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Health and Safety



Executive



The Biocidal Products Regulations (As Amended) 2001 - Application form for a Biocidal Product
	After completing the application, please send it to the following address: Chemicals Regulation Directorate, (Biocidal Product Authorisation Team), Health and Safety Executive, Redgrave Court, Merton Road, Bootle, Merseyside L20 7HS, United Kingdom.  Tel: 0845 345 0055, Fax: +44 151 951 3317, Email: PA.Biocides@hse.gsi.gov.uk , Website: www.hse.gov.uk/biocides/index.htm.


	For HSE Use Only

	Product File Number:
	     


	Section 1 - Application Details 

	This is an application for: (Please tick the relevant box)
 FORMCHECKBOX 

Provisional Product Authorisation

 FORMCHECKBOX 

Provisional Product Registration

 FORMCHECKBOX 

Product Authorisation

 FORMCHECKBOX 

Product Registration


	Section 2 - Access to Data 

	For authorisation or registration you should tick the following data you have submitted with your application
 FORMCHECKBOX 

A dossier or  FORMCHECKBOX 
 Letter of access for each active substance in the biocidal product in accordance with Annexes IIA/IIIA or IVA of BPD 98/8/EC (as appropriate)

 FORMCHECKBOX 

A dossier or  FORMCHECKBOX 
 Letter of access for the biocidal product in accordance with Annexes IIB/IIIB or IVB of BPD 98/8/EC (as appropriate)


	Section 2 - Confidentiality 

	 FORMCHECKBOX 

Commercial Confidentiality Requested.



	Product Name
	     

	Product Type(s) in accordance with Annex V of 98/8/EC 

	 FORMCHECKBOX 
 1
 FORMCHECKBOX 
 2
 FORMCHECKBOX 
 3
 FORMCHECKBOX 
 4
 FORMCHECKBOX 
 5
 FORMCHECKBOX 
 6
 FORMCHECKBOX 
 7
 FORMCHECKBOX 
 8
 FORMCHECKBOX 
 9
 FORMCHECKBOX 
 10
 FORMCHECKBOX 
 11
 FORMCHECKBOX 
 12
 FORMCHECKBOX 
 13
 FORMCHECKBOX 
 14

 FORMCHECKBOX 
 15
 FORMCHECKBOX 
 16
 FORMCHECKBOX 
 17
 FORMCHECKBOX 
 18
 FORMCHECKBOX 
 19
 FORMCHECKBOX 
 20
 FORMCHECKBOX 
 21
 FORMCHECKBOX 
 22
 FORMCHECKBOX 
 23


	Section 3 - Company Details 

	
	Authorisation/Registration Holder
	Applicant (if different from Authorisation/Registration Holder)
	Marketing Company

	Company Name
	     
	     
	     

	Address
	     
	     
	     

	Postcode
	     
	     
	     

	Contact Name
	     
	     
	     

	Position
	     
	     
	     

	Telephone Number
	     
	     
	     

	Fax Number
	     
	     
	     

	Email Address
	     
	     
	     


	Signature
	     
	Date
	     

	Print Name
	     
	Position in Company
	     


	Section 4 - Application Procedure 

	Section 4.1 - Application for Provisional Authorisation/Registration & Product Authorisation/Registration

	Is the product identical to the representative product accompanying active substance dossier for Annex I/IA entry?
 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No.  If 'No', then please state brief reason for difference below and complete the relevant Sections at 5, 6 and 7

	     

	Is the product intended to support the establishment of a frame formulation?

 FORMCHECKBOX 

Yes, please provide full details at Section 5

 FORMCHECKBOX 

No

	Is the product intended to support the addition of a product to an established frame formulation?

 FORMCHECKBOX 

Yes, provide the identification number of the established frame formulation below

 FORMCHECKBOX 

No

	Authorisation/Registration Number
	Member State

	     
	     


	Section 4.2 - Application for Mutual Recognition of an existing product authorisation/registration

	

	Member State
	Product Name
	Product Type
	Authorisation/ Registration number in that Member State
	Date of Product Authorisation/ Registration in that Member State

	
	Details of first biocidal product authorisation/ registration granted
	
	
	

	     
	     
	     
	     
	     

	Please attach a summary of the dossier as required in Article 8(2)(a), Annex II B/III B, Section X and a certified copy of the first authorisation granted as outlined in Article 4.1 of the BPD and Regulation 11(5)(a)(b) of BPR.  For low-risk biocidal registration, a dossier and certified copy of the first registration granted as outlined Article 8(3)(i-vii) of the BPD and Regulation 12(5)(a)(b) of BPR.

	
	Details of subsequent biocidal products authorised/registered
	
	
	

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	     
	     
	     
	     
	     


	Section 5 - Composition Details 

	Active Substance(s)

	Name of active substance (IUPAC name)
	CAS/EC Number
	Trade Name of Formulated Active (if applicable)
	Name and address of manufacturing source
	Minimum purity (% w/w)
	Concentration

	
	
	
	
	
	% w/w
	g/l

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


	Other components of the formulation

	Please note that the classification for the components of the formulation should be based on Safety data sheets (SDS) which should be less than 5 years old, in English and in accordance with the latest Classification and Labelling legislation (Chemicals (Hazard Information and Packaging for Supply 2002)) also known as CHIP 3.

	Name of component (IUPAC name)
	CAS/EC Number
	Trade Name (if applicable)
	Concentration
	Function of Components
	Substance of Concern (Y/N)
	Classification

	
	
	
	Min % w/w
	Max % w/w
	
	
	

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     


	Other components of the formulation

	Please note that the classification for the components of the formulation should be based on Safety data sheets (SDS) which should be less than 5 years old, in English and in accordance with the latest Classification and Labelling legislation (Chemicals (Hazard Information and Packaging for Supply 2002)) also known as CHIP 3.

	Name of component (IUPAC name)
	CAS/EC Number
	Trade Name (if applicable)
	Concentration
	Function of Components
	Substance of Concern (Y/N)
	Classification

	
	
	
	Min % w/w
	Max % w/w
	
	
	

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     


	Section 6 - Product Classification Information 

	Please provide the following information (where relevant) to determine whether these phrases are required for the product:

R12: Extremely flammable; R11: Highly flammable, R10: Flammable

R65: Harmful: may cause lung damage if swallowed (if the substance is a liquid and contains >10% hydrocarbons)

	Flashpoint oC
	Viscosity
	Surface Tension
	Density (if liquid)

	     
	     
	     
	     

	Classification and labelling of product proposed by Authorisation Holder/Applicant (including R&S phrases)

	     

	Draft label

	Copy of the draft label included?

 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No - Please provide a copy of your draft label

	Label claims 

	     


	Section 7 - Product/Formulation Information 

	Select all that apply and complete each section below as appropriate

	User Types
	Formulation Type (eg gel bait, water based ready-for-use, solvent based concentrate, pre-pressurised hand held aerosol)

	 FORMCHECKBOX 

Non-professional
	     
     

	 FORMCHECKBOX 

Professional
	     
     

	 FORMCHECKBOX 

Industrial
	     
     

	Packaging 

	Packaging details including full details of pack sizes, packaging, designs etc

	     

	Use Pattern 

	User (eg non-professional/ professional)
	Application Method (eg brush, spray)
	Dilution Rate (if applicable)
	Application Rate

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	Area of Use (eg domestic, commercial) 

	     

	Efficacy Claims 

	Target Organisms

	     


	Risk Assessment

	Exposure

	Who else could be exposed to the product eg secondary exposure by bystanders, companion animals?

	     

	Likely areas of environmental exposure (eg soil drains)

	     

	If the usage/formulation/exposure is different to the representative product, please provide all information to be used in a new risk assessment for your product.

	     

	Any other relevant product information (eg dry docking interval, contact time, time to reoccupation) etc

	     


	Checklist

	 FORMCHECKBOX 
 Letter(s) of access or  FORMCHECKBOX 
 a dossier for each active substance (if appropriate)

 FORMCHECKBOX 
 Letter(s) of access or  FORMCHECKBOX 
 a dossier for each biocidal product (if appropriate

 FORMCHECKBOX 
 Draft Product Label




	HAVE ALL SECTIONS BEEN FULLY COMPLETED (WHERE RELEVANT)?  INCOMPLETE INFORMATION MAY DELAY THE PROCESSING OF YOUR APPLICATION.
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