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[bookmark: _Toc85537913]Overview of applications
	Application type
	Ref MS
	Case number in the ref MS
	Decision date
	Assessment carried out (i.e. first authorisation/
amendment/renewal)

	SA-APP
	DK
	BC-HB058275-52
	08.12.2020
	First authorisation

	SA-AAT
	DK
	BC-HB058275-52
	19.10.2021
	Amendment of simplified authorisation

	SA-MAC
	DK
	BC-HU063584-12
	19.10.2021
	Amendment, major change



Revised 19. October 2021:
The PAR has been revised with the following changes:
	Section
	Changes

	1 Conclusion
	The date to submit the long term stability study has been changed from 1st January 2023 to 1st September 2023, as a new study has been started due to a new analytical method.

	4.1.2. Storage stability test – accelerated storage
	A new validated analytical method has been submitted and to confirm the stability og the product, new accelerated storage stability test has been performed, 

	4.1.2 Storage stability test – long term storage at ambient 
temperature
	A new validated analytical method has been submitted. Therefor has the longterm storage stability study been restarted were the AS has been tested with the new analytical method at t0. The study is ongoing and shall be submitted by 1st of September 2023, as a post authorisation request.

	4.1.3
	A new validated analytical methods for the analysis of the active substance in the product has been submitted as a result of a referral from CZ

	3.1 List of studies for the biocidal product
	The study reports L20/0903MV.1 and L20/0903R.1 have been added.  

	4.2 SA-MAC 19.10.2021
	SA-MAC to include a claim against enveloped viruses has been added. 
Please note the label claim now includes efficacy against bacteria and enveloped viruses with a 5 minute contact time.
Application rate and timing of application have been divided to make the application method more readable: 
“Application rate: Use enough to ensure the surface is wet for five minutes. 
Number and timing of application: As many times as needed”.

	SPC
	The SPC has been updated to include use against enveloped viruses with a 5 minute contact time. 
Application rate and timing of application have been specified to make the application method more readable: 
“Application rate: Use enough to ensure the surface is wet for five minutes. 
Number and timing of application: As many times as needed”.


[bookmark: _GoBack]
Revised 9. April 2021:
The PAR has been revised with the following changes:
	Section
	Changes

	2.2.4	Methods for detection and identification
	The wording in the introduction has been revised to: Method for detection is done using LC-MS with a total ion current chromatogram.



Revised 10. Marts 2021:
The PAR has been revised with the following changes:
	Section
	Changes

	2.2.5.5 Efficacy data
	The column “Test substance” has been clarified with the following note: (a) SPRAY Twice a Day was tested under the name “Screen Cleaner” in test reports no. 922903 Rev. 2 and 935530 rev. 1.” 

	2.2.6.1 Assessment of effects on human health
	Added an explanation of why the co-formulant does not contribute to a classification even though it is a surfactant:

“One co-formulant is self-classified as eye damaging at ECHA inventory (C&L Inventory - ECHA (europa.eu)) by a majority of notifiers.

The co-formulant is a surfactant and according to the CLP guidance, section 3.3.3.3.4.1. „Particular care must be taken when classifying certain types of mixtures containing substances such as acids and bases, inorganic salts, aldehydes, phenols, and surfactants. The approach explained in Sections 3.3.3.3.1 and 3.3.3.3.2 might not work given that many such substances are seriously damaging to the eye/eye irritant at concentrations < 1 %“ 

A.S and co-formulant are in the product at a concentration below 1%. 

The co-formulant is a surfactants, but there are no indications that the surfactant is seriously damaging to the eye/eye irritant at concentrations <1%.
The a.s and the co-formulant are present in the product in concentrations significantly below the classification limits therefore the GHS criteria are not met. There are no indications that the surfactants are seriously damaging to the eye/eye irritant at concentrations <1%. 
The surfactant is able to form micelles depending on the concentration in the liquid (the critical micelle concentration CMC is 8mmol/l (0.23 % w/w)). The concentration of the surfactant in the liquid is above 0.23 % w/w. The concentration indicate that there are micelles in the liquid. The micelles are envenly distributed in the liquid, and the concentration in the interphase (between liquid and gasphase) are 0.23% w/w. there are no risk of accumulation of the surfactant in the interphase.

The product is not classified.”



Revised 26. February 2021:
The PAR has been revised with the following changes:
	Section
	Changes

	1 Conclusion
	The sentence “No co-formulants were identified having endocrine disputing properties” has been added.

	2.1.2.3 Qualitative and quantitative information
	The content of water has been removed from the table

	2.1.5.1 Instruction for use
	The wording of the following sentence is revised (throughout PAR and SPC): Apply the product after pre-cleaning of the screen. Keep the surface wet for 5 minutes and wipe off with a clean cloth
Wash hands after the use.

	2.2.3	Physical hazards and respective characteristics
	Corrosive to metals:
The product contains more than 98% water, contains no halogens and pH is about 4. The product is considered not corrosive to metal.

	2.2.5.5 Efficacy data
	The efficient dose has been added to the test results for the EN 13697 test.
The following clarification has been added to note (a): In the EN 1276 test, efficacy is achieved at the dilution 40% v/v, i.e. 0.4% lactic acid.

	2.2.6.1 Assessment of effects on human health
	The sentence has been added: Considering the available information for the co-formulant, the substance cannot be identified as having endocrine disrupting properties, and the available information does not indicate a need for further investigation (see confidential PAR).
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1 [bookmark: _Toc389728849][bookmark: _Toc85537914]
CONCLUSION

The Danish eCA proposes the authorisation of the biocidal product ‘SPRAY Twice a Day’ as a surface disinfectant (PT 2) for non-professional use against bacteria for the disinfection electronic screens. The biocidal product contains the active substance lactic acid (CAS no. 50-21-5) at a concentration of 0.4% (w/w). 

SPRAY Twice a Day is eligible for a simplified authorisation according to Article 25 of Regulation No. 528/2012 (BPR) as:

(a) the product contains only active substances listed on Annex I of Regulation No. 528/2012 and satisfies the restriction specified in that Annex (i.e. that the product does not require classification for hazards to human health or safety, or to the environment, according to Regulation No. 1272/2008 (CLP)),
(b) the product does not contain any substances of concern,
(c) the product does not contain any nanomaterials,
(d) the product is sufficiently effective, and
(e) handling of the product and its intended use do not require protective equipment. 
 
The pH is stable at pH 4.08 and there is no degradation of the active substance based on the accelerated stability study. The shelf-life of the product is limited to 2 years at ambient temperature. The long-term storage stability study is requested by the applicant in a post-authorisation condition to be submitted by 1st September 2023.

Efficacy has been demonstrated against bacteria with a contact time of five minutes under clean conditions. 

The biocidal product does not pose a risk to human health when following the described intended use and does not require the use of personal protection equipment. No co-formulants were identified having endocrine disrupting properties.

The biocidal product does not pose a risk to the environment when following the described intended use.

2 [bookmark: _Toc389728850][bookmark: _Toc85537915]ASSESSMENT REPORT
2.1 [bookmark: _Toc387244910][bookmark: _Toc387250732][bookmark: _Toc388281221][bookmark: _Toc388281677][bookmark: _Toc387244911][bookmark: _Toc387250733][bookmark: _Toc388281222][bookmark: _Toc388281678][bookmark: _Toc418784128][bookmark: _Toc418784129][bookmark: _Toc366658839][bookmark: d0e7][bookmark: d0e6][bookmark: _Toc85537916]Summary of the product assessment 
2.1.1 [bookmark: _Toc85537917]Administrative information
2.1.1.1 [bookmark: _Toc366658840][bookmark: d0e10][bookmark: _Toc85537918]Identifier of the product 
	Identifier
	Country (if relevant)

	SPRAY Twice a Day
	


2.1.1.2 [bookmark: _Toc366658844][bookmark: d0e350][bookmark: _Toc85537919]Authorisation holder
	[bookmark: d0e66]Name and address of the authorisation holder
	Name
	Panzerglass

	
	Address
	Delta 8, DK-8382 Hinnerup, Denmark

	Authorisation number
	EU-0024114-0000

	Date of the authorisation
	08/12/2020

	Expiry date of the authorisation
	08/12/2030


2.1.1.3 [bookmark: _Toc366658842][bookmark: d0e146][bookmark: _Toc85537920]Manufacturer(s) of the product
	Name of manufacturer
	Panzerglass

	Address of manufacturer
	Delta 8, DK-8382 Hinnerup

	Location of manufacturing sites
	Delta 8, DK-8382 Hinnerup


2.1.1.4 [bookmark: _Toc366658843][bookmark: _Toc85537921]Manufacturer(s) of the active substance(s)
	[bookmark: d0e246]Active substance
	Lactic acid

	Name of manufacturer
	Corbion Purac Biomaterials

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

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


	Denmark
	SPRAY Twice a Day
	PT1



3 
1

21

3.1.1 [bookmark: _Toc85537922]Product composition and formulation
[bookmark: _Toc366658845]NB: the full composition of the product according to Annex III Title 1 should be provided in the confidential annex.

Does the product have the same identity and composition as the product evaluated in connection with the approval for listing of the active substance(s) on the Union list of approved active substances under Regulation No. 528/2012?
Yes 	|_|
[bookmark: Check1]No 	|X| The substance is included in Annex I under Regulation No. 528/2012
3.1.1.1 [bookmark: _Toc85537923]Identity of the active substance
	Main constituent(s)

	ISO name
	Lactic Acid

	IUPAC or EC name
	Propanoic acid, 2-hydroxy-

	EC number
	200-018-0

	CAS number
	50-21-5

	Index number in Annex VI of CLP
	-

	Minimum purity / content
	100

	Structural formula
	C3H6O3



3.1.1.2 [bookmark: _Toc85537924]Candidate(s) for substitution
Not applicable. Lactic acid is listed in Annex I under Regulation No. 528/2012 (CLP) under Category 1 – Substances authorised as food additives according to Regulation (EC) No. 1333/2008.  

3.1.1.3 [bookmark: _Toc85537925]
Qualitative and quantitative information on the composition of the biocidal product 
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (w/w %)

	Lactic acid
	
	Active substance
	50-21-5
	200-018-0
	0,4



The full composition can be found in the confidential annex.

3.1.1.4 [bookmark: _Toc403566543][bookmark: _Toc366658846][bookmark: d0e437][bookmark: _Toc85537926]Information on technical equivalence
3.1.1.5 [bookmark: _Toc403566544][bookmark: _Toc85537927]Information on the substance(s) of concern
Please see the confidential annex for further details.

3.1.1.6 [bookmark: _Toc85537928]Type of formulation
	AL Any other Liquid


[bookmark: _Toc366658847][bookmark: d0e452]



3.1.2 [bookmark: _Toc85537929]Hazard and precautionary statements
Classification and labelling of the products of the family according to the Regulation (EC) 1272/2008

	Classification

	Hazard category
	Not classified

	Hazard statement
	No hazard statement required

	

	Labelling

	Signal words
	No signal word required

	Hazard statements
	No hazard statement required

	Precautionary statements
	No precautionary statements required

	

	Note
	No notes required




3.1.3 [bookmark: _Toc85537930]Authorised use(s)
3.1.3.1 [bookmark: _Toc85537931]Use description
Table 2.1. Use # 1 – name of the use
	Product Type
	Product type 2

	Where relevant, an exact description of the authorised use
	Disinfectant for screens on electronic equipment. Apply product by spraying – wipe off with a cloth.

	Target organism (including development stage)
	Bacteria

	Field of use
	Indoor use

	Application method(s)
	Spraying

	Application rate(s) and frequency
	As often as needed. 

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

	Pack sizes and packaging material
	 8 ml (PETG), 30 ml (PETG), 100 ml (PETG), 80 ml (PET).


[bookmark: _Toc416859529][bookmark: _Toc366658848][bookmark: d0e1044]
3.1.3.2 [bookmark: _Toc85537932]Use-specific instructions for use
	Apply the product after pre-cleaning of the screen. Keep the surface wet for 5 minutes and wipe off with a clean cloth.
Wash hands after the use.


[bookmark: _Toc416859530]
3.1.3.3 [bookmark: _Toc85537933]Use-specific risk mitigation measures 
	No special considerations.


3.1.3.4 [bookmark: _Toc416859531][bookmark: _Toc85537934]Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	If swallowed: immediately call a POISON CENTER or doctor/physician.
In case of contact with eyes, remove contact lenses if present and rinse the eye slowly and gently with clean water.


3.1.3.5 [bookmark: _Toc416859532][bookmark: _Toc85537935]Where specific to the use, the instructions for safe disposal of the product and its packaging 
	No special considerations. Dispose of content/container according to national regulation.



3.1.3.6 [bookmark: _Toc416859533][bookmark: _Toc85537936]Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage
	Store above freezing point and below 30 degrees in closed pump container.
Products can be stored at room temperature up to 24 months.






3.1.4 [bookmark: _Toc85537937]General directions for use
3.1.4.1 [bookmark: _Toc85537938]Instructions for use
	Apply the product after pre-cleaning of the screen. Keep the surface wet for 5 minutes and wipe off with a clean cloth
Wash hands after the use.



3.1.4.2 [bookmark: _Toc85537939]Risk mitigation measures
	Not needed 


3.1.4.3 [bookmark: _Toc85537940]Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	If swallowed: immediately call a POISON CENTER or doctor/physician.
In case of contact with eyes, remove contact lenses if present and rinse the eye slowly and gently with clean water.


3.1.4.4 [bookmark: _Toc85537941]Instructions for safe disposal of the product and its packaging
	Dispose of content/container according to national regulation.


3.1.4.5 [bookmark: _Toc85537942]Conditions of storage and shelf-life of the product under normal conditions of storage
	Store above freezing point and below 30 degrees in closed pump container.
Products can be stored at room temperature up to 24 months.




3.1.5 [bookmark: _Toc425153848][bookmark: _Toc85537943]Other information
	-




3.1.6 [bookmark: _Toc425346397][bookmark: _Toc425346398][bookmark: _Toc425346399][bookmark: _Toc425346400][bookmark: _Toc425346401][bookmark: _Toc425346410][bookmark: _Toc425346423][bookmark: _Toc425346428][bookmark: _Toc425346429][bookmark: _Toc403566549][bookmark: _Toc85537944]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)

	AL Any other liquid
	80 ml
	PET
	N/A
	non-professional
	Yes

	AL Any other liquid
	100 ml
	PETG
	N/A
	non-professional
	Yes

	AL Any other liquid
	30 ml
	PETG
	N/A
	non-professional
	Yes

	AL Any other liquid
	8 ml
	PETG
	N/A
	non-professional
	Yes



3.1.7 [bookmark: _Toc425346431][bookmark: _Toc425346449][bookmark: _Toc366658854][bookmark: d0e2119][bookmark: _Toc85537945]Documentation 
3.1.7.1 [bookmark: _Toc85537946]Data submitted in relation to product application
 Data generated for SPRAY Twice a Day:
· efficacy studies
· stability studies accelerated
· Studies on density and pH
· Studies on stability of pH

The studies are listed in Annex 3.1 List of Studies for the biocidal product and attached in relevant sections in the IUCLID file. 
3.1.7.2 [bookmark: _Toc85537947]Access to documentation
According to Article 20(1)b of Regulation No. 528/2012 (BPR), a Letter of Access is not required for application for authorisation under the simplified authorisation procedure. In addition, as the active substance is not included on the Union List of approved active substances, no dossier exists. 
3.1.7.3 [bookmark: _Toc85537948]Similar conditions of use
N/A


[bookmark: _Toc421089286][bookmark: _Toc421090027][bookmark: _Toc421089288][bookmark: _Toc421090029][bookmark: _Toc421089289][bookmark: _Toc421090030][bookmark: _Toc387244927][bookmark: _Toc387250751][bookmark: _Toc388374050][bookmark: _Toc387244929][bookmark: _Toc387250753][bookmark: _Toc387244930][bookmark: _Toc387250754][bookmark: _Toc387244932][bookmark: _Toc387250756][bookmark: _Toc388374053][bookmark: _Toc387244935][bookmark: _Toc387250759][bookmark: _Toc388281243][bookmark: _Toc388281699][bookmark: _Toc388282181][bookmark: _Toc388282629][bookmark: _Toc387244936][bookmark: _Toc387250760][bookmark: _Toc388281244][bookmark: _Toc388281700][bookmark: _Toc388282182][bookmark: _Toc388282630][bookmark: _Toc387244937][bookmark: _Toc387250761][bookmark: _Toc388281245][bookmark: _Toc388281701][bookmark: _Toc388282183][bookmark: _Toc388282631][bookmark: _Toc387244938][bookmark: _Toc387250762][bookmark: _Toc388281246][bookmark: _Toc388281702][bookmark: _Toc388282184][bookmark: _Toc388282632][bookmark: _Toc387244939][bookmark: _Toc387250763][bookmark: _Toc388281247][bookmark: _Toc388281703][bookmark: _Toc388282185][bookmark: _Toc388282633][bookmark: _Toc387244940][bookmark: _Toc387250764][bookmark: _Toc388281248][bookmark: _Toc388281704][bookmark: _Toc388282186][bookmark: _Toc388282634][bookmark: _Toc387244941][bookmark: _Toc387250765][bookmark: _Toc388281249][bookmark: _Toc388281705][bookmark: _Toc388282187][bookmark: _Toc388282635][bookmark: _Toc389725110][bookmark: _Toc389726046][bookmark: _Toc389727098][bookmark: _Toc389727456][bookmark: _Toc389727815][bookmark: _Toc389728174][bookmark: _Toc389728534][bookmark: _Toc389728892][bookmark: _Toc387244961][bookmark: _Toc387250770][bookmark: _Toc388281268][bookmark: _Toc388281724][bookmark: _Toc388282206][bookmark: _Toc388282654][bookmark: _Toc387244962][bookmark: _Toc387250771][bookmark: _Toc388281269][bookmark: _Toc388281725][bookmark: _Toc388282207][bookmark: _Toc388282655][bookmark: _Toc388281270][bookmark: _Toc388281726][bookmark: _Toc388282208][bookmark: _Toc388282656][bookmark: _Toc388281275][bookmark: _Toc388281731][bookmark: _Toc388282213][bookmark: _Toc388282661][bookmark: _Toc388284930][bookmark: _Toc388374075][bookmark: _Toc388281276][bookmark: _Toc388281732][bookmark: _Toc388282214][bookmark: _Toc388282662][bookmark: _Toc388284931][bookmark: _Toc388281277][bookmark: _Toc388281733][bookmark: _Toc388282215][bookmark: _Toc388282663][bookmark: _Toc388284932][bookmark: _Toc388374077][bookmark: _Toc377644220][bookmark: _Toc377644817][bookmark: _Toc377646047][bookmark: _Toc377648982][bookmark: _Toc377650835][bookmark: _Toc377650962][bookmark: _Toc377653231][bookmark: _Toc378351536][bookmark: _Toc378681285][bookmark: _Toc378682205][bookmark: _Toc378683652][bookmark: _Toc378685340][bookmark: _Toc378685476][bookmark: _Toc378691685][bookmark: _Toc378692142][bookmark: _Toc378692279][bookmark: _Toc378692416][bookmark: _Toc378761118][bookmark: _Toc378761261][bookmark: _Toc378761404][bookmark: _Toc378761547][bookmark: _Toc378761860][bookmark: _Toc378762000][bookmark: _Toc378762138][bookmark: _Toc378765615][bookmark: _Toc378767363][bookmark: _Toc378774958][bookmark: _Toc378776153][bookmark: _Toc378841233][bookmark: _Toc378858832][bookmark: _Toc378859060][bookmark: _Toc377646048][bookmark: _Toc377648983][bookmark: _Toc377650836][bookmark: _Toc377650963][bookmark: _Toc377653232][bookmark: _Toc378351537][bookmark: _Toc378681286][bookmark: _Toc378682206][bookmark: _Toc378683653][bookmark: _Toc378685341][bookmark: _Toc378685477][bookmark: _Toc378691686][bookmark: _Toc378692143][bookmark: _Toc378692280][bookmark: _Toc378692417][bookmark: _Toc378761119][bookmark: _Toc378761262][bookmark: _Toc378761405][bookmark: _Toc378761548][bookmark: _Toc378761861][bookmark: _Toc378762001][bookmark: _Toc378762139][bookmark: _Toc378765616][bookmark: _Toc378767364][bookmark: _Toc378774959][bookmark: _Toc378776154][bookmark: _Toc378841234][bookmark: _Toc378858833][bookmark: _Toc378859061][bookmark: _Toc377646049][bookmark: _Toc377648984][bookmark: _Toc377650837][bookmark: _Toc377650964][bookmark: _Toc377653233][bookmark: _Toc378351538][bookmark: _Toc378681287][bookmark: _Toc378682207][bookmark: _Toc378683654][bookmark: _Toc378685342][bookmark: _Toc378685478][bookmark: _Toc378691687][bookmark: _Toc378692144][bookmark: _Toc378692281][bookmark: _Toc378692418][bookmark: _Toc378761120][bookmark: _Toc378761263][bookmark: _Toc378761406][bookmark: _Toc378761549][bookmark: _Toc378761862][bookmark: _Toc378762002][bookmark: _Toc378762140][bookmark: _Toc378765617][bookmark: _Toc378767365][bookmark: _Toc378774960][bookmark: _Toc378776155][bookmark: _Toc378841235][bookmark: _Toc378858834][bookmark: _Toc378859062][bookmark: _Toc377646050][bookmark: _Toc377648985][bookmark: _Toc377650838][bookmark: _Toc377650965][bookmark: _Toc377653234][bookmark: _Toc378351539][bookmark: _Toc378681288][bookmark: _Toc378682208][bookmark: _Toc378683655][bookmark: _Toc378685343][bookmark: _Toc378685479][bookmark: _Toc378691688][bookmark: _Toc378692145][bookmark: _Toc378692282][bookmark: _Toc378692419][bookmark: _Toc378761121][bookmark: _Toc378761264][bookmark: _Toc378761407][bookmark: _Toc378761550][bookmark: _Toc378761863][bookmark: _Toc378762003][bookmark: _Toc378762141][bookmark: _Toc378765618][bookmark: _Toc378767366][bookmark: _Toc378774961][bookmark: _Toc378776156][bookmark: _Toc378841236][bookmark: _Toc378858835][bookmark: _Toc378859063][bookmark: _Toc388281278][bookmark: _Toc388281734][bookmark: _Toc388282216][bookmark: _Toc388282664][bookmark: _Toc388284933][bookmark: _Toc388281292][bookmark: _Toc388281748][bookmark: _Toc388282230][bookmark: _Toc388282678][bookmark: _Toc388284947][bookmark: _Toc388374088][bookmark: _Toc388281295][bookmark: _Toc388281751][bookmark: _Toc388282233][bookmark: _Toc388282681][bookmark: _Toc388284950][bookmark: _Toc388374090][bookmark: _Toc388281298][bookmark: _Toc388281754][bookmark: _Toc388282236][bookmark: _Toc388282684][bookmark: _Toc388284953][bookmark: _Toc388374092][bookmark: _Toc388281301][bookmark: _Toc388281757][bookmark: _Toc388282239][bookmark: _Toc388282687][bookmark: _Toc388284956][bookmark: _Toc388374094][bookmark: _Toc388281313][bookmark: _Toc388281769][bookmark: _Toc388282251][bookmark: _Toc388282699][bookmark: _Toc388284968][bookmark: _Toc388374102][bookmark: _Toc388281318][bookmark: _Toc388281774][bookmark: _Toc388282256][bookmark: _Toc388282704][bookmark: _Toc388281319][bookmark: _Toc388281775][bookmark: _Toc388282257][bookmark: _Toc388282705][bookmark: _Toc388281320][bookmark: _Toc388281776][bookmark: _Toc388282258][bookmark: _Toc388282706][bookmark: _Toc388281321][bookmark: _Toc388281777][bookmark: _Toc388282259][bookmark: _Toc388282707][bookmark: _Toc387244977][bookmark: _Toc388281327][bookmark: _Toc388281783][bookmark: _Toc388282265][bookmark: _Toc388282713][bookmark: _Toc388284979][bookmark: _Toc388374113][bookmark: _Toc387244978][bookmark: _Toc388281328][bookmark: _Toc388281784][bookmark: _Toc388282266][bookmark: _Toc388282714][bookmark: _Toc388284980][bookmark: _Toc387245003][bookmark: _Toc388281353][bookmark: _Toc388281809][bookmark: _Toc388282291][bookmark: _Toc388282739][bookmark: _Toc388285005][bookmark: _Toc388374131][bookmark: _Toc387245028][bookmark: _Toc388281378][bookmark: _Toc388281834][bookmark: _Toc388282316][bookmark: _Toc388282764][bookmark: _Toc388285030][bookmark: _Toc388374148][bookmark: _Toc387245029][bookmark: _Toc388281379][bookmark: _Toc388281835][bookmark: _Toc388282317][bookmark: _Toc388282765][bookmark: _Toc388285031][bookmark: _Toc388374149][bookmark: _Toc387245030][bookmark: _Toc388281380][bookmark: _Toc388281836][bookmark: _Toc388282318][bookmark: _Toc388282766][bookmark: _Toc388285032][bookmark: _Toc388374150][bookmark: _Toc387245031][bookmark: _Toc388281381][bookmark: _Toc388281837][bookmark: _Toc388282319][bookmark: _Toc388282767][bookmark: _Toc388285033][bookmark: _Toc388374151][bookmark: _Toc387245032][bookmark: _Toc388281382][bookmark: _Toc388281838][bookmark: _Toc388282320][bookmark: _Toc388282768][bookmark: _Toc388285034][bookmark: _Toc388374152][bookmark: _Toc387245033][bookmark: _Toc388281383][bookmark: _Toc388281839][bookmark: _Toc388282321][bookmark: _Toc388282769][bookmark: _Toc388285035][bookmark: _Toc387245106][bookmark: _Toc388281456][bookmark: _Toc388281912][bookmark: _Toc388282394][bookmark: _Toc388282842][bookmark: _Toc388285108][bookmark: _Toc388374208][bookmark: _Toc377646054][bookmark: _Toc377648989][bookmark: _Toc377650842][bookmark: _Toc377650969][bookmark: _Toc377653238][bookmark: _Toc378351543][bookmark: _Toc378681292][bookmark: _Toc378682212][bookmark: _Toc378683659][bookmark: _Toc378685347][bookmark: _Toc378685483][bookmark: _Toc378691692][bookmark: _Toc378692149][bookmark: _Toc378692286][bookmark: _Toc378692423][bookmark: _Toc378761125][bookmark: _Toc378761268][bookmark: _Toc378761411][bookmark: _Toc378761554][bookmark: _Toc378761867][bookmark: _Toc378762007][bookmark: _Toc378762145][bookmark: _Toc378765622][bookmark: _Toc378767370][bookmark: _Toc378774965][bookmark: _Toc378776160][bookmark: _Toc378841240][bookmark: _Toc378858839][bookmark: _Toc378859067][bookmark: _Toc377646055][bookmark: _Toc377648990][bookmark: _Toc377650843][bookmark: _Toc377650970][bookmark: _Toc377653239][bookmark: _Toc378351544][bookmark: _Toc378681293][bookmark: _Toc378682213][bookmark: _Toc378683660][bookmark: _Toc378685348][bookmark: _Toc378685484][bookmark: _Toc378691693][bookmark: _Toc378692150][bookmark: _Toc378692287][bookmark: _Toc378692424][bookmark: _Toc378761126][bookmark: _Toc378761269][bookmark: _Toc378761412][bookmark: _Toc378761555][bookmark: _Toc378761868][bookmark: _Toc378762008][bookmark: _Toc378762146][bookmark: _Toc378765623][bookmark: _Toc378767371][bookmark: _Toc378774966][bookmark: _Toc378776161][bookmark: _Toc378841241][bookmark: _Toc378858840][bookmark: _Toc378859068][bookmark: _Toc377646056][bookmark: _Toc377648991][bookmark: _Toc377650844][bookmark: _Toc377650971][bookmark: _Toc377653240][bookmark: _Toc378351545][bookmark: _Toc378681294][bookmark: _Toc378682214][bookmark: _Toc378683661][bookmark: _Toc378685349][bookmark: _Toc378685485][bookmark: _Toc378691694][bookmark: _Toc378692151][bookmark: _Toc378692288][bookmark: _Toc378692425][bookmark: _Toc378761127][bookmark: _Toc378761270][bookmark: _Toc378761413][bookmark: _Toc378761556][bookmark: _Toc378761869][bookmark: _Toc378762009][bookmark: _Toc378762147][bookmark: _Toc378765624][bookmark: _Toc378767372][bookmark: _Toc378774967][bookmark: _Toc378776162][bookmark: _Toc378841242][bookmark: _Toc378858841][bookmark: _Toc378859069][bookmark: _Toc377646057][bookmark: _Toc377648992][bookmark: _Toc377650845][bookmark: _Toc377650972][bookmark: _Toc377653241][bookmark: _Toc378351546][bookmark: _Toc378681295][bookmark: _Toc378682215][bookmark: _Toc378683662][bookmark: _Toc378685350][bookmark: _Toc378685486][bookmark: _Toc378691695][bookmark: _Toc378692152][bookmark: _Toc378692289][bookmark: _Toc378692426][bookmark: _Toc378761128][bookmark: _Toc378761271][bookmark: _Toc378761414][bookmark: _Toc378761557][bookmark: _Toc378761870][bookmark: _Toc378762010][bookmark: _Toc378762148][bookmark: _Toc378765625][bookmark: _Toc378767373][bookmark: _Toc378774968][bookmark: _Toc378776163][bookmark: _Toc378841243][bookmark: _Toc378858842][bookmark: _Toc378859070][bookmark: _Toc377646058][bookmark: _Toc377648993][bookmark: _Toc377650846][bookmark: _Toc377650973][bookmark: _Toc377653242][bookmark: _Toc378351547][bookmark: _Toc378681296][bookmark: _Toc378682216][bookmark: _Toc378683663][bookmark: _Toc378685351][bookmark: _Toc378685487][bookmark: _Toc378691696][bookmark: _Toc378692153][bookmark: _Toc378692290][bookmark: _Toc378692427][bookmark: _Toc378761129][bookmark: _Toc378761272][bookmark: _Toc378761415][bookmark: _Toc378761558][bookmark: _Toc378761871][bookmark: _Toc378762011][bookmark: _Toc378762149][bookmark: _Toc378765626][bookmark: _Toc378767374][bookmark: _Toc378774969][bookmark: _Toc378776164][bookmark: _Toc378841244][bookmark: _Toc378858843][bookmark: _Toc378859071][bookmark: _Toc377646059][bookmark: _Toc377648994][bookmark: _Toc377650847][bookmark: _Toc377650974][bookmark: _Toc377653243][bookmark: _Toc378351548][bookmark: _Toc378681297][bookmark: _Toc378682217][bookmark: _Toc378683664][bookmark: _Toc378685352][bookmark: _Toc378685488][bookmark: _Toc378691697][bookmark: _Toc378692154][bookmark: _Toc378692291][bookmark: _Toc378692428][bookmark: _Toc378761130][bookmark: _Toc378761273][bookmark: _Toc378761416][bookmark: _Toc378761559][bookmark: _Toc378761872][bookmark: _Toc378762012][bookmark: _Toc378762150][bookmark: _Toc378765627][bookmark: _Toc378767375][bookmark: _Toc378774970][bookmark: _Toc378776165][bookmark: _Toc378841245][bookmark: _Toc378858844][bookmark: _Toc378859072][bookmark: _Toc377646060][bookmark: _Toc377648995][bookmark: _Toc377650848][bookmark: _Toc377650975][bookmark: _Toc377653244][bookmark: _Toc378351549][bookmark: _Toc378681298][bookmark: _Toc378682218][bookmark: _Toc378683665][bookmark: _Toc378685353][bookmark: _Toc378685489][bookmark: _Toc378691698][bookmark: _Toc378692155][bookmark: _Toc378692292][bookmark: _Toc378692429][bookmark: _Toc378761131][bookmark: _Toc378761274][bookmark: _Toc378761417][bookmark: _Toc378761560][bookmark: _Toc378761873][bookmark: _Toc378762013][bookmark: _Toc378762151][bookmark: _Toc378765628][bookmark: _Toc378767376][bookmark: _Toc378774971][bookmark: _Toc378776166][bookmark: _Toc378841246][bookmark: _Toc378858845][bookmark: _Toc378859073][bookmark: _Toc387245107][bookmark: _Toc388281457][bookmark: _Toc388281913][bookmark: _Toc388282395][bookmark: _Toc388282843][bookmark: _Toc388285109][bookmark: _Toc387245108][bookmark: _Toc388281458][bookmark: _Toc388281914][bookmark: _Toc388282396][bookmark: _Toc388282844][bookmark: _Toc388285110][bookmark: _Toc387245109][bookmark: _Toc388281459][bookmark: _Toc388281915][bookmark: _Toc388282397][bookmark: _Toc388282845][bookmark: _Toc388285111][bookmark: _Toc388374211][bookmark: _Toc387245110][bookmark: _Toc388281460][bookmark: _Toc388281916][bookmark: _Toc388282398][bookmark: _Toc388282846][bookmark: _Toc388285112][bookmark: _Toc388374212][bookmark: _Toc387245111][bookmark: _Toc388281461][bookmark: _Toc388281917][bookmark: _Toc388282399][bookmark: _Toc388282847][bookmark: _Toc388285113][bookmark: _Toc387245148][bookmark: _Toc387250792][bookmark: _Toc388281498][bookmark: _Toc388281954][bookmark: _Toc388282436][bookmark: _Toc388282884][bookmark: _Toc388285150][bookmark: _Toc388374241][bookmark: _Toc387245149][bookmark: _Toc387250793][bookmark: _Toc388281499][bookmark: _Toc388281955][bookmark: _Toc388282437][bookmark: _Toc388282885][bookmark: _Toc388285151][bookmark: _Toc388374242][bookmark: _Toc387245151][bookmark: _Toc388281501][bookmark: _Toc388281957][bookmark: _Toc388282439][bookmark: _Toc388282887][bookmark: _Toc388285153][bookmark: _Toc388374244][bookmark: _Toc377646064][bookmark: _Toc377648999][bookmark: _Toc377650852][bookmark: _Toc377650979][bookmark: _Toc377653248][bookmark: _Toc378351553][bookmark: _Toc378681302][bookmark: _Toc378682222][bookmark: _Toc378683669][bookmark: _Toc378685357][bookmark: _Toc378685493][bookmark: _Toc378691702][bookmark: _Toc378692159][bookmark: _Toc378692296][bookmark: _Toc378692433][bookmark: _Toc378761135][bookmark: _Toc378761278][bookmark: _Toc378761421][bookmark: _Toc378761564][bookmark: _Toc378761877][bookmark: _Toc378762017][bookmark: _Toc378762155][bookmark: _Toc378765632][bookmark: _Toc378767380][bookmark: _Toc378774975][bookmark: _Toc378776170][bookmark: _Toc378841250][bookmark: _Toc378858849][bookmark: _Toc378859077][bookmark: _Toc377646065][bookmark: _Toc377649000][bookmark: _Toc377650853][bookmark: _Toc377650980][bookmark: _Toc377653249][bookmark: _Toc378351554][bookmark: _Toc378681303][bookmark: _Toc378682223][bookmark: _Toc378683670][bookmark: _Toc378685358][bookmark: _Toc378685494][bookmark: _Toc378691703][bookmark: _Toc378692160][bookmark: _Toc378692297][bookmark: _Toc378692434][bookmark: _Toc378761136][bookmark: _Toc378761279][bookmark: _Toc378761422][bookmark: _Toc378761565][bookmark: _Toc378761878][bookmark: _Toc378762018][bookmark: _Toc378762156][bookmark: _Toc378765633][bookmark: _Toc378767381][bookmark: _Toc378774976][bookmark: _Toc378776171][bookmark: _Toc378841251][bookmark: _Toc378858850][bookmark: _Toc378859078][bookmark: _Toc377646066][bookmark: _Toc377649001][bookmark: _Toc377650854][bookmark: _Toc377650981][bookmark: _Toc377653250][bookmark: _Toc378351555][bookmark: _Toc378681304][bookmark: _Toc378682224][bookmark: _Toc378683671][bookmark: _Toc378685359][bookmark: _Toc378685495][bookmark: _Toc378691704][bookmark: _Toc378692161][bookmark: _Toc378692298][bookmark: _Toc378692435][bookmark: _Toc378761137][bookmark: _Toc378761280][bookmark: _Toc378761423][bookmark: _Toc378761566][bookmark: _Toc378761879][bookmark: _Toc378762019][bookmark: _Toc378762157][bookmark: _Toc378765634][bookmark: _Toc378767382][bookmark: _Toc378774977][bookmark: _Toc378776172][bookmark: _Toc378841252][bookmark: _Toc378858851][bookmark: _Toc378859079][bookmark: _Toc377646067][bookmark: _Toc377649002][bookmark: _Toc377650855][bookmark: _Toc377650982][bookmark: _Toc377653251][bookmark: _Toc378351556][bookmark: _Toc378681305][bookmark: _Toc378682225][bookmark: _Toc378683672][bookmark: _Toc378685360][bookmark: _Toc378685496][bookmark: _Toc378691705][bookmark: _Toc378692162][bookmark: _Toc378692299][bookmark: _Toc378692436][bookmark: _Toc378761138][bookmark: _Toc378761281][bookmark: _Toc378761424][bookmark: _Toc378761567][bookmark: _Toc378761880][bookmark: _Toc378762020][bookmark: _Toc378762158][bookmark: _Toc378765635][bookmark: _Toc378767383][bookmark: _Toc378774978][bookmark: _Toc378776173][bookmark: _Toc378841253][bookmark: _Toc378858852][bookmark: _Toc378859080][bookmark: _Toc377646068][bookmark: _Toc377649003][bookmark: _Toc377650856][bookmark: _Toc377650983][bookmark: _Toc377653252][bookmark: _Toc378351557][bookmark: _Toc378681306][bookmark: _Toc378682226][bookmark: _Toc378683673][bookmark: _Toc378685361][bookmark: _Toc378685497][bookmark: _Toc378691706][bookmark: _Toc378692163][bookmark: _Toc378692300][bookmark: _Toc378692437][bookmark: _Toc378761139][bookmark: _Toc378761282][bookmark: _Toc378761425][bookmark: _Toc378761568][bookmark: _Toc378761881][bookmark: _Toc378762021][bookmark: _Toc378762159][bookmark: _Toc378765636][bookmark: _Toc378767384][bookmark: _Toc378774979][bookmark: _Toc378776174][bookmark: _Toc378841254][bookmark: _Toc378858853][bookmark: _Toc378859081][bookmark: _Toc389728912]

3.2 [bookmark: _Toc85537949]Assessment of the biocidal product 

3.2.1 [bookmark: _Toc85537950]Intended use(s) as applied for by the applicant 
Table 1.2. Intended use # 1 – name of the use
	Product Type(s)
	EU BPR Product type 2

	Where relevant, an exact description of the authorised use
	Disinfection of screens on electronic equipment

	Target organism (including development stage)
	Bacteria

	Field of use
	Indoor use

	Application method(s)
	Spraying

	Application rate(s) and frequency
	As often as needed. Product name suggests using two times a day.

	Category(ies) of user(s)
	non-professional

	Pack sizes and packaging material
	80 ml	PET
100 ml	PETG
30 ml	PETG
8 ml	PETG




3.2.2 [bookmark: _Toc387245157][bookmark: _Toc388285159][bookmark: _Toc388374250][bookmark: _Toc388609953][bookmark: _Toc388624987][bookmark: _Toc388625241][bookmark: _Toc388633642][bookmark: _Toc389725131][bookmark: _Toc389726067][bookmark: _Toc389727119][bookmark: _Toc389727477][bookmark: _Toc389727836][bookmark: _Toc389728195][bookmark: _Toc389728555][bookmark: _Toc389728913][bookmark: _Toc389748638][bookmark: _Toc389750053][bookmark: _Toc389807235][bookmark: _Toc389807491][bookmark: _Toc389807857][bookmark: _Toc388285160][bookmark: _Toc389726068][bookmark: _Toc389727120][bookmark: _Toc389727478][bookmark: _Toc389727837][bookmark: _Toc389728196][bookmark: _Toc389728556][bookmark: _Toc389728914][bookmark: _Toc388285161][bookmark: _Toc388374252][bookmark: _Toc388609955][bookmark: _Toc388624989][bookmark: _Toc388625243][bookmark: _Toc388633644][bookmark: _Toc389725133][bookmark: _Toc389726069][bookmark: _Toc389727121][bookmark: _Toc389727479][bookmark: _Toc389727838][bookmark: _Toc389728197][bookmark: _Toc389728557][bookmark: _Toc389728915][bookmark: _Toc389748640][bookmark: _Toc389750055][bookmark: _Toc389807237][bookmark: _Toc389807493][bookmark: _Toc389807859][bookmark: _Toc388285162][bookmark: _Toc389726070][bookmark: _Toc389727122][bookmark: _Toc389727480][bookmark: _Toc389727839][bookmark: _Toc389728198][bookmark: _Toc389728558][bookmark: _Toc389728916][bookmark: _Toc388285164][bookmark: _Toc389726072][bookmark: _Toc389727124][bookmark: _Toc389727482][bookmark: _Toc389727841][bookmark: _Toc389728200][bookmark: _Toc389728560][bookmark: _Toc389728918][bookmark: _Toc388285165][bookmark: _Toc389726073][bookmark: _Toc389727125][bookmark: _Toc389727483][bookmark: _Toc389727842][bookmark: _Toc389728201][bookmark: _Toc389728561][bookmark: _Toc389728919][bookmark: _Toc388285167][bookmark: _Toc389726075][bookmark: _Toc389727127][bookmark: _Toc389727485][bookmark: _Toc389727844][bookmark: _Toc389728203][bookmark: _Toc389728563][bookmark: _Toc389728921][bookmark: _Toc388285168][bookmark: _Toc389726076][bookmark: _Toc389727128][bookmark: _Toc389727486][bookmark: _Toc389727845][bookmark: _Toc389728204][bookmark: _Toc389728564][bookmark: _Toc389728922][bookmark: _Toc388285170][bookmark: _Toc389726078][bookmark: _Toc389727130][bookmark: _Toc389727488][bookmark: _Toc389727847][bookmark: _Toc389728206][bookmark: _Toc389728566][bookmark: _Toc389728924][bookmark: _Toc388285171][bookmark: _Toc389726079][bookmark: _Toc389727131][bookmark: _Toc389727489][bookmark: _Toc389727848][bookmark: _Toc389728207][bookmark: _Toc389728567][bookmark: _Toc389728925][bookmark: _Toc388285179][bookmark: _Toc389726087][bookmark: _Toc389727139][bookmark: _Toc389727497][bookmark: _Toc389727856][bookmark: _Toc389728215][bookmark: _Toc389728575][bookmark: _Toc389728933][bookmark: _Toc388285186][bookmark: _Toc389726094][bookmark: _Toc389727146][bookmark: _Toc389727504][bookmark: _Toc389727863][bookmark: _Toc389728222][bookmark: _Toc389728582][bookmark: _Toc389728940][bookmark: _Toc388285193][bookmark: _Toc389726101][bookmark: _Toc389727153][bookmark: _Toc389727511][bookmark: _Toc389727870][bookmark: _Toc389728229][bookmark: _Toc389728589][bookmark: _Toc389728947][bookmark: _Toc388285200][bookmark: _Toc389726108][bookmark: _Toc389727160][bookmark: _Toc389727518][bookmark: _Toc389727877][bookmark: _Toc389728236][bookmark: _Toc389728596][bookmark: _Toc389728954][bookmark: _Toc388285207][bookmark: _Toc389726115][bookmark: _Toc389727167][bookmark: _Toc389727525][bookmark: _Toc389727884][bookmark: _Toc389728243][bookmark: _Toc389728603][bookmark: _Toc389728961][bookmark: _Toc388285208][bookmark: _Toc389726116][bookmark: _Toc389727168][bookmark: _Toc389727526][bookmark: _Toc389727885][bookmark: _Toc389728244][bookmark: _Toc389728604][bookmark: _Toc389728962][bookmark: _Toc388281508][bookmark: _Toc388281964][bookmark: _Toc388282446][bookmark: _Toc388282894][bookmark: _Toc388285210][bookmark: _Toc389726118][bookmark: _Toc389727170][bookmark: _Toc389727528][bookmark: _Toc389727887][bookmark: _Toc389728246][bookmark: _Toc389728606][bookmark: _Toc389728964][bookmark: _Toc388281510][bookmark: _Toc388281966][bookmark: _Toc388282448][bookmark: _Toc388282896][bookmark: _Toc388285212][bookmark: _Toc389726120][bookmark: _Toc389727172][bookmark: _Toc389727530][bookmark: _Toc389727889][bookmark: _Toc389728248][bookmark: _Toc389728608][bookmark: _Toc389728966][bookmark: _Toc388281511][bookmark: _Toc388281967][bookmark: _Toc388282449][bookmark: _Toc388282897][bookmark: _Toc388285213][bookmark: _Toc389726121][bookmark: _Toc389727173][bookmark: _Toc389727531][bookmark: _Toc389727890][bookmark: _Toc389728249][bookmark: _Toc389728609][bookmark: _Toc389728967][bookmark: _Toc388281525][bookmark: _Toc388281981][bookmark: _Toc388282463][bookmark: _Toc388282911][bookmark: _Toc388285227][bookmark: _Toc388374267][bookmark: _Toc388609970][bookmark: _Toc388625004][bookmark: _Toc388625258][bookmark: _Toc388633659][bookmark: _Toc389725148][bookmark: _Toc389726135][bookmark: _Toc389727187][bookmark: _Toc389727545][bookmark: _Toc389727904][bookmark: _Toc389728263][bookmark: _Toc389728623][bookmark: _Toc389728981][bookmark: _Toc389748652][bookmark: _Toc389750067][bookmark: _Toc389807249][bookmark: _Toc389807505][bookmark: _Toc389807871][bookmark: _Toc388281534][bookmark: _Toc388281990][bookmark: _Toc388282472][bookmark: _Toc388282920][bookmark: _Toc388285236][bookmark: _Toc388374275][bookmark: _Toc388609978][bookmark: _Toc388625012][bookmark: _Toc388625266][bookmark: _Toc388633667][bookmark: _Toc389725156][bookmark: _Toc389726144][bookmark: _Toc389727196][bookmark: _Toc389727554][bookmark: _Toc389727913][bookmark: _Toc389728272][bookmark: _Toc389728632][bookmark: _Toc389728990][bookmark: _Toc389748660][bookmark: _Toc389750075][bookmark: _Toc389807257][bookmark: _Toc389807513][bookmark: _Toc389807879][bookmark: _Toc388281535][bookmark: _Toc388281991][bookmark: _Toc388282473][bookmark: _Toc388282921][bookmark: _Toc388285237][bookmark: _Toc388374276][bookmark: _Toc388609979][bookmark: _Toc388625013][bookmark: _Toc388625267][bookmark: _Toc388633668][bookmark: _Toc389725157][bookmark: _Toc389726145][bookmark: _Toc389727197][bookmark: _Toc389727555][bookmark: _Toc389727914][bookmark: _Toc389728273][bookmark: _Toc389728633][bookmark: _Toc389728991][bookmark: _Toc389748661][bookmark: _Toc389750076][bookmark: _Toc389807258][bookmark: _Toc389807514][bookmark: _Toc389807880][bookmark: _Toc388281536][bookmark: _Toc388281992][bookmark: _Toc388282474][bookmark: _Toc388282922][bookmark: _Toc388285238][bookmark: _Toc389726146][bookmark: _Toc389727198][bookmark: _Toc389727556][bookmark: _Toc389727915][bookmark: _Toc389728274][bookmark: _Toc389728634][bookmark: _Toc389728992][bookmark: _Toc388281548][bookmark: _Toc388282004][bookmark: _Toc388282486][bookmark: _Toc388282934][bookmark: _Toc388285250][bookmark: _Toc388374287][bookmark: _Toc388609990][bookmark: _Toc388625024][bookmark: _Toc388625278][bookmark: _Toc388633679][bookmark: _Toc389725168][bookmark: _Toc389726158][bookmark: _Toc389727210][bookmark: _Toc389727568][bookmark: _Toc389727927][bookmark: _Toc389728286][bookmark: _Toc389728646][bookmark: _Toc389729004][bookmark: _Toc389748672][bookmark: _Toc389750087][bookmark: _Toc389807269][bookmark: _Toc389807525][bookmark: _Toc389807891][bookmark: _Toc388281555][bookmark: _Toc388282011][bookmark: _Toc388282493][bookmark: _Toc388282941][bookmark: _Toc388285257][bookmark: _Toc388374293][bookmark: _Toc388609996][bookmark: _Toc388625030][bookmark: _Toc388625284][bookmark: _Toc388633685][bookmark: _Toc389725174][bookmark: _Toc389726165][bookmark: _Toc389727217][bookmark: _Toc389727575][bookmark: _Toc389727934][bookmark: _Toc389728293][bookmark: _Toc389728653][bookmark: _Toc389729011][bookmark: _Toc389748678][bookmark: _Toc389750093][bookmark: _Toc389807275][bookmark: _Toc389807531][bookmark: _Toc389807897][bookmark: _Toc388281556][bookmark: _Toc388282012][bookmark: _Toc388282494][bookmark: _Toc388282942][bookmark: _Toc388285258][bookmark: _Toc388374294][bookmark: _Toc388609997][bookmark: _Toc388625031][bookmark: _Toc388625285][bookmark: _Toc388633686][bookmark: _Toc389725175][bookmark: _Toc389726166][bookmark: _Toc389727218][bookmark: _Toc389727576][bookmark: _Toc389727935][bookmark: _Toc389728294][bookmark: _Toc389728654][bookmark: _Toc389729012][bookmark: _Toc389748679][bookmark: _Toc389750094][bookmark: _Toc389807276][bookmark: _Toc389807532][bookmark: _Toc389807898][bookmark: _Toc388281557][bookmark: _Toc388282013][bookmark: _Toc388282495][bookmark: _Toc388282943][bookmark: _Toc388285259][bookmark: _Toc389726167][bookmark: _Toc389727219][bookmark: _Toc389727577][bookmark: _Toc389727936][bookmark: _Toc389728295][bookmark: _Toc389728655][bookmark: _Toc389729013][bookmark: _Toc388281565][bookmark: _Toc388282021][bookmark: _Toc388282503][bookmark: _Toc388282951][bookmark: _Toc388285267][bookmark: _Toc388374302][bookmark: _Toc388610005][bookmark: _Toc388625039][bookmark: _Toc388625293][bookmark: _Toc388633694][bookmark: _Toc389725183][bookmark: _Toc389726175][bookmark: _Toc389727227][bookmark: _Toc389727585][bookmark: _Toc389727944][bookmark: _Toc389728303][bookmark: _Toc389728663][bookmark: _Toc389729021][bookmark: _Toc389748687][bookmark: _Toc389750102][bookmark: _Toc389807284][bookmark: _Toc389807540][bookmark: _Toc389807906][bookmark: _Toc388281572][bookmark: _Toc388282028][bookmark: _Toc388282510][bookmark: _Toc388282958][bookmark: _Toc388285274][bookmark: _Toc388374308][bookmark: _Toc388610011][bookmark: _Toc388625045][bookmark: _Toc388625299][bookmark: _Toc388633700][bookmark: _Toc377649016][bookmark: _Toc377650869][bookmark: _Toc377650996][bookmark: _Toc377653265][bookmark: _Toc378351569][bookmark: _Toc378681318][bookmark: _Toc378682238][bookmark: _Toc378683685][bookmark: _Toc378685373][bookmark: _Toc378685509][bookmark: _Toc378691718][bookmark: _Toc378692175][bookmark: _Toc378692312][bookmark: _Toc378692449][bookmark: _Toc378761151][bookmark: _Toc378761294][bookmark: _Toc378761437][bookmark: _Toc378761580][bookmark: _Toc378761893][bookmark: _Toc378762033][bookmark: _Toc378762171][bookmark: _Toc378765648][bookmark: _Toc378767396][bookmark: _Toc378774991][bookmark: _Toc378776186][bookmark: _Toc378841266][bookmark: _Toc378858865][bookmark: _Toc378859093][bookmark: _Toc377649017][bookmark: _Toc377650870][bookmark: _Toc377650997][bookmark: _Toc377653266][bookmark: _Toc378351570][bookmark: _Toc378681319][bookmark: _Toc378682239][bookmark: _Toc378683686][bookmark: _Toc378685374][bookmark: _Toc378685510][bookmark: _Toc378691719][bookmark: _Toc378692176][bookmark: _Toc378692313][bookmark: _Toc378692450][bookmark: _Toc378761152][bookmark: _Toc378761295][bookmark: _Toc378761438][bookmark: _Toc378761581][bookmark: _Toc378761894][bookmark: _Toc378762034][bookmark: _Toc378762172][bookmark: _Toc378765649][bookmark: _Toc378767397][bookmark: _Toc378774992][bookmark: _Toc378776187][bookmark: _Toc378841267][bookmark: _Toc378858866][bookmark: _Toc378859094][bookmark: _Toc377649018][bookmark: _Toc377650871][bookmark: _Toc377650998][bookmark: _Toc377653267][bookmark: _Toc378351571][bookmark: _Toc378681320][bookmark: _Toc378682240][bookmark: _Toc378683687][bookmark: _Toc378685375][bookmark: _Toc378685511][bookmark: _Toc378691720][bookmark: _Toc378692177][bookmark: _Toc378692314][bookmark: _Toc378692451][bookmark: _Toc378761153][bookmark: _Toc378761296][bookmark: _Toc378761439][bookmark: _Toc378761582][bookmark: _Toc378761895][bookmark: _Toc378762035][bookmark: _Toc378762173][bookmark: _Toc378765650][bookmark: _Toc378767398][bookmark: _Toc378774993][bookmark: _Toc378776188][bookmark: _Toc378841268][bookmark: _Toc378858867][bookmark: _Toc378859095][bookmark: _Toc403472740][bookmark: _Toc389729028][bookmark: _Toc85537951]Physical, chemical and technical properties 

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

	Physical state at 20 °C and 101.3 kPa
	
	
	Liquid
	

	Colour at 20 °C and 101.3 kPa
	
	
	Colourless
	

	Odour at 20 °C and 101.3 kPa
	
	
	Sour
	

	Acidity / alkalinity
	
	
	pH: 4.04 ±0.04
	Schjøth-Eskesen(2020) 

	[bookmark: _Toc244336298]Relative density / bulk density
	
	
	1.001±0.002
	Schjøth-Eskesen(2020)

	Storage stability test – accelerated storage
	Cipac MT 46.3: 14 days at 54°C tested for AS-conc.

Stability of pH
pH tested at 60°C for 4 weeks
	0.4%
	Cipac MT 46.3 study: 
Initial active substance content 0.31 w/w % and after 2 weeks at 54°C 0.38 w/w %, the change is 22.5%.
This is considered acceptable as the concentration of AS is within the tolerance of the declared content.

Stability of pH-study:
Initial pH 4.10 and after 4 weeks at 60°C the pH is 3.81 

Stable under recommended storage and handling conditions.

	Wang and Yuan (2020)
Lou (2020)


	Storage stability test – long term storage at ambient temperature
	
	
	The longterm storage stability study is ongoing. The study will be submitted as a post-authorisation request condition. The product is considered stable for 2 years.
	

	Storage stability test – low temperature stability test for liquids
	
	
	The product is recommended not to be stored at temperature ≤ 0°C. Therefore, no testing is necessary.
	

	Effects on content of the active substance and technical characteristics of the biocidal product - light
	
	
	Stable under recommended storage and handling conditions.
	

	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	
	
	The product contains 98 % water. No testing necessary.
	

	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	
	
	The product contains 98% water. The he product and the bottle have no negative effect on each other.
	

	Wettability
	
	
	Not relevant for AL formulations.
	

	Suspensibility, spontaneity and dispersion stability
	
	
	Not relevant for AL formulations.
	

	Wet sieve analysis and dry sieve test
	
	
	Not relevant for AL formulations.
	

	Emulsifiability, re-emulsifiability and emulsion stability
	Not relevant for AL formulations.

	Disintegration time
	Not relevant for AL formulations.

	Particle size distribution, content of dust/fines, attrition, friability
	Not relevant for AL formulations.

	Persistent foaming
	Not relevant for AL formulations.

	Flowability/Pourability/Dustability
	Not relevant for AL formulations.

	Burning rate — smoke generators
	N/A

	Burning completeness — smoke generators
	N/A

	Composition of smoke — smoke generators
	N/A

	Spraying pattern — aerosols
	Not relevant – the product is an aerosol.

	Physical compatibility
	Not relevant as the product should not be mixed with other products.

	Chemical compatibility
	Not relevant as the product should not be mixed with other products.

	Degree of dissolution and dilution stability
	Not relevant for water-based products.

	Surface tension
	The surface tension of 1g/l solution of lactic acid in water is 70.7 mN/m. The product is not considered surface active.

	Viscosity
	Not relevant for water-based products. The product does not contain >=10% hydrocarbons.



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

	The product SPRAY Twice a Day is a clear liquid with a sour odor. The pH of the product is 4.08. 
There is no decrease of AS during the accelerated stability study for 14 at 54 C. 
The long-term storage test is ongoing and is to be submitted as a post authorisation condition. The product is considered stable for 24 months in PET and PETG container. 
Stable under recommended storage and handling conditions.






3.2.3 [bookmark: _Toc389729029][bookmark: _Toc403472741][bookmark: _Toc85537952]Physical hazards and respective characteristics

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

	Explosives
	
	
	None of the components in the product are classified as explosive, and considering the high water content, the product is not considered explosive.
	

	Flammable gases
	
	
	Not relevant, the product is not a gas
	

	Flammable aerosols
	
	
	Not relevant as the product is not an aerosol
	

	Oxidising gases
	
	
	Not relevant, the product is not a gas.
	

	Gases under pressure
	
	
	Not a gas under pressure.
	

	Flammable liquids
	
	
	Not combustible, the product contains 99% water.
	

	Flammable solids
	
	
	Not relevant, the product is not solid.
	

	Self-reactive substances and mixtures
	
	
	Not a self-reactive mixture.
	

	Pyrophoric liquids
	
	
	Not pyrophoric, the product contains 99 % water.
	

	Pyrophoric solids
	
	
	Not relevant, the product is not solid.
	

	Self-heating substances and mixtures
	
	
	Not relevant as the product does not contain any self –heating substances.
	

	Substances and mixtures which in contact with water emit flammable gases
	
	
	No, the product contains 99% water.
	

	Oxidising liquids
	
	
	None of the components in the product are classified as oxidizing, and considering the high water content, the product is not considered oxidizing.
	

	Oxidising solids
	
	
	Not relevant, the product is a liquid.
	

	Organic peroxides
	
	
	Not an organic peroxide.
	

	Corrosive to metals
	
	
	The product contains more than 98% water, contains no halogens and pH is about 4. The product is considered not corrosive to metal.
	

	Auto-ignition temperatures of products (liquids and gases)
	
	
	The product contains >98% water and is not flammable.
	

	Relative self-ignition temperature for solids
	
	
	N/A
	

	Dust explosion hazard
	
	
	N/A
	


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

	The product SPRAY Twice a Day is a ready to use water based liquid. No physical hazards.



3.2.4 [bookmark: _Toc403566563][bookmark: _Toc85537953]Methods for detection and identification
Method for detection is done using LC-MS with a total ion current chromatogram. 

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

	Analyte 
	Analytical method
	Fortification range / Number of measurements
	Linearity
	Specificity
	Accuracy
	Limit of quantification (LOQ) 
	Reference

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	Lactic acid
	LC-MS with total ion current chromatogram
	1.0-100.0 mg/L 
Numbers of measurement: 5
	Correlation coefficient (r)  0.996
	No interference 
	1.0 – 100.0 mg/l 

0.4%


Recovery 
80-120%
	



95%
	

RSD 2.40%


Horwitz ratio 1.56
	1.0mg/L
	TÜV SÜD (2020)



[bookmark: _Toc389729032][bookmark: _Toc403472743]
	Conclusion on the methods for detection and identification of the product

	The LC-MS analytical method used for the quantification of the active substance Lactic Acid in the product Spray Twice a Day is sufficiently validated. The method shows linearity, accuracy and specifity.


3.2.5 [bookmark: _Toc403566564][bookmark: _Toc85537954][bookmark: _Toc377649023][bookmark: _Toc377650876][bookmark: _Toc377651003][bookmark: _Toc377653272][bookmark: _Toc378351576][bookmark: _Toc378681325][bookmark: _Toc378682245][bookmark: _Toc378683692][bookmark: _Toc378685380][bookmark: _Toc378685516][bookmark: _Toc378691725][bookmark: _Toc378692182][bookmark: _Toc378692319][bookmark: _Toc378692456][bookmark: _Toc378761159][bookmark: _Toc378761302][bookmark: _Toc378761445][bookmark: _Toc378761588][bookmark: _Toc378761901][bookmark: _Toc378762041][bookmark: _Toc378762179][bookmark: _Toc378765656][bookmark: _Toc378767404][bookmark: _Toc378774999][bookmark: _Toc378776193][bookmark: _Toc378841273][bookmark: _Toc378858872][bookmark: _Toc378859100][bookmark: _Toc378351577][bookmark: _Toc378681326][bookmark: _Toc378682246][bookmark: _Toc378683693][bookmark: _Toc378685381][bookmark: _Toc378685517][bookmark: _Toc378691726][bookmark: _Toc378692183][bookmark: _Toc378692320][bookmark: _Toc378692457][bookmark: _Toc378761160][bookmark: _Toc378761303][bookmark: _Toc378761446][bookmark: _Toc378761589][bookmark: _Toc378761902][bookmark: _Toc378762042][bookmark: _Toc378762180][bookmark: _Toc378765657][bookmark: _Toc378767405][bookmark: _Toc378775000][bookmark: _Toc378776194][bookmark: _Toc378841274][bookmark: _Toc378858873][bookmark: _Toc378859101]Efficacy against target organisms
3.2.5.1 [bookmark: _Toc388285279][bookmark: _Toc389726187][bookmark: _Toc389727239][bookmark: _Toc389727597][bookmark: _Toc389727956][bookmark: _Toc389728315][bookmark: _Toc389728675][bookmark: _Toc389729033][bookmark: _Toc388281577][bookmark: _Toc388282033][bookmark: _Toc388282515][bookmark: _Toc388282963][bookmark: _Toc388281578][bookmark: _Toc388282034][bookmark: _Toc388282516][bookmark: _Toc388282964][bookmark: _Toc388281579][bookmark: _Toc388282035][bookmark: _Toc388282517][bookmark: _Toc388282965][bookmark: _Toc388281580][bookmark: _Toc388282036][bookmark: _Toc388282518][bookmark: _Toc388282966][bookmark: _Toc389729034][bookmark: _Toc403472744][bookmark: _Toc403566565][bookmark: _Toc85537955]Function and field of use
SPRAY Twice a Day is a spray-on and wipe-off bactericidal disinfectant intended to be used as a general surface disinfectant on screens of electronic equipment (PT2). The active substance is lactic acid at a concentration of 0.4% (w/w).
3.2.5.2 [bookmark: _Toc389729036][bookmark: _Toc403472745][bookmark: _Toc403566566][bookmark: _Toc85537956]Organisms to be controlled and products, organisms or objects to be protected
The product is intended to control bacteria on screens of electronic equipment (touch screens).
The applicant only wishes to claim bactericidal activity.
3.2.5.3 [bookmark: _Toc389729037][bookmark: _Toc403472746][bookmark: _Toc403566567][bookmark: _Toc85537957]Effects on target organisms, including unacceptable suffering
The product is applied by spray application, enough to ensure the surface remains wet for the five-minute contact time; the product is then wiped off.

No unacceptable suffering is foreseen as a result of using SPRAY Twice a Day.

3.2.5.4 [bookmark: _Toc389729038][bookmark: _Toc403472747][bookmark: _Toc403566568][bookmark: _Toc85537958]Mode of action, including time delay
In a solution, lactic acid exists in a pH-dependent equilibrium between the un-dissociated and dissociated form. The acid is only able to pass the cell membrane in the un-dissociated form. At a relatively low pH, the uncharged acid enters the cell; inside the cell, lactic acid dissociates due to the higher pH. The molecules remain inside the cell because the resulting ions cannot pass the membrane. The pH inside the cell is lowered and metabolic reactions are inhibited. 
Decrease of membrane permeability for amino acids, organic acids and phosphates resulting in uncoupling of both substrate transport and oxidative phosphorylation from the electron transport system and inhibition of glycolysis have been reported.

3.2.5.5 [bookmark: _Toc389729039][bookmark: _Toc403472748][bookmark: _Toc403566569][bookmark: _Toc85537959]Efficacy data 

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

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

	PT 2 – Surface disinfectant
	Antibacterial Screen disinfectant for electronic screens. Indoor.
Non-professional users.
	Screen Cleaner
1.0% Lactic acid(b)
	Pseudomonas aeruginosa
Escherichia coli
Staphylococcus aureus
Enterococcus hirae 
	DS/EN 1276:2019
Phase 2, step 1

Quantitative suspension test
	Clean conditions (0,3 g/L bovine serum albumin) / 10, 100, 200% / 20-25°C / 5 min. ± 10 sec. 
	P. aeruginosa RF 5.2 at 100%, ≥ 5.3 at 200% after 5 min.
E. coli RF ≥ 5.4 at 100, 200% after 5 min.
E. hirae RF ≥ 5.3 at 100, 200%.
S. aureus RF ≥ 5.4 at 100, 200%.(c)
	Danish Technological Institute 
Test report no. 922903 Rev. 2
Date: 08.09. 2020

	PT 2 – Surface disinfectant
	Antibacterial Screen disinfectant for electronic screens. Indoor.
Non-professional user. 
	Screen Cleaner 
0,4% Lactic acid
	Enterococcus hirae
Staphylococcus aureus
Pseudomonas aeruginosa
Escherichia coli 
	EN 13697:2015 +A1:2019
Phase 2, step 2

Quantitative non-porous surface test without mechanical action.

Stainless steal surface.
	Clean conditions (0.3 g/L bovine serum albumin) / 10, 50, 100% / 20-25°C / 5 min. ± 10 sec. 
	P. aeruginosa RF 4.3 at 100% after 5 min.
E. coli RF ≥ 4.2 at 50, 100% after 5 min. 
S. aureus RF ≥ 6.9 at 50, 100% after 5 min.
E. hirae RF ≥ 6.6 at 50, 100% after 5 min.
	Danish Technological Institute
Test report no. 935530 rev. 1
Date: 08.09.2020


(a) SPRAY Twice a Day was tested under the name “Screen Cleaner” in test reports no. 922903 Rev.2 and 935530 rev. 1. 
(b) The SPRAY Twice a Day formulation used for the EN 1276 test was produced specifically for the EN 1276 test. The active ingredient was 250% of the applied for ready-to-use formulation (increased from 0.4% to 1.0%). In the EN 1276 test, efficacy is achieved at the dilution 40% v/v, i.e. 0.4% lactic acid. 
(c) N, N0, Na, lg N, lg N0, lg Na and lg R have been recalculated by the eCA for P. aeruginosa, E. coli, S. aureus and E. hirae. 


	Conclusion on the efficacy of the product

	According to Guidance on the BPR, Efficacy, Vol. II, Parts B+C, 2018, Appendix 4; for a PT2 product, not intended to be used in health care, the basic requirements are EN 1276 and EN 13697 tests against bacteria. 
The applicant has submitted one EN 1276 (phase 2, step 1) test against bacteria demonstrating sufficient bactericidal activity under clean conditions at a contact time of five minutes. This was confirmed by the submitted EN 13697 (phase 2, step 2) test against bacteria.



3.2.5.6 [bookmark: _Toc389729040][bookmark: _Toc403472749][bookmark: _Toc403566570][bookmark: _Toc85537960]Occurrence of resistance and resistance management
No known occurrence of resistance. Due to the unspecific mode of action of lactic acid, development of resistance is not expected. 

No management strategies have been developed since resistance is not observed. In the Biocidal Products Committee (BPC) Opinion on approval of lactic acid in PT1, 2, 3 and 4 it is stated: “Development of resistance is considered unlikely due to the non-specific mode of action”.  

The DK eCA accepts that there is no significant risk of development of resistance for the active substance and the product, however, if the applicant becomes aware of any reports of resistance of the active substance lactic acid, and/or the product these should be reported to appropriate bodies (e.g. the efficacy working group and/or concerned member states) so that it can be determined if further action is needed. 

3.2.5.7 [bookmark: _Toc389725203][bookmark: _Toc389726195][bookmark: _Toc389727247][bookmark: _Toc389727605][bookmark: _Toc389727964][bookmark: _Toc389728323][bookmark: _Toc389728683][bookmark: _Toc389729041][bookmark: _Toc389725204][bookmark: _Toc389726196][bookmark: _Toc389727248][bookmark: _Toc389727606][bookmark: _Toc389727965][bookmark: _Toc389728324][bookmark: _Toc389728684][bookmark: _Toc389729042][bookmark: _Toc389729043][bookmark: _Toc403472750][bookmark: _Toc403566571][bookmark: _Toc85537961]Known limitations
None known. No undesired or unintended side effects have been observed during the studies on efficacy against target organisms of the biocidal product SPRAY Twice a Day. 

Due to lack of residual activity, repeated applications are required to maintain the disinfection effect; the product is most suitable when persistent activity is not required. 

Ensure the surface is visibly clean before disinfecting. 

3.2.5.8 [bookmark: _Toc389725206][bookmark: _Toc389726198][bookmark: _Toc389727250][bookmark: _Toc389727608][bookmark: _Toc389727967][bookmark: _Toc389728326][bookmark: _Toc389728686][bookmark: _Toc389729044][bookmark: _Toc389729045][bookmark: _Toc403472751][bookmark: _Toc403566572][bookmark: _Toc85537962]Evaluation of the label claims
The biocidal product, SPRAY Twice a Day, fulfils the basic requirements for phase 2, step 1 and phase 2, step 2 tests in accordance with the EN standards to support the label claim against bacteria. 

The following label claim is supported by the data based on efficacy:

Product type: PT2 – hard surface disinfection
Use area: electronic screens (touch screens).
Efficacy and (contact time): bacteria (5 minutes).
Application method: Apply the product after pre-cleaning of the screen. Keep the surface wet for 5 minutes and wipe off with a clean cloth.
Application rate: As many times as needed. Use enough to ensure the surface is wet for five minutes. 

3.2.5.9 [bookmark: _Toc389729046][bookmark: _Toc403472752][bookmark: _Toc403566573][bookmark: _Toc85537963]Relevant information if the product is intended to be authorised for use with other biocidal product(s)
Not relevant. 
3.2.6 [bookmark: _Toc389729047][bookmark: _Toc403566574][bookmark: _Toc85537964]
Risk assessment for human health

3.2.6.1 [bookmark: _Toc388281591][bookmark: _Toc388282047][bookmark: _Toc388282529][bookmark: _Toc388282977][bookmark: _Toc403472753][bookmark: _Toc403566575][bookmark: _Toc389729048][bookmark: _Toc85537965]Assessment of effects on Human Health 
[bookmark: _Toc388281593][bookmark: _Toc388282049][bookmark: _Toc388282531][bookmark: _Toc388282979][bookmark: _Toc388285291][bookmark: _Toc388374325][bookmark: _Toc389729049][bookmark: _Toc403472754]
The active substance Lactic acid is included in Annex 1 (Category 1) and Regulation No. 528/2012 (BPR). According to the SDS for SPRAY Twice a Day and CL inventory, Lactic acid is classified Skin Irrit 2; H315 and Eye Dam. 1; H318. The concentration of lactic acid in the biocidal product is 0.4%, which is below the concentration limit triggering classification for Skin Irritation and Eye Damage. 
One co-formulat is self classified as eye damaging at ECHA inventory (C&L Inventory - ECHA (europa.eu)) by a majority of notifiers.

The co-formulant is a surfactant and according to the CLP guidance, section 3.3.3.3.4.1. „Particular care must be taken when classifying certain types of mixtures containing substances such as acids and bases, inorganic salts, aldehydes, phenols, and surfactants. The approach explained in Sections 3.3.3.3.1 and 3.3.3.3.2 might not work given that many such substances are seriously damaging to the eye/eye irritant at concentrations < 1 %“ 

A.S and co-formulant are in the product at a concentration below 1%. 

The co-formulant is a surfactants, but there are no indications that the surfactant is seriously damaging to the eye/eye irritant at concentrations <1%.
The a.s and the co-formulant are present in the product in concentrations significantly below the classification limits therefore the GHS criteria are not met. There are no indications that the surfactants are seriously damaging to the eye/eye irritant at concentrations <1%. 
The surfactant is able to form micelles depending on the concentration in the liquid (the critical micelle concentration CMC is 8mmol/l (0.23 % w/w)). The concentration of the surfactant in the liquid is above 0.23 % w/w. The concentration indicate that there are micelles in the liquid. The micelles are envenly distributed in the liquid, and the concentration in the interphase (between liquid and gasphase) are 0.23% w/w. there are no risk of accumulation of the surfactant in the interphase.

The product is not classified.
 The biocidal product does not pose a risk to human health when following the described intended use and does not require the use of personal protection equipment.


Considering the available information for the co-formulant, the substance cannot be identified as having endocrine disrupting properties, and the available information does not indicate a need for further investigation (see confidential PAR).


The eCA concludes that the qualitative risk assessment for human health does not preclude approval of the biocidal product according to the simplified procedure.



[bookmark: _Toc388285322][bookmark: _Toc389726249][bookmark: _Toc389727301][bookmark: _Toc389727659][bookmark: _Toc389728018][bookmark: _Toc389728377][bookmark: _Toc389728737][bookmark: _Toc389729095]
3.2.7 [bookmark: _Toc389729097][bookmark: _Toc403472782][bookmark: _Toc403566579][bookmark: _Toc85537966]Risk assessment for the environment
[bookmark: _Toc388285334][bookmark: _Toc388374383][bookmark: _Toc388285335][bookmark: _Toc388374384][bookmark: _Toc387250869][bookmark: _Toc388374389][bookmark: _Toc388610091][bookmark: _Toc388625125][bookmark: _Toc388625379][bookmark: _Toc388633780][bookmark: _Toc389725272][bookmark: _Toc388285341][bookmark: _Toc388374391][bookmark: _Toc388285342][bookmark: _Toc388374392][bookmark: _Toc388374394][bookmark: _Toc387245239][bookmark: _Toc387245240][bookmark: _Toc387245241][bookmark: _Toc387245244][bookmark: _Toc387245253][bookmark: _Toc388285357][bookmark: _Toc388374408][bookmark: _Toc388610107][bookmark: _Toc388625141][bookmark: _Toc388625395][bookmark: _Toc388633796][bookmark: _Toc389725288][bookmark: _Toc389726280][bookmark: _Toc389727332][bookmark: _Toc389727690][bookmark: _Toc389728049][bookmark: _Toc389728408][bookmark: _Toc389728768][bookmark: _Toc389729126][bookmark: _Toc389729127]
	Overall conclusion on the risk assessment for the environment of the product

	
A risk assessment for the environment is not required by the conditions of article 25:

1 Lactic acid is authorised as a food additive according to Regulation (EC) No 1333/2008 and is listed in Annex I under Regulation (EC) No 528/2012 (BPR).

2 The concentration of lactic acid (0.4%) does not trigger a classification of the biocidal product SPRAY Twice a Day according to either Directive 1999/45/EC or Regulation (EC) No 1272/2008.

3 Based on the SDS for lactic acid (provided by the applicant), neither lactic acid nor the biocidal product SPRAY Twice a Day should be classified as hazardous to the environment.

The eCA DK therefore concludes that the biocidal product SPRAY Twice a Day does not pose a risk to the environment.





3.2.8 [bookmark: _Toc388285362][bookmark: _Toc389725293][bookmark: _Toc389726285][bookmark: _Toc389727337][bookmark: _Toc389727695][bookmark: _Toc389728054][bookmark: _Toc389728413][bookmark: _Toc389728773][bookmark: _Toc389729131][bookmark: _Toc388285363][bookmark: _Toc389725294][bookmark: _Toc389726286][bookmark: _Toc389727338][bookmark: _Toc389727696][bookmark: _Toc389728055][bookmark: _Toc389728414][bookmark: _Toc389728774][bookmark: _Toc389729132][bookmark: _Toc388285364][bookmark: _Toc389725295][bookmark: _Toc389726287][bookmark: _Toc389727339][bookmark: _Toc389727697][bookmark: _Toc389728056][bookmark: _Toc389728415][bookmark: _Toc389728775][bookmark: _Toc389729133][bookmark: _Toc388285365][bookmark: _Toc389725296][bookmark: _Toc389726288][bookmark: _Toc389727340][bookmark: _Toc389727698][bookmark: _Toc389728057][bookmark: _Toc389728416][bookmark: _Toc389728776][bookmark: _Toc389729134][bookmark: _Toc388285367][bookmark: _Toc389725298][bookmark: _Toc389726290][bookmark: _Toc389727342][bookmark: _Toc389727700][bookmark: _Toc389728059][bookmark: _Toc389728418][bookmark: _Toc389728778][bookmark: _Toc389729136][bookmark: _Toc389748771][bookmark: _Toc389750186][bookmark: _Toc389807368][bookmark: _Toc389807624][bookmark: _Toc389807990][bookmark: _Toc398109936][bookmark: _Toc398110122][bookmark: _Toc388285369][bookmark: _Toc389725300][bookmark: _Toc389726292][bookmark: _Toc389727344][bookmark: _Toc389727702][bookmark: _Toc389728061][bookmark: _Toc389728420][bookmark: _Toc389728780][bookmark: _Toc389729138][bookmark: _Toc389748773][bookmark: _Toc389750188][bookmark: _Toc389807370][bookmark: _Toc389807626][bookmark: _Toc389807992][bookmark: _Toc398109938][bookmark: _Toc398110124][bookmark: _Toc388285372][bookmark: _Toc389725303][bookmark: _Toc389726295][bookmark: _Toc389727347][bookmark: _Toc389727705][bookmark: _Toc389728064][bookmark: _Toc389728423][bookmark: _Toc389728783][bookmark: _Toc389729141][bookmark: _Toc389748776][bookmark: _Toc389750191][bookmark: _Toc389807373][bookmark: _Toc389807629][bookmark: _Toc389807995][bookmark: _Toc398109941][bookmark: _Toc398110127][bookmark: _Toc388285375][bookmark: _Toc389725305][bookmark: _Toc389726298][bookmark: _Toc389727350][bookmark: _Toc389727708][bookmark: _Toc389728067][bookmark: _Toc389728426][bookmark: _Toc389728786][bookmark: _Toc389729144][bookmark: _Toc389748778][bookmark: _Toc389750193][bookmark: _Toc389807375][bookmark: _Toc389807631][bookmark: _Toc389807997][bookmark: _Toc398109943][bookmark: _Toc398110129][bookmark: _Toc388285382][bookmark: _Toc389725311][bookmark: _Toc389726305][bookmark: _Toc389727357][bookmark: _Toc389727715][bookmark: _Toc389728074][bookmark: _Toc389728433][bookmark: _Toc389728793][bookmark: _Toc389729151][bookmark: _Toc389748784][bookmark: _Toc389750199][bookmark: _Toc389807381][bookmark: _Toc389807637][bookmark: _Toc389808003][bookmark: _Toc398109949][bookmark: _Toc398110135][bookmark: _Toc388285389][bookmark: _Toc389725317][bookmark: _Toc389726312][bookmark: _Toc389727364][bookmark: _Toc389727722][bookmark: _Toc389728081][bookmark: _Toc389728440][bookmark: _Toc389728800][bookmark: _Toc389729158][bookmark: _Toc389748790][bookmark: _Toc389750205][bookmark: _Toc389807387][bookmark: _Toc389807643][bookmark: _Toc389808009][bookmark: _Toc398109955][bookmark: _Toc398110141][bookmark: _Toc388285396][bookmark: _Toc389726319][bookmark: _Toc389727371][bookmark: _Toc389727729][bookmark: _Toc389728088][bookmark: _Toc389728447][bookmark: _Toc389728807][bookmark: _Toc389729165][bookmark: _Toc388285397][bookmark: _Toc389725324][bookmark: _Toc389726320][bookmark: _Toc389727372][bookmark: _Toc389727730][bookmark: _Toc389728089][bookmark: _Toc389728448][bookmark: _Toc389728808][bookmark: _Toc389729166][bookmark: _Toc389748797][bookmark: _Toc389750212][bookmark: _Toc389807394][bookmark: _Toc389807650][bookmark: _Toc389808016][bookmark: _Toc398109962][bookmark: _Toc398110148][bookmark: _Toc388285399][bookmark: _Toc389725326][bookmark: _Toc389726322][bookmark: _Toc389727374][bookmark: _Toc389727732][bookmark: _Toc389728091][bookmark: _Toc389728450][bookmark: _Toc389728810][bookmark: _Toc389729168][bookmark: _Toc389748799][bookmark: _Toc389750214][bookmark: _Toc389807396][bookmark: _Toc389807652][bookmark: _Toc389808018][bookmark: _Toc398109964][bookmark: _Toc398110150][bookmark: _Toc388285400][bookmark: _Toc389726323][bookmark: _Toc389727375][bookmark: _Toc389727733][bookmark: _Toc389728092][bookmark: _Toc389728451][bookmark: _Toc389728811][bookmark: _Toc389729169][bookmark: _Toc388285401][bookmark: _Toc389725328][bookmark: _Toc389726324][bookmark: _Toc389727376][bookmark: _Toc389727734][bookmark: _Toc389728093][bookmark: _Toc389728452][bookmark: _Toc389728812][bookmark: _Toc389729170][bookmark: _Toc388285402][bookmark: _Toc389725329][bookmark: _Toc389726325][bookmark: _Toc389727377][bookmark: _Toc389727735][bookmark: _Toc389728094][bookmark: _Toc389728453][bookmark: _Toc389728813][bookmark: _Toc389729171][bookmark: _Toc389729172][bookmark: _Toc403472811][bookmark: _Toc403566583][bookmark: _Toc85537967]Measures to protect man, animals and the environment
No special measures are necessary, if the use instruction is followed.


3.2.9 [bookmark: _Toc377649077][bookmark: _Toc377650930][bookmark: _Toc377651057][bookmark: _Toc377653327][bookmark: _Toc378351636][bookmark: _Toc378681385][bookmark: _Toc378682305][bookmark: _Toc378683752][bookmark: _Toc378685440][bookmark: _Toc378685576][bookmark: _Toc378691786][bookmark: _Toc378692244][bookmark: _Toc378692381][bookmark: _Toc378692518][bookmark: _Toc378682321][bookmark: _Toc389729181][bookmark: _Toc403472819][bookmark: _Toc403566591][bookmark: _Toc85537968]Assessment of a combination of biocidal products
Not relevant


3.2.10 [bookmark: _Toc378685456][bookmark: _Toc378685592][bookmark: _Toc378691801][bookmark: _Toc378692259][bookmark: _Toc378692396][bookmark: _Toc378692533][bookmark: _Toc389729182][bookmark: _Toc403472820][bookmark: _Toc403566592][bookmark: _Toc85537969]Comparative assessment
Not relevant


4 [bookmark: _Toc85537970]Annexes
4.1 [bookmark: _Toc389729189][bookmark: _Toc403472827][bookmark: _Toc85537971]List of studies for the biocidal product 
DS/EN 1276:2019 
EN 13697:2015+A1:2019
EN 14476:2013+A2:2019 (Test report L20/0903MV.1)
EN 14476:2013+A2:2019 (Test report L20/0903R.1)
Stability test – CIPAC method MT 46.3
Stability of pH
Determination of density and pH.

4.2 [bookmark: _Toc389729190][bookmark: _Toc403472828][bookmark: _Toc85537972]Output tables from exposure assessment tools
Not applicable to a simplified authorisation.

4.3 [bookmark: _Toc389729191][bookmark: _Toc403472829][bookmark: _Toc85537973]New information on the active substance
 Not applicable to a simplified authorisation. 

4.4 [bookmark: _Toc389729192][bookmark: _Toc403472830][bookmark: _Toc85537974]Residue behaviour
Not applicable to a simplified authorisation.

4.5 [bookmark: _Toc389729193][bookmark: _Toc403472831][bookmark: _Toc85537975]Summaries of the efficacy studies (B.5.10.1-xx)
No Annex is included.
The summaries is available in section 2.2.5 and in relevant sections in the IUCLID-file. 

4.6 [bookmark: _Toc389729199][bookmark: _Toc403472832][bookmark: _Toc85537976]Confidential annex 
 Please see separate confidential document.

4.7 [bookmark: _Toc389729200][bookmark: _Toc403472833][bookmark: _Toc85537977]Other
Not relevant. 

5 [bookmark: _Toc85537978]Amendment
5.1 [bookmark: _Toc85537979]SA-AAT 19.10.2021
[bookmark: _Toc85537980]Addendum to PAR
Amendment of simplified authorisation.
R4BP case no.: BC-FD069183-52
Authorisation no.: BPR-reg no. 983-1  
Date: 19.10.2021

5.1.1 [bookmark: _Toc85537981]Background
As a result of a referral from CZ, May 2021, a new analysis of the active substance in the product has been submitted. Due to the new analytical method for the analysis of the active substance, Lactic Acid, in the product, Spray Twice a Day, a new accelerated storage stability study has been performed and a long term storage study has been started.
 
 
5.1.2 [bookmark: _Toc85537982]Physical, chemical and technical properties
There is a new validated analytical method. To confirm the stability of the product, there is performed a new accelerated storage stability test and a long term storage at ambient temperature is ongoing. 
A new accelerated storage study has been submitted. The new material has been assessed and summary of the new study is shown in table Physical, chemical and technical properties

Physical, chemical and technical properties
	Property
	Guideline  and Method
	Purity of the test substance (% (w/w)
	Results
	Reference

	Storage stability test – accelerated storage
	Cipac MT 46.3: 14 days at 54°C 
	0.4%
(Batch No. 221PO0124)
	Initial active substance content 0.422 w/w % and after 2 weeks at 54°C 0.411 w/w %, the change is 2.6%.
Appearance of product: Transparent, colourless liquid, after 2 weeks at 54°C unchanged.  

	Johannesen (2021)
Reportnr: 979628

	Storage stability test – long term storage at ambient 
temperature
	
	0.4%
(Batch No. 221PO0124)

	The longterm
storage stability
study is
ongoing. The
study will be
submitted as a
post-authorisation
request
condition. The
product is
considered
stable for 2
years.
	




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

	There has been performed a new accelerated storage stability study as a result of a new validated analytical method, to confirm stability of the product regarding the content of AS.
The decrease of AS during the accelerated stability study for 14 at 54 C is 2.6% w/w and this is within the limit. 
The long-term storage test is ongoing and is to be submitted by 1st September 2023as a post authorisation condition. The product is considered stable for 24 months in PET and PETG container. Stable under recommended storage and handling conditions.




5.1.3 [bookmark: _Toc85537983]Methods for detection and identification
There has been submitted a new analytical method for the analysis of the active substance Lactic Acid in the Spray Twice a Day as a result of a referral from CZ.
The new material has been assessed and summary of the new study is shown in the table

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

	Analyte 
	Analytical method
	Fortification range / Number of measurements
	Linearity
	Specificity
	Accuracy
	Limit of quantification (LOQ) 
	Reference

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	Lactic acid
	HPLC-DAD
(Method: CSA 217)
	0.43%-0.48%, n=2

Repeatability:
n=5
mean: 0.422%
%RSD: 0.17
	1.0-100.0 µg/mL 
Numbers of measurement: 8 (duplicates)
y = 3.863 ∙ x + 1.275
Correlation coefficient (r)  0.99997

	No interference, blank chromatogram
	98.6-100.2%





	
99,4%
	
RSD 0%



	1.0 µg/mL
	Johannesen (2021)
Reportnr: 979628 CSA-217






	Conclusion on the methods for detection and identification of the product

	The HPLC-DAD analytical method used for the quantification of the active substance Lactic Acid in the product Spray Twice a Day is sufficiently validated. The method shows linearity, accuracy, specificity and repeatability.



5.1.4 [bookmark: _Toc85537984]Conclusion 
The new analytical methods for the analysis of the active substance Lactic Acid in the Spray Twice a Day has been sufficiently validated. 
The decrease of AS during the accelerated stability study for 14 at 54 C is 2.6% w/w, this is within the limit. The long-term storage test is ongoing and is to be submitted by 1st September 2023 as a post authorisation condition. 


5.2 [bookmark: _Toc85537985]SA-MAC 19.10.2021
[bookmark: _Toc85537986]Addendum to PAR
Major change of the product approval.
R4BP case no.: BC-HU063584-12
Authorisation no.: BPR-reg no. 983-1  
Date: 19.10.2021

5.2.1 [bookmark: _Toc82507277][bookmark: _Toc85537987]Background
The applicant has applied for a major change of the authorisation of the product SPRAY Twice a Day.
The change applied for is:
1) Efficacy claim for additional target organisms: enveloped viruses. The applicant has submitted tests against vaccinia virus and Human rotavirus. 
	
 
5.2.2 [bookmark: _Toc85537988]Efficacy against target organisms
New studies have been submitted concerning the efficacy against enveloped viruses. The new material has been assessed and summaries of the new studies are shown in table 4.2.2.1 Efficacy data below.
5.2.2.1 [bookmark: _Toc85537989]Efficacy data 

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

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

	PT 2 – Surface disinfectant
	Antiviral Screen disinfectant for electronic screens. Indoor.
Non-professional users.
	Spray Twice A Day
0.4% Lactic acid
	Modified vaccinia virus Ankara (MVA) 
	EN 14476:2013 +A2:2019
Phase 2, step 1

Quantitative suspension test
	Clean conditions (0,3 g/L bovine serum albumin) / 0.1, 10, 50, 80% / 20°C ± 1.0°C / 5 min.
	RF ≥4.00 ± 0.00 at 80.0%, 50.0%, 10.0% after 5 minutes.
	Dr. Brill + Partner GmbH, 
Test report L20/0903MV.1
Date 20.11.2020

	PT 2 – Surface disinfectant
	Antiviral Screen disinfectant for electronic screens. Indoor.
Non-professional user. 
	Spray Twice A Day
0,4% Lactic acid
	Human rotavirus strain (Wa) 
	EN 14476:2013 +A2:2019
Phase 2, step 1

Quantitative suspension test
	Clean conditions (0,3 g/L bovine serum albumin) / 0.1, 10, 50, 80% / 20°C ± 1.0°C / 5 min.
	RF ≥4.00 ± 0.35 at 80.0%, 50.0%, 10.0% after 5 minutes.
	Dr. Brill + Partner GmbH, 
Test report L20/0903R.1
Date 07.11.2020



The EN 14476:2013+A2:2019 against modified vaccinia virus Ankara (MVA) (L20/0903MV.1) failed to fulfil the control of efficiency for suppression of the product’s activity (the difference to the test suspension was ≥ 0.5 lg). 

The testing laboratory has provided a justification for the discrepancy. A 10% solution of the product was active against vaccinia virus with no residual virus and RF ≥4.00 ± 0.00 after five minutes. A reduction was detected in the after-effect control with a small amount of residual virus, meaning the test concentration of 10% (corresponding to 8% after addition of cell culture and interfering substance) in the after-effect control was sufficient for reaching a significant RF despite immediate dilution. This is acceptable because there was no residual virus in the 10 % solution and because of the long incubation time in the after-effect control (30 minutes). Rotavirus is more stable than vaccinia virus, here the product was also effective in the 10% solution, but there was no reduction in the control of efficacy, despite the long incubation time.  

The eCA accepts the testing laboratory’s justification, moreover the activity against enveloped viruses is supported by the supplementary data submitted for biocidal activity against rotavirus.

	Conclusion on the efficacy of the product

	According to Guidance on the BPR, Efficacy, Vol. II, Parts B+C, 2018, Appendix 4; for a PT2 product, not intended to be used in health care, the basic requirements are EN 1276 and EN 13697 tests against bacteria. 
The applicant has submitted one EN 1276 (phase 2, step 1) test against bacteria demonstrating sufficient bactericidal activity under clean conditions at a contact time of five minutes. This was confirmed by the submitted EN 13697 (phase 2, step 2) test against bacteria.
The applicant applied for a major change 21.12.2020 in order to include a claim against enveloped viruses. The submitted EN 14476 (phase 2, step 1) test against enveloped viruses demonstrate sufficient virucidal activity against enveloped viruses with a contact time of five minutes. 



5.2.2.2 [bookmark: _Toc85537990]Evaluation of the label claims
The biocidal product, SPRAY Twice a Day, fulfils the basic requirements for phase 2, step 1 and phase 2, step 2 tests in accordance with the EN standards to support the label claim against bacteria and enveloped viruses. 

The following label claim is supported by the data based on efficacy:

Product type: PT2 – hard surface disinfection
Use area: electronic screens (touch screens).
Efficacy and (contact time): bacteria and enveloped viruses (5 minutes).
Application method: Apply the product after pre-cleaning of the screen. Keep the surface wet for 5 minutes and wipe off with a clean cloth.
Application rate: Use enough to ensure the surface is wet for five minutes. 
Number and timing of application: As many times as needed.
5.2.2.3 [bookmark: _Toc85537991]Conclusion 
The new studies support a claim against enveloped viruses.
The major change does not result in changes of the instructions for use or risk mitigation measures. 
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