Technical Notes for Guidance

on Dossier Preparation including Preparation and Evaluation of Study Summaries under Directive 98/8/EC, 

Concerning the Placing of Biocidal Products on the Market

Short Title: TNsG on Dossier Preparation and Study Evaluation

Part III

Standard Formats

Part III: 
Standard Formats for Study Summaries

The standard formats provided in this document are intended to facilitate the preparation of individual test and study summaries and other information required according to the BPD. As outlined in Part I, section 4, the applicant should deviate from the proposed schemes where necessary. A special study design may also require a special presentation. If relevant items are not addressed in the standard formats, the applicant should add them as appropriate. In addition, tables should be created as far as possible to present detailed information in a concise form.

The following tables give an overview of:

· the sections and section numbers used for Document III-A (Table 1) 

and Document III-B (Table 2);

· the corresponding BPD Annex Points, for comparison;

· the available standard formats (the MS-WORD file names correspond to the 

section numbers).

Technical guidance:

Automatic numbering system of the (sub)fields: 
Except for those standard formats that cover several (sub)sections, i.e. the formats in sections 1 to 3 and formats A5 and B5, the automatic numbering system of the word processor has been applied to number the (sub)fields. Hence, after adding new fields by copying existing fields, the numbering will be automatically adjusted.

Copying standard formats: 
If the standard formats are not stored as separate files but copied into the same WORD document, the numbering of the headings must be aligned by:

· marking the first main heading "1 REFERENCE";

· clicking on the WORD command "Format - bullets and numbering" and 

· setting "list numbering" to "restart numbering"

Table 1:
Overview of structure and numbering of Document III-A: Study Summaries - Active Substance, with cross-references to the corresponding BPD Annex Points, and the available standard formats proposed to be used (The section numbers given follow the numbering system provided in the TNsG on data requirements)
(Explanations: III-0§ = additional data in TNsG on data requirements, but not contained in the BPD; *) = subsections newly added; BPD Annex IIIA data in italics)

	Doc. III-A
Section No.
	Doc. III-A: Section heading/subheading of Study Summaries - Active Substance
	Standard format: File name
	Part III
Page
	
	BPD Data Set
	BPD Annex Point
	Biocidal Products Directive 98/8/EEC:
Common core (IIA) and additional (IIIA) data requirements for active substances

	
	
	
	
	
	
	
	

	1
	APPLICANT 
	A1.doc
	30
	
	IIA
	I.
	APPLICANT 

	1.1
	Name and address, etc.
	A1.doc
	
	
	IIA
	I.1.1
	Name and address, etc.

	1.2
	Active substance manufacturer (name, address, location of plant)
	A1.doc
	
	
	IIA
	I.1.2
	Active substance manufacturer (name, address, location of plant)

	
	
	
	
	
	
	
	

	2.
	IDENTITY 
	A2.doc
	31
	
	IIA
	II.
	IDENTITY 

	2.1
	Common name proposed or accepted by ISO and synonyms
	A2.doc
	
	
	IIA
	II.2.1
	Common name proposed or accepted by ISO and synonyms

	2.2
	Chemical name
	A2.doc
	
	
	IIA
	II.2.2
	Chemical name (IUPAC nomenclature)

	2.3
	Manufacturer's development code number(s)
	A2.doc
	
	
	IIA
	II.2.3
	Manufacturer's development code number(s)

	2.4
	CAS and EC numbers
	A2.doc
	
	
	IIA
	II.2.4
	CAS and EC numbers (if available)

	2.4.1*)
	CAS number
	A2.doc
	
	
	IIA
	II.2.4
	

	2.4.2*)
	EC numbers
	A2.doc
	
	
	IIA
	II.2.4
	

	2.4.3*)
	Other substance No.
	A2.doc
	
	
	IIA
	II.2.4
	

	2.5
	Molecular and structural formula, molecular mass
	A2.doc
	
	
	IIA
	II.2.5
	Molecular and structural formula (including full details of any isomeric composition), molecular mass

	2.5.1*)
	Molecular formula
	A2.doc
	
	
	IIA
	II.2.5
	

	2.5.2*)
	Structural formula
	A2.doc
	
	
	IIA
	II.2.5
	

	2.5.3*)
	Molecular mass
	A2.doc
	
	
	IIA
	II.2.5
	

	2.6
	Method of manufacture of the active substance
	A2.doc
	
	
	IIA
	II.2.6
	Method of manufacture (syntheses pathway in brief terms) of active substance

	2.7
	Specification of purity of the active substance, as appropriate
	A2.doc
	
	
	IIA
	II.2.7
	Specification of purity of the active substance in g/kg or g/l, as appropriate

	
	
	
	
	
	
	
	

	2.8
	Identity of impurities and additives, as appropriate
	A2_8.doc
	33
	
	IIA
	II.2.8
	Identity of impurities and additives (e.g. stabilisers), together with the structural formula and the possible range expressed as g/kg or g/l, as appropriate

	2.8.1*)
	Common name and function
	A2_8.doc
	
	
	IIA
	II.2.8
	

	2.8.2*)
	IUPAC name
	A2_8.doc
	
	
	IIA
	II.2.8
	

	2.8.3*)
	CAS No.
	A2_8.doc
	
	
	IIA
	II.2.8
	

	2.8.4*)
	EC No.: EINECS
	A2_8.doc
	
	
	IIA
	II.2.8
	

	2.8.5*)
	Other
	A2_8.doc
	
	
	IIA
	II.2.8
	

	2.8.6*)
	Molecular formula
	A2_8.doc
	
	
	IIA
	II.2.8
	

	2.8.7*)
	Structural formula
	A2_8.doc
	
	
	IIA
	II.2.8
	

	2.8.8*)
	Molecular mass
	A2_8.doc
	
	
	IIA
	II.2.8
	

	2.2.9*)
	Concentration of the impurity or additive
	A2_8.doc
	
	
	IIA
	II.2.8
	

	
	
	
	
	
	
	
	

	2.9
	The origin of the natural active substance or the precursor(s) of the active substance
	Covered by A2.doc
	
	
	IIA
	II.2.9
	The origin of the natural active substance or the precursor(s) of the active substance, e.g. an extract of a flower

	
	
	
	
	
	
	
	

	2.10
	Exposure data in conformity with Annex VIIA to Council Directive 92/32/EEC (OJ No L 154, 5.6.1992, p.1) amending Council Directive 67/548/EEC.
	A2_10.doc
	34
	
	IIA
	II.2.10
	Exposure data in conformity with Annex VIIA to Directive 92/32/EEC

	2.10.1*)
	Human exposure towards active substance
	A2_10.doc
	
	
	IIA
	II.2.10
	

	2.10.1.1*)
	Production
	A2_10.doc
	
	
	IIA
	II.2.10
	

	2.10.1.2*)
	Intended use(s)
	A2_10.doc
	
	
	IIA
	II.2.10
	

	2.10.2*)
	Environmental exposure towards active substance
	A2_10.doc
	
	
	IIA
	II.2.10
	

	2.10.2.1*)
	Production
	A2_10.doc
	
	
	IIA
	II.2.10
	

	2.10.2.2*)
	Intended use(s)
	A2_10.doc
	
	
	IIA
	II.2.10
	

	
	
	
	
	
	
	
	

	3.
	PHYSICAL AND CHEMICAL PROPERTIES 
	A3.doc
	37
	
	IIA
	III.
	PHYSICAL AND CHEMICAL PROPERTIES 

	3.1
	Melting point, boiling point, relative density
	A3.doc
	
	
	IIA
	III.3.1
	Melting point, boiling point, relative density

	3.1.1*)
	Boiling point
	A3.doc
	
	
	IIA
	III.3.1
	

	3.1.2*)
	Bulk density/relative density
	A3.doc
	
	
	IIA
	III.3.1
	

	3.2
	Vapour pressure
	A3.doc
	
	
	IIA
	III.3.2
	Vapour pressure (in Pa)

	3.2.1*)
	Henry's law constant
	A3.doc
	
	
	IIA
	III.3.2
	

	3.3
	Appearance
	A3.doc
	
	
	IIA
	III.3.3
	Appearance (physical state, colour)

	3.3.1*)
	Physical state
	A3.doc
	
	
	IIA
	III.3.3
	

	3.3.2*)
	Colour
	A3.doc
	
	
	IIA
	III.3.3
	

	3.3.3*)
	Odour
	A3.doc
	
	
	IIA
	III.3.3
	

	3.4
	Absorption spectra (UV/VIS, IR, NMR), and a mass spectrum, molar extinction at relevant wavelengths, where relevant
	A3.doc
	
	
	IIA
	III.3.4
	Absorption spectra (UV/VIS, IR, NMR), and a mass spectrum, molar extinction at relevant wavelengths, where relevant

	3.4.1*)
	UV/VIS
	A3.doc
	
	
	IIA
	III.3.4
	

	3.4.2*)
	IR
	A3.doc
	
	
	IIA
	III.3.4
	

	3.4.3*)
	NMR
	A3.doc
	
	
	IIA
	III.3.4
	

	3.4.4*)
	MS
	A3.doc
	
	
	IIA
	III.3.4
	

	3.5
	Solubility in water
	A3.doc
	
	
	IIA
	III.3.5
	Solubility in water including effect of pH (5 to 9) and temperature on solubility, where relevant

	3.6
	Dissociation constant
	A3.doc
	
	
	IIIA
	III0§
	

	3.7
	Solubility in organic solvents, including the effect of temperature on solubility
	A3.doc
	
	
	IIIA
	III.1
	Solubility in organic solvents, including effect of temperature on solubility (1)

	3.8
	Stability in organic solvents used in biocidal products and identity of relevant breakdown products
	A3.doc
	
	
	IIIA
	III.2
	Stability in organic solvents used in biocidal products and identity of relevant breakdown products (2)

	3.9
	Partition coefficient n-octanol/water including effect of pH (5 to 9) and temperature
	A3.doc
	
	
	IIA
	III.3.6
	Partition coefficient n-octanol/water including effect of pH (5 to 9) and temperature

	3.10
	Thermal stability, identity of relevant breakdown products
	A3.doc
	
	
	IIA
	III.3.7
	Thermal stability, identity of relevant breakdown products

	3.11
	Flammability including auto-flammability and identity of combustion products
	A3.doc
	
	
	IIA
	III.3.8
	Flammability including auto-flammability and identity of combustion products

	3.12
	Flash-point
	A3.doc
	
	
	IIA
	III.3.9
	Flash-point

	3.13
	Surface tension
	A3.doc
	
	
	IIA
	III.3.10
	Surface tension

	3.14
	Viscosity
	A3.doc
	
	
	IIIA
	III0§
	

	3.15
	Explosive properties
	A3.doc
	
	
	IIA
	III.3.11
	Explosive properties

	3.16
	Oxidizing properties
	A3.doc
	
	
	IIA
	III.3.12
	Oxidising properties

	3.17
	Reactivity towards container material
	A3.doc
	
	
	IIA
	III.3.13
	Reactivity towards container material

	
	
	
	
	
	
	
	

	4.
	ANALYTICAL METHODS FOR DETECTION AND IDENTIFICATION 
	A4.doc
	41
	
	IIA
	IV.
	ANALYTICAL METHODS FOR DETECTION AND IDENTIFICATION 

	4.1
	Analytical methods for the determination of pure active substance and, where appropriate, for relevant degradation products, isomers and impurities of active substances and their additives (e.g. stabilisers)
	A4.doc
	
	
	IIA
	IV.4.1
	Analytical methods for the determination of pure active substance and, where appropriate, for relevant degradation products, isomers and impurities of the active substance and additives (e.g. stabilisers)

	4.2
	Analytical methods including recovery rates and the limits of determination for the active substance, and for residues thereof, and where relevant in/on the following: 
(a) Soil
(b) Air
(c) Water
(d) Animal and human body fluids and tissues
	A4.doc
	
	
	IIA
	IV.4.2
	Analytical methods including recovery rates and the limits of determination for the active substance, and for residues thereof, and where relevant in/on the following: 
(a) Soil
(b) Air
(c) Water: the applicant should confirm that the substance itself and any of its degradation products which fall within the definition of pesticides given for parameter 55 in Annex I to Council Directive 80/778/EEC of 15 July 1980 relating to the quality of water intended for human consumption (8**) can be estimated with adequate reliability at the MAC specified in that Directive for individual pesticides
(d) Animal and human body fluids and tissues

	4.3
	Analytical methods including recovery rates and the limits of determination for the active substance, and for residues thereof, in/on food or feedstuffs and other products where relevant
	A4.doc
	
	
	IIIA
	IV.1
	Analytical methods including recovery rates and the limits of determination for the active substance, and for residues thereof, in/on food or feedstuffs and other products where relevant

	
	
	
	
	
	
	
	

	5.
	EFFECTIVENESS AGAINST TARGET ORGANISMS AND INTENDED USES
	A5.doc
	44
	
	IIA
	V.
	EFFECTIVENESS AGAINST TARGET ORGANISMS AND INTENDED USES 

	5.1
	Function, for example fungicide, rodenticide, insecticide, bactericide
	A5.doc
	
	
	IIA
	V.5.1
	Function, e.g. fungicide, rodenticide, insecticide, bactericide

	5.2
	Organism(s) to be controlled and products, organisms or objects to be protected
	A5.doc
	
	
	IIA
	V.5.2
	Organism(s) to be controlled and products, organisms or objects to be protected

	5.2.1*)
	Organism(s) to be controlled
	A5.doc
	
	
	IIA
	V.5.2
	

	5.2.2*)
	Products, objects or organisms to be protected
	A5.doc
	
	
	IIA
	V.5.2
	

	5.3
	Effects on target organisms, and likely concentration at which the active substance will be used
	A5.doc
	
	
	IIA
	V.5.3
	Effects on target organisms, and likely concentration at which the active substance will be used

	5.3.1
	Effects on target organisms
	A5.doc
	
	
	IIA
	V.5.3
	

	5.3.2
	Likely concentrations at which the active substance will be used
	A5.doc
	
	
	IIA
	V.5.3
	

	5.4
	Mode of action (including time delay)
	A5.doc
	
	
	IIA
	V.5.4
	Mode of action (including time delay)

	5.4.1*)
	Mode of action
	A5.doc
	
	
	IIA
	V.5.4
	

	5.4.2*)
	Time delay
	A5.doc
	
	
	IIA
	V.5.4
	

	5.5
	Field of use envisaged
	A5.doc
	
	
	IIA
	V.5.5
	Field of use envisaged

	5.6
	User: industrial, professional, general public (non-professional)
	A5.doc
	
	
	IIA
	V.5.6
	User: industrial, professional, general public (non-professional)

	5.7
	Information on the occurrence or possible occurrence of the development of resistance and appropriate management strategies
	A5.doc
	
	
	IIA
	V.5.7
	Information on the occurrence or possible occurrence of the development of resistance and appropriate management strategies

	5.7.1
	Development of resistance
	A5.doc
	
	
	IIA
	V.5.7
	

	5.7.2
	Management strategies
	A5.doc
	
	
	IIA
	V.5.7
	

	5.8
	Likely tonnage to be placed on the market per year
	A5.doc
	
	
	IIA
	5.8
	Likely tonnage to be placed on the market per year

	6.
	TOXICOLOGICAL AND METABOLIC STUDIES 
	
	
	
	IIA
	VI.
	TOXICOLOGICAL AND METABOLIC STUDIES 

	
	
	
	
	
	
	
	

	6.1.
	Acute toxicity
	A6_1.doc
	47
	
	IIA
	VI.VI.6.1
	Acute toxicity 
For studies 6.1.1 to 6.1.3, substances other than gases shall be administered via at least two routes, one of which should be the oral route. The choice of the second route will depend on the nature of the substance and the likely route of human exposure. Gases and volatile liquids should be administered by the inhalation route.

	6.1.1.
	Oral
	A6_1.doc
	
	
	IIA
	VI.6.1.1
	Oral

	6.1.2.
	Dermal
	A6_1.doc
	
	
	IIA
	VI.6.1.2
	Dermal

	6.1.3.
	Inhalation
	A6_1.doc
	
	
	IIA
	VI.6.1.3
	Inhalation

	
	
	
	
	
	
	
	

	6.1.4.
	Skin and eye irritation
	A6_1_4._s.doc
A6_1_4._e.doc
	53
58
	
	IIA
	VI.6.1.4
	Skin and eye irritation

	
	
	
	
	
	
	
	

	6.1.5.
	Skin sensitisation
	A6_1_5.doc
	63
	
	IIA
	VI.6.1.5
	Skin sensitisation

	
	
	
	
	
	
	
	

	6.2.
	Metabolism studies in mammals. Basic toxicokinetics, including a dermal absorption study
	A6_2.doc
(only dermal absorption)
	68
	
	IIA
	VI.6.2
	Metabolism studies in mammals. Basic toxicokinetics, including a dermal absorption study 
For the following studies, 6.3 (where necessary), 6.4, 6.5, 6.7 and 6.8, the required route of administration is the oral route unless it can be justified that an alternative route is more appropriate

	
	
	
	
	
	
	
	

	6.3.
	Short-term repeated dose toxicity (28 days)
	A6_3.doc
	72
	
	IIA
	VI.6.3
	Short-term repeated dose toxicity (28 days)
This study is not required when a sub-chronic toxicity study is available in a rodent

	6.3.1
	Repeated dose toxicity (oral)
	A6_3.doc
	
	
	IIA
	VI.6.3
	

	6.3.2
	Repeated dose toxicity (dermal)
	A6_3.doc
	
	
	IIA
	VI.6.3
	

	6.3.3
	Repeated dose toxicity (inhalation)
	A6_3.doc
	
	
	IIA
	VI.6.3
	

	6.4
	Subchronic toxicity
	A6_3.doc
	
	
	IIA
	VI.6.4
	Subchronic toxicity 90-day study, two species, one rodent and one non-rodent

	6.4.1
	Subchronic oral toxicity test
	A6_3.doc
	
	
	IIA
	VI.6.4
	

	6.4.2
	Subchronic dermal toxicity test
	A6_3.doc
	
	
	IIA
	VI.6.4
	

	6.4.3
	Subchronic inhalation toxicity test
	A6_3.doc
	
	
	IIA
	VI.6.4
	

	6.5
	Chronic toxicity
	A6_3.doc
	
	
	IIA
	VI.6.5
	Chronic toxicity
One rodent and one other mammalian species

	6.6.
	Genotoxicity studies
	
	
	
	IIA
	VI.6.6
	Mutagenicity studies

	
	
	
	
	
	
	
	

	6.6.1.
	In-vitro gene mutation study in bacteria
	A6_6_1.doc
	80
	
	IIA
	VI.6.VI.6.1
	In-vitro gene mutation study in bacteria

	6.6.2.
	In-vitro cytogenicity study in mammalian cells
	A6_6_1.doc
	
	
	IIA
	VI.6.VI.6.2
	In-vitro cytogenicity study in mammalian cells

	6.6.3.
	In-vitro gene mutation assay in mammalian cells
	A6_6_1.doc
	
	
	IIA
	VI.6.VI.6.3
	In-vitro gene mutation assay in mammalian cells

	
	
	
	
	
	
	
	

	6.6.4.
	If positive in 6.6.1, 6.6.2 or 6.6.3, then an in-vivo mutagenicity study will be required (bone marrow assay for chromosomal damage or a micronucleus test)
	A6_6_4.doc
	86
	
	IIA
	VI.6.VI.6.4
	If positive in 6.6.1, 6.6.2 or 6.6.3, then an in-vivo mutagenicity study will be required (bone marrow assay for chromosomal damage or a micronucleus test)

	6.6.5.
	If negative in 6.6.4 but positive in-vitro tests then undertake a second in-vivo study to examine whether mutagenicity or evidence of DNA damage can be demonstrated in tissue other than bone marrow
	A6_6_4.doc
	
	
	IIA
	VI.6.VI.6.5
	If negative in 6.6.4 but positive in-vitro tests then undertake a second in-vivo study to examine whether mutagenicity or evidence of DNA damage can be demonstrated in tissue other than bone marrow

	6.6.6.
	If positive in 6.6.4 then a test to assess possible germ cell effects may be required
	A6_6_4.doc
	
	
	IIA
	VI.6.VI.6.6
	If positive in 6.6.4 then a test to assess possible germ cell effects may be required

	6.6.7
	If the results are negative for the three tests 6.6.1, 6.6.2 and 6.6.3, then further testing is normally only required if metabolites of concern are formed in mammals
	A6_6_4.doc
	
	
	
	III-0§
	

	
	
	
	
	
	
	
	

	6.7.
	Carcinogenicity study
	A6_7.doc
	93
	
	IIA
	VI.6.7
	Carcinogenicity study
One rodent and one other mammalian species. These studies may be combined with those in 6.5

	6.8.
	Reproductive toxicity
	
	
	
	IIA
	VI.6.8
	Reproductive toxicity

	
	
	
	
	
	
	
	

	6.8.1.
	Teratogenicity test
	A6_8_1.doc
	102
	
	IIA
	VI.6.8.1
	Teratogenicity test - rabbit and one rodent species

	
	
	
	
	
	
	
	

	6.8.2.
	Two generations reproduction study
	A6_8_2.doc
	110
	
	IIA
	VI.6.8.2
	Fertility study - at least two generations, one species, male and female

	
	
	
	
	
	
	
	

	6.9
	Neurotoxicity study
	A6_9
	118
	
	IIIA
	VI.1
	Neurotoxicity study
If the active substance is an organophosphorus compound or if there are any other indications that the active substance may have neurotoxic properties then neurotoxicity studies will be required. The test species is the adult hen unless another test species is justified to be more appropriate. If appropriate, delayed neurotoxicity tests will be required. If anticholine esterase activity is detected a test for response to reactivating agents should be considered

	
	
	
	
	
	
	
	

	6.10
	Mechanistic study - any studies necessary to clarify effects reported in toxicity studies
	
	
	
	IIIA
	VI.7
	Mechanistic study - any studies necessary to clarify effects reported in toxicity studies

	6.11
	Studies on other routes of administration (parenteral routes)
	Use e.g. A6_1.doc
	
	
	IIIA
	III-0§
	

	
	
	
	
	
	
	
	

	6.12
	Medical data in anonymous form
	A6_12
	124
	
	IIA
	VI.6.9
	Medical data in anonymous form

	6.12.1
	Medical surveillance data on manufacturing plant personnel if available
	A6_12
	
	
	IIA
	VI.6.9.1
	Medical surveillance data on manufacturing plant personnel if available

	6.12.2
	Direct observation, e.g. clinical cases, poisoning incidents if available
	A6_12
	
	
	IIA
	VI.6.9.2
	Direct observation, e.g. clinical cases, poisoning incidents if available

	6.12.3
	Health records, both from industry and any other available sources
	A6_12
	
	
	IIA
	VI.6.9.3
	Health records, both from industry and any other available sources

	
	
	
	
	
	
	
	

	6.12.4
	Epidemiological studies on the general population, if available
	A6_12_4
	126
	
	IIA
	VI.6.9.4
	Epidemiological studies on the general population, if available

	
	
	
	
	
	
	
	

	6.12.5
	Diagnosis of poisoning including specific signs of poisoning and clinical tests, if available
	A6_12
	124
	
	IIA
	VI.6.9.5
	Diagnosis of poisoning including specific signs of poisoning and clinical tests, if available

	6.12.6
	Sensitisation/allergenicity observations, if available
	A6_12
	
	
	IIA
	VI.6.9.6
	Sensitisation/allergenicity observations, if available

	6.12.7
	Specific treatment in case of an accident or poisoning: first aid measures, antidotes and medical treatment, if known
	A6_12
	
	
	IIA
	VI.6.9.7
	Specific treatment in case of an accident or poisoning: first aid measures, antidotes and medical treatment, if known

	6.12.8
	Prognosis following poisoning
	A6_12
	
	
	IIA
	VI.6.9.8
	Prognosis following poisoning

	
	
	
	
	
	
	
	

	6.13
	Toxic effects on livestock and pets
	
	
	
	IIIA
	VI.2
	Toxic effects on livestock and pets

	6.14
	Other test(s) related to the exposure of humans
	Use appropriate standard formats
	
	
	IIIA
	III-XI.2
	Other test(s) related to the exposure of humans

	6.15
	Food and feedingstuffs
	
	
	
	IIIA
	VI.4
	Food and feedingstuffs
If the active substance is to be used in preparations for use where food for human consumption is prepared, consumed or stored, or where feedingstuff for livestock is prepared, consumed or stored the tests referred to in Section XI, part 1 shall be required

	6.15.1
	Identification of the residues (identity and concentrations), degradation and reaction products and of metabolites of the active substance in contaminated foods or feedingstuffs
	Use appropriate standard formats
	
	
	IIIA
	XI.1.1, 1.3, 1.6
	Identification of degradation and reaction products and of metabolites of the active substance in treated or contaminated foods or feedstuffs

	6.15.2
	Behaviour of the residues of the active substance, its degradation and reaction products and where relevant, its metabolites on the treated or contaminated food or feedingstuffs including the kinetics of disappearance
	Use appropriate standard formats if possible
	
	
	IIIA
	XI.1.2, 1.3, 1.5, 1.6
	Behaviour of the residue of the active substance, its degradation products and, where relevant, its metabolites on the treated or contaminated food or feedstuffs including the kinetics of disappearance

	6.15.3
	Estimation of potential or actual exposure of the active substance to humans through diet and other means
	covered by standard format A2_10.doc
	
	
	IIIA
	XI.1.4
	Estimation of potential or actual exposure of the active substance to humans through diet and other means

	
	
	
	
	
	
	
	

	6.15.4
	Proposed acceptable residues and the justification of their acceptability
	A6_15_4.doc
	131
	
	IIIA
	XI.1.7
	Proposed acceptable residues and the justification of their acceptability

	
	
	
	
	
	
	
	

	6.15.5
	Any other available information that is relevant
	
	
	
	IIIA
	XI.1.8
	Any other available information that is relevant

	6.15.6
	Summary and evaluation of data submitted under point 6.15
	covered by Dossier Document II-A
	
	
	IIIA
	XI.1.9
	Summary and evaluation of data submitted under 1.1 to 1.8

	6.16
	Any other tests related to the exposure of the active substance to humans, in its proposed biocidal products, that are considered necessary may be required
	Use appropriate standard formats if possible
	
	
	IIIA
	VI.3.5, XI.2
	Other test(s) related to the exposure to humans
Suitable test(s) and a reasoned case will be required

	6.17
	If the active substance is to be used in products for action against plants then tests to assess toxic effects of metabolites from treated plants, if any, where different from those identified in animals shall be required
	Use appropriate standard formats if possible
	
	
	IIIA
	VI.6
	If the active substance is to be used in products for action against plants then tests to assess toxic effects of metabolites from treated plants, if any, where different from those identified in animals shall be required

	6.18
	Summary of mammalian toxicology and conclusions
	covered by Dossier Document II-A
	
	
	IIA
	VI.6.10
	Summary of mammalian toxicology and conclusions, including no observed adverse effect level (NOAEL), no observed effect level (NOEL), overall evaluation with regard to all toxicological data and any other information concerning the active substances. Where possible any suggested worker protection measures should be included in summary form

	7.
	ECOTOXICOLOGICAL PROFILE INCLUDING ENVIRONMENTAL FATE AND BEHAVIOUR
	
	
	
	IIA
	VII.
	ECOTOXICOLOGICAL PROFILE INCLUDING ENVIRONMENTAL FATE AND BEHAVIOUR

	7.1
	Fate and behaviour in water
	
	
	
	IIA
	VII.7
	

	7.1.1
	Degradation, initial studies
	
	
	
	IIA
	VII.7.6
	Degradation

	7.1.1.1
	Abiotic
	
	
	
	IIA
	VII.7.6.2
	Abiotic

	
	
	
	
	
	
	
	

	7.1.1.1.1
	Hydrolysis as a function of pH and identification of breakdown products
	A7_1_1_1_1
	132
	
	IIA
	VII.7.6.2.1
	Hydrolysis as a function of pH and identification of breakdown products

	
	
	
	
	
	
	
	

	7.1.1.1.2
	Phototransformation in water including identity of the products of transformation
	A7_1_1_1_2
	139
	
	IIA
	VII.7.6.2.2
	Phototransformation in water including identity of the products of transformation (13)

	
	
	
	
	
	
	
	

	7.1.1.2
	Biotic
	A7_1_1_2.doc
	146
	
	IIA
	VII.7.6.1
	Biotic

	7.1.1.2.1
	Ready biodegradability
	A7_1_1_2.doc
	
	
	IIA
	VII.7.6.1.1
	Ready biodegradability

	7.1.1.2.2
	Inherent biodegradability, where appropriate
	A7_1_1_2.doc
	
	
	IIA
	VII.7.6.1.2
	Inherent biodegradability, where appropriate

	
	
	
	
	
	
	
	

	7.1.1.2.3
	Biodegradation in seawater
	Adapt A7_1_1_2.doc
	
	
	IIIA
	XII.2.1
	

	
	
	
	
	
	
	
	

	7.1.2
	Rate and route of degradation in aquatic systems including identification of metabolites and degradation products
	
	
	
	IIIA
	XII.2.1
	Rate and route of degradation in aquatic systems including identification of metabolites and degradation products

	7.1.2.1
	Biological sewage treatment
	Adapt A7_1_1_2.doc
	
	
	IIIA
	XII.2.1
	Rate and route of degradation in aquatic systems including identification of metabolites and degradation products

	
	
	
	
	
	
	
	

	7.1.2.1.1
	Aerobic biodegradation
	Use A7_1_1_2.doc
	
	
	IIIA
	XI.-2.1
	

	
	
	
	
	
	
	
	

	7.1.2.1.2
	Anaerobic biodegradation
	A7_1_2_1_2.doc
	153
	
	IIIA
	XII.2.1
	

	
	
	
	
	
	
	
	

	7.1.2.2
	Biodegradation in freshwater
	
	
	
	IIIA
	XII.2.1
	

	7.1.2.2.1
	Aerobic aquatic degradation study
	Adapt A7_1_1_2.doc
	
	
	IIIA
	XII.2.1
	

	7.1.2.2.2
	Water/sediment degradation study
	
	
	
	IIIA
	XII.2.1
	

	
	
	
	
	
	
	
	

	7.1.3
	Adsorption/desorption screening test
	A7_1_3.doc
	159
	
	IIA
	VII.7.7
	Adsorption/desorption screening test
Where the results of this test indicate the need to do so, the test described in Annex IIIA Part XII.1 paragraph 1.2 shall be required, and/or the test described in Annex IIIA Part XII.2 paragraph 2.2

	
	
	
	
	
	
	
	

	7.1.4
	Further studies on adsorption and desorption in water/sediment systems and, where relevant, on the adsorption and desorption of metabolites and degradation products where the preliminary risk assessment indicates that it is necessary
	
	
	
	IIIA
	XII.2.2
	Further studies on adsorption and desorption in water/sediment systems and, where relevant, on the adsorption and desorption of metabolites and degradation products

	7.1.4.1
	Field study on accumulation in the sediment
	Adapt A7_1_3.doc
	
	
	IIIA
	XII.2.1
	

	7.2
	Fate and behaviour in soil
	
	
	
	IIIA
	XII.1
	Fate and behaviour in soil

	7.2.1
	Aerobic degradation in soil, initial study
	
	
	
	IIIA
	VII.4, XII.1.1
	Any other biodegradability tests that are relevant from the results in paragraphs 7.6.1.1 and 7.6.1.2 of Annex IIA

	7.2.2
	Aerobic degradation in soil, further studies
	
	
	
	IIIA
	XII.1.1
	

	7.2.2.1
	The rate and route of degradation including identification of the processes involved and identification of any metabolites and degradation products in at least three soil types under appropriate conditions
	
	
	
	IIIA
	VII.4, XII.1.1, XII.1.4
	Rate and route of degradation including identification of the processes involved and identification of any metabolites and degradation products in at least three soil types under appropriate conditions

	7.2.2.2
	Field soil dissipation and accumulation
	
	
	
	IIIA
	XII.1.1, Annex VI, para 85
	

	7.2.2.3
	Extent and nature of bound residues
	
	
	
	IIIA
	XII.1.4
	Extent and nature of bound residues

	7.2.2.4
	Other soil degradation studies
	
	
	
	IIIA
	XII.1.1
	

	7.2.3
	Adsorption and mobility in soil, further studies
	
	
	
	IIIA
	XII.1.2-1.3
	

	7.2.3.1
	Adsorption and desorptionin accordance with the new test guideline EC C18 or the corresponding OECD 106 and, where relevant, adsorption and desorption of metabolites and degradation products
	Adapt A7_1_3.doc
	
	
	IIIA
	XII.1.2
	Absorption and desorption in at least three soil types and, where relevant, absorption and desorption of metabolites and degradation products

	7.2.3.2
	Mobility in at least three soil types and where relevant mobility of metabolites and degradation products
	Adapt A7_1_3.doc
	
	
	IIIA
	XII.1.3
	Mobility in at least three soil types and where relevant mobility of metabolites and degradation products

	7.3
	Fate and behaviour in air
	
	
	
	IIIA
	
	

	7.3.1
	Phototransformation in air (estimation method), including identification of breakdown products
	
	
	
	IIIA
	VII.5
	Phototransformation in air (estimation method), including identification of breakdown products (3)

	7.3.2
	Fate and behaviour in air, further studies
	
	
	
	IIIA
	XII.3
	Fate and behaviour in air
If the active substance is to be used in preparations for fumigants, if it is to be applied by a spray method, if it is volatile, or if any other information indicates that this is relevant, then the rate and route of degradation in air shall be determined as far as is not covered by Section VII, part 5

	7.4
	Effects on aquatic organisms
	
	
	
	IIA
	VII.
	

	7.4.1
	Aquatic toxicity, initial tests
	
	
	
	IIA
	VII.
	

	
	
	
	
	
	
	
	

	7.4.1.1
	Acute toxicity to fish
	A7_4_1_1.doc
	166
	
	IIA
	VII.7.1
	Acute toxicity to fish

	
	
	
	
	
	
	
	

	7.4.1.2
	Acute toxicity to invertebrates
	A7_4_1_2.doc
	173
	
	IIA
	VII.7.2
	Acute toxicity to Daphnia magna

	
	
	
	
	
	
	
	

	7.4.1.3
	Growth inhibition test on algae
	A7_4_1_3.doc
	180
	
	IIA
	VII.7.3
	Growth inhibition test on algae

	
	
	
	
	
	
	
	

	7.4.1.4
	Inhibition to microbiological activity
	A7_4_1_4.doc
	187
	
	IIA
IIIA
	VII.7.4
VII.3
	Inhibition to microbiological activity

	
	
	
	
	
	
	
	

	7.4.2
	Bioconcentration
	A7_4_2.doc
	193
	
	IIA
	VII.7.5
	Bioconcentration
Fate and behaviour in the environment

	7.4.3
	Effects on aquatic organisms, further studies
	
	
	
	IIIA
	XIII.2
	Effects on aquatic organisms, further studies

	7.4.3.1
	Prolonged toxicity to an appropriate species of fish
	
	
	
	IIIA
	XIII.2.1
	Prolonged toxicity to an appropriate species of fish

	
	
	
	
	
	
	
	

	7.4.3.2
	Effects on reproduction and growth rate on an appropriate species of fish
	A7_4_3_2.doc
	198
	
	IIIA
	XIII.2.2
	Effects on reproduction and growth rate on an appropriate species of fish

	
	
	
	
	
	
	
	

	7.4.3.3
	Bioaccumulation in an aquatic organism
	
	
	
	IIIA
	XIII.2.3
	Bioaccumulation in an appropriate species of fish

	7.4.3.3.1
	Bioaccumulation in an appropriate species of fish
	Adapt A7_4_2.doc
	
	
	IIIA
	XIII.2.3
	Bioaccumulation in an appropriate species of fish

	7.4.3.3.2
	Bioaccumulation in an appropriate invertebrate species
	Adapt A7_4_2.doc
	
	
	IIIA
	XIII.2.3
	Bioaccumulation in an appropriate species of fish

	
	
	
	
	
	
	
	

	7.4.3.4
	Effects onreproduction and growth rate with an appropriate invertebrate species
	A7_4_3_4.doc
	205
	
	IIIA
	XIII.2.4
	Daphnia magna reproduction and growth rate

	
	
	
	
	
	
	
	

	7.4.3.5
	Effects on any other specific, non-target organisms (flora and fauna) believed to be at risk
	
	
	
	IIIA
	XIII.3.4
	Effects on any other specific, non-target organisms (flora and fauna) believed to be at risk

	7.4.3.5.1
	Effects on sediment dwelling organisms
	
	
	
	IIIA
	XIII.3.4
	

	7.4.3.5.2
	Aquatic plant toxicity
	
	
	
	IIIA
	XIII.3.4
	

	7.5
	Effects on terrestrial organisms
	
	
	
	IIA
	VII.
	

	7.5.1
	Terrestrial toxicity, initial tests
	
	
	
	IIA
	VII.
	

	
	
	
	
	
	
	
	

	7.5.1.1
	Inhibition to microbiological activity
	A7_5_1_1.doc
	212
	
	IIA
	VII.7.4
	Inhibition to microbiological activity

	
	
	
	
	
	
	
	

	7.5.1.2
	Acute toxicity test to earthworms or othersoil non-target organisms
	A7_5_1_2.doc
	218
	
	IIIA
	XIII.3.2
	Acute toxicity test on one other, non-aquatic, non-target organism

	
	
	
	
	
	
	
	

	7.5.1.3
	Acute toxicity to plants
	A7_5_1_3.doc
	225
	
	
	
	

	
	
	
	
	
	
	
	

	7.5.2
	Terrestrial tests, long-term tests
	
	
	
	
	
	

	7.5.2.1
	Reproduction study with other soil non-target macro-organisms
	
	
	
	IIIA
	XIII.3.2
	

	7.5.2.2
	Long-term test with terrestrial plants
	
	
	
	
	
	

	7.5.3
	Effects on birds
	
	
	
	IIIA
	XIII.1
	Effects on birds

	
	
	
	
	
	
	
	

	7.5.3.1.1
	Acute oral toxicity
	A7_5_3_1_1.doc
	232
	
	IIIA
	XIII.1.1
	Acute oral toxicity - this need not be done if an avian species was selected for study in Section VII, part 1

	
	
	
	
	
	
	
	

	7.5.3.1.2
	Short-term toxicity
	A7_5_3_1_2.doc
	239
	
	IIIA
	XIII.1.2
	Short-term toxicity - eight-day dietary study in at least one species (other than chickens)

	
	
	
	
	
	
	
	

	7.5.3.1.3
	Effects on reproduction
	A7_5_3_1_3.doc
	246
	
	IIIA
	XIII.1.3
	Effects on reproduction

	
	
	
	
	
	
	
	

	7.5.4
	Effects on honeybees
	
	
	
	IIIA
	XIII.3.1
	

	7.5.4.1
	Acute toxicity to honeybees and other beneficial arthropods, for example predators
	
	
	
	IIIA
	XIII.3.1
	Acute toxicity to honeybees and other beneficial arthropods, e.g. predators. A different test organism shall be chosen from that used in Section VII, part 1

	7.5.5
	Bioconcentration, terrestrial
	
	
	
	IIA
	VII.7.5
	Bioconcentration
Fate and behaviour in the environment

	7.5.5.1
	Bioconcentration, further studies
	Adapt A_7_4_2.doc
	
	
	IIA
	VII.7.5
	Bioconcentration
Fate and behaviour in the environment

	7.5.6
	Effects on other terrestrial non-target organisms
	
	
	
	IIIA
	XIII.3
	Effects on other non-target organisms

	7.5.7
	Effects on mammals
	
	
	
	IIIA
	XIII.3.4
	

	7.5.7.1
	For some product types, direct and/or indirect exposure for mammals is possible and some tests with mammals may be required in rare cases on the basis of concern for severe risk for the terrestrial environment
	
	
	
	IIIA
	XIII.3.4
	

	7.5.7.1.1
	Acute oral toxicity
	
	
	
	IIIA
	XIII.3.4
	

	7.5.7.1.2
	Short term toxicity
	
	
	
	IIIA
	XIII.3.4
	

	7.5.7.1.3
	Effects on reproduction
	
	
	
	IIIA
	XIII.3.4
	

	7.6
	Summary of ecotoxicological effects and fate and behaviour in the environment
	covered by Dossier Document II-A
	
	
	IIA; IIIA
	VII.7.8; XII.4; XIII.5
	Summary of ecotoxicological effects and fate and behaviour in the environment

	8.
	MEASURES NECESSARY TO PROTECT MAN, ANIMALS AND THE ENVIRONMENT 
	
	
	
	IIA
	VIII
	MEASURES NECESSARY TO PROTECT MAN, ANIMALS AND THE ENVIRONMENT 

	8.1.
	Recommended methods and precautions concerning handling, use, storage, transport or fire
	
	
	
	IIA
	VIII.8.1
	Recommended methods and precautions concerning handling, use, storage, transport or fire

	8.2.
	In case of fire, nature of reaction products, combustion gases, etc.
	
	
	
	IIA
	VIII.8.2
	In case of fire, nature of reaction products, combustion gases, etc.

	8.3.
	Emergency measures in case of an accident
	
	
	
	IIA
	VIII.8.3
	Emergency measures in case of an accident

	8.4.
	Possibility of destruction or decontamination following release in or on the following: (a) air (b) water, including drinking water (c) soil
	
	
	
	IIA
	VIII.8.4
	Possibility of destruction or decontamination following release in or on the following: (a) air (b) water, including drinking water (c) soil

	8.5.
	Procedures for waste management of the active substance for industry or professional users
	
	
	
	IIA
	VIII.8.5
	Procedures for waste management of the active substance for industry or professional users

	8.5.1.
	Possibility of re-use or recycling
	
	
	
	IIA
	VIII.8.5.1
	Possibility of reuse or recycling

	8.5.2.
	Possibility of neutralisation of effects
	
	
	
	IIA
	VIII.8.5.2
	Possibility of neutralisation of effects

	8.5.3.
	Conditions for controlled discharge including leachate qualities on disposal
	
	
	
	IIA
	VIII.8.5.3
	Conditions for controlled discharge including leachate qualities on disposal

	8.5.4.
	Conditions for controlled incineration
	
	
	
	IIA
	VIII.8.5.4
	Conditions for controlled incineration

	8.6.
	Observations on undesirable or unintended side-effects, e.g. on beneficial and other non-target organisms
	
	
	
	IIA
	VIII.8.6
	Observations on undesirable or unintended side-effects, e.g. on beneficial and other non-target organisms

	8.7
	Identification of any substances falling within the scope of List I or List II of the Annex to Directive 80/68/EEC on the protection of ground water against pollution caused by certain dangerous substances
	
	
	
	IIIA
	VIII.1
	Identification of any substances falling within the scope of List I or List II of the Annex to Directive 80/68/EEC on the protection of groundwater against pollution caused by certain dangerous substances (4*)

	9.
	CLASSIFICATION AND LABELLING
	
	
	
	IIA
	IX.
	CLASSIFICATION AND LABELLING
Proposals including justification for the proposals for the classification and labelling of the active substance according to Directive 67/548/EEC
Hazard symbol(s)
Indications of danger
Risk phrases
Safety phrases

	10.
	SUMMARY AND EVALUATION OF SECTIONS 2 TO 9
	covered by Dossier Document II-A
	
	
	IIA;IIIA
	X.
	SUMMARY AND EVALUATION OF SECTIONS II TO IX
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	Doc. III-B
Section No.
	Doc III-B: Section heading/subheading of Study Summaries - Biocidal Products
	Standard format: File name
	Page
	
	BPD Data Set
	BPD Annex Point
	Biocidal Products Directive 98/8/EEC:
Common core (IIB) and additional (IIIB) data requirements for biocidal products

	
	
	
	
	
	
	
	

	1
	APPLICANT 
	B1.doc
	253
	
	IIB
	I.
	APPLICANT 

	1.1
	Name and address, etc.
	B1.doc
	
	
	IIB
	I.1.1
	Name and address, etc.

	1.2
	Manufacturer/formulator of the biocidal product and the active substance(s)
	B1.doc
	
	
	IIB
	I.1.2
	Formulator of the biocidal product and the active substance(s) (names, addresses, including location of plant(s))

	
	
	
	
	
	
	
	

	2.
	IDENTITY 
	B2.doc / B2_2.doc
	254/
255
	
	IIB
	II.
	IDENTITY 

	2.1
	Trade name or proposed trade name, and manufacturer's development code number of the preparation, if appropriate
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.1
	Trade name or proposed trade name, and manufacturer's development code number of the preparation, if appropriate

	2.1.1*)
	Trade name
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.1
	

	2.1.2*)
	Manufacturer's development code number(s)
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.1
	

	2.2
	Detailed quantitative and qualitative information on the composition of the biocidal product, e.g. active substance(s), impurities, adjuvants, inert components
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.2
	Detailed quantitative and qualitative information on the composition of the biocidal product, e.g. active substance(s), impurities, adjuvants, inert components

	2.2.1*)
	Trade name
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.2
	

	2.2.2*)
	IUPAC name
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.2
	

	2.2.3*)
	CAS No.
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.2
	

	2.2.4*)
	EC No.: EINECS
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.2
	

	2.2.5*)
	Other
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.2
	

	2.2.6*)
	Molecular formula
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.2
	

	2.2.7*)
	Structural formula
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.2
	

	2.2.8*)
	Classification according to Directive 67/548/EEC
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.2
	

	2.3
	Physical state and nature of the biocidal product
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.3
	Physical state and nature of the biocidal product, e.g. emulsifiable concentrate, wettable powder, solution

	2.3.1*)
	Physical state
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.3
	

	2.3.2*)
	Nature
	B2.doc / B2_2.doc
	
	
	IIB
	II.2.3
	

	
	
	
	
	
	
	
	

	3.
	PHYSICAL, CHEMICAL AND TECHNICAL PROPERTIES 
	B3.doc
	256
	
	IIB
	III.
	PHYSICAL, CHEMICAL AND TECHNICAL PROPERTIES

	3.1.
	Appearance
	B3.doc
	
	
	IIB
	III.3.1
	Appearance (physical state, colour)

	3.1.1*)
	Physical state
	B3.doc
	
	
	IIB
	III.3.1
	Appearance (physical state, colour)

	3.1.2*)
	Colour
	B3.doc
	
	
	IIB
	III.3.1
	Appearance (physical state, colour)

	3.1.3*)
	Odour
	B3.doc
	
	
	IIB
	III.3.1
	Appearance (physical state, colour)

	3.2
	Explosive properties
	B3.doc
	
	
	IIB
	III.3.2
	Explosive properties

	3.3
	Oxidising properties
	B3.doc
	
	
	IIB
	III.3.3
	Oxidising properties

	3.4
	Flash-point and other indications of flammability or spontaneous ignition
	B3.doc
	
	
	IIB
	III.3.4
	Flash-point and other indications of flammability or spontaneous ignition

	3.5
	Acidity/alkalinity and if necessary pH value (1 % in water)
	B3.doc
	
	
	IIB
	III.3.5
	Acidity/alkalinity and if necessary pH value (1 % in water)

	3.6
	Relative density
	B3.doc
	
	
	IIB
	III.3.6
	Relative density

	3.7
	Storage stability - stability and shelf-life
	B3.doc
	
	
	IIB
	III.3.7
	Storage stability - stability and shelf-life. Effects of light, temperature and humidity on technical characteristics of the biocidal product; reactivity towards container material

	3.8
	Technical characteristics of the biocidal product, e.g. wettability, persistent foaming, flowability, pourability and dustability
	B3.doc
	
	
	IIB
	III.3.8
	Technical characteristics of the biocidal product, e.g. wettability, persistent foaming, flowability, pourability and dustability

	3.9
	Physical and chemical compatibility with other products including other biocidal products with which its use is to be authorised
	B3.doc
	
	
	IIB
	III.3.9
	Physical and chemical compatibility with other products including other biocidal products with which its use is to be authorised

	3.10
	Surface tension and viscosity
	B3.doc
	
	
	IIIB
	III0§
	

	3.10.1*)
	Surface tension
	B3.doc
	
	
	IIIB
	III0§
	

	3.10.2*)
	Viscosity
	B3.doc
	
	
	IIIB
	III0§
	

	3.11
	Particle size distribution
	B3.doc
	
	
	IIIB
	III0§
	

	
	
	
	
	
	
	
	

	4.
	METHODS OF IDENTIFICATION AND ANALYSIS
	Use A4.doc
	
	
	IIB
	IV.
	METHODS OF IDENTIFICATION AND ANALYSIS

	4.1
	Analytical method for determining the concentrations of the active substance(s) in the biocidal product
	Use A4.doc
	
	
	IIB
	IV.4.1
	Analytical method for determining the concentration of the active substance(s) in the biocidal product

	4.2
	In so far as not covered by paragraph A4.2 (data set for the active substance), analytical methods including recovery rates and the limits of determination for toxicologically and ecotoxicologically relevant components of the biocidal product and/or residues thereof, where relevant in or on the following: 
(a) Soil
(b) Air
(c) Water (including drinking water)
(d) Animal and human body fluids and tissues
(e) Treated food or feedingstuffs
	Use A4.doc
	
	
	IIB
	IV.4.2
	In so far as not covered by Annex IIA, paragraph 4.2, analytical methods including recovery rates and the limits of determination for toxicologically and ecotoxicologically relevant components of the biocidal product and/or residues thereof, where relevant in or on the following: 
(a) Soil
(b) Air
(c) Water (including drinking water)
(d) Animal and human body fluids and tissues
(e) Treated food or feedingstuffs

	
	
	
	
	
	
	
	

	5.
	INTENDED USES AND EFFICACY
	B5.doc
	259
	
	IIB
	V.
	INTENDED USES AND EFFICACY

	5.1
	Product type and field of use envisaged
	B5.doc
	
	
	IIB
	V.5.1
	Product type and field of use envisaged

	5.1.1*)
	Product type
	B5.doc
	
	
	IIB
	V.5.1
	

	5.1.2*)
	Overall use pattern
	B5.doc
	
	
	IIB
	V.5.1
	

	5.2
	Method of application including description of system used
	B5.doc
	
	
	IIB
	V.5.2
	Method of application including description of system used

	5.3
	Application rate and if appropriate, the final concentration of the biocidal product and active substance in the system in which the preparation is to be used, e.g. cooling water, surface water, water used for heating purposes
	B5.doc
	
	
	IIB
	V.5.3
	Application rate and if appropriate, the final concentration of the biocidal product and active substance in the system in which the preparation is to be used, e.g. cooling water, surface water, water used for heating purposes

	5.4
	Number and timing of applications, and where relevant, any particular information relating to geographical variations, climatic variations, or necessary waiting periods to protect man and animals
	B5.doc
	
	
	IIB
	V.5.4
	Number and timing of applications, and where relevant, any particular information relating to geographical variations, climatic variations, or necessary waiting periods to protect man and animals

	5.5
	Function, e.g. fungicide, rodenticide, insecticide, bactericide
	B5.doc
	
	
	IIB
	V.5.5
	Function, e.g. fungicide, rodenticide, insecticide, bactericide

	5.6
	Pest organism(s) to be controlled and products, organisms or objects to be protected
	B5.doc
	
	
	IIB
	V.5.6
	Pest organism(s) to be controlled and products, organisms or objects to be protected

	5.6.1*)
	Pest organism(s) to be controlled
	B5.doc
	
	
	IIB
	V.5.6
	Pest organism(s) to be controlled and products, organisms or objects to be protected

	5.6.2*)
	Products, objects or organisms to be protected
	B5.doc
	
	
	IIB
	V.5.6
	Pest organism(s) to be controlled and products, organisms or objects to be protected

	5.7
	Effects on target organisms
	B5.doc
	
	
	IIB
	V.5.7
	Effects on target organisms

	5.8
	Mode of action (including time delay) in so far as not covered by paragraph A5.4
	B5.doc
	
	
	IIB
	V.5.8
	Mode of action (including time delay) in so far as not covered by Annex IIA, paragraph 5.4

	5.9
	User: industrial, professsional, general public (non-professional)
	B5.doc
	
	
	IIB
	V.5.9
	User: industrial, professsional, general public (non-professional)

	
	
	
	
	
	
	
	

	5.10
	The proposed label claims for the product and efficacy data to support these claims, including any available standard protocols used, laboratory tests, or field trials, where appropriate
	B5.doc / B5_10.doc
	259/
264
	
	IIB
	V.5.10
	The proposed label claims for the product and efficacy data to support these claims, including any available standard protocols used, laboratory tests, or field trials, where appropriate

	
	
	
	
	
	
	
	

	5.10.1*)
	Proposed label claims for the product
	B5.doc
	259
	
	IIB
	V.5.11
	Any other known limitations on efficacy including resistance

	5.10.2*)
	Efficacy data
	B5.doc
	
	
	IIB
	V.5.11
	Any other known limitations on efficacy including resistance

	5.11
	Any other known limitations on efficacy including resistance
	B5.doc
	
	
	IIB
	V.5.11
	Any other known limitations on efficacy including resistance

	5.11.1*)
	Use-related restrictions
	B5.doc
	
	
	IIB
	V.5.11
	Any other known limitations on efficacy including resistance

	5.11.2*)
	Prevention of the development of resistance
	B5.doc
	
	
	IIB
	V.5.11
	Any other known limitations on efficacy including resistance

	5.11.3*)
	Concomittant use with other (biocidal) products
	B5.doc
	
	
	IIB
	V.5.11
	Any other known limitations on efficacy including resistance

	
	
	
	
	
	
	
	

	6.
	TOXICOLOGICAL STUDIES 
	
	
	
	IIB
	VI.
	TOXICOLOGICAL STUDIES 

	6.1
	Acute toxicity
	Use A6_1.doc
	
	
	IIB
	VI.6.1
	Acute toxicity
For studies 6.1.1 to 6.1.3, biocidal products other than gases shall be administered via at least two routes, one of which should be the oral route. The choice of the second route will depend on the nature of the product and the likely route of human exposure. Gases and volatile liquids should be administered by the inhalation route

	6.1.1
	Oral
	Use A6_1.doc
	
	
	IIB
	VI.6.1.1
	Oral

	6.1.2
	Dermal
	Use A6_1.doc
	
	
	IIB
	VI.6.1.2
	Dermal

	6.1.3
	Inhalation
	Use A6_1.doc
	
	
	IIB
	VI.6.1.3
	Inhalation

	6.1.4
	For biocidal products that are intended to be authorised for use with other biocidal products, the mixture of products, where possible, shall be tested for acute dermal toxicity and skin and eye irritation, as appropriate
	Use A6_1.doc and/or A6_1_4.doc, A6_1_5.doc
	
	
	IIB
	VI.6.1.4
	For biocidal products that are intended to be authorised for use with other biocidal products, the mixture of products, where possible, shall be tested for acute dermal toxicity and skin and eye irritation, as appropriate

	6.2
	Skin and eye irritation
	Use A6_1_4s.doc /
Use A6_1_4e.doc
	
	
	IIB
	VI.6.2
	Skin and eye irritation

	6.3
	Skin sensitisation
	Use A6_1_5.doc
	
	
	IIB
	VI.6.3
	Skin sensitisation

	6.4
	Information on dermal absorption
	Use A6_2.doc
	
	
	IIB
	VI.6.4
	Information on dermal absorption

	
	
	
	
	
	
	
	

	6.5
	Available toxicological data relating to toxicologically relevant non-active substances (i.e. substances of concern)
	B_6_5.doc
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	IIB
	VI.6.5
	Available toxicological data relating to toxicologically relevant non-active substances (i.e. substances of concern)

	
	
	
	
	
	
	
	

	6.6
	Information related to the exposure of the biocidal product
	Use appropr. st. formats for toxicity tests as given for a.s.
	
	
	IIB
	VI.6.6
	Information related to the exposure of the biocidal product to man and the operator Where necessary, the test(s) described in Annex IIA, shall be required for the toxicologically relevant non-active substances of the preparation

	6.7*)
	Further human health-related studies
	
	
	
	IIIB
	XI
	FURTHER HUMAN HEALTH-RELATED STUDIES

	6.7.1*)
	Food and feedingstuffs studies
	
	
	
	IIIB
	XI.1
	Food and feedingstuffs studies

	6.7.1.1*)
	If residues of the biocidal product remain on feedingstuffs for a significant period of time, then feeding and metabolism studies in livestock shall be required to permit evaluation of residues in food of animal origin
	
	
	
	IIIB
	XI.1.1
	If residues of the biocidal product remain on feedingstuffs for a significant period of time, then feeding and metabolism studies in livestock shall be required to permit evaluation of residues in food of animal origin

	6.7.1.2*)
	Effects of industrial processing and/or domestic preparation on the nature and magnitude of residues of the biocidal product
	
	
	
	IIIB
	XI.1.2
	Effects of industrial processing and/or domestic preparation on the nature and magnitude of residues of the biocidal product

	6.7.2*)
	Other test(s) related to the exposure to humans
Suitable test(s) and a reasoned case will be required for the biocidal product
	
	
	
	IIIB
	XI.2
	Other test(s) related to the exposure to humans
Suitable test(s) and a reasoned case will be required for the biocidal product

	7.
	ECOTOXICOLOGICAL DATA FOR THE BIOCIDAL PRODUCT
	
	
	
	IIB
	VII.
	ECOTOXICOLOGICAL DATA FOR THE BIOCIDAL PRODUCT

	7.1
	Foreseeable routes of entry into the environment on the basis of the use envisaged
	Adapt A2_10.doc for substances of concern if appropriate
	
	
	IIB
	VII.7.1
	Foreseeable routes of entry into the environment on the basis of the use envisaged

	7.2
	Information on the ecotoxicology of the active substance in the product, where this cannot be extrapolated from the information on the active substance itself
	
	
	
	IIB
	VII.7.2
	Information on the ecotoxicology of the active substance in the product, where this cannot be extrapolated from the information on the active substance itself

	7.3
	Available ecotoxicological information relating to exotoxicological relevant non-active substances (i.e. substances of concern), such as information from safety data sheets
	B7_3.doc
	273
	
	IIB
	VII.7.3
	Available ecotoxicological information relating to exotoxicological relevant non-active substances (i.e. substances of concern), such as information from safety data sheets

	
	Further studies on fate and behaviour in the environment
	
	
	
	IIIB
	XII
	Further studies on fate and behaviour in the environment

	7.4
	Where relevant all the information required in accordance with paragraph A7.1 and A7.2 (data set for the active substance)
	
	
	
	IIIB
	XII.1
	Where relevant all the information required in Annex IIIA, Section XII

	7.5
	Testing for distribution and dissipation in the following:
(a) Soil
(b) Water
(c) Air
	
	
	
	IIIB
	XII.2
	Testing for distribution and dissipation in the following:
(a) Soil
(b) Water
(c) Air

	7.6
	Effects on birds
	
	
	
	IIIB
	XIII.1
	Effects on birds

	7.6.1
	Acute oral toxicity, if not already done in accordance with Annex IIB, section VII
	Use A7_5_3_1_1.doc
	
	
	IIIB
	XIII.1
	Acute oral toxicity, if not already done in accordance with Annex IIB, Section VII

	7.7
	Effects on aquatic organisms
	
	
	
	
	
	

	7.7.1
	In case of application on, in, or near to surface waters
	
	
	
	IIIB
	XIII.2, 2.1
	Effects on aquatic organisms

	7.7.1.1
	Particular studies with fish and other aquatic organisms
	
	
	
	IIIB
	XIII.2.1.1
	Particular studies with fish and other aquatic organisms

	7.7.1.2
	Residue data in fish concerning the active substance and including toxicologically relevant metabolites
	
	
	
	IIIB
	XIII.2.1.2
	Residue data in fish concerning the active substance and including toxicologically relevant metabolites

	7.7.1.3
	The studies referred to in Annex IIIA, section XIII parts 2.1, 2.2 and 2.3 may be required for relevant components of the biocidal product
	
	
	
	IIIB
	XIII.2.1.3
	The studies referred to in Annex IIIA, Section XIII, parts 2.1, 2.2, 2.3 and 2.4 may be required for relevant components of the biocidal product

	7.7.2
	If the biocidal product is to be sprayed near to surface waters then an overspray study may be required to assess risks to aquatic organisms under field conditions
	
	
	
	IIIB
	XIII.2.2
	If the biocidal product is to be sprayed near to surface waters then an overspray study may be required to assess risks to aquatic organisms under field conditions

	7.8
	Effects on other non-target organisms
	
	
	
	IIIB
	XIII.3
	Effects on other non-target organisms

	7.8.1
	Toxicity to terrestrial vertebrates other than birds
	
	
	
	IIIB
	XIII.3.1
	Toxicity to terrestrial vertebrates other than birds

	7.8.2
	Acute toxicity to honeybees
	
	
	
	IIIB
	XIII.3.2
	Acute toxicity to honeybees

	7.8.3
	Effects on beneficial arthropods other than bees
	
	
	
	IIIB
	XIII.3.3
	Effects on beneficial arthropods other than bees

	7.8.4
	Effects on earthworms and other soil non-target macro-organisms, believed to be at risk
	
	
	
	IIIB
	XIII.3.4
	Effects on earthworms and other soil non-target macro-organisms, believed to be at risk

	7.8.5
	Effects on soil non-target micro-organisms
	
	
	
	IIIB
	XIII.3.5
	Effects on soil non-target micro-organisms

	7.8.6
	Effects on any other specific, non-target organisms (flora and fauna) believed to be at risk
	
	
	
	IIIB
	XIII.3.6
	Effects on any other specific, non-target organisms (flora and fauna) believed to be at risk

	7.8.7
	If the biocidal product is in the form of bait or granules
	
	
	
	
	
	

	7.8.7.1
	Supervised trials to assess risks to non-target organisms under field conditions
	
	
	
	IIIB
	XIII.3.7.1
	If the biocidal product is in the form of bait or granules

	7.8.7.2
	Studies on acceptance by ingestion the biocidal product is in by any non-target organisms thought to be at risk
	
	
	
	IIIB
	XIII.3.7.2
	Supervised trials to assess risks to non-target organisms under field conditions

	7.9
	Summary and evaluation of ecotoxicological data
	covered by Dossier Document II-B
	
	
	IIIB
	XIII.4
	Summary and evaluation of of ecotoxicological data

	8.
	MEASURES TO BE ADOPTED TO PROTECT MAN, ANIMALS AND THE ENVIRONMENT 
	
	
	
	IIB
	VIII.
	MEASURES TO BE ADOPTED TO PROTECT MAN, ANIMALS AND THE ENVIRONMENT 

	8.1.
	Recommended methods and precautions concerning handling, use, storage, transport or fire
	
	
	
	IIB
	VIII.8.1
	Recommended methods and precautions concerning handling, use, storage, transport or fire

	8.2.
	Specific treatment in case of an accident, e.g. first-aid measures, antidotes, medical treatment if available; emergency measures to protect the environment; in so far as not covered by the paragraph 8.3 (data set for active substance)
	
	
	
	IIB
	VIII.8.2
	Specific treatment in case of an accident, e.g. first-aid measures, antidotes, medical treatment if available; emergency measures to protect the environment; in so far as not covered by Annex IIA, paragraph 8.3

	8.3.
	Procedures, if any, for cleaning application equipment
	
	
	
	IIB
	VIII.8.3
	Procedures, if any, for cleaning application equipment

	8.4.
	Identity of relevant combustion products in cases of fire
	
	
	
	IIB
	VIII.8.4
	Identity of relevant combustion products in cases of fire

	8.5.
	Procedures for waste management of the biocidal product and its packaging for industry, professional users and the general public (non-professional users), e.g. possibility of reuse or recycling, neutralisation, conditions for controlled discharge, and incineration
	
	
	
	IIB
	VIII.8.5
	Procedures for waste management of the biocidal product and its packaging for industry, professional users and the general public (non-professional users), e.g. possibility of reuse or recycling, neutralisation, conditions for controlled discharge, and incineration

	8.6
	Possibility of destruction or decontamination following release in or on the following:
(a) Air
(b) Water, including drinking water
(c) Soil
	
	
	
	IIB
	VIII.8.6
	Possibility of destruction or decontamination following release in or on the following:
(a) Air
(b) Water, including drinking water
(c) Soil

	8.7
	Observations on undesirable or unintended side-effects, e.g. on beneficial and other non-target organisms
	
	
	
	IIB
	VIII.8.7
	Observations on undesirable or unintended side-effects, e.g. on beneficial and other non-target organisms

	8.8.
	Specify any repellents or poison control measures included in the preparation that are present to prevent action against non-target organisms
	
	
	
	IIB
	VIII.8.8
	Specify any repellents or poison control measures included in the preparation that are present to prevent action against non-target organisms

	9.
	CLASSIFICATION, PACKAGING AND LABELLING
	
	
	
	IIB
	IX.
	CLASSIFICATION, PACKAGING AND LABELLING
- Proposals for packaging and labelling
- Proposals for safety-data sheets, where appropriate
- Justification for the classification and labelling according to the principles of Article 20 of this Directive
- Hazard symbol(s)
- Indications of danger
- Risk phrases
- Safety phrases
- Packaging (type, materials, size, etc.), compatibility of the preparation with proposed packaging materials to be included

	10.
	SUMMARY AND EVALUATION OF SECTIONS 2 TO 9
	covered by Dossier Document II-B
	
	
	IIB
	X.
	SUMMARY AND EVALUATION OF SECTIONS II TO IX


	Section A1

Annex Point IIA1
	Applicant
	

	
	
	

	1.1
Applicant
	Name:

Address:

Telephone:

Fax number:

E-mail address:


	

	1.2
Manufacturer of Active Substance
(if different)
	Name:

Address:

Telephone:

Fax number:

E-mail address:

Location of manufacturing plant:


	

	1.3
Manufacturer of Product(s)
(if different)


1) Product 1


2) Product n
	Include Name and address etc. for manufactrurer of any further products or indicate company name "as above"
	


	Section A2
	Identity of Active Substance
	

	
	
	

	Subsection
(Annex Point)
	
	Official
use only

	2.1
Common name
(IIA2.1)
	
	

	2.2
Chemical name 
(IIA2.2)
	
	

	2.3
Manufacturer´s development code number(s)
(IIA2.3)
	
	

	2.4
CAS No and EC numbers (IIA2.4)
	Non-entry field
	

	2.4.1
CAS-No
	If relevant CAS-No. for mixture of isomers
	

	
Isomer 1
	
	

	
Isomer n
	
	

	2.4.2
EC-No
	EINECS, ELINCS or No longer polymer-No. 
	

	
Isomer 1
	
	

	
Isomer n
	
	

	2.4.3
Other 
	If possible give registration numbers of other institutions, e.g. CIPAC 
	

	2.5
Molecular and structural formula, molecular mass (IIA2.5)
	Non-entry field
	

	2.5.1
Molecular formula
	according to Hill or CAS system
	

	2.5.2
Structural formula


	
	

	2.5.3
Molecular mass
	Give molecular mass of a.s. in g/mol
	

	2.6
Method of manufacture of the active substance
(IIA2.1)
	Short description of the used method
	

	2.7
Specification of the purity of the active substance, as appropriate
(IIA2.7)
	g/kg


	g/l


	% w/w


	% v/v


	

	2.8
Identity of impurities and additives, as appropriate (IIA2.8)
	see separate standard  format
	

	2.8.1
Isomeric composition
	Give maximum content of active isomer and ratio isomer/diastereomers if relevant
	

	2.9
The origin of the natural active substance or the precursor(s) of the active substance
(IIA2.9)
	
	


	
	Evaluation by Competent Authorities
	

	
	Use separate "evaluation boxes" to provide transparency as to the comments and views submitted
	

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

	Materials and methods

	State if the applicants version is acceptable or indicate relevant discrepancies referring to the (sub) heading numbers and to applicant’s summary and conclusion.

	Conclusion
	Adopt applicant´s version or include revised version

	Reliability
	Based on the assessment of the method include appropriate reliability indicator

	Acceptability
	acceptable / not acceptable

(give reasons if necessary, e.g. if a study is acceptable despite a poor reliability indicator). Discuss the relevance of deficiencies.

	Remarks
	

	
	Comments from ...

	Date
	Give date of comments submitted

	Results and discussion
	Discuss additional relevant discrepancies referring to the (sub)heading numbers and to applicant´s summary and conclusion.
Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


	Section A2.8

Annex Point IIA2.8
	Identity of impurities and additives (active substance)

fill in one form for each impurity/additive
	

	
	
	

	Subsection
	
	Official
use only

	2.8.1.1
Common name 
	
	

	2.8.1.2    Function
	E.g. impurity of starting material, by-product of synthesis, antifoaming agent, stabilizer
	

	
	
	

	2.8.2
IUPAC name
	
	

	
	
	

	2.8.3
CAS-No
	
	

	
	
	

	2.8.4
EC-No
	EINECS, ELINCS or No-longer-polymer-No.
	

	2.8.5
Other
	
	

	
CIPAC
	
	

	2.8.6
Molecular formula
	use HILL or CAS system
	

	
	
	

	2.8.7
Structural formula


	
	

	
	
	

	
	
	

	2.8.8
Molecular mass
	Give molecular mass in g/mol
	

	
	
	

	2.8.9
Concentration of the impurity or additive 
typical and range of concentrations
	g/kg
	g/l
	% w/w
	% v/v
	

	
	Evaluation by Competent Authorities
	

	
	Use separate "evaluation boxes" to provide transparency as to the comments and views submitted
	

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

	Materials and methods

	State if the applicants version is acceptable or indicate relevant discrepancies referring to the (sub) heading numbers and to applicant’s summary and conclusion.

	Conclusion
	Adopt applicant´s version or include revised version

	Reliability
	Based on the assessment of the method include appropriate reliability indicator

	Acceptability
	acceptable / not acceptable

(give reasons if necessary, e.g. if a study is acceptable despite a poor reliability indicator). Discuss the relevance of deficiencies.

	Remarks
	

	
	Comments from ...

	Date
	Give date of comments submitted

	Results and discussion
	Discuss additional relevant discrepancies referring to the (sub)heading numbers and to applicant´s summary and conclusion.
Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


	Section A2.10

Annex Point IIA2.10
	Exposure data in conformity with Annex VIIA to Council Directive 92/32/EEC (OJ No L, 05.06.1992, 
p. 1) amending Council Directive 67/548/EEC
	

	
	
	

	Subsection
	
	Official
use only

	2.10.1
Human exposure towards active substance
	Guidance is given in the TNsG  on Human Exposure as well as the Technical Guidance Document on Risk Assessment
	

	2.10.1.1
Production
	
	

	

i) Description of process
	give a short description of the different stages of the production process and the number of workers in these stages 
	

	

ii) Workplace description
	give a description of the workplace conditions (e.g. LEV, open/closed system, duration, frequency) and the recommended PPE for the most relevant tasks (e.g. mixing, weighing, filling, maintenance, cleaning)
	

	

iii) Inhalation exposure
	give measured or calculated (see e.g. workplace model EASE) workplace data for defined tasks (e.g. mixing , weighing, filling, maintenance, cleaning)
	

	

iv) Dermal exposure
	give measured or calculated (see e.g. workplace model EASE) workplace data for defined tasks (e.g. mixing , weighing, filling, maintenance, cleaning)
	

	
	
	

	2.10.1.2
Intended use(s)
	one form sheet to be filled in for each intended use (use tabular form if appropriate, see example below)
	

	
1. Professional Users 
	
	

	

i) Description of application process
	give a description of the workplace operations (e.g. spraying, fogging) and define the tasks which are necessary for the application (e.g. mixing and loading, details of application equipment, maintenance, cleaning)
	

	

ii) Workplace description
	 workplace conditions (e.g. overhead, closed cabinet), duration and frequency of the operation and the recommended PPE
	

	

iii) Inhalation exposure
	give measured or calculated (e.g. estimations on an empirical basis from EUROPOEM,  for other applicable calculation models see also Report of the Biocides Steering Group) workplace data 
	

	

iv) Dermal exposure
	give measured or calculated (e.g. estimations on an empirical basis from EUROPOEM, for other applicable calculation models see Report of the Biocides Steering Group) workplace data
	

	
2. Non-professional Users including the general public
	give a description of the possible exposure paths and an estimation of the expected exposure concentrations, specify primary exposure (from application) and secondary exposure (post-application)
	

	
(i) via inhalational 
contact
	especially for the product types PT1, PT2, PT7 and PT21
	

	
(ii) via skin contact
	especially for the product types PT1, PT2, PT7, PT9. PT10, PT19 and PT21
	

	
(iii) via drinking 

water
	especially for the product types PT4 and PT5
	

	
(iv) via food
	especially for the product types PT4 and PT20
	

	
(v) indirect via
environment
	
	

	
	
	

	
	
	


2.10.2


	Environmental exposure towards active substance
	[For some more detailed information see Dossier preparation relating to the exposure assessment of biocidal products and the relevant Emission scenario documents. In addition the Technical Guidance Document for the Risk Assessment  should be consulted.]
	

	2.10.2.1
Production
	
	

	

(i) Releases into water
	Give type and capacity of STP, type and mean/low flow of receiving water, total effluent/d, concentration of a.s. in total site effluent and measured or calculated local concentration of a.s. in the receiving water
	

	

(ii) Releases into air
	Give volume of exhaust stream/d and measured or calculated concentration of a.s. in exhaust stream
	

	

(iii) Waste disposal
	Give total waste/y, measured or calculated concentration of a.s. in waste and type of waste treatment (dumping, incineration or other)
	

	
	
	

	2.10.2.2
Intended use(s)
	One standard format to be used for each intended use
	

	
Affected
compartment(s):
	Give a percentage distribution between the different environmental compartments estimated from the physico-chemical data or calculations with generic models (e.g. Mackay) 
	

	
water
	
	

	
sediment
	
	

	
air
	
	

	
soil
	
	

	
Predicted 
concentration in the 
affected 
compartment(s)
	Give an estimation of the expected concentrations of a.s. in the affected compartments from one application of a.s. using the recommended application concentrations and techniques
	

	
water
	
	

	
sediment
	
	

	
air
	
	

	
soil
	
	

	
	
	

	
	Evaluation by Competent Authorities
	

	
	Use separate "evaluation boxes" to provide transparency as to the comments and views submitted
	

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

	Materials and methods

	State if the applicants version is acceptable or indicate relevant discrepancies referring to the (sub) heading numbers and to applicant’s summary and conclusion.

	Conclusion
	Adopt applicant´s version or include revised version

	Reliability
	Based on the assessment of the method include appropriate reliability indicator

	Acceptability
	acceptable / not acceptable

(give reasons if necessary, e.g. if a study is acceptable despite a poor reliability indicator). Discuss the relevance of deficiencies.

	Remarks
	

	
	Comments from ...

	Date
	Give date of comments submitted

	Results and discussion
	Discuss additional relevant discrepancies referring to the (sub)heading numbers and to applicant´s summary and conclusion.
Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


Sample table:
Table A2.10:
Workplace exposure / Inhalation exposure (use addtional terminology  from the TNsGs on Human exposure
	Exposure scenario
	Workplace operation
	PPE
	Year(s) of measurement
	Number of measurements
	Type of measurements
	Exposure concentration

	Production
	Emptying, filling, weighing
	Gloves
	
	
	personal, TWA
	

	Formulation
	Cleaning
	Protective coverall
	
	
	area, short-term
	

	Application MG../PT..
	Brushing
	Gloves, goggles
	
	
	
	


	Section A3
	Physical and Chemical Properties of Active Substance

	Subsection
(Annex Point)
	Method
	Purity/
Specification
	Results

Give also data on test pressure, temperature, pH and concentration range if necessary 
	Remarks/
Justification
	GLP
(Y/N)
	Reliability
	Reference
	Official
use only

	3.1
Melting point, boiling point, relative density (IIA3.1)
	
	
	
	
	
	
	
	

	3.1.1
Melting point
	
	
	
	
	
	
	
	

	
Melting pt. 1
	
	
	result:
pressure: 
	
	
	
	
	

	
Melting pt. 2
	
	
	
	
	
	
	
	

	3.1.2
Boiling point
	
	
	
	
	
	
	
	

	
Boiling pt. 1
	
	
	result:
pressure:
	
	
	
	
	

	
Boiling pt. 2
	
	
	
	
	
	
	
	

	3.1.3
Bulk density/
relative density
	
	
	
	
	
	
	
	

	
Bulk/rel. density 1
	
	
	
	
	
	
	
	

	
Bulk/rel. density 2
	
	
	
	
	
	
	
	

	3.2
Vapour pressure
(IIA3.2)
	
	
	
	
	
	
	
	

	
Vapour pressure 1
	
	
	temperature:
result:
	
	
	
	
	

	
Vapour pressure 2
	
	
	
	
	
	
	
	

	3.2.1
Henry´s Law Constant
(Pt. I-A3.2)
	
	
	measured/calculated:
result:
	
	
	
	
	

	3.3
Appearance
(IIA3.3)
	
	
	
	
	
	
	
	

	3.3.1
Physical state
	
	
	
	
	
	
	
	

	3.3.2
Colour
	
	
	
	
	
	
	
	

	3.3.3
Odour
	
	
	
	
	
	
	
	

	3.4
Absorption spectra
(IIA3.4)
	
	
	
	
	
	
	
	

	UV/VIS
	
	
	
	
	
	
	
	

	IR
	
	
	
	
	
	
	
	

	NMR
	
	
	
	
	
	
	
	

	MS
	
	
	
	
	
	
	
	

	3.5
Solubility in water
(IIA3.5)
	including effects of pH (5-9)
	
	
	
	
	
	
	

	
Water solubility 1
	
	
	result:
temperature:
pH:
	
	
	
	
	

	
Water solubility 2
	
	
	
	
	
	
	
	

	3.6
Dissociation constant
(-)
	
	
	
	Only if additional data are required (see BPD, TNsG)
	
	
	
	

	3.7
Solubility in organic solvents, including the effect of temperature on solubility
(IIIA3.1)
	
	
	result:
temperature:
	Only if additional data are required (see BPD, TNsG)
	
	
	
	

	3.8
Stability in organic solvents used in b.p. and identity of relevant breakdown products
(IIIA3.2)
	
	
	
	Only if additional data are required (see BPD, TNsG)
	
	
	
	

	3.9
Partition coefficient n-octanol/water
(IIA3.6)
	including effects of pH (5-9)
	
	
	
	
	
	
	

	
log Pow 1
	
	
	result:
temperature:
pH:
	
	
	
	
	

	
log Pow 2
	
	
	
	
	
	
	
	

	3.10
Thermal stability, identity of relevant breakdown products 
(IIA3.7)
	
	
	
	
	
	
	
	

	3.11
Flammability, including auto-flammability and identity of combustion products
(IIA3.8)
	
	
	
	
	
	
	
	

	3.12
Flash-point
(IIA3.9)
	
	
	
	
	
	
	
	

	
Flash-point 1
	
	
	
	
	
	
	
	

	
Flash point 2
	
	
	
	
	
	
	
	

	3.13
Surface tension
(IIA3.10)
	
	
	
	
	
	
	
	

	
Surface tension 1
	
	
	result:
temperature:
	
	
	
	
	

	
Surface tension 2
	
	
	
	
	
	
	
	

	3.14
Viscosity
(-)
	
	
	result:
temperature:
	Only if additional data are required (see BPD, TNsG)
	
	
	
	

	3.15
Explosive properties
(IIA3.11)
	
	
	
	
	
	
	
	

	3.16
Oxidizing properties
(IIA3.12)
	
	
	
	
	
	
	
	

	3.17
Reactivity towards container material
(IIA3.13)
	
	
	
	
	
	
	
	


	Section A4 (4.1-4.3)

Annex Point IIA4.1/4.2 & IIIA-IV.1
	Analytical Methods for Detection and Identification

Specify where appropriate, e.g. isomer of a.s., metabolite of a.s., impurity of a.s., matrix
	

	
	
	

	
	1 Reference
	Official
use only

	1.1 Reference
	Author(s), year, title, laboratory name, laboratory report number, report date (if published, list journal name, volume: pages)
If necessary, copy field and enter other reference(s).
	

	1.2 Data protection
	Yes/No

(indicate if data protection is claimed)
	

	1.2.1 Data owner
	Give name of company
	

	1.2.2 
	
	

	1.2.3 Criteria for data protection
	Choose one of the following criteria (see also TNsG on Product Evaluation) and delete the others:

Data on new [a.s. / b.p.] for [first entry to Annex I/IA / authorisation]
Data submitted to the MS after 13 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data submitted to the MS before 14 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data on existing or new [a.s. / b.p.] to [maintain or vary a.s. Annex I/IA entry / vary conditions of a b.p.'s authorisation]

No data protection claimed
	

	
	2 
	

	2.1 
	
	

	2.2 
	
	

	2.3 
	
	


	
	3 MATERIALS AND MethodS
	

	3.1 Preliminary treatment
	Non-entry field
	

	3.1.1 Enrichment
	Give data on e.g. extraction procedure (solvent, technique etc.)
	

	3.1.2 Cleanup
	Give data on purification of the enriched sample
	

	3.2 Detection 
	Non-entry field
	

	3.2.1 Separation method 
	Give type and conditions
	

	3.2.2 Detector
	Give detector type and detection conditions (e.g. wavelength)
	

	3.2.3 Standard(s)
	Give name and type of standard (internal, external)
	

	3.2.4 Interfering substance(s)
	Give name of substances which may interfere with the substance which is to be detected 
	

	3.3 Linearity 
	Non-entry field
	

	3.3.1 Calibration range
	Give concentrations which were used for the calibration of the method
	

	3.3.2 Number of measurements
	
	

	3.3.3 Linearity
	Give correlation coefficient r2
	

	3.4 Specifity: interfering substances
	
	

	3.5 Recovery rates at different levels
	Give mean value and range of data; specify levels
	

	3.5.1 Relative standard deviation
	
	

	3.6 Limit of  determination
	If limit of determination is not available give other information concerning the sensitivity of the method, e.g. limit of detection
	

	3.7 Precision 
	Non-entry field
	

	3.7.1 Repeatability
	Give statistical data
	

	3.7.2 Independent laboratory validation
	Give statistical data
	

	
	4 Applicant's Summary and conclusion
	

	4.1 Materials and methods
	Give a short description and discussion of the method (all analytical methods should be summarized in tabular form in the hazard and effects assessment document (see sample table there)
	

	4.2 Conclusion
	Discuss whether validity criteria can be considered as fulfilled; if relevant include matrices for which the analytical method is suitable
	

	4.2.1 Reliability
	Based on the assessment of the method include appropriate reliability indicator 0, 1, 2, 3, 4
	

	4.2.2 Deficiencies
	No/Yes

(If yes, discuss the relevance of deficiences and acceptability of study.)
	

	
	
	

	
	Evaluation by Competent Authorities
	

	
	Use separate "evaluation boxes" to provide transparency as to the comments and views submitted
	

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

	Materials and methods

	State if the applicants version is acceptable or indicate relevant discrepancies referring to the (sub) heading numbers and to applicant’s summary and conclusion.

	Conclusion
	Adopt applicant´s version or include revised version

	Reliability
	Based on the assessment of the method include appropriate reliability indicator

	Acceptability
	acceptable / not acceptable

(give reasons if necessary, e.g. if a study is acceptable despite a poor reliability indicator). Discuss the relevance of deficiencies.

	Remarks
	

	
	Comments from ...

	Date
	Give date of comments submitted

	Results and discussion
	Discuss additional relevant discrepancies referring to the (sub)heading numbers and to applicant´s summary and conclusion.
Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


	Section A5
	Effectiveness against target organisms and intended uses
	

	
	
	

	Subsection
(Annex Point)
	
	Official
use only

	5.1
Function
(IIA5.1)
	Include code(s) and term(s) for fungicide, rodenticide, insecticide, bactericide or other
	

	5.2
Organism(s) to be controlled and products, organisms or objects to be protected
(IIA5.2)
	
	

	5.2.1
Organism(s) to be controlled
(IIA5.2)
	Include term(s) and state common name, scientific name, sex, strain and stadia, if relevant. For complexes of organisms give the generic name; for pathogens the specific name must be given.
	

	5.2.2
Products, organisms or objects to be protected
(IIA5.2)
	Include code(s) and term(s) for products, organisms or objects to be protected and the application aim
	

	5.3
Effects on target organisms, and likely concentration at which the active substance will be used (IIA5.3)
	
	

	5.3.1
Effects on target organisms
(IIA5.3)
	The description of the effects on target organisms may be based on a summary table of screening and other tests (see specimen of summary table below) in which also the dependence of the effect on the concentration and possible threshold concentrations are indicated. To show possible differences, the use, i.e. product type and method of application of the biocidal product(s) envisaged should also be given.
	

	5.3.2
Likely concentra-tions at which the A.S. will be used
(IIA5.3)
	For each product type (PT1 to PTn) given in section 5.5
	

	
PT1
	
	

	
PTn
	
	

	5.4
Mode of action (including time delay)
(IIA5.4)
	If appropriate, refer to experimental studies given in the summary table in section 5.3.1 or any other studies.
	

	5.4.1
Mode of action
	
	

	5.4.2
Time delay
	
	

	5.5
Field of use envisaged
(IIA5.5)
	Include code(s) and term(s)
	

	
MG01: Disinfectants, general biocidal products
	Product types PT01-05
	

	
MG02: Preservatives
	Product types PT06-13
	

	
MG03: Pest control
	Product types PT14-19
	

	
MG04: Other biocidal products
	Product types PT20-23
	

	
Further specification
	Give further description, if necessary
	

	5.6
User
(IIA5.6)
	Briefly describe the use conditions
	

	
Industrial
	[The inclusion of further exposure information is possible, see e.g. EASE (LEV, Full containment etc.)]
	

	

	
	

	

	
	

	
Professional
	
	

	


	
	

	


	
	

	
General public
	
	

	5.7
Information on the occurrence or possible occurrence of the development of resistance and appropriate management strategies
(IIA5.7)
	Give information on the occurrence of resistance or possible occurrence of the development of resistance and appropriate management strategies. If appropriate, refer to experimental studies given in the summary table in section 5.4 or any other studies.
	

	5.7.1
Development of resistance
	See TNsG in support of Annex VI
	

	5.7.2
Management strategies
	See TNsG in support of Annex VI
	

	5.8
Likely tonnage to be placed on the market per year
(IIA5.8)
	Including imported quantities. Indicate also quantities for use other than biocides.
	

	
	Evaluation by Competent Authorities
	

	
	Use separate "evaluation boxes" to provide transparency as to the comments and views submitted
	

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

	Materials and methods

	State if the applicants version is acceptable or indicate relevant discrepancies referring to the (sub) heading numbers and to applicant’s summary and conclusion.

	Conclusion
	Adopt applicant´s version or include revised version

	Reliability
	Based on the assessment of the method include appropriate reliability indicator

	Acceptability
	acceptable / not acceptable

(give reasons if necessary, e.g. if a study is acceptable despite a poor reliability indicator). Discuss the relevance of deficiencies.

	Remarks
	

	
	Comments from ...

	Date
	Give date of comments submitted

	Results and discussion
	Discuss additional relevant discrepancies referring to the (sub)heading numbers and to applicant´s summary and conclusion.
Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


Section 5.3: Summary table of experimental data on the effectiveness of the active substance against target organisms at different fields of use envisaged, where applicable

	Function
	Field of use envisaged
	Test substance
	Test organism(s)
	Test method
	Test conditions
	Test results: effects, mode of action, resistance
	Reference*)

	Include respective code(s) for function type(s) given in section 5.1
	Include respective code(s) for product type(s) given in section 5.5
	Describe specification if deviating from that given in section 2
	Specify species, strain, sex, weight, growth stage etc. as appropriate
	Shortly describe test system and application method used in the tests
	Shortly describe test conditions including concentrations applied and exposure time
	Describe relevant results; quantify the effects on target organisms; indicate the dependence on the concentrations of the A.S. and the possible existence of a threshold concentration.
Also describe if results indicate the mode of action and/or the development of resistance.
	Only author(s) and year of publication/ report; full bibliographic data in footnote

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


*) References:

List the references cited in alphabethical order with full bibliographic data (Author(s) (year) Title. Source)







