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Background
An application for a major change was received concerning the composition of Tanalith E 3462 (case number: BC-EB031839-50).
Tanalith E 3462 is currently manufactured with the use of basic copper carbonate (BCC), propiconazole and tebuconazole as active ingredients. The applicant requested approval to replace BCC with the active substance granulated copper.  
1. Physical, chemical and technical properties

1.5.1 General information: all information on the active substance copper
	Active substance
	Copper

	Name of manufacturer
	European Metal Recycling 

	Address of manufacturer
	Sirius House, Delta Crescent

Warrington
WA5 7NS

United Kingdom

	Location of manufacturing sites
	Sirius House, Delta Crescent, Warrington, WA5 7NS, United Kingdom


	Trade Name
	Tanalith E 3462

	Manufacturer’s development code

number(s), if appropriate:
	3462, 3475, 3463, 3474 

	Composition of the product (identity

and content of active substance(s)

and substances of concern; full

composition see confidential

annex):
	Copper, granulated: 9% w/w pure substance (as copper(II) ions in the formulation)
Propiconazole: 0.18%w/w 

Tebuconazole: 0.18%w/w 

2-aminoethanol is a substance of concern

in the formulation.



	Formulation type:
	SL (Soluble Concentrate)


1.5.3 Information on active substances
	Main constituent(s)

	ISO name
	Copper, Granulated 

	IUPAC or EC name
	Copper

	EC number
	231-159-6

	CAS number
	7440-50-8

	Index number in Annex VI of CLP
	N/A

	Minimum purity / content
	990 g/kg


	Main constituent(s)

	ISO name
	Propiconazole

	IUPAC or EC name
	(2RS,4RS;2RS,4SR)-1-[[2-(2,4-

dichlorophenyl)-4-propyl-1,3-dioxolan-2-

yl]methyl]-1H-1,2,4-triazole

	EC number
	262-104-4

	CAS number
	60207-90-1

	Index number in Annex VI of CLP
	613-205-00-0

	Minimum purity / content
	930g/kg


	Main constituent(s)

	ISO name
	Tebuconazole

	IUPAC or EC name
	(RS)-1-(4-chlorophenyl)-4,4-dimethyl-3-(1H-1,2,4-

triazol-1-ylmethyl)-pentan-3-ol

	EC number
	403-640-2

	CAS number
	107534-96-3

	Index number in Annex VI of CLP
	603-197-00-7

	Minimum purity / content
	950g/kg


2.1 Identity related issues

The product is a wood preservative, based on three active substances, copper, granulated 9%w/w pure active, propiconazole (0.18% active substance) and tebuconazole (0.18% active substance).
For propiconazole and tebuconazole, an FAO/WHO tolerance of 15% applies. To copper, a 10% tolerance applies.

The applicant has access to the substance data by means of a Letter of Access. The

manufacturing sites of the active substances are the same as included in the evaluation for

inclusion of the active substances in authorisation list of Regulation No. 528/2012/EU. For copper, granulated, the evaluating RMS was France and the BPC decision was adopted 9 December, 2015.
The product applied for, Tanalith E 3462, was not included in the evaluation of the three

active substances.
The major change comprises of a change with regard to the copper based active substance. Please refer to the confidential annex for details.

2.3 Physico /chemical properties and analytical methods
Below, data on the product is included. The 2 year shelf-life study provided was already evaluated as post-authorisation data in November 2017. For completeness, the conclusions are repeated within the scope of this application.
New accelerated and low temperature stability data was provided. The other endpoints (studies Woolley, 2012) were previously evaluated within the scope of the authorisation of Tanalith E 3462 and are not re-evaluated.

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

	Physical state at 20 °C and 101.3 kPa
	Visual

GLP
	Batch 1574

Copper 9%

Propiconazole 0.16 %

Tebuconazole 0.19 %
	Homogeneous translucent liquid 
	Campbell, N (2017)

	Colour at 20 °C and 101.3 kPa
	Visual

GLP
	Batch

CM/1/66/28/3/12

Copper: 9%

Propiconazole:

0.177%

Tebuconazole:

0.183%
	Dark blue,

opaque
	Woolley, A.J.,

2012a

	Odour at 20 °C and 101.3 kPa
	Olfactory

GLP
	Batch

CM/1/66/28/3/12

Copper: 9%

Propiconazole:

0.177%

Tebuconazole:

0.183%
	Very weak,

uncharacteristic
	Woolley, A.J.,

2012a

	pH Determination 
	CIPAC

MT75.3

GLP
	Batch 1574

Copper 9%

Propiconazole 0.16 %

Tebuconazole 0.19 %
	pH at 25°C:

Neat: 10.81
1% aqueous

dispersion: 9.82
	Campbell, N (2017)

	Relative density / bulk density
	EC A3

(pycnometer)

GLP
	Batch

CM/1/66/28/3/12

Copper: 9%

Propiconazole:

0.177%

Tebuconazole:

0.183%
	Density at 20°C:

1.19 kg/L
	Woolley, A.J.,

2012

	Storage stability test – accelerated storage
	CIPAC

MT46.3

GLP
	Batch 1574

Copper 9%

Propiconazole 0.16 %

Tebuconazole 0.19 %
	Stable for 8wks @ 40°C in HDPE bottles
see table 2.3.1-1.
	Campbell, N (2017)

	eCA remark

A new study, with the product in its new composition was provided in support of the major change application.

Considering the product has a pH of >10, the alkalinity should have been determined. As the study’s main purpose is to bridge between the old and new composition, this is considered a minor deficiency. Alkalinity data is available in the shelf-life study (see below).

	Storage stability test – long term storage at ambient temperature
	Methods of the CIPAC Handbook for the Analysis of Technical and Formulated Pesticides
	Batch 1433

Copper 8.96%

Propiconazole 0.184 %

Tebuconazole 0.184 %
	see table 2.3.1-2.
	Woolley, A.J.,

2017

	eCA remark

The study Woolley, A.J., 2017 was performed using the formulation using the old manufacturing process (based on basic copper carbonate).

Conclusion November 2017:

Tebuconazole and propiconazole content was determined using HPLC-UV and copper was determined using ICP-MS, representing the basic copper carbonate content. The methods are the same as described as in the original PAR of Tanalith E 3462 and are considered validated.

The propiconazole content decreased by slightly less than 10% during storage. Considering the change was still below 10%, quantification and identification of breakdown products is not considered necessary. Other substances and parameters did not significantly change during storage. Therefore, the product is considered stable for 2 years at 25°C, when stored in HDPE containers.

	Storage stability test – low temperature stability test for liquids
	CIPAC

MT39.3

GLP
	Batch 1574

Copper 9%

Propiconazole 0.16 %

Tebuconazole 0.19 %
	Sample remains homogenous after 7 days at 0°C
	Campbell, N (2017)

	eCA remark

A new study, with the product in its new composition was provided in support of the major change application. The product remained stable.

	Persistent foaming
	CIPAC

MT47.2

GLP
	Batch

CM/1/66/28/3/12

Copper: 9%

Propiconazole:

0.177%

Tebuconazole:

0.183%
	5%w/w in CIPAC

D water: 41mL

foam/froth after 1

minute.
	Woolley, A.J.,

2012

	Degree of dissolution and dilution stability
	CIPAC

MT41.1
GLP
	Batch 1574

Copper 9%

Propiconazole 0.16 %

Tebuconazole 0.19 %
	5% in CIPAC D water:

Concentration gradient observed- darker blue towards bottom of cylinder. No 
phase separation.
	Campbell, N (2017)

	Viscosity
	OECD 114,

Ubbelohde

GLP
	Batch

CM/1/66/28/3/12

Copper: 9%

Propiconazole: 0.177%

Tebuconazole:

0.183%
	Kinematic

viscosity

14.3mm2/s at

20°C
7.16mm2/s at

40°C
	Woolley, A.J.,

2012


Table 2.3.1-1 Accelerated storage data (Campbell, N. 2017)
	Analysis/Test
	Pre-storage Results 
	Post 8 Week Accelerated Storage Results

	Active Ingredient 1: Copper
	9.71 % w/w

(107.9 % of declared content) 
	9.68 % w/w

(107.6 % of declared content) 

	Active Ingredient 2: Propiconazole
	0.16 % w/w

(90.6 % of declared content)
	0.16 % w/w

(87.5 % of declared content)

	Active Ingredient 3: Tebuconazole
	0.19 % w/w

(104.8 % of declared content)
	0.20 % w/w

(113.2 % of declared content)

	Formulation Appearance 
	Free-flowing, homogenous, translucent deep dark blue liquid. Munsell colour reference 10B2/2.
	Free-flowing, homogenous, translucent deep dark blue liquid. Munsell colour reference 10B2/2.

	pH Determination
	1% Dilution:          9.71

Neat Solution:      10.85
	1% Dilution:          9.82

Neat Solution:      10.81

	Dilution Stability
(5% in CIPAC D)
	Concentration gradient observed - darker blue towards bottom of the cylinder. No phase separations.
	Concentration gradient observed - darker blue towards bottom of the cylinder. No phase separations.

	Packaging Appearance
	Translucent, white 5L HDPE container with a white screw cap. 
	Translucent, white 5L HDPE container with a white screw cap. 

	Low Temperature Stability
	Sample remains homogenous after 7 days at 0 ºC ± 2 ºC 
	N/A 


Table 2.3.1-2 Long Term Storage Data (Woolley, AJ. 2017)
	Test
	Results

	
	Initial
	6 months at 25 ± 2 ºC
	12 months at 25 ± 2 ºC
	18 months at 25 ± 2 ºC
	24 months at 25 ± 2 ºC

	Active Ingredient Content:
	
	
	
	
	

	Tebuconazole
	0.180% w/w
	0.182% w/w
	0.178% w/w
	0.190 % w/w
	0.187 % w/w

	Propiconazole
	0.183% w/w
	0.181% w/w
	0.176% w/w
	0.172 % w/w
	0.165 % w/w

	Copper
	8.88% w/w
	8.63% w/w
	8.49% w/w
	8.23 % w/w
	9.16 % w/w

	Appearance:
	
	
	
	
	

	Formulation
	Dark blue opaque liquid.
	Dark blue opaque liquid.
	Dark blue opaque liquid.
	Dark blue opaque liquid.
	Dark blue opaque liquid.

	Odour
	Strong fish like odour.
	Strong fish like odour.
	Strong fish like odour.
	Strong fish like odour.
	Strong fish like odour.

	Container
	1 litre, translucent, white, PE-AD* plastic bottles with a white, opaque, plastic screw on lid. No signs of corrosion or degradation.
	1 litre, translucent, white, PE-AD* plastic bottles with a white, opaque, plastic screw on lid. No signs of corrosion or degradation.
	1 litre, translucent, white, PE-AD* plastic bottles with a white, opaque, plastic screw on lid. No signs of corrosion or degradation.
	1 litre, translucent, white, PE-AD* plastic bottles with a white, opaque, plastic screw on lid. No signs of corrosion or degradation.
	1 litre, translucent, white, PE-AD* plastic bottles with a white, opaque, plastic screw on lid. No signs of corrosion or degradation.

	Weight change:
	-
	<0.01%
	<0.02%
	<0.02%


	<0.038%

	pH at 25 ºC:
	
	
	
	
	

	
Neat Formulation
	10.82
	10.96
	11.01
	11.08
	10.75

	
1% Aqueous Dispersion
	9.63
	9.92
	9.71
	9.80
	9.58

	Acidity/Alkalinity:
	
	
	
	
	

	Equivalent sodium hydroxide
	18.0% w/w
	17.9% w/w
	17.9% w/w
	18.0% w/w
	17.9% w/w


* HDPE
Justification for physical chemical read across

eCA remark

The applicant’s justification refers to an external document (technical summary report). The comparison of the new and old formulation can be found in the confidential annex, as well as the corresponding calculations with regard to the copper content.
Tanalith E 3462 manufactured using copper metal, instead of basic copper carbonate results in a product which is physically and chemically identical. The equations in section 3 of the technical summary document provided by the applicant demonstrate the equivalence. The stability study (8 weeks @ 40°C) confirms that the product is stable both physically and chemically and no difference is seen when compared to the BCC formulated product study.

The accelerated storage study confirms that the physical state and colour is unchanged. Based on the formulation chemistry the odour will be the same.
The explosive, oxidising properties and flammability were assessed with a theoretical assessment. Given that neither basic copper carbonate nor copper metal possesses any of the properties under assessment and no other components have changed, the theoretical assessment is deemed relevant to the revised product.
The pH was assessed in the accelerated study and shows no difference to the basic copper carbonate based formulation.

Equally the dilution stability remains unchanged.

Additionally Section 4 of the technical summary document shows no difference in parameters. Overall it can be concluded that the products are the same and the data can be read across to the copper metal formulation.   

The composition of the product can be found in the confidential annex. 

2.5 Effectiveness against target organisms
Tanalith E 3462 treatment solution made using basic copper carbonate contains copper in the form of Cu2+ ions which are impregnated into the wood structure at set retentions. Tanalith E 3462 treatment solution made using granulated copper contains copper in the same form (Cu2+) which again subsequently is impregnated into the wood using the same vacuum pressure processes to achieve the same retentions. The end result in the wood is therefore identical. The other active substances (tebuconazole and propiconazole) are unchanged as are other non-active components. There will be no change in efficacy caused by the formulation change.

Furthermore, the acceptability of this major change is acknowledged by the draft final CAR for granulated copper, which states the following: “Granulated copper is being proposed as an alternative precursor for the active substance Cu2+.  As basic copper carbonate has been evaluated as precursor for the active substance and was agreed for approval in 2012, a cross reference to this dossier has been accepted by the RMS from an efficacy point of view. Indeed, the granulated copper is completely solubilised in the solvent monoethanolamine and the resulting product is identical to the dummy product previously evaluated in the dossier for basic copper carbonate.”
Therefore, it can be concluded that the proposed major change in composition does not require re-testing of the efficacy of the product and that the current efficacy evaluation is acceptable.

2.6 Risk assessment for human health
The technical summary report provided by the applicant demonstrates that Tanalith E 3462 formulated with either basic copper carbonate or copper metal results in the same product. Examination of the formulation above shows that apart from the difference in the starting material for the source of copper both are identical. During the manufacture the copper is solubilised in both routes giving Cu2+ in solution.
Given the similarity in formulation and the resulting products being chemically and physically identical there will be no change in classification. Copper was assessed in Tanalith E 3462 based on the copper content (Cu2+). As the Cu2+ content is identical, the other active substances and co-formulants are the same and the product is used in exactly the same way the exposure assessment will be identical and the outcome of the risk assessment will not change.

2.7 Risk assessment for the environment
The technical summary report provided by the applicant demonstrates that Tanalith E 3462 formulated with either basic copper carbonate or copper metal results in the same product. Examination of the formulation shows that apart from the difference in the starting material for the source of copper both are identical. During the manufacturing the copper is solubilised in both routes giving Cu2+ in solution. 

Given the similarity in formulation and the resulting products being chemically and physically identical there will be no change in classification.

Tanalith E 3462 treatment solution contains copper in the form of Cu2+ ions which are impregnated in to the wood structure at set retentions. Tanalith E 3462 treatment solution made using copper metal contains copper in the same form which again subsequently is impregnated into the wood using the same vacuum pressure processes to achieve the same retentions. The end result in the wood is therefore identical. There will be no change in environmental impact caused by the formulation change.

3. Decision

Sufficient evidence was provided that the proposed major change does not affect the physical and chemical properties, the risk assessment, nor the conclusions with regard to the efficacy. It is therefore concluded that the existing approval of the product Tanalith E 3462 can be maintained. No changes with regard to the intended use, conditions and/or classification are required.


