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Part B.












Confidential
Information on active ingredient
B.1. Information related to application for registration of the product

	Applicant (firm, enterprize address, telephone, telefax)


	Date of application


B.2. Information on active ingredient

	2.1. Chemical name according to IUPAC or CA
	
	

	2.2. Other names 

State, for example,ISO name, common name, commercial name
	
	

	2.3. Commercial names of other products.

State products containing the same active ingredient (if known to the manufacture)
	
	

	2.4. CASRegistry No


	
	

	2.5. Empirical formula


	
	

	2.6. Structural formula

State also, for example,optical isomers
	
	

	2.7. Molecular weight


	
	


B-3.  Information on technical active ingredient

	3.1. Purity, %

State impurities
	
	

	3.2. Chemical name and concentration of impurities

State optical isomers, byproducts, products of decomposition, etc. in % (w/w) with chemical names, the name according to IUPAC or CA nomenclature.  Analytical

method and its accuracy
	
	

	3.3. Additives

State name and type, e.g.stabilizers, etc, and also concentrations in % or in ppm
	
	


B.4. Information related to the analysis of active ingredient

	4.l. Analitical methods for identification of the purity of active ingredient, and also allowing to identify product composition,

isomers, impurities, etc.
	
	

	4.2. Analytical methods for quantitative and qualitative analyses:


	
	

	4.2.1. In plants, plant products and food

products
	
	

	4.2.2. Soil


	
	

	4.2.3. Water (drinking water including)


	
	

	4.2.4. Air


	
	

	4.2.5. Biological material


	
	


B.5. Information on manufacturer and production

	5.1. Manufacturer(firm,enterprize),address,

telephone, telefax


	
	

	5.2. Synthesis of active ingredient, (description)


	
	


B.6. Physical and chemical properties of active ingredient

	
	technical product
	pure substance

	6.1. Description of the ingredient


	
	

	6.1.1. Physical properties (solid, liquid)


	
	

	6.1.2. Colour, odour, etc.


	
	

	6.2. Melting point,  C


	
	

	6.3. Boiling point C


	
	

	6.4. Density

(If the substance is a gas,state density at O C0 and 760 mm Hg)


	
	

	6.5. Vapour pressure (state vapour pressure at two temperatures, or supply a vapour pressure curve)
	
	

	6.6. Surface tension


	
	

	6.7. Solubiluty in water


	
	

	6.8. Solubility in organic

solvents(mg/100ml)
	
	

	6.9. Partition coefficient

n-octanol/water
	
	

	6.10. Hydrolysis:

Half-life depending on temperature and pH values


	
	

	6.10.1. Water


	
	

	6.10.2. Acid.  State its concentration


	
	

	6.11. Thermo- and photostability


	
	

	6.12. Flash point


	
	

	6.13. Hazard of flammability


	
	

	6.14. Oxidizing properties 

State whether the compound may sustain, speed up or catalyze combustion
	
	

	6.15. Fission and other reactions during combustion
	
	

	6.16.Other chemical and physical properties
	
	


B.7. Acute toxicity of active ingredient

State whether experiments have been made with pure substance or with technical

product, in the latter case the composition of the technical product should correspond

to that given in section B 3 unless special reasons are given.

	7.l. Acute oral toxicity

Observed effects, damage to organs
	LD50 (mg/kg)
	Animal species
	

	7.2. Acute dermal toxicity

Observed effects, damage to organs
	LD50 (mg/kg)
	Animal species
	

	7.3. Acute inhalation toxicity

Observed effects, damage to   organs
	LC50 

(mg/1) 


	Dura-

tion


	Animal

species
	

	7.4. Acute toxicity following other routes of administration

Observed effects, damage to   organs (specify data under intravenous and intraperitoneal administration)
	Route of                                 admi-nistra-tion


	LD50 mg/kg
	Animal

species
	

	7.5. Skin irritation

State primary irritation


	
	

	7.6. Eye irritation


	
	

	7.7. Sensitization


	
	


B.8. Subchronic    toxicity

	8.1. Subchronic oral toxicity (28 days)


	
	

	8.2.  Subchronic  oral   toxicity  (90  days)  on   rodents
	
	

	8.3.  Subchronic  oral   toxicity on the  other  species(90  days)  other   than

rodents
	
	

	8.4. Subacute toxicity under  the  other  routes of administration    (inhalation,

dermal)  on  the  other   species of animals  or  with  the other  durations  of   studies
	
	


B.9.  Chronic   toxicity   and  carcinogenicity studies

	9.Chronic feeding and carcinogenicity   (rodents and mammals) Carcinogenicity on two animals  species   (mice,rats) to  meet  requirements  of EPA,  IARC,   EC.   Applicants must submitt primary

papers  as  protocols  and tables summing   up these data.  Incidence   of   tumors

occurrence and experimental animals' data

should  be  given  in  absolute values in respect to  their effective  value.  A  quantity and incidence of  histological tumors for different situes,  incidence  of  tumors per one  animal,  metastasis, livalability, risk (Q') oncogenisity  factor,   terms of the first tumor occurrence, latent  period of   tumor   occurrence   must

be given 
	
	


B.10.   Mutagenicity

	Tests:

battery of tests to identify gene mutation, chromosome aberrations, effects on DNA
	
	


B.11. Reproductive toxicity

	2-generation studies


	
	


B.12. Teratogenicity

	Studies on rodents and rabbits (oral, if necessary, dermal route of administration)
	
	


B.13.  Neurotoxicity

	Studies are carried out, if necessary, on adult hens


	
	


B.14. Toxicity of metabolites, other decomposition products, impurities, etc.

	
	
	


B. 15.  Metabolism in animals

	15.1. Adsorption, distribution, excretion in

mammals 

a)single administration

b)repeated administration
	
	

	15.2. Biotransformation in mammals


	
	

	15.3. Other studies on mammals, e.g. effects on enzymes, tests of liver,kidney, etc.
	
	

	15.4. Adsorption, excretion in other animals


	
	


B.16. Human toxicity

	State experience gained during manufacture in cases of poisoning.  Specify antidotes, first-aid measures.
	
	


B.17. Metabolism and persistence in plants

	Uptake, transortation, decomposition products, decomposition curves,half-lives


	
	


B.18. Residues

	Residues in food and feed


	
	


B.19. Fate in soil

	19.1. Persistence


	
	

	19.1.1. Photodegradation


	
	

	19.1.2. Microbial degradation


	
	

	19.1.3. Chemical degradation


	
	

	19.2. Mobility:


	
	

	19.2.1. Vertical mobility


	
	

	19.2.2. Horizontal mobility


	
	

	19.2.3. Leaching


	
	

	19.3. Adsorption


	
	

	19.4. Accumulation


	
	


B.20. Fate in water

	20.1. Degradation


	
	

	20.1.1. Biological oxygen  consumption (BOC)


	
	

	20.1.2. BOC/chemical oxygen onsumption.

(CHOC)


	
	

	20.1.3. Nitrification of organic substances


	
	

	20.2. Adsorption:


	
	

	20.2.1. In hydrobios


	
	

	20.2.2.  Accumulation   on  sediments


	
	

	20.3. Effects on  drinking  water quality


	
	


B.2l.Toxic effect on aquatic organisms

	21.1. Acute toxicity for fish

Observed effects, damage  to organs
	Species
	Time
	LC50

(mg/l)
	

	21.2. Chronic toxicity for  fish (spawn, young fish)
	
	

	21.3.  Reproductive  studies on fish (spawn, young  fish,fish for sale)


	
	

	21.4. Bioaccumulation  in fish


	
	

	21.5. Acute toxicity for Daphnia Magna


	
	

	21.6. Reproductive  studies on Daphnia Magna


	
	

	21.7. Growth inhibition of  algae


	
	


B.22. Toxic effects on soil organisms

	22.l. Toxicity for earth-worms:


	
	

	22.1.1. Acute toxicity


	
	

	22.1.2. Other effects


	
	

	22.2. Effects on microbial  activity in soil:


	
	

	22.2.1. Effects on microorganisms


	
	

	22.2.2. Mineralization of nitrogen (ammonification, nitrification, nitrogen

fixing)
	
	


B.23. Effect on game

	23.1. Acute toxicity to avians

Observed effects, damage to organs
	LD50 (mg/kg)
	Species
	

	23.2. Other ecotoxicological studies


	
	


B.24. Toxic effect on pollinating insects

	24.1. Acute toxicity to bees


	
	

	24.2. Toxicity under chronic usage


	
	

	24.3. Reproductive studies


	
	


B.25. Phytotoxicity

	


B.26. Resistance-generating properties

	


B.27. Names of institutes/enterprizes responsible for the studies

	


B 28.  Recommended precautions related to:

	28.1. Handling
	
	

	28.2. Storage


	
	

	28.3. Transportation


	
	

	28.4. Fire


	
	


B.29. Methods of destruction

	


B.30. Measures against dispersal in the environment following accident or

misuse

	


B.31. Registration in other countries

	State country,registration No, date , range of use, crops,waiting and re-entry periods,

MRL, ADI.
	
	


B.32. Other sources of information which hasn't been mentioned earlier

	


B.33.Numbered list of appendices.

	Can be included as a separate appendix




Place.................................      Date............    Applicant  ..............

