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[bookmark: _Toc389728849][bookmark: _Toc89169448]
Background and CONCLUSION
[bookmark: _Toc89169449]Background Information
The authorisation holder ADLER-Werk Lackfabrik Johann Berghofer GmbH & Co KG has applied for a mutual recognition in sequence (cMS: ES) of the authorised product family Aquawood TIG. in accordance with Regulation (EU) No 528/2012. 

In the commenting phase, the PAR was changed in some aspects. Please cf. to the following chapters for details. Only the chapters that are changed are presented.

As the agreed changes stem from a NA-MRS procedure, a CG referral was issued by the cMS. The CG outcome dated 8 November 2021 was considered in this PAR addendum.

[bookmark: _Toc89169450]Conclusion

Article 19 of Regulation (EU) No 528/2012 is still fulfilled.

[bookmark: _Toc89169451][bookmark: _Toc389728850]
ASSESSMENT Report (Amendments) 
[bookmark: _Toc387244910][bookmark: _Toc387250732][bookmark: _Toc388281221][bookmark: _Toc388281677][bookmark: _Toc387244911][bookmark: _Toc387250733][bookmark: _Toc388281222][bookmark: _Toc388281678][bookmark: _Toc418784128][bookmark: _Toc418784129][bookmark: _Toc425344061][bookmark: _Toc89169452][bookmark: _Toc366658839][bookmark: d0e7][bookmark: d0e6]Summary of the product assessment 
[bookmark: _Toc425344062][bookmark: _Toc89169453]Administrative information
1.1.1.1 [bookmark: _Toc80889023][bookmark: _Toc89169454][bookmark: _Toc366658843][bookmark: _Toc425344066]
1.1.1.2 [bookmark: _Toc80889024][bookmark: _Toc89169455]
1.1.1.3 [bookmark: _Toc80889025][bookmark: _Toc89169456]
[bookmark: _Toc89169457]Manufacturer(s) of the active substance(s)

	[bookmark: d0e246]Active substance
	3-iodo-2-propynylbutylcarbamate (IPBC)

	Name of manufacturer
	Troy Chemical Company BV

	[bookmark: d0e269]Address of manufacturer
	Uiverlaan 12E, 3145XN Maassluis, Netherland

	Location of manufacturing sites
	8 Vreeland Road, 1111 Florham Park, NJ United States




[bookmark: _Toc425344067][bookmark: _Toc89169458]Product family composition and formulation
1.1.1.4 [bookmark: _Toc80889028][bookmark: _Toc89169459][bookmark: _Toc425344071]
1.1.1.5 [bookmark: _Toc80889029][bookmark: _Toc89169460]
[bookmark: _Toc89169461]Qualitative and quantitative information on the composition of the biocidal product family

FIRST INFORMATION LEVEL

Composition of Biocidal product family "Aquawood TIG"
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (% w/w)

	
	
	
	
	
	Min
	Max

	IPBC
	3-iodo-2-propynylbutylcarbamate
	Active substance
	55406-53-6
	259-627-5
	0.80
	0.80

	Tebuconazole
	1-(4-chlorophenyl)-4,4-dimethyl-3-(1,2,4-triazol-1-ylmethyl)pentan-3-ol
	Active substance
	107534-96-3
	403-640-2
	0.40
	0.40

	Substances of concern

	Co-formulant containing MIT
	MIT: 2-methyl-2H-isothiazol-3-one
	Preservative
	MIT: 2682-20-4
	MIT: 220-239-6
	0.00
	0.30



SECOND INFORMATION LEVEL – meta SPCs
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The biocidal product family comprises only one meta SPC, therefore the range of the meta SPC is the same as in the family.
2

THIRD INFORMATION LEVEL: individual products in the meta SPCs

Composition of individual products in meta SPC 1

	Common name
	Product name / Trade name

	
	BPF
	Aquawood TIG mid brown
	Aquawood TIG E Kastanie
	Aquawood TIG HighRes Castagno / Aquawood Primo A5
	Aquawood Ligno+
	Aquawood TIM NG
	Aquawood Primo A1
	Aquawood Primo A4
	Aquawood Primo A6
	Aquawood Primo TIM
	Aquawood TIG E1
	Aquawood TIG E3
	Aquawood TIG E4
	Aquawood TIG E5
	Aquawood Ligno+ Base
	Aquawood Primo A3 / Aquawood Ligno+Base Eiche Natur
	Aquawood Primo A2

	
	Content (% w/w)

	
	Min
	Max
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	3-Iodo-2-propynyl butylcarbamat (IPBC)
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8
	0.8

	Tebuconazole
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4
	0.4

	Substances of concern

	Acticide MBS containing the SoC MIT
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
	0.3
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1.1.1.6 [bookmark: _Toc80889031][bookmark: _Toc89169462]
[bookmark: _Toc89169463]Information on the substance(s) of concern

Based on the harmonised classification of Annex VI of Regulation (EC) No 1272/2008 (CLP Regulation, 13th ATP) 2-methylisothiazol-3(2H)-one (MIT, CAS No. 2682-20-4) was identified as substances of concern (SoC) in relation to human health. 

MIT triggers the classification of the products within the biocidal product family (BPF) with Skin Sens. 1, H317 based on its content that is above the SCL of 0.0015%. 

According to ECHA (2017[footnoteRef:2]) “Substances of Concern – Proposed Human Health (Toxicology) Assessment Scheme for Authorisation of Biocidal Products”, the SoC MIT trigger the assignment to band B.  [2:  ECHA (2017) Guidance on the Biocidal Products Regulation Volume III Human Health - Assessment & Evaluation (Parts B+C) Version 4.0 December 2017] 

Therefor only, a qualitative risk assessment would be performed under the consideration of potential for exposure to the SoC, the concentration of the substance in the product and the use pattern of the product. 
If exposure is regarded to be significant, in addition to the P-statements normally associated with the concerned H-statements, further risk mitigation measures, as appropriate, should be considered. However, primary exposure is limited o professional use only and the mandatory PPE (coated coverall, gloves and boots) are protective against local effects as well. Secondary exposure scenarios relevant to Aquawood TIG are limited to inhalation of volatilised residues indoors which represent a low level of exposure. Therefore the assigned P-Phrases are considered appropriate to mitigate the local effects of the SoC MIT.


[bookmark: _Toc425344075][bookmark: _Toc89169464]Hazard and precautionary statements
Classification and labelling of the products of the family according to the Regulation (EC) 1272/2008

	Classification
	Skin. Sens. 1, H317

	
	Aquatic Chronic 2, H411

	Labelling

	Pictograms
	[image: GHS 07]
	[image: GHS 09]

	
	GHS07
	GHS09

	Signal word
	Warning

	Hazard statements
	H317 May cause an allergic skin reaction

	
	H411 Toxic to aquatic life with long lasting effects

	Precautionary statements
	P261 Avoid breathing dust/fume/gas/mist/vapours/spray.

	
	P272 Contaminated work clothing should not be allowed out of the workplace.

	
	P273 Avoid release to the environment

	
	P302+P352 IF ON SKIN: Wash with plenty of water.

	
	P333+P313 If skin irritation or rash occurs: Get medical advice.

	
	P391 Collect spillage

	
	P501 Dispose of contents in accordance with local/regional/national/international
regulations.

	Note
	--




[bookmark: _Toc425344076][bookmark: _Toc89169465]Authorised use(s)
[bookmark: _Toc23240243][bookmark: _Toc89169466]Use description
	Product Type
	8

	Where relevant, an exact description of the authorised use
	---

	Target organism (including development stage)
	Scientific name: no data
Common name: wood rotting fungi
Development stage: no data

Scientific name: no data
Common name: wood discolouring fungi (blue stain)
Development stage: no data

	Field of use
	Indoor
Authorisation is restricted to use on windows (frames), doors and conservatories only (use class 2 and 3, timbers not in ground contact, either continually exposed to the weather or protected from the weather but subject to frequent wetting). The product must not be applied outside of dedicated treatment facilities.

	Application method(s)
	No changes

	Application rate(s) and frequency
	

	Category(ies) of users
	

	Pack sizes and packaging material
	






[bookmark: _Toc425344083][bookmark: _Toc89169467]General directions for use
1.1.1.7 [bookmark: _Toc80889037][bookmark: _Toc89169468][bookmark: _Toc55569662][bookmark: _Toc61959781]
1.1.1.8 [bookmark: _Toc80889038][bookmark: _Toc89169469]
[bookmark: _Toc89169470]Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	[bookmark: d0e2023]First aid instructions:
IF ON SKIN: Take off all contaminated clothing and wash it before reuse. Wash skin with water. If skin irritation or rash occur: Get medical advice.
IF IN EYES: If symptoms occur rinse with water. Remove contact lenses, if present and easy to do. Call a POISON CENTRE or a doctor.
IF SWALLOWED: If symptoms occur call a POISON CENTRE or a doctor.
IF INHALED: If symptoms occur call a POISON CENTRE or a doctor.

3-IODO-2-PROPYNYL-N-BUTYL CARBAMATE is a carbamate compound which has weak anticholinesterase activity. DO NOT USE if under medical advice not to work with anticholinesterase compounds.

Emergency measures to protect the environment: 

If the product contaminates lakes, rivers, sewers or soil, inform the appropriate authorities in accordance with local regulations.
Contain and collect spillage with an inert absorbent (e.g. sand, earth etc.). For large amounts: Pump off the product.




1.1.1.9 [bookmark: _Toc80889040][bookmark: _Toc89169471][bookmark: _Toc423017244][bookmark: _Toc425344088]
[bookmark: _Toc89169472]Conditions of storage and shelf-life of the product under normal conditions of storage
	Store in a cool place, protected from frost in tightly closed original packaging.
Do not store at temperature above 40 ºC.
Shelf-life: 12 months





[bookmark: _Toc425344089][bookmark: _Toc89169473]Other information
No changes.


[bookmark: _Toc403566549][bookmark: _Toc425344090][bookmark: _Toc89169474]Packaging of the biocidal product
No changes.


[bookmark: _Toc425344097][bookmark: _Toc89169475]Documentation
No changes.

[bookmark: _Toc389728912][bookmark: _Toc425344100][bookmark: _Toc89169476]Assessment of the biocidal product (family)
[bookmark: _Toc423017259][bookmark: _Toc425344101][bookmark: _Toc89169477]Intended use(s) as applied for by the applicant 
No changes.

[bookmark: _Toc403472740][bookmark: _Toc425344102][bookmark: _Toc89169478][bookmark: _Toc389729028]Physical, chemical and technical properties 
No changes.

[bookmark: _Toc389729029][bookmark: _Toc403472741][bookmark: _Toc425344103][bookmark: _Toc89169479]Physical hazards and respective characteristics
No changes.

[bookmark: _Toc403566563][bookmark: _Toc425344104][bookmark: _Toc89169480]Methods for detection and identification
No changes.

[bookmark: _Toc425344105][bookmark: _Toc89169481][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
No changes. 

[bookmark: _Toc389729047][bookmark: _Toc403566574][bookmark: _Toc425344115][bookmark: _Toc89169482]Risk assessment for human health
[bookmark: _Toc403472753][bookmark: _Toc55569686][bookmark: _Toc61959805][bookmark: _Toc89169483][bookmark: _Toc389729048]Assessment of effects on Human Health 

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

No skin sensitisation test is avialalbe for the BPF Aquawood TIG. Therefore the classification and labelling of the components were considered for this endpoint. 

Summary table of human data on skin sensitisation
No human data on skin sensitisation available. 

	Conclusion used in Risk Assessment – Skin sensitisation

	Value/conclusion
	The products of the BPF Aquawood TIG are sensitizing to skin.

	Justification for the value/conclusion
	The SoC MIT is contained in the products above the SCL of 0.0015%.

	Classification of the product according to CLP 
	A classification with Skin Sens. 1, H317 May cause an allergic skin reaction is required according to the CLP Regualtion (EC) No 1272/2008. 




1.1.1.10 [bookmark: _Toc80889053][bookmark: _Toc89169484][bookmark: _Toc389729088][bookmark: _Toc55569694][bookmark: _Toc61959813]
[bookmark: _Toc89169485]Risk characterisation for human health

[bookmark: _Toc61959814]Risk characterisation for local effects

Based on the authorised use and application methods primary exposure is limited to professionals and the mandatory PPE (coated coverall, gloves and boots) are protective against local effects (Skin Sens. 1, H317) as well. 
Secondary exposure scenarios relevant to Aquawood TIG are limited to inhalation of volatilised residues indoors which represent a low level of exposure. Therefore the assigned P-Phrases are considered appropriate to mitigate the local effects of the SoC MIT and no additional risk mitigation measures are proposed. Risk from local effects are considered to be accaptable.


[bookmark: _Toc389729096][bookmark: _Toc403472781][bookmark: _Toc403566578][bookmark: _Toc425344119][bookmark: _Toc89169486]Risk assessment for animal health
No changes.

[bookmark: _Toc389729097][bookmark: _Toc403472782][bookmark: _Toc403566579][bookmark: _Toc425344120][bookmark: _Toc89169487]Risk assessment for the environment

[bookmark: _Toc389729099][bookmark: _Toc403472784]Information relating to the ecotoxicity of the biocidal product which is sufficient to enable a decision to be made concerning the classification of the product is required

The classification of the biocidal product Aquawood TIG is determined based on the harmonised classification of the active substances IPBC and tebuconazole. IPBC is classified under Regulation (EG) Nr. 1272/2008 (CLP) as aquatic acute 1 (M=10) and aquatic chronic 1 (M=1) (ATP06). Tebuconazole is classified as aquatic acute 1 (M=1) and aquatic chronic 1 (M=10) (ATP07). With regard to the concentrations of both active substances (c(Tebuconazole)=0.4% and c(IPBC)=0.8%), the biocidal product has to be classified as aquatic chronic 2, H411: Toxic to aquatic life with long lasting effects. This classification includes the GHS-pictogram GHS09 and the precautionary statements P273, P391 and P501. 

 
[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: _Toc425344124][bookmark: _Toc89169488]Measures to protect man, animals and the environment
No changes.

[bookmark: _Toc389729181][bookmark: _Toc403472819][bookmark: _Toc403566591][bookmark: _Toc425344125][bookmark: _Toc89169489]Assessment of a combination of biocidal products
No changes.

[bookmark: _Toc389729182][bookmark: _Toc403472820][bookmark: _Toc403566592][bookmark: _Toc425344126][bookmark: _Toc89169490]Comparative assessment
No changes.

[bookmark: _Toc425344132][bookmark: _Toc89169491]Annexes
No changes.
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