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Application of advance approval of an antifouling product
	Information on the formulated product


	

	
	
	An application shall include necessary information on the antifouling product and the active substance. Data requirements for antifouling products are given in Decree 419/2014 of the Ministry of the Environment. For detailed instructions for application, see guidance on Antifouling products - applications for approval and tests (30 September 2015).

	
	
	

	1
	
	GENERAL INFORMATION

	1.1


	
	Name, address, telephone number, e-mail and other contact information of the applicant
	     

	1.2
	
	Manufacturer/formulator of the biocidal product and the active substance(s): 
	     

	1.3
	
	Name, address and location of the manufacturing plant
	

	1.4
	
	VAT-number of the applicant
	

	1.5
	
	Invoicing address
	     

	1.6
	
	Authorization by the manufacturer of biocidal product of the use of the dossier
	     
	Appendix No.

     


	2
	IDENTITY

	2.1
	
	Trade name or proposed trade name and manufacturer's development code number of the preparation, if appropriate
	     
	     

	2.2
	
	Detailed quantitative and qualitative information on the composition of the biocidal product e.g. active substance(s), impurities, adjuvants, inert components 
Classification and functions of the components must be given. Common names by ISO and chemical names according to IUPAC or CA, also a CAS number and either the EINECS or the ELINCS number must be given. The concentrations in the product must be given as g/l or as g/kg. 
	     
	     

	2.3
	
	Physical state and nature of the biocidal product
	     
	     

	3 PHYSICAL, CHEMICAL AND TECHNICAL PROPERTIES

	3.1
	
	Appearance
	     
	     

	3.2
	
	Explosive properties
	     
	     

	3.3
	
	Oxidising properties
	     
	     

	3.4
	
	Flash point and other indications of flammability or spontaneous ignition
	     
	     

	3.5
	
	Acidity/alkalinity and, if necessary, pH value (1% in water)
	     
	     

	3.6
	
	Relative density
	     
	     

	3.7
	
	Storage stability - stability and self-life
	     
	     

	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

	     
	     

	3.10
	
	Surface tension and viscosity where appropriate
	     
	     

	3.11
	
	Particle size distribution where appropriate
	     
	     

	4
	METHODS OF IDENTIFICATION AND ANALYSIS

	4.1
	
	Analytical method for determining the concentrations of the active substance(s) in the biocidal product
	     
	     

	4.2
	
	In so far as not covered by 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 soil, air and water
	     
	     


	5
	INTENDED USES AND EFFICACY

	5.1
	
	Product type and field of use envisaged
	     
	      

	5.2
	
	Method of application including description of system used
	     
	      

	5.3
	
	Application rate and if appropriate, the final concentration of each biocidal component in the antifouling coating layer of the antifouling product and in addition the thickness of the film should be given. 
	     
	      

	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 e.g minimum drying time of the coating, timing for next application
	     
	     

	5.5
	
	Function, for example fungicide, algicide, insecticide, bactericide
	     
	     

	5.6
	
	Pest organism(s) to be controlled and products, organisms or objects to be protected
	     
	     

	5.7
	
	Effects on target organisms
	     
	     

	5.8
	
	Mode of action (including time delay) in so far as not covered by data set for the active substance
	     
	     

	5.9
	
	User: industrial, other professional, general public (non‑professional)
	     
	     

	5.10
	
	The proposed label claims for the product and efficacy data to support these claims including standard protocols of CEPE and ASTM used, laboratory tests, or field trials, where appropriate 
	     
	     

	5.11
	
	Any other known limitations on efficacy including resistance
	     
	     


	6
	
	TOXICOLOGICAL STUDIES

	6.1.1
	
	Acute toxicity - oral 
	Animal species
	LD50 (mg/kg),

95% confidence interval
	

	
	
	
	     
	     
	      

	
	
	
	     
	     
	      

	
	
	
	     
	     
	      

	
	
	The effects observed, adverse effects in organs etc.
	     
	      

	
	
	GLP statement attached to the report(s)
	  FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no
	      

	
	
	Test guideline used
	  FORMCHECKBOX 
 EC
	     
	      

	
	
	
	  FORMCHECKBOX 
 OECD
	     
	      

	
	
	
	  FORMCHECKBOX 
 other
	     
	      


	6.1.2
	
	Acute toxicity - dermal 
	Animal species
	LD50 (mg/kg),

95% confidence interval
	

	
	
	
	     
	     
	      

	
	
	
	     
	     
	      

	
	
	
	     
	     
	      

	
	
	The effects observed, adverse effects in organs etc.
	     
	      

	
	
	GLP statement attached to the report(s)
	  FORMCHECKBOX 
 yes FORMCHECKBOX 
 no
	      

	
	
	Test guideline used
	  FORMCHECKBOX 
 EC
	     
	      

	
	
	
	  FORMCHECKBOX 
 OECD
	     
	      

	
	
	
	  FORMCHECKBOX 
 other
	     
	      

	6.1.3
	
	Acute toxicity - inhalation 
	Animal species
	Exposure period

(h)
	LC50 (mg/l),

95% confidence interval
	

	
	
	
	     
	     
	     
	      

	
	
	
	
	
	
	 

	
	
	
	     
	     
	     
	      

	
	
	Method of exposure, the effects observed, adverse effects in organs etc.
	     
	      

	
	
	GLP statement attached to the report(s)
	  FORMCHECKBOX 
 yes FORMCHECKBOX 
 no
	      

	
	
	Test guideline used
	  FORMCHECKBOX 
 EC
	     
	      

	
	
	
	  FORMCHECKBOX 
 OECD
	     
	      

	
	
	
	  FORMCHECKBOX 
 other
	     
	      

	6.2
	
	Skin and eye irritation
	     

	      

	
	
	GLP statement attached to
	  FORMCHECKBOX 
 yes FORMCHECKBOX 
 no
	      

	
	
	the report(s)
	
	

	
	
	Test guideline used
	  FORMCHECKBOX 
 EC
	     
	      

	
	
	
	  FORMCHECKBOX 
 OECD
	     
	      

	
	
	
	  FORMCHECKBOX 
 other
	     
	      

	6.3
	
	Skin sensitisation

	     
	      

	
	
	GLP statement attached to
	  FORMCHECKBOX 
 yes FORMCHECKBOX 
 no
	      

	
	
	the report(s)
	
	

	
	
	Test guideline used
	  FORMCHECKBOX 
 EC
	     
	      

	
	
	
	  FORMCHECKBOX 
 OECD
	     
	      

	
	
	
	  FORMCHECKBOX 
 other
	     
	      

	6.4
	
	Information on dermal adsorption

	     
	      

	6.5
	
	Available toxicological data relating to toxicologically relevant non-active substances
	     
	      

	6.6
	
	Information related to the human exposure of the biocidal product
	     
	      



	7
	ECOTOXICOLOGICAL STUDIES

	7.1
	
	Foreseeable routes of entry into the environment on the basis of the use envisaged, i.e. average and maximum leaching of active substance(s) from the film (measured leaching data or CEPE-calculation) and factors influencing leaching properties
	     
	      

	7.2
	
	Information on the ecotoxicology and residue data of the active substance(s) in the product, where this cannot be extrapolated from the information on the active substances 


	7.2.1
	
	Acute toxicity to fish (marine/ brackish water species)
	     
	      

	
	
	GLP statement attached to
	  FORMCHECKBOX 
 yes FORMCHECKBOX 
 no
	      

	
	
	the report(s)
	
	

	
	
	Test guideline used
	  FORMCHECKBOX 
 EC
	     
	      

	
	
	
	  FORMCHECKBOX 
 OECD
	     
	      

	
	
	
	  FORMCHECKBOX 
 other
	     
	      

	7.2.2
	
	Acute toxicity to invertebrates (marine/ brackish water species)
	     
	      

	
	
	GLP statement attached to
	  FORMCHECKBOX 
 yes FORMCHECKBOX 
 no
	      

	
	
	the report(s)
	
	

	
	
	Test guideline used
	  FORMCHECKBOX 
 EC
	     
	      

	
	
	
	  FORMCHECKBOX 
 OECD
	     
	      

	
	
	
	  FORMCHECKBOX 
 other
	     
	      

	

	7.2.3
	
	Growth inhibition test on algae (marine/ brackish water species)
	     
	      

	
	
	GLP statement attached to
	  FORMCHECKBOX 
 yes FORMCHECKBOX 
 no
	      

	
	
	the report(s)
	
	

	
	
	Test guideline used
	  FORMCHECKBOX 
 EC
	     
	      

	
	
	
	  FORMCHECKBOX 
 OECD
	     
	      

	
	
	
	  FORMCHECKBOX 
 other
	     
	      

	7.2.4
	
	Residue data on fish concerning the active substance and including toxicological relevant metabolites
	     
	      

	7.3
	
	Available ecotoxicological information relating to ecotoxicological relevant non‑active substances, i.e. substances of concern, such as information from safety data sheets
	     
	     

	8


	MEASURES TO BE ADOPTED TO PROTECT MAN, ANIMALS AND THE ENVIRONMENT

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

	8.2
	
	Specific treatment in case of an accident, for example, first aid measures following accidental eye or skin contact, ingestion or inhalation, antidotes, medical treatment if available; emergency measures to protect the environment; in so far as not covered by data set for the active substance
	     
	      

	8.3
	
	Procedures, if any, for cleaning application equipment
	
	 

	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), for example, the possibility of re‑use or recycling, neutralisation, conditions for controlled discharge, and incineration
	     
	      

	8.6
	
	Possibility of destruction or decontamination following release in or on the air, water and soil
	     
	      

	8.7
	
	Observations on undesirable or unintended side‑effects, for example, 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 
	     
	      

	9
	CLASSIFICATION, PACKAGING AND LABELLING

	
	
	Material safety data sheet
	     
	      

	
	
	Proposals including justification for the proposals for the classification and labelling of the biocidal product according to the provisions of the Chemicals Act and especially of the Ministry of  Social Affairs and Health Decree on packaging and specific labelling of biocidal products (i.e. according to the Regulation (EC) No 1272/2008) 
	     
	      

	10


	SUMMARY AND EVALUATION OF SECTIONS 2 TO 9
	
	
	
	
	
	

	
	
	This chapter refers to the risk assessment of the biocidal product, which must be attached to 
the application dossier. EU risk assessment form Doc IIB and IIC or similar information.

	     
	

	Date and place
	
	Signature of the applicant and clarification of name
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