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This document is intended to be used as a template to prepare a report on Technical Equivalence Tier II assessment. The template can be adjusted (e.g. structure and number of tables) according to the case specific requirements where relevant. It should be noted that the information requirements and the scope and content of the Tier II assessment is defined in the Guidance on the Biocidal Products Regulation Volume V, Guidance on applications for technical equivalence. Reference to the relevant sections of this guidance document are indicated in the template.]
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1. APPLICANT AND ACTIVE SUBSTANCE IDENTITY
Applicant:
Product type (PT): [Description according to BPR Annex V] 
	Active substance: Main constituent(s)

	ISO name
	

	IUPAC name
	

	EC number
	

	CAS number
	

	Index number in Annex VI of CLP
	

	Minimum purity / content
	

	Structural formula
	


2. IDENTIFICATION OF TIER II IMPURITIES BY THE APPLICANT (OUTCOME OF THE TIER I ASSESSMENT)
[Provide a summary of the impurities and/or additives that will be covered in the Tier II assessment (Tier II impurities). See Guidance on applications for technical equivalence, section 5 and section 6.1.2.]

Outcome of the Tier I assessment: Impurities and additives of the AS-alternative which have been covered in the Tier II assessment (Tier II impurities).
	Tier II impurities 

	Short name / code of impurity 
	IUPAC name, CAS number
	Maximum concentration in AS-alternative, % (w/w)
	Maximum  concentration in the reference specification, % (w/w)*

	
	
	
	

	
	
	
	

	
	
	
	


* If information is available to the applicant.
3.  ASSESSMENT OF TECHNICAL EQUIVALENCE: TIER II
3.1 Classification

[For further information, see Guidance on applications for technical equivalence, section 6.3.1.]
3.1.1 Classification of the AS-reference

[Provide the classification of the AS-reference.]

	Classification according to the CLP Regulation

	Hazard Class and Category Codes
	

	Labelling
	

	Pictograms
	

	Signal Word 
	

	Hazard Statement Codes
	

	Specific Concentration limits, M-Factors
	

	Specific Concentration limits
	

	M-Factors
	M = [value and indicate if for acute, chronic or both]


3.1.2 Classification of Tier II impurities
[Provide the classification of the Tier II impurities according to the information available. Alternatively provide justification as to why it is not necessary to determine the classification of the impurity, for example, if data exists for the AS-alternative and impurities are not assessed separately, or, if all available information on impurities indicates that the the impurity would not require a classification or would not warrant a more severe classification for the AS-alternative.]
	Classification according to the CLP Regulation: [Impurity 1]

	Hazard Class and Category Codes
	

	Specific Concentration limits, M-Factors
	M = [value and indicate if for acute, chronic or both]

	Reference
	[Harmonised classification / CLP inventory / self-classification]


3.1.3 Classification of the AS-alternative 

[Classification of the AS-alternative when taking into account the classification/hazard information on Tier II impurities. Alternatively, classification based on experimental data on the AS-alternative.]
	Classification according to the CLP Regulation

	Hazard Class and Category Codes
	

	Specific Concentration limits, M-Factors
	M = [value and indicate if for acute, chronic or both]

	Justification
	[Indicate if the classification is based on experimental data on AS-alternative or if it based on classification/hazard information on Tier II impurities.]


3.2 Effects on human health 
3.2.1 Human health assessment 

[Assessment based on Information on the Tier II impurities: Report all available information on the Tier II impurities and provide a reference to the information source. Repeat the table or add more rows as necessary. For further details and examples, see Guidance on applications for technical equivalence, section 6.3.3.1.]
Table [No.]: Impurities assessed in Tier II for human health endpoints.
	Impurity
	Max. conc. in % (w/w) in the AS-reference
	Max. conc. in % (w/w) in the AS-alternative 
	Summary of the toxicity for the critical endpoints
	NOAELs and concentration limits (e.g. SCLs)
	Conclusion 

	
	
	
	
	
	


[Assessment based on Experimental studies on the AS-alternative: Report all available experimental studies and their results on the AS-alternative in the tables below (toxicological information). Information for the AS-reference can be extracted from the List of End Points in the assessment report of the active substance. For further details and examples, see Guidance on applications for technical equivalence, section 6.3.2.1.]
Table [No.]: Comparison of toxicological data on the AS-reference and the AS-alternative.
	Information requirement
	Toxicological data
	<2?[*]
	Acceptability  of the observed difference

	
	AS-reference
	AS-alternative
	
	

	Acute toxicity by oral route
	
	
	
	

	Acute toxicity by dermal route
	
	
	
	

	Acute toxicity by inhalation
	
	
	
	

	Skin irritation or skin corrosion
	
	
	
	

	Eye irriation or serious eye damage
	
	
	
	

	Skin sensitisation
	
	
	
	

	Repeated dose toxicity
	
	
	
	

	Mutagenicity
	
	
	
	

	Carcinogenicity
	
	
	
	

	Reproductive toxicity - fertility
	
	
	
	

	Reproductive toxixicity - development
	
	
	
	

	Other relevant endpoints
	
	
	
	


[* Are the test results within 2-fold difference or dose spacing? For further explanation, see Guidance on applications for technical equivalence, section 6.3.2.1.]
3.2.2 Overall conclusion on toxicological hazard profiles
[Based on the information and assessment provided in Section 3.2.1 and 3.2.2 of the report template, provide an overall conclusion whether there is an unacceptable change in the toxicological hazard profile of the AS-alternative compared to the AS-reference.]

3.3 Environmental effects
3.3.1 Ecotoxicology and environmental fate
[Assessment based on Experimental studies on the AS-alternative: Report all available experimental studies and their results on the AS-alternative in the tables below (ecotoxicity and environmental fate). Information for the AS-reference can be extracted from the List of End Points in the assessment report of the active substance. For further details and examples, see Guidance on applications for technical equivalence, section 6.3.2.2.]
Table [No.]: Comparison of ecotoxicological data on the AS-reference and the AS-alternative.
	Information requirement 
	Ecotoxicological data
	Acceptability of the observed difference

	
	AS-reference
	AS-alternative
	<5?[*]
	Overall acceptability and/ or justification

	Short-term toxicity testing on fish
	
	
	
	

	Short-term toxicity testing on aquatic invertebrates 
	
	
	
	

	Growth inhibition study on algae
	
	
	
	

	Inhibition of microbial activity
	
	
	
	

	Long term toxicity testing on fish 
	
	
	
	

	Long term toxicity testing on invertebrates 
	
	
	
	

	Bioconcentration, aquatic organisms (BCF)
	
	
	
	

	[Other ecotoxicological studies]
	
	
	
	


[* Are the test results within 5-fold difference or dose spacing? For further explanation, see Guidance on applications for technical equivalence, section 6.3.2.2.]
Table [No.]: Comparison of environmental fate data on the AS-reference and the AS-alternative.
	Information requirement 
	Environmental fate data
	Acceptability of the observed difference

	
	AS-reference
	AS-alternative
	<5?
	Overall acceptability and/ or justification

	Partition coefficient (n-octanol/water)
	
	
	
	

	Degradation in water and sediment, Biotic (Ready biodegradability)
	
	
	
	

	Degradation in water and sediment, Abiotic (Hydrolysis, Phototransformation)
	
	
	
	

	Adsorption/desorption (Koc) 
	
	
	
	

	Fate and behaviour in air (estimation method)
	
	
	
	

	[Other studies on environmental fate properties]
	
	
	
	


[Assessment based on Information on the Tier II impurities: Report all available information on the Tier II impurities and provide a reference to the information source. Repeat the table or add more columns or rows as necessary. For further details and examples, see Guidance on applications for technical equivalence, section 6.3.3.2.]
Table [No.]: Comparison of ecotoxicological data on the AS-reference (and active ingredient) and the Tier II impurities.
	Information requirement- Ecotoxicity 
	AS-reference 
(experimental) 
	Active ingredient 
[e.g. QSAR]
	Impurity 1 in the AS-alternative 
[e.g. QSAR]
	Impurity 2 in the AS-alternative 
[e.g. literature data]

	Short-term toxicity on fish

	
	
	
	

	Short-term toxicity on aquatic invertebrates

	
	
	
	

	Growth inhibition study on algae

	
	
	
	

	Long-term toxicity on fish
	
	
	
	

	Long term toxicity testing on invertebrates
	
	
	
	

	Bioconcentration, aquatic organisms (BCF)
	
	
	
	


Table [No.]: Environmental fate information of the Tier II impurities.
	Information requirement - fate and behaviour in the environment 
	Impurity 1 in the AS-alternative 
[source of information e.g. QSAR or publication]
	Impurity 2 in the AS-alternative 
[source of information e.g. QSAR or publication]

	Partition coefficient (n-octanol/water) 
	
	

	Degradation in water and sediment, Biotic (Ready biodegradability) 
	
	

	Degradation in water and sediment, Abiotic (Hydrolysis) 
	
	

	Adsorption/desorption (Koc) 
	
	

	Fate and behaviour in air (estimation method)
	
	

	[Other environmental fate properties]
	
	


Assessment and conclusions: [Based on the available information, provide assessment of environmental fate and ecotoxicological properties of the AS-alternative compared to the AS-reference. If the calculation method is used for estimation of change in ecotoxicity, also provide a description of the equations and values applied (see section 6.3.3.2 of Guidance on applications for technical equivalence).]
3.3.2 Consideration of PBT/vPvB properties 
[For further details and examples, see Guidance on applications for technical equivalence, section 6.3.4]

PBT/vPvB assessment of AS-reference: [Conclusion of PBT/vPvB assessment in the assessment report of the AS-reference.]

Relevant PBT/vPvB information available on Tier II impurities: [summary on available information in e.g. assessment report, literature data, or screening level information from (Q)SAR predictions.]
Overall conclusion for the AS-alternative: [Description of expected changes in the PBT/vPvB properties of the AS-alternative compared to the AS-reference due to Tier II impurities.]

3.3.3 Overall conclusion on environmental hazard profiles
[Based on the information and assessment provided in Section 3.3.1 and 3.3.2 of the report template, provide an overall conclusion on whether there is an unacceptable change in the environmental hazard profile of the AS-alternative compared to the AS-reference.]

3.4 Consideration of ED properties
[For further information, see Guidance on applications for technical equivalence, section 6.3.5.]
Assessment of ED properties for the AS-reference: [Conclusion of ED assessment in the assessment report of the AS-reference or other relevant information on the ED properties of the active substance, if available.]
Relevant ED information available on Tier II impurities: [Summary of available information on the possible ED properties of the Tier II impurities.]
Overall conclusion: [Description of expected changes in the ED properties of the AS-alternative compared to the AS-reference due to Tier II impurities.]
OVERALL CONCLUSION FOR TIER II

[Indicate the overall conclusion of the technical equivalence Tier II assessment in the table below. For further information, see Guidance on applications for technical equivalence, section 6.3.]
Overall conclusion on Technical Equivalence Tier II assessment:

	Outcome of Tier II assessment
	Conclusion by the applicant

	The AS-alternative does not present a greater toxicological or ecotoxicological hazard than the AS-reference and hence the AS-alternative can be considered technically equivalent to the AS-reference.
	

	On the basis of the information available it is concluded, or it cannot be excluded, that the AS-alternative presents a greater hazard than the AS-reference; hence the AS-alternative cannot be considered technically equivalent to the AS-reference.
	


Appendix
[Provide reports from in silico assessment, literature search or other additional information.]


