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	REGULATORY AFFAIRS DIRECTORATE

MALTA STANDARDS AUTHORITY

	APPLICATION FORM FOR THE AUTHORIZATION/REGISTRATION OF A BIOCIDE

FCC402

	


IMPORTANT:

Please note that the application form will not be valid and the registration / authorization of the product will not be issued if an incomplete form, missing documents and/or incorrect labels are submitted with this form.
SECTION 1: GENERAL INFORMATION

	Trade Name/ Proposed Trade Name:
	

	Type of Biocide 
(specify product type from Annex 1):
	


Application for:

	 FORMCHECKBOX 

	Authorization


	 FORMCHECKBOX 

	Registration through Mutual Recognition



	 FORMCHECKBOX 

	Other:(specify)
	


Name and Address of applicant (permanent community address):

	Company Name:
	

	Address:
	

	
	

	Phone / Mobile No:
	

	E-mail:
	

	Fax:
	

	Contact person:
	


Name and Address of representative in Malta (if applicable): 

	Company Name:
	

	Address:
	

	
	

	Phone / Mobile No:
	

	E-mail:
	

	Fax:
	

	Contact person:
	


SECTION 2: CERTIFICATE

A Free Sales Certificate / Marketing Authorisation from an EU competent authority is attached with this form:

 FORMCHECKBOX 
  Yes



 FORMCHECKBOX 
  No
EU Member states where the product is authorized / registered:

	Country
	Registration Number
	Expiry Date
	Product Name

	
	
	
	

	
	
	
	


SECTION 3: ACTIVE INGREDIENTS

Content & Tolerance limits of each active ingredient in % (w/w, g/l) in the technical product:

	Active Ingredient
	CAS Number
	Content
	Tolerance limit % (w/w, g/l)

	(1)
	
	
	

	(2)
	
	
	

	(3)
	
	
	


Active Ingredient 1

A letter of access has to be supplied whenever the ownership of data is NOT the same as the applicant AND the active ingredient is an approved ingredient and included in Annex I to Directive 98/8/EC.

A Letter of Access is attached with this form:

 FORMCHECKBOX 
  Yes
         No because  FORMCHECKBOX 
applicant & ownership of data are identical





       FORMCHECKBOX 
active ingredient is not included in Annex I yet
If Yes, please fill in details of owner who gave you the Letter of Access
Ownership of data on active ingredient:

	Company Name:
	

	Address:
	

	
	

	Phone / Mobile No:
	

	E-mail:
	

	Contact person:
	


Active Ingredient 2

A letter of access has to be supplied whenever the ownership of data is NOT the same as the applicant AND the active ingredient is an approved ingredient and included in Annex I to Directive 98/8/EC.

A Letter of Access is attached with this form:

 FORMCHECKBOX 
  Yes
         No because  FORMCHECKBOX 
applicant & ownership of data are identical





       FORMCHECKBOX 
active ingredient is not included in Annex I yet

If Yes, please fill in details of owner who gave you the Letter of Access
Ownership of data on active ingredient:

	Company Name:
	

	Address:
	

	
	

	Phone / Mobile No:
	

	E-mail:
	

	Contact person:
	


Active Ingredient 3
A letter of access has to be supplied whenever the ownership of data is NOT the same as the applicant AND the active ingredient is an approved ingredient and included in Annex I to Directive 98/8/EC.

A Letter of Access is attached with this form:

 FORMCHECKBOX 
  Yes
        No because  FORMCHECKBOX 
applicant & ownership of data are identical





      FORMCHECKBOX 
active ingredient is not included in Annex I yet
If Yes, please fill in details of owner who gave you the Letter of Access
Ownership of data on active ingredient:

	Name:
	

	Address:
	

	
	

	Phone / Mobile No:
	

	E-mail:
	

	Contact person:
	


SECTION 4: SAFETY
An SDS has been submitted for the formulant in accordance with Article 10 of Directive 88/379/EEC or Article 27 of Directive 67/548/EEC

                          FORMCHECKBOX 
   Yes                  FORMCHECKBOX 
    No 
Note that a SDS must be supplied to authorize / register a product
SECTION 5: DOSSIER

A technical dossier (or summary dossier) supplying the common core data necessary as described in Annex IIA for active substances and Annex IIB for Biocidal products of Directive 98/8/EC and Annex IIIA for active substances or Annex IIIB for Biocidal products of Directive 98/8/EC when additional data is required, is attached with this form:

 FORMCHECKBOX 
  Yes


 FORMCHECKBOX 
  No, it is not available yet and a formal letter is

     attached with this form

If NO is selected, applicant must supply a formal letter stating that a Summary Dossier will be supplied as soon as is available.
SECTION 6:  LABELLING

The following labels are attached with this form:

 FORMCHECKBOX 
  Original

 FORMCHECKBOX 
  Official translation in English (if Original is not in English)

 FORMCHECKBOX 
  Official translation in Maltese (note that if Maltese alphabet is not used,

                                                 label (and application) will not be valid)
The product is intended for:

 FORMCHECKBOX 
  Professional use


 FORMCHECKBOX 
  Non-professional use

Is the product ready to use and does not need to be diluted? 

 FORMCHECKBOX 
      Yes

 FORMCHECKBOX 
   No
	Diluent type & volume if diluted:    




	Maximum individual dose rate:


	Maximum number of applications:


	Intervals between applications:


	Method(s) of application & type of equipment:    




	Recommended time of application:


	Latest time of application:


	Minimum interval between applications:


	Possible combinations with other products:




DECLARATION
I declare that the information in the present application is true and by signing this application form I am agreeing to its contents and accepting them in their entirety.  I am therefore legally bound and responsible for the provisions of this application form including any documents mentioned therein.  I confirm that I have attached all relevant documents with this application form which are Marketing Authorization/Free Sales Certificate (for a Mutual Recognition), Safety Data Sheet, Original, Maltese and English Label, Summary Dossier (or a formal letter stating that this will be supplied when available) and a Letter of Access when needed.
	Signature


	
	
	

	(Name & Surname) (Position)
	
	  (Date)                                                                                          


----------------------------------------------For Office Use Only------------------------------------------

Date Received:
___________________________________
Annex I:  Biocidal Product Types and their Descriptions

MAIN GROUP 1: Disinfectants and general biocidal products

These product types exclude cleaning products that are not intended to have a biocidal effect including washing liquids, powders and similar products.

Product-type 1:  Human hygiene biocidal products

Products in this group are biocidal products used for human hygiene purposes.

Product-type 2: Private area and public health area disinfectants and other biocidal products

Products used for the disinfection of air, surfaces, materials, equipment and furniture which are not used for direct food or feed contact in private, public and industrial areas, including hospitals, as well as products used al algaecides.

Usage areas include, inter alia, swimming pools, aquariums, bathing and other waters; air-conditioning systems; walls and floor in health and other institutions; chemical toilets, waste water, hospital waste, soil or other substances (in playgrounds).

Product-type 3: Veterinary hygiene biocidal products

Products in this group are biocidal products used for veterinary hygiene purposes including products used in areas in which animals are housed, kept or transported.

Product-type 4:  Food and feed area disinfectants

Products used for the disinfection of equipment, containers, consumption utensils, surfaces or pipework associated with the product, transport, storage or consumption of food, feed or drink (including drinking water) for humans and animals.

Product-type 5:  Drinking water disinfectants

Products used for the disinfection of drinking water (for both humans and animals)
MAIN GROUP 2:  Preservatives

Product-type 6:  In-can preservatives

Products used for the preservation of manufactured products, other than foodstuffs or feedingstuffs, in containers by the control of microbial deterioration to ensure their shelf life.

Product-type 7:  Film preservatives

Products used for the preservations of films or coatings by the control of microbial deterioration in order to protect the initial properties of the surface of materials or objects such as paints, plastics, sealants, wall adhesives, binders, papers, art works.

Product-type 8:  Wood preservatives

Products used for the preservation of wood, from and including the saw-mill stage, or wood products by the control of wood-destroying or wood-disfiguring organisms.  This product type includes both preventive and curative products.

Product-type 9:  Fibre, leather, rubber and polymerized materials preservatives

Products used for the preservation of fibrous or polymerized materials, such as leather, rubber or paper or textile products and rubber by the control of microbiological deterioration.

Product-type 10:  Masonry preservatives

Products used for preservation and remedial treatment of masonry or other construction materials other wood by the control of microbiological and algal attack.

Product-type 11:  Preservatives for liquid-cooling and processing systems

Products used for the prevention of water or other liquids used in cooling and processing systems by the control of harmful organisms such as microbes, algae and mussels.  Products used for the prevention of drinking water are not included in this product type.

Product-type 12:  Slimicides

Products used for the prevention or control of slime growth on materials, equipment and structure, used in industrial processes, e.g. on wood and paper pulp, porous sand strata in oil extraction.

Product-type 13:  Metal working-fluid preservatives

Products used for the preservation of metal working fluids by the control of microbial deterioration.

MAIN GROUP 3:  Pest control

Product-type 14:  Rodenticides

Products used for the control of mice, rats or other rodents.

Product-type 15:  Avicides

Products used for the control of birds.

Product-type 16:  Molluscicides

Products used for the control of molluscs.

Product-type 17:  Piscicides

Products used for the control of fish; these products exclude products for the treatment of fish diseases.

Product-type 18:  Insecticides, acaricides and products to control other arthropods

Products used for the control of arthropods (e.g. insects, arachnids and crustaceans).

Product-type 19:  Repellents and attractants

Products used to control harmful organisms (invertebrates such as fleas, vertebrates such as birds), by repelling or attracting, including those that are used for human or veterinary hygiene either directly or indirectly.

MAIN GROUP 4:  Other biocidal products

Product-type 20:  Preservatives for food or feedstocks 

Products used for the preservation of food or feedstocks by the control of harmful organisms.

Product-type 21:  Antifouling products

Products used to control the growth and settlement of fouling organisms (microbes and higher forms of plant or animal species) on vessels, aquaculture equipment or other structures used in water.

Product-type 22:  Embalming and taxidermist fluids

Products used for disinfection and preservation of human or animal corpses, or parts thereof.

Product-type 23:  Control of other vertebrates

Products used for the control of vermin.
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