APPLICATION CONCERNING THE ACTIVE INGREDIENT

Unless otherwise stated, tests shall be made with the technical ingredient.

___________________________________________________________

Name of the preparation

Test requirements:

All toxicological tests (points 7-15) shall be made in accordance with OECD Guidelines or similar guidelines.

Furthermore, all ecotoxicological tests shall be made in accordance with approved guidelines, like BBA-Richtlinien für die amtliche Prüfung von Pflanzenschutzmitteln, OECD Guidelines or EPA Guidelines.

Where tests are not carried out in accordance with these guidelines, it must clearly appear from both the application and the summary.

	1.
	Name and address of applicant


	

	2.
	Identity of the active ingredient


	

	
	2.1 Name in the IUPAC nomenclature


	

	
	2.2 Other names (ISO name, common name, trade name, code)


	

	
	2.3 Trade name of other chemical products containing the substance (if known

       to the applicant)


	

	
	2.4  CAS number


	

	
	2.5  Empirical formula


	

	
	2.6  Structural formula


	

	
	2.7  Mol Weight


	

	3.
	Information on the active ingredient as a technical product.


	

	
	3.1  Degree of purity (percentage by weight)


	

	
	3.2  Chemical name and quantity (percentage by weight) of significant impurities, including isomers, synthesis by-products, break-down products etc. (see for instances FAO Model Specifications) in accordance with IUPAC or CA, and CAS number


	

	
	3.3  Type and quantity of possible additives, stabilizing agents, inhibitors or other additives, in p.p.m. or %


	

	4.
	Information relating to the determination of the active ingredient.
	

	
	4.1  Spectral data (UV, IR, NMR, MS etc.)


	

	
	4.2  Methods of detection and determination.  Description of usable methods for qualitative and quantitative determination of the substance in chemical products (pesticides) in soil, water, air, biological material (plant and animal tissue, urine, faeces and possibly milk)


	

	5.
	Data on origin and manufacture of active ingredients.


	

	
	5.1  Name/style and address of the supplier of the active ingredients.


	

	
	5.2  Brief description of the production process of the active ingredients.


	

	6.
	Physico-chemical properties of the active ingredient.

Physical state, refraction index, melting point, boiling point, vapour pressure, density and solubility for both the technical ingredient used in the product, and the chemical pure compound.


	

	
	6.1
	Description of the ingredient


	

	
	
	6.1.1.
	State


	

	
	
	
	Technical ingredient:


	

	
	
	
	Pure ingredient:


	

	
	
	6.1.2.
	Colour, odour etc.


	

	
	6.2
	Refraction index


	

	
	
	technical ingredient:


	

	
	
	pure ingredient:


	

	
	6.3
	Melting point (sublimation point, decomposition temperature)
	
	

	
	
	technical ingredient

:
	oC
	

	
	
	pure ingredient:


	oC
	

	
	6.4
	Boiling Point:
	
	

	
	
	technical ingredient:


	oC
	

	
	
	pure ingredient:


	oC
	

	
	6.5
	Density D 20/4


	
	

	
	
	technical ingredient:


	
	

	
	
	pure ingredient:


	
	

	
	
	For gases, indicate density at 0o related to density at 0o of atmospheric air.
	
	

	
	
	technical ingredient:


	
	

	
	
	pure ingredient:


	
	

	
	6.6
	Vapour pressure, technical or pure ingredient


	

	
	
	technical ingredient:


	Pa at
	oC
	

	
	
	pure ingredient:


	Pa at
	oC
	

	
	
	Vapour pressure curve, if applicable.


	
	
	

	
	6.7
	Surface tension


	

	
	
	
	N/m (


	oC)


	

	
	6.8.1
	Water solubility


	

	
	
	technical ingredient:


	mg/l (
	oC)
	

	
	
	pure ingredient:


	mg/l (


	oC)


	

	
	6.8.2
	Dissociation constant for substances with acid or basic properties


	

	
	
	pKA____


	pKB______


	(at


	oC)


	

	
	6.9
	Fat solubility


	
	

	
	
	technical ingredient:


	mg/100 g (
	oC)
	

	
	
	pure ingredient:


	mg/100 g (
	oC)
	

	
	
	Specify type of oil used.


	

	
	6.10
	Partition coefficient n-octanol/water temperature


	oC
	

	
	
	By acid or basic properties, state pH.


	
	

	
	6.11
	Solubility in methanol


	
	

	
	
	
	hexane


	

	
	
	
	dichlormethane


	

	
	
	The concentration shall be stated for at least one solvent.

Solubility in other organic solvents.


	

	
	6.12
	Hydrolysis stability (half-life or similar, temperature and pH range) in:


	

	
	
	6.12.1  Water


	
	

	
	
	6.12.2  Acid (specify concentration)


	
	

	
	
	6.12.3  Alkali (specify concentration)


	
	

	
	6.13
	Stability
	
	

	
	
	Specify conditions, temperature, wave lengths.


	
	

	
	
	6.13.1  Photostability


	
	

	
	
	6.13.2  Thermostability


	
	

	
	6.14
	Flash point


	

	
	
	
	oC open cup       FORMCHECKBOX 

	

	
	
	
	oC closed cup     FORMCHECKBOX 

	

	
	6.15
	Flammability

(in accordance with the definitions given in Statutory Order from the Ministry of the Environment on Classification, Packaging and Labelling etc.)


	

	
	6.16.1
	Oxidising effect

(in accordance with the definitions given in Statutory Order from the Ministry of the Environment on Classification, Packaging and Labelling etc.)


	

	
	6.16.2
	Risk of explosion


	

	
	6.17
	Fission or other reaction during heating (overheating), combustion or stroke.


	

	
	6.18
	Other characteristics known to the applicant.


	

	7
	Acute toxicity.


	

	
	7.1
	Oral


	

	
	
	Species
	LD50
	
	

	
	
	
	mg/kg
	

	
	
	
	mg/kg
	

	
	
	
	mg/kg
	

	
	
	
	mg/kg
	

	
	
	Effects observed, including damage to organs.


	

	
	
	Were the animals fasting?


	yes   FORMCHECKBOX 

	no    FORMCHECKBOX 

	

	
	7.2
	Percutaneous
	

	
	
	LD50
	
	

	
	
	
	mg/kg
	

	
	
	
	mg/kg
	

	
	
	
	mg/kg
	

	
	
	
	mg/kg
	

	
	
	Effects observed, including damage to organs.


	

	
	7.3
	Inhalation


	

	
	
	specify nominal and actual concentration


	

	
	
	Species
	LD50
	
	

	
	
	Number of hours


	mg/l


	

	
	
	Effects observed, including damage to organs.


	

	
	7.4
	Other application methods, for instance intraveneous, intraperitoneal


	

	
	
	Species
	LD50
	
	

	
	
	
	mg/kg
	

	
	
	
	mg/kg


	

	
	7.5
	Skin irritation


	

	
	7.6
	Eye irritation


	

	
	7.7
	Sensitisation


	

	8.
	Subchronic toxicity


	

	
	8.1
	Tests on the rat for 90 days duration
	

	
	
	NOAEL ppm. and mg/kg/day


	

	
	8.2
	Tests on non-rodent (other species than rat or mouse) for 3 or 6 months duration
	

	
	
	NOAEL ppm and mg/kg/day


	

	
	8.3
	Possible tests with other methods of application, animal species or duration
	

	
	
	NOAEL ppm and mg/kg/day


	

	9.
	Chronic toxicity


	

	
	Feeding tests on at least 2 mammalian species,
	

	
	NOAEL ppm and mg/kg/day


	

	10.
	Carcinogenicity
	

	
	Tests with at least 2 mammalian species


	

	11.
	Mutagenic effect.

Test the substance for:
	

	
	1)
	gene mutation, in vitro and in vivo (e.g. Ames test, Drosophila test, mammalian cells in culture)


	

	
	2)
	chromosone mutation (e.g. dominant lethal test, micro nucleus tetst, sister chromatid exchange etc.)


	

	12.
	Other studies of mutagenicity

If one or more of the above tests are positive, a test to determine influence on gametes will be required.


	

	13.
	Reproduction studies.

As a minimum a test over 2 generations with 2 litters of young per generation.


	

	14.
	Studies of teratogenicity

Tests on at least 2 mammalian species.


	

	15.
	Neurotoxicity
	

	
	Was antidote applied?


	yes   FORMCHECKBOX 

	no   FORMCHECKBOX 

	

	16.
	Toxicity of possible metabolites, breakdown products and impurities


	

	17.
	Metabolism in animals.
	

	
	17.1
	Absorption, distribution and elimination in mammals
	

	
	
	a.  single applications


	

	
	
	b.  repeated applications


	

	
	17.2
	Biotransformation in mammals


	

	
	17.3
	Other studies on mammals

(hematology, liver and kidney function tests, effect on enzymes etc.)


	

	
	17.4
	Absorption, distribution and elimination in other animal species, if applicable


	

	
	17.5
	Assumed toxicological mechanism.


	

	18.
	Human toxicity

Experience gained in the production process, by use in practice or by poisoning cases.  Antidote and first-aid measures.


	

	19.
	Metabolism and persistence in or on plants.

Absorption, transportation, type and quantity of metabolites.


	

	20.
	Studies of residues in relevant edible parts of plants and in products of animal origin.

Residue elimination curve and half-life for the active ingredient and significant metabolites 


	

	21.
	In soil.
	

	
	21.1
	Transformation and degradation.
	

	
	
	Including photolysis on the soil surface.

Under aerobic conditions, metabolism in 1 soil type shall be examined.

The degradation rate shall be examined under aerobic conditions in 3 soil types.


	

	
	
	In 1 soil type the degradation rate shall be examined at 2 temperatures with a difference of at least 10 oC.

In 1 soil type the relation between degradation rate and soil humidity shall be examined.  This is done at 2 humidity percentages, one chosen to give the micro-organisms optimal conditions (about 60% of the soil capacity), the other significantly lower.


	

	
	
	In 1 soil type the degradation rate shall be examined in sterile soil.

In 1 soil type the degradation rate shall be examined at 2 different dosages, e.g. normal dosage and 1/10 of normal dosage.

Under anaerobic conditions the degradation rate shall be examined in 1 soil type.


	

	
	
	The 3 soil types examined shall be representative of the areas where the preparation will be used.  Typical types are clay soil, sandy soil and a mixture thereof.  The content of organic carbon shall be ( 1% in 1 soil type, and ( 2% in 1 soil type.


	

	
	
	
	

	
	21.2
	Leaching and mobility
In soil columns leaching tests shall be made with the active ingredient in 3 soil types, and with  the aged active ingredient in 1 soil type.

If the column tests gives unacceptable leaching results, lysimeter or field tests shall be carried out.


	

	
	21.3
	Adsorption/desorption

	

	
	21.4
	Accumulation in soil.
State whether accumulation of the active ingredient or significant metabolites is examined or calculated.


	

	
	21.5
	Soil evaporation.
If the active ingredient evaporates significantly, measurements or calculations thereof shall be made.


	

	22.
	In water.


	

	
	22.1
	Biotic degradation. The BOD value and the BOD/COD ratio shall be determined as a minimum.


	

	
	22.2
	Adsorption to organic matter (suspended material or sediment), accumulation in sediment.


	

	
	22.3
	Where products are discharged to sewage plants: effects on the functioning of the treatment plant


	

	23.
	Toxic effect in aquatic organisms.


	

	
	23.1
	Acute toxicity for fish.

2 fish species with different habitat and food basis.
	

	
	
	Species


	Duration of exposure


	LC50 


	ppm

ppm

ppm

ppm


	

	
	23.2.1
	Acute toxicity for daphnia.


	

	
	
	Species
	Duration of exposure
	LC50 
	EC50 


	

	
	
	
	
	ppm

ppm

ppm
	ppm

ppm

ppm
	

	
	23.2.2
	Reproduction test on daphnia.


	

	
	
	Species


	Duration of exposure


	EC50
	ppm

ppm

ppm


	

	
	23.3
	Acute toxicity to algae.


	

	
	
	Species


	Duration of exposure


	EC50  
	ppm

ppm

ppm
	NOEC
	ppm

ppm

ppm


	

	
	23.4
	Toxic effect in other aquatic organisms


	

	
	
	Species


	Duration of

Exposure


	LC50

	ppm

ppm

ppm
	EC50 


	ppm

ppm

ppm
	NOEC


	ppm

ppm

ppm
	

	
	23.5
	Bio-accumulation test in aquatic ecosystems if partition coefficient n-octanol/water > 103, cf. point 6.10


	

	24.
	Toxic effect in soil organisms.


	

	
	24.1
	Acute toxicity and other effects on earthworms.
	

	
	
	Species


	LC50
	ppm

ppm

.
	

	
	24.2
	Effect on soil respiration


	

	
	24.3
	Effect on ammonification.


	

	
	24.4
	Effect on nitrification.


	

	
	24.5
	Effect on asymbiotic N-fixation shall be studied.  In case of harmful effects, the effect on symbiotic N-fixation by application to the pea family shall also be studied.


	

	25.
	Toxic effect on birds.


	

	
	25.1
	Acute food toxicity in at least 2 bird species with different food basis.
	

	
	
	Species


	LC50

	ppm

ppm


	

	
	25.2
	Reproduction test on at least one bird species.
	

	
	
	Species


	NOEC


	ppm

ppm


	

	26.
	Effects on bees.


	

	27.
	Information, if any, on toxic effect on other beneficial animals.


	

	28.
	Other data on the fate or impact on the environment of the active ingredient or its degradation products.


	

	29.
	Phyto-toxicity.


	

	30.
	Resistance generating properties.


	

	31.
	Toxic mode of action in target organism.

Cause of selectivity.


	

	32.
	Safety advice by:
	

	
	32.1
	Handling.


	

	
	32.2
	Storage.


	

	
	32.3
	Transportation.


	

	
	32.4
	Fire risks


	

	33.
	Destruction.
	

	
	Indicate possible chemical compounds and quantities to be added to the product to obtain a quick decomposition of residues etc.


	

	34.
	Other measures by dispersion in the environment as a result of accidents or misuse.


	

	35.
	Registration, classification, waiting periods and residue concentrations allowed in other countries.


	

	36.
	Literature not indicated above.


	

	37.
	Numbered list of documents enclosed in and referred to in the margin of this Annex.


	


