations for Scenario 2

Elocalwater = (Cform * Qappl * Nlocal * Fhouse * Nappl* AREAsurface * Fpenetr * Fwater) / 1000

	Resulting local emission to relevant environmental compartments

	Substance
	Compartment
	Local emission 
(Elocalcompartment) [kg/d-1]
	Remarks

	L(+) Lactic acid
	STP
	0.0366
	





Fate and distribution in exposed environmental compartments

	Identification of relevant receiving compartments based on the exposure pathway

	
	Fresh-water
	Freshwater sediment
	Sea-water
	Seawater sediment
	STP
	Air
	Soil
	Ground-water
	Other

	Scenario 1 – PT02 Disinfection of institutional areas
	yes
	yes
	no
	no
	yes
	no
	yes
	Yes
	-

	Scenario 2 – PT04 Private use of disinfectants used in food and feed areas
	yes
	yes
	no
	no
	yes
	no
	yes
	Yes
	-



Considering the intended uses and the properties of the active substance (vapour pressure of 0.4 Pa at 20°C and Henry’s Law Constant of 3.60E-05 Pa/m3/mol at 20°C), exposure to air is expected to be insignificant; therefore a risk assessment for this compartment is not necessary.

	Input parameters (only set values) for calculating the fate and distribution in the environment of L(+) Lactic acid

	
	
	
	

	Input 
	Value 
	Unit
	Remarks

	Molecular weight
	90.08
	g.mol-1
	Assessment Report L(+) lactic acid Product-type 02, 03 and 04, June 2017

	Melting point
	53
	°C
	

	Boiling point
	204.2
	°C
	

	Vapour pressure (at 20°C)
	0.4
	Pa
	

	Water solubility (at 12°C)
	1.00E+06
	mg/l
	Completely miscible with water

	Log Octanol/water partition coefficient
	-0.74
	Log 10
	Assessment Report L(+) lactic acid Product-type 02, 03 and 04, June 2017


	Organic carbon/water partition coefficient (Koc)
	20
	l/kg
	

	Henry’s Law Constant (at 20°C) 
	3.60E-05
	Pa/m3/mol
	

	Biodegradability
	Readily biodegradable 
	-
	Failing the 10 days window criterion

	Rate constant for STP
	0.3
	h-1
	Assessment Report L(+) lactic acid Product-type 02, 03 and 04, June 2017

	ktotal (0.2m relevant for STP)
	2.61E-02
	d-1
	

	DT50 for degradation in soil (at 12ºC)
	30
	d 
	30d as refinement for 90d value in AR 






	Calculated fate and distribution in the STP

	Compartment
	Percentage [%]
	Remarks

	Air
	2.50E-05
	Simple treat v4.0

	Water
	22.5
	

	Sludge
	0.20
	

	Degraded in STP
	77.3
	




Calculated PEC values

	Summary table on calculated PEC values of L(+) Lactic acid

	
	PECSTP
	PECwater
	PECsed
	PECsoil
	PECGW
	PECair

	
	[mg/l]
	[mg/l]
	[mg/kgwwt]
	[mg/kgwwt]
	[μg/l]
	[mg/m3]

	Scenario 1 – PT02 Disinfection of institutional areas
	4.41E-02
	4.41E-03
	5.37E-03
	1.01E-03
	0.654
	n.r.

	Scenario 2 – PT04 Private use of disinfectants used in food and feed areas
	4.11E-03
	4.11E-04
	5.01E-04
	9.43E-05
	0.0610
	n.r.




In scenario 1, the concentration of the active substance L(+) Lactic acid in groundwater exceeds the quality standard for pesticides and biocidal products according to Directive 2006/118/EC for drinking water (0.1 μg/L). Thus, the groundwater assessment must be refined with a second tier model.

	Emissions to Groundwater : Inputs for refinement (FOCUS PEARL 4.4.4)

	Input parameters 

	
	Value
	Reference

	
	L(+) lactic acid
	

	Molecular weight (g/mol)
	90.08
	Assessment Report L(+) lactic acid Product-type 02, 03 and 04, June 2017 




	Water solubility (mg/l) at 12°C
	1.0E+06
	

	Koc (L/kg)
	20
	

	Saturated vapour pressure (Pa) at 20°C
	0.4

	

	DT50 in soil (d) at 12°C
	30*
	

	Kom (=Koc/1.724) (L/kg)
	11.601
	TAB 2.1 ENV 23

	Freundlich exponent
	1
	TAB 2.1 ENV 22

	Plant uptake factor
	0
	TAB 2.1 ENV 23

	Molar activation energy (kJ/mol)
	65.4
	WG-IV 2019


*30 d for L(+) lactic acid as refinement for 90d value in AR 

	Input parameters related to Scenarios

	Crop
	Agricultural land (maize)
	Grassland (alfalfa)
	Remarks

	Sewage sludge application rate (kg/ha)
	5000 kg/ha
	1000 kg/ha
	D

	Number of applications/interval (d)
	1 sewage sludge application /yr
	D

	Application date
	Relative application: 20 days before crop event “emergence”
	Absolute application: 1st of March
	D

	Incorporation depth (cm)
	20
	10
	D

	Concentration of a.s. in dry sewage sludge, Csludge (mg/kg)
	1.08
	S (cumulated values from Scenario 1 & 2)

	Application rate 
(kg /ha/application)
	5.42E-03
	1.08E-03
	Calculations are made based on the TAB ENV 36 V2.1, 2019



The results of the FOCUS modelings are presented below: 

	Emissions to Groundwater : PECgw in µg/L (FOCUS PEARL 4.4.4) – L(+) lactic acid

	Output

	INDIRECT EXPOSURE via the STP – L(+) lactic acid

	Crop
	Agricultural land (maize)
	Grassland (alfalfa)

	CHATEAUDUN
	0.011956
	0.002346

	HAMBURG
	0.037091
	0.006333

	JOKIOINEN
	-
	0.00732

	KREMSMUENSTER
	0.025572
	0.003491

	OKEHAMPTON
	0.031130
	0.006114

	PIACENZA
	0.009424
	0.00389

	PORTO
	0.003001
	0.001764

	SEVILLA
	0.000238
	0.000198

	THIVA
	0.001705
	0.000139




For all the locations, the indirect exposure via STP for agricultural land and grassland show concentrations of L(+) lactic acid below the threshold value of 0.1 µg/L after FOCUS refinement. 


Primary and secondary poisoning

Primary poisoning 

Primary poisoning is not relevant as direct exposure of the environment is not expected for the active substance.

 
Secondary poisoning

The secondary poisoning assessment is not relevant for this substance. L(+) Lactic acid is unlikely to bioaccumulate in aquatic or terrestrial environment according to the ECHA Guidance Vol IV Part B+C. It has a low Log Kow (<3) and a BCF <100 (see table below). These values indicate a negligible potential for bioconcentration in biota and no accumulation of this substance in the food chain is expected.
Furthermore, it is not highly adsorptive, it does not belong to a class of substances known to have a potential to accumulate in living organisms, its structural features do not indicate accumulation and it is readily biodegradable. The low accumulation potential is supported by low BCF (<100). 

	Summary table on Log Kow and BCF values

	
	Log Kow
	BCF fish (L/kg)
	BCF earthworm
(L/kg)

	L(+) Lactic acid
	-0.74
	4.80E-02
	6.78



[bookmark: _Toc51170677]Risk characterisation


	Summary table on calculated PEC/PNEC values

	
	PEC/PNECSTP
	PEC/PNECwater
	PEC/PNECsed 
	PEC/PNECsoil
	GW concentration*

	Scenario 1 – PT02 Disinfection of institutional areas
	4.41E-03
	1.13E-03
	1.12E-03
	5.33E-04
	< 0.1 µg/L

	Scenario 2 – PT04 Private use of disinfectants used in food and feed areas
	4.11E-04
	1.054E-04
	1.043E-04
	4.97E-05
	< 0.1 µg/L


* FOCUS refinement

Conclusion: Emissions and PECs in air are considered as negligible. It can be concluded that the use of the products of SANYTOL LACTIC NA-APP Family will not pose a significant risk to the atmospheric compartment. 
For the active substance L(+) Lactic acid, risks to the STP, aquatic and terrestrial compartments (including groundwater) are acceptable for the use of the products of SANYTOL LACTIC NA-APP Family. 



Primary and secondary poisoning

Primary poisoning is not expected as direct exposure of the environment is not an intended use. 

As detailed in the exposure assessment section above, L(+) Lactic acid has a log Kow <3 and a BCF <100. Thus, these values indicate a negligible potential for bioconcentration in biota and no accumulation of substances in the food chain is expected. The secondary poisoning assessment is not relevant for this substance.

Conclusion: For the assessed substance, risks of primary and secondary poisoning are acceptable for the use of the products of SANYTOL LACTIC NA-APP Family. 


Mixture toxicity

There is no other substance to take into account for the assessment of the product. Therefore, the mixture toxicity is not relevant for the products of the SANYTOL LACTIC NA-APP Family.


Aggregated exposure (combined for relevant emmission sources)

According to Article 10(1) of BPR a cumulative risk assessment shall be performed where relevant. The decision tree above was used to evaluate the need for estimation of aggregated exposure (Figure 1).

Since the amount of L(+)Lactic acid that is used annually in biocidal products accounts for less than 10% compared to the annual production and import volume of L(+) Lactic acid in the EU, no aggregated risk assessment was performed.


[image: ] 
Figure 1: Decision tree on the need for estimation of aggregated exposure


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

	
	Summary table for the risk assessment of the products SANYTOL LACTIC NA-APP Family

	
	PEC/PNECSTP
	PEC/PNECwater
	PEC/PNECsed
	PEC/PNECsoil
	PECGW (mg/L)


	Scenario 1
	Acceptable
	Acceptable
	Acceptable
	Acceptable
	below 0.1µg/L

	Scenario 2
	Acceptable
	Acceptable
	Acceptable
	Acceptable
	



Following the application of the products of the SANYTOL LACTIC NA-APP Family for non-professional users for textile disinfection in PT2 (META-SPC 1) and surface disinfection in private areas in PT2 and 4 (META-SPC 2 and 3), the levels of exposure for non-target species of aquatic and terrestrial compartments are lower than reference values of the active substance. Moreover, concentrations of L(+) Lactic acid in groundwater related to the use of the products SANYTOL LACTIC NA-APP Family are lower than the threshold value set by Directive 98/83/EC after refinement of the groundwater assessment with the FOCUS PEARL model.





[bookmark: _Toc51170678]Measures to protect man, animals and the environment
Please see SPC.

[bookmark: _Toc51170679]Assessment of a combination of biocidal products
Biocidal product from SANYTOL LACTIC NA-APP family are not intended to be authorised for the use with other biocidal products. 

[bookmark: _Toc51170680]Comparative assessment
Not applicable.

[bookmark: _Toc51170681]Annexes[footnoteRef:3] [3: 	 When an annex in not relevant, please do not delete the title, but indicate the reason why the annex should not be included.] 

[bookmark: _Toc51170682]List of studies for the biocidal product family

	Author(s)
	Year
	Title.
Source (where different from company) Company, Report No. GLP (where relevant) / (Un)Published
	Data Protection Claimed (Yes/No)
	Owner (PUB / ORG)

	BARÓN, E.
	2018
	SANYTOL DEO TEXTIL. DETERMINATION OF ACCELERATED STABILITY
	YES
	GRUPO AC MARCA S.L.

	BELLOC, J.
	2018
	SANYTOL DEO TEXTIL AND SANYTOL WIPES GRAPEFRUIT. DETERMINATION OF SURFACE TENSION
	YES
	GRUPO AC MARCA S.L.

	BARÓN, E.
	2019
	SANYTOL DEO TEXTIL. DETERMINATION OF LONG TERM STABILITY
	YES
	GRUPO AC MARCA S.L.

	BARÓN, E.
	2018
	ANALYTICAL METHOD BPL-MA-057 VALIDATION: BPL-MA-057 ÁCIDO LÁCTICO EN SANYTOL DEO
	YES
	GRUPO AC MARCA S.L.

	RODRÍGUEZ, N.
	2019
	DETERMINATION OF LOW TEMPERATURE STABILITY ANALOGOUS TO CIPAC MT39.9 FOR CONC357_LEM2 AND REW2451_BL2
	YES
	GRUPO AC MARCA S.L.

	Belloc, J.
	2019
	ACCELERATED STORAGE STABILITY TEST AND PHYSICHOCHEMIAL PROPERTIES OF CON357_LEM2
	YES
	GRUPO AC MARCA S.L.

	BELLOC, J.
	2019
	ANALYTICAL METHOD VALIDATION BPL-MA-055-ÁCIDO LÁCTICO EN CONC357_LEM2
	YES
	GRUPO AC MARCA S.L.

	BELLOC, J.
	2019
	DETERMINATION OF LONG TERM STABILITY OF CON57_LEM2
	YES
	GRUPO AC MARCA S.L.

	PIJUAN, LL.
	2019
	SANYTOL 4 ACTION WIPES. DETERMINATION OF LONG TERM STABILITY OF REW2441
	YES
	GRUPO AC MARCA S.L.

	PIJUAN, LL.
	2019
	SANYTOL 4 ACTION WIPES. DETEMRINATION OF  ACCELERATED STORAGE STANILITY
	YES
	GRUPO AC MARCA S.L.

	BARÓN,E.
	2018
	ANALYTICAL METHOD VALIDATION BPL-MA-054-ÁCIDO LÁCTICO EN TOALLITAS 4ACTION
	YES
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	BACTERICIDAL ACTIVITY TEST IN SUSPENSION WITH THE PRODUCT REW2338_AMPHO IN DIRTY CONDITIONS (UNE-EN 1276:2010; ERRATUM 2011)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	YEASTICIDAL ACTIVITY IN SUSPENSION WITH THE PRODUCT REW2338-AMPHO (UNE-EN:2008+A1:2013)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	BACTERICIDAL AND YEASTICIDAL ACTIVITY OF DEO REW 2338 IN THE QUANTITATIE SURFACE TEST FOLLOWING TO DIN EN 13697:2015 (PHASE 2, STEP 2)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	BACTERICIDAL ACTIVITY TEST IN SUSPENSION WITH THE PRODUCT CONC 357-EUC2 UNDER DIRTY OCNDITIONS (UNE-EN 1276:2010; ERRATUM 2011)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	YEASTICIDAL ACTIVITY IN SUSPENSION WITH THE PRODUCT CONC 357-EUC2 IN DIRTY CONSITIONS (UNE-EN 1650:2008+A1:2013)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	CHEMICAL DISINFECTANT AND ANTISEPTIS. QUANTITATIVE TEST MEHTOD FOR THE EVALUATION OF BACTERICIDAL ACTIVITY ON NON-POROUS SURFACES WITH MECHANICAL ACTION (PHASE 2, STEP 2)  WITH THE PRODUCT CONC 357_EUC2, WITH DEVIATIONS FROM THE GUIDELINE (UNE-EN 16615:20015)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	BACTERICIDAL ACTIVITY TEST (PHASE 2/STEP 1) WITH THE PRODUCT REW2441 UNDER DIRTY CONDITIONS (EUROPEAN STANDARD UNE-EN 1276:2010; ERRATUM 2011)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	YEASTICIDAL ACTIVITY IN SUSPENSION WITH THE PRODUCT REW2441 (UNE-EN 1650:2008+A1: 2013)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	BACTERICIDAL ACTIVITY OF REW2441 IN THE QUANTITATIVE 4-FIELD-TEST ACCORDING TO DIN EN 16615.2015 (PHASE 2, STEP 2)
	Yes
	GRUPO AC MARCA S.L.

	MONTEAGUDO, S.
	
	CHEMICAL DESINFECTANTS AND ANTISEPTICS. QUANTITATIVE TEST METHOD FOR THE EVALUATION OF YEASTICIDAL ACTIVITY ON NON POROUS SURFACES WITH MECHANICAL ACTION (PHASE 2 STEP 2) WITH THE PRODUCT REW2441-NOSIL, WITH DEVIATIONS FOR THE GUIDELINE (UNE-EN 16615:2015)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	VIRUCIDAL TEST WITH THE PRODUCT REW2338_AMPHO AGAINST INFLUENZA A (H1N1) PDM09, STRAIN A/CALIFORNIA/7/2009 (H1N1)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	VIRUCIDAL TEST WITH THE PRODUCT CONC357_EUC2 AGAINST INFLUENZA A (H1N1) PDM09, STRAIN A/CALIFORNIA/7/2009 (H1N1) (UNE-EN 14476:2014+A1:2015 GUIDELINE)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	VIRUCIDAL TEST WITH THE PRODUCT REW2441 AGAINST INFLUENZA A (H1N1) PDM09, STRAIN A/CALIFORNIA/7/2009 (H1N1) (UNE-EN 14476:2014+A1:2015 GUIDELINE)
	Yes
	GRUPO AC MARCA S.L.

	MARTÍNEZ, LL.
	
	EVALUATION OF BACTERICIDAL DISINFECTION ACTIVITY
	Yes
	GRUPO AC MARCA S.L.

	MARTÍNEZ, LL.
	
	EVALUATION OF FUNGICIDAL DISINFECTION ACTIVITY
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	VIRUCIDAL TEST WITH THE PRODUCT “REW2338_AMPHO_EUC” AGAINST VACCINIA POXVIRUS (NF EN 14476:2013+A2:2019 GUIDELINE)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	VIRUCIDAL TEST WITH THE PRODUCT “REW2338_AMPHO_EUC” AGAINST CORONAVIRUS 229E (BASED ON NF-EN 14476:2013+A2:2019 GUIDELINE)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	VIRUCIDAL TEST WITH THE PRODUCT “CONC357_LEM2” AGAINST CORONAVIRUS 229E (BASED ON NF-EN 14476:2013+A2:2019 GUIDELINE)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	VIRUCIDAL TEST WITH THE PRODUCT “CONC357_LEM2” AGAINST VACCINIA POXVIRUS (BASED ON NF-EN 14476:2013+A2:2019 GUIDELINE)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	VIRUCIDAL TEST WITH THE PRODUCT “REW2441_NOSIL” AGAINST VACCINIA POXVIRUS (BASED ON NF-EN 14476:2013+A2:2019 GUIDELINE)
	Yes
	GRUPO AC MARCA S.L.

	ESTEBAN,E.
	
	VIRUCIDAL TEST WITH THE PRODUCT “REW2441_NOSIL” AGAINST CORONAVIRUS (BASED ON NF-EN 14476:2013+A2:2019 GUIDELINE)
	Yes
	GRUPO AC MARCA S.L.




[bookmark: _Toc51170683]Output tables from exposure assessment tools


[bookmark: _Toc51170684]New information on the active substance

[bookmark: _Toc51170685]Residue behaviour
By definition, PT 2 biocidal product is not intended for direct application to humans or animals and is not used for direct contact with food or feedingstuffs. 
Regarding PT 4 uses, considering properties of L(+) lactic acid, no significant exposure via food is expected. Based on the low concentration of L(+) lactic acid, the endogenous production and the authorised uses of this active substance as food additive (E 270), significant indirect exposure via Disinfection By-Products in food is not expected. 
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Exposition SANYTOL LACTIC NA-APP.xlsx
Application by spraying

		META SPC 1



		Task / Scenario :		NON-PROFESSIONAL spraying on soft surfaces (textile)

		Model used : 		Consumer product spraying and dusting Model 2 (BHHEM, 2015)



						TIER 1

		Active substance (% w/w)		0.9%



		Body weight (kg)		60		without PPE

				units

		Body exposure



		Indicative value from model		mg/min		9.7

		duration		min		30

		potential dermal deposit		mg		291.00

		clothing penetration from model		%		100%

		actual dermal deposit (product)		mg		291.00

		Hands exposure



		indicative value from model 		mg/min		36.1

		duration		min		30

		potential dermal deposit		mg		1083.00

		gloves penetration from model		%		100%

		actual hand deposit (product)		mg		1083.00

		Dermal exposure

		product		mg		1374.00

		active substance		mg		12.37

		Skin penetration		%		75%

		active substance via the skin		mg		9.27E+00

		systemic dose via skin		mg/kg bw		1.55E-01

		Exposure by inhalation

		indicative value from model		mg/m3		10.5

		duration		min		30

		inhalation rate		m3/min		2.08E-02

		inhaled volume		m3		0.6

		potential inhaled product		mg		6.6

		mitigation factor by RPE		value		1

		inhaled product through RPE		mg		6.5625

		active substance through RPE		mg		5.91E-02

		systemic inhaled dose (ai)		mg/kg bw		9.84E-04

		Total exposure

		total		mg		9.33E+00

		systemic dose		mg/kg bw		1.56E-01



				% endogenous production of lactic acid		0.01%







				Endogenous production of lactic acid (mg/kg bw/d)		1667







CSV evaporation during spraying

		Column1		Column2		Column3

		Substance				

		Name		Lactic acid		

		CASNumber		79-33-4		

		Molecular weight		90.1		g/mol

		KOW				

		Product				

		Name		SANYTOL LACTIC NA-APP		

		Weight fraction substance		0.9		 %

		Population				

		Name		Adult (non-professional)		

		Body weight		60		 kg

		Scenario Evaporation of lactic acid during spraying				

		Frequency		52		 per year

		Description				

		Inhalation				

		Exposure model		Exposure to vapour - Evaporation		

		Exposure duration		240		 minute

		Product in pure form		Yes		

		Product amount		1.98		 g

		Weight fraction substance		100		 %

		Room volume		58		 m³

		Ventilation rate		0.5		 per hour

		Inhalation rate		1.25		 m³/hr

		Application temperature		20		 °C

		Vapour pressure		0.4		Pa

		Molecular weight		90.1		g/mol

		Mass transfer coefficient		10		 m/hr

		Release area mode		Increasing		

		Release area		22		 m²

		Application duration		30		 minute

		Absorption model		Fixed fraction		

		Absorption fraction		100		 %

		Dermal				

		Exposure model		n.a.		

		Absorption model		n.a.		

		Oral				

		Exposure model		n.a.		

		Absorption model		n.a.		

		Results for scenario Evaporation of lactic acid during spraying				

		Inhalation				

		Mean event concentration		11.4		mg/m³

		Peak concentration (TWA 15 min)		13.3		mg/m³

		Mean concentration on day of exposure		1.91		mg/m³

		Year average concentration		0.272		mg/m³

		External event dose		0.954		mg/kg bw

		External dose on day of exposure		0.954		mg/kg bw

		Internal event dose		0.954		mg/kg bw

		Internal dose on day of exposure		0.954		mg/kg bw/day

		Internal year average dose		0.136		mg/kg bw/day

		Integrated				

		Internal event dose		0.954		mg/kg bw

		Internal dose on day of exposure		0.954		mg/kg bw/day

		Internal year average dose		0.136		mg/kg bw/day





Evaporation during spraying

						META SPC 1



						Task / Scenario :		Non-professionals - Evaporation during spraying 

						Model used : 		ConsExpo  (Disinfectants - Disinfectants for use indoors-Spraying)                                                                                         Exposure model : Evaporation



												Tier 1

												Without RPE

						Internal event dose (mg/kg)						0.954

						% endogenous production of lactic acid						0.06%



						Endogenous production of lactic acid (mg/kg bw/d)						1667







Combined exposure

						META SPC 1



						Combined H202 exposure during spraying application  







												Tier 1

												Without RPE

						Inhalation exposure (mg/kg)						0.95

						Dermal exposure (mg/kg)						0.15

						Internal event dose (mg/kg)						1.11

						% endogenous production of lactic acid						0.07%



						Endogenous production of lactic acid (mg/kg bw/d)						1667







CSV pouring on hard surfaces

		Column1		Column2		Column3

		Substance				

		Name		lactic acid		

		CASNumber				

		Molecular weight		90.1		g/mol

		KOW				

		Product				

		Name		SANYTOL LACTIC NA-APP		

		Weight fraction substance		0.938		 %

		Population				

		Name		Non-professional		

		Body weight		60		 kg

		Scenario Mixing and loading				

		Frequency		197		 per year

		Description				

		Inhalation				

		Exposure model		Exposure to vapour - Evaporation		

		Exposure duration		0.75		 minute

		Product in pure form		Yes		

		Product amount		500		 g

		Weight fraction substance		0.938		 %

		Room volume		1		 m³

		Ventilation rate		0.5		 per hour

		Inhalation rate		1.25		 m³/hr

		Application temperature		20		 °C

		Vapour pressure		0.4		Pa

		Molecular weight		90.1		g/mol

		Mass transfer coefficient		10		 m/hr

		Release area mode		Constant		

		Release area		20		 cm²

		Emission duration		0.3		 minute

		Absorption model		Fixed fraction		

		Absorption fraction		100		 %

		Dermal				

		Exposure model		Direct contact - Instant application		

		Exposed area		205		 cm²

		Weight fraction substance		1.12		 %

		Product amount		0.01		 g

		Absorption model		Fixed fraction		

		Absorption fraction		75		 %

		Oral				

		Exposure model		n.a.		

		Absorption model		n.a.		

		Results for scenario Mixing and loading				

		Inhalation				

		Mean event concentration		0.00117		mg/m³

		Peak concentration (TWA 15 min)		0.00117		mg/m³

		Mean concentration on day of exposure		6.12E-07		mg/m³

		Year average concentration		3.3E-07		mg/m³

		External event dose		3.06E-07		mg/kg bw

		External dose on day of exposure		3.06E-07		mg/kg bw

		Internal event dose		3.06E-07		mg/kg bw

		Internal dose on day of exposure		3.06E-07		mg/kg bw/day

		Internal year average dose		1.65E-07		mg/kg bw/day

		Dermal				

		Dermal load		0.000546		mg/cm²

		External event dose		0.00187		mg/kg bw

		External dose on day of exposure		0.00187		mg/kg bw

		Internal event dose		0.0014		mg/kg bw

		Internal dose on day of exposure		0.0014		mg/kg bw/day

		Internal year average dose		0.000756		mg/kg bw/day

		Integrated				

		Internal event dose		0.0014		mg/kg bw

		Internal dose on day of exposure		0.0014		mg/kg bw/day

		Internal year average dose		0.000756		mg/kg bw/day





Pouring on hard surfaces

						META SPC 2



						Task / Scenario :		Non-professionals - Pouring the product on hard surfaces

						Model used : 		ConsExpo (all purpose cleaning liquid (mixing and loading)



												Tier 1

												Without RPE

						Inhalation exposure (mg/kg)						3.06E-07

						Dermal exposure (mg/kg)						1.40E-03

						Internal event dose (mg/kg)						1.40E-03

						% endogenous production of lactic acid						0.00008%



						Endogenous production of lactic acid (mg/kg bw/d)						1667







CSV application by wiping

		Column1		Column2		Column3

		Substance				

		Name		lactic acid		

		CASNumber		79-33-4		

		Molecular weight		90.1		g/mol

		KOW				

		Product				

		Name		SANYTOL LACTIC NA-APP		

		Weight fraction substance		0.938		 %

		Population				

		Name		Non-professional		

		Body weight		60		 kg

		Scenario Application - cleaning				

		Frequency		197		 per year

		Description				

		Inhalation				

		Exposure model		Exposure to vapour - Evaporation		

		Exposure duration		240		 minute

		Product in pure form		Yes		

		Product amount		1.5		 g

		Weight fraction substance		100		 %

		Room volume		58		 m³

		Ventilation rate		0.5		 per hour

		Inhalation rate		1.25		 m³/hr

		Application temperature		20		 °C

		Vapour pressure		0.4		Pa

		Molecular weight		90.1		g/mol

		Mass transfer coefficient		10		 m/hr

		Release area mode		Increasing		

		Release area		32		 m²

		Application duration		20		 minute

		Absorption model		Fixed fraction		

		Absorption fraction		100		 %

		Dermal				

		Exposure model		Direct contact - Instant application		

		Exposed area		205		 cm²

		Weight fraction substance		0.938		 %

		Product amount		0.286		 g

		Absorption model		Fixed fraction		

		Absorption fraction		75		 %

		Oral				

		Exposure model		n.a.		

		Absorption model		n.a.		

		Results for scenario Application - cleaning				

		Inhalation				

		Mean event concentration		10.2		mg/m³

		Peak concentration (TWA 15 min)		13.4		mg/m³

		Mean concentration on day of exposure		1.7		mg/m³

		Year average concentration		0.917		mg/m³

		External event dose		0.85		mg/kg bw

		External dose on day of exposure		0.85		mg/kg bw

		Internal event dose		0.85		mg/kg bw

		Internal dose on day of exposure		0.85		mg/kg bw/day

		Internal year average dose		0.459		mg/kg bw/day

		Dermal				

		Dermal load		0.0131		mg/cm²

		External event dose		0.0447		mg/kg bw

		External dose on day of exposure		0.0447		mg/kg bw

		Internal event dose		0.0335		mg/kg bw

		Internal dose on day of exposure		0.0335		mg/kg bw/day

		Internal year average dose		0.0181		mg/kg bw/day

		Integrated				

		Internal event dose		0.883		mg/kg bw

		Internal dose on day of exposure		0.883		mg/kg bw/day

		Internal year average dose		0.477		mg/kg bw/day





Application by wiping

						META SPC 2



						Task / Scenario :		Non-professionals - application with a sponge or cloth by wiping

						Model used : 		ConsExpo (all-purpose cleaning liquid - application - cleaning)



												Tier 1

												Without RPE

						Inhalation exposure (mg/kg)						0.85

						Dermal exposure (mg/kg)						0.03

						Internal event dose (mg/kg)						0.88

						% endogenous production of lactic acid						0.05%



						Endogenous production of lactic acid (mg/kg bw/d)						1667







Combined exposure (wiping)

						META SPC 2



						Combined H202 exposure during pouring + wiping







												Tier 1

												Without RPE

						Inhalation exposure (mg/kg)						0.85

						Dermal exposure (mg/kg)						0.03

						Internal event dose (mg/kg)						0.88

						% endogenous production of lactic acid						0.05%



						Endogenous production of lactic acid (mg/kg bw/d)						1667







CSV application with wipes

		Column1		Column2		Column3

		Substance				

		Name		lactic acid		

		CASNumber		79-33-4		

		Molecular weight		90.1		g/mol

		KOW				

		Product				

		Name		SANYTOL LACTIC NA-APP		

		Weight fraction substance		0.9		 %

		Population				

		Name		Non-professionals		

		Body weight		60		 kg

		Scenario Application - cleaning				

		Frequency		88		 per year

		Description				

		Inhalation				

		Exposure model		Exposure to vapour - Evaporation		

		Exposure duration		240		 minute

		Product in pure form		Yes		

		Product amount		0.153		 g

		Weight fraction substance		100		 %

		Room volume		20		 m³

		Ventilation rate		0.6		 per hour

		Inhalation rate		1.25		 m³/hr

		Application temperature		20		 °C

		Vapour pressure		0.4		Pa

		Molecular weight		90.1		g/mol

		Mass transfer coefficient		10		 m/hr

		Release area mode		Increasing		

		Release area		2		 m²

		Application duration		5		 minute

		Absorption model		Fixed fraction		

		Absorption fraction		100		 %

		Dermal				

		Exposure model		Direct contact - Instant application		

		Exposed area		205		 cm²

		Weight fraction substance		0.9		 %

		Product amount		0.05		 g

		Absorption model		Fixed fraction		

		Absorption fraction		75		 %

		Oral				

		Exposure model		n.a.		

		Absorption model		n.a.		

		Results for scenario Application - cleaning				

		Inhalation				

		Mean event concentration		2.81		mg/m³

		Peak concentration (TWA 15 min)		5.63		mg/m³

		Mean concentration on day of exposure		0.468		mg/m³

		Year average concentration		0.113		mg/m³

		External event dose		0.234		mg/kg bw

		External dose on day of exposure		0.234		mg/kg bw

		Internal event dose		0.234		mg/kg bw

		Internal dose on day of exposure		0.234		mg/kg bw/day

		Internal year average dose		0.0564		mg/kg bw/day

		Dermal				

		Dermal load		0.0022		mg/cm²

		External event dose		0.0075		mg/kg bw

		External dose on day of exposure		0.0075		mg/kg bw

		Internal event dose		0.00563		mg/kg bw

		Internal dose on day of exposure		0.00563		mg/kg bw/day

		Internal year average dose		0.00136		mg/kg bw/day

		Integrated				

		Internal event dose		0.239		mg/kg bw

		Internal dose on day of exposure		0.239		mg/kg bw/day

		Internal year average dose		0.0577		mg/kg bw/day





Application with wipes

						META SPC 3



						Task / Scenario :		Non-professionals - application with impregnated wipes

						Model used : 		ConsExpo (all-purpose cleaning wet tissue - application - cleaning)



												Tier 1

												Without RPE

						Inhalation exposure (mg/kg)						0.23

						Dermal exposure (mg/kg)						5.63E-03

						Internal event dose (mg/kg)						0.24

						% endogenous production of lactic acid						0.01%



						Endogenous production of lactic acid (mg/kg bw/d)						1667







Secondary exposure (acute)



								Dermal exposure and hand-to-mouth transfer (infants)

								Meta SPC 1

		Concentration of lactic acid (%)				0.9%		Product

		Weight of infant (kg)				8		Transfer coefficient (m2/h)		0.2

								Duration of exposure (h)		1

								Surface area treated with the product that is in contact with the skin (m2)		0.2

								Application rate (g/m2)		10

								Amount of product present on treated surfaces that can be in contact with the skin (g)		2

								Dislogeable fraction from cotton, wet hand (%)		0.3

								Amount of product on skin (g)		0.6

								Transferable fraction from hand to mouth (%)		10%

								Oral exposure (g)		0.06

								Final dermal exposure dose (g)		0.54

								Active susbtance

								Dermal exposure (mg) 		4.86

								Dermal absorption		75%

								Systemic dermal exposure (mg/kg bw/d)		0.46

								Oral exposure (mg)		0.54

								Oral absorption (%)		100%

								Systemic oral exposure (mg/kg bw/d)		0.07

								Total systemic exposure (mg/kg bw/d)		0.52

								% endogenous production of lactic acid		0.03%



				Endogenous production of lactic acid (mg/kg bw/d)						1667





								Dermal exposure and hand-to-mouth transfer (infants)

								Meta SPC 2

		Concentration of lactic acid (%)				0.9%		Product

		Weight of infant (kg)				8		Transfer coefficient (m2/h)		0.2

								Duration of exposure (h)		1

								Surface area treated with the product that is in contact with the skin (m2)		0.2

								Application rate (g/m2)		5

								Amount of product present on treated surfaces that can be in contact with the skin (g)		1

								Dislogeable fraction from hard surfaces (%)		18.00%

								Amount of product on skin (g)		0.18

								Transferable fraction from hand to mouth (%)		10%

								Oral exposure dose (g)		0.018

								Final dermal exposure dose (g)		0.162

								Active susbtance

								Dermal exposure (mg) 		1.52

								Dermal absorption		75%

								Systemic dermal exposure (mg/kg bw/d)		0.14

								Oral exposure (mg)		0.17

								Oral absorption (%)		100%

								Systemic oral exposure (mg/kg bw/d)		0.02

								Total systemic exposure (mg/kg bw/d)		0.16

								% endogenous production of lactic acid		0.01%



				Endogenous production of lactic acid (mg/kg bw/d)						1667





								Dermal exposure and hand-to-mouth transfer (infants)

								Meta SPC 3

		Concentration of lactic acid (%)				0.9%		Product

		Weight of infant (kg)				8		Transfer coefficient (m2/h)		0.2

								Duration of exposure (h)		1

								Surface area treated with the product that is in contact with the skin (m2)		0.2

								Application rate (g/m2)		8.5

								Amount of product present on treated surfaces that can be in contact with the skin (g)		1.7

								Dislogeable fraction from hard surfaces (%)		18%

								Amount of product on skin (g)		0.306

								Transferable fraction from hand to mouth (%)		10%

								Oral exposure dose (g)		0.0306

								Final dermal exposure dose (g)		0.2754

								Active susbtance

								Dermal exposure (mg) 		2.58

								Dermal absorption		75%

								Systemic dermal exposure (mg/kg bw/d)		0.24

								Oral exposure (mg)		0.29

								Oral absorption (%)		100%

								Systemic oral exposure (mg/kg bw/d)		0.04

								Total systemic exposure (mg/kg bw/d)		0.28

								% endogenous production of lactic acid		0.02%



				Endogenous production of lactic acid (mg/kg bw/d)						1667







Secondary exposure (chronic)

						ALL META SPC



						Adult and infant: inhalation of volatilised residues, indoors



						Vapour pressure (Pa)		0.4

						R (J.K-1.mol-1)		8.31

						Temperature (K)		293

						Molecular weight (g/mol)		90.08



						Adult

						Body weight (kg)		60



						Inhalation rate (m3/24h)		16

						SVC (mg/m3)		1.48E+01

						Systemic exposure (mg/kg bw/day)		3.95E+00

								0.24%



						Infant				Toddler

						Body weight (kg)		8		10

						Inhalation rate (m3/24h)		5.4		8

						SVC (mg/m3)		1.48E+01		1.48E+01

						Systemic exposure (mg/kg bw/day)		9.99E+00		1.18E+01

								0.60%		0.71%







						Child

						Body weight (kg)		23.9

						Inhalation rate (m3/24h)		12

						SVC (mg/m3)		1.48E+01

						Systemic exposure (mg/kg bw/day)		7.43E+00

								0.45%







						Endogenous production of lactic acid (mg/kg bw/d)						1667








