PA&MRFG-Dec09-Doc.7-final draft – 01-12-2009


HARMONISED STANDARD APPLICATION FORM
APPLICATION FOR AUTHORISATION OR REGISTRATION UNDER DIRECTIVE 98/8/EC

GENERATED VIA THE EUROPEAN REGISTER FOR BIOCIDAL PRODUCTS

	
Name of the product:
     
Active Substance(s):
     
Product type(s):

     
Applicant:
     
Type of application :
     
Receiving Member State:
     
Application Reference:
     


It is hereby confirmed that fees  FORMCHECKBOX 
 will be /  FORMCHECKBOX 
 have been paid according to the national rules
.

On behalf of the applicant
:

	
Name:
     
Position in company:
     

	
Place:
____________________
Date: 
_______________


Signature
 ___________________________________________




Send this form to:

	Receiving Member State Competent Authority name and address

(NB - Grey boxes on this first page are to be automatically filled in by the R4BP on the basis of information given in the next sections)


1. Type of application

Tick one box:

	New product

	 FORMCHECKBOX 

	Application for authorisation (Article 8 of Directive 98/8/EC)
	Go to 1.1

	
	 FORMCHECKBOX 

	Application for registration (Article 8 of Directive 98/8/EC)
	Go to 1.1

	
	 FORMCHECKBOX 

	Application for mutual recognition (Article 4 of Directive 98/8/EC)
	Go to 1.2

	
	 FORMCHECKBOX 

	Application for provisional authorisation/registration (Article 15(2) of Directive 98/8/EC)

	Go to 1.1


	Existing product

(Post-Annex I process)
	 FORMCHECKBOX 

	Application for authorisation (Article 16(3) of Directive 98/8/EC)

Current authorisation number (if applicable):
      
	Go to 1.1

	
	 FORMCHECKBOX 

	Application for registration (Article 16(3) of Directive 98/8/EC)

Current registration number (if applicable):      
	Go to 1.1

	
	 FORMCHECKBOX 

	Application for mutual recognition (Article 4 of Directive 98/8/EC)
	Go to 1.2


	Existing product

(Multiple authorisation/registrations in a single Member State)
	 FORMCHECKBOX 

	Application for authorisation (Article 8 of Directive 98/8/EC)

	Go to 1.3

	
	 FORMCHECKBOX 

	Application for registration (Article 8 of Directive 98/8/EC)7
	Go to 1.3


1.1. Application for authorisation/registration

a. Receiving Member State: [image: image1.png]


 (Select from pre-defined list)
b. Is the biocidal product already placed on the market of other EU/EEA
 countries? 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes ( If yes, fill the table below)
	Country
	Product name
	Product-type
	Authorisation/registration number (if applicable)
	Company  legally responsible for placing the product on the market

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Add rows as necessary


c. Is it intended to apply for the mutual recognition of the authorisation/registration in other EU/EEA countries?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (If yes, indicate in the table below, which EU/EEA countries might be concerned) 
	AT
 FORMCHECKBOX 

BE
 FORMCHECKBOX 

BG
 FORMCHECKBOX 

CY
 FORMCHECKBOX 

CZ
 FORMCHECKBOX 

DE
 FORMCHECKBOX 

DK
 FORMCHECKBOX 

EE
 FORMCHECKBOX 

EL
 FORMCHECKBOX 

ES
 FORMCHECKBOX 

FI
 FORMCHECKBOX 

FR
 FORMCHECKBOX 

HU
 FORMCHECKBOX 

IE
 FORMCHECKBOX 

IS
 FORMCHECKBOX 

IT
 FORMCHECKBOX 

LI
 FORMCHECKBOX 

LT
 FORMCHECKBOX 

LU
 FORMCHECKBOX 

LV
 FORMCHECKBOX 

MT
 FORMCHECKBOX 

NL
 FORMCHECKBOX 

NO
 FORMCHECKBOX 

PL
 FORMCHECKBOX 

PT
 FORMCHECKBOX 

RO
 FORMCHECKBOX 

SE
 FORMCHECKBOX 

SI
 FORMCHECKBOX 

SK
 FORMCHECKBOX 

UK
 FORMCHECKBOX 



	
	Go to 1.4


1.2. Application for mutual recognition

a. Receiving Member State: [image: image2.png]


 (Select from pre-defined list)

b. Reference Member State
: [image: image3.png]


 (Select from pre-defined list)
c. Authorisation/registration number
: [image: image4.png]


 (Select from pre-defined list)

(Provide a copy of the authorisation/registration in Annex 6.11)
d. Date of authorisation/registration (dd-mm-yyyy):       (Automatically filled-in by R4BP)
e. If authorisation/registration is pending, indicate reference of the application for the first authorisation/registration
: [image: image5.png]


  (Select from pre-defined list)
	
R4BP Application Code
: 


     

R4BP Authorisation/Registration Code12: 
     


	
	Go to 1.4


1.3. Application to obtain additional authorisation/registrations of an already authorised/registered product

a. Receiving Member State: [image: image6.png]


 (Select from pre-defined list)

b. Authorisation/registration number
:  [image: image7.png]


 (Select from pre-defined list)

c. Authorisation/registration holder of already authorised/registered product:        (Automatically filled-in by R4BP)
d. Date of authorisation/registration (dd-mm-yyyy):       (Automatically filled-in by R4BP)
e. If authorisation/registration is pending, indicate reference of the application for the original authorisation/registration11:  [image: image8.png]


 (Select from pre-defined list)
f. Where appropriate, attach written agreement that the information submitted for the purpose of a previous application can be used for the benefit of this application (Annex 6.2)
	
	Go to 1.4


1.4. Frame formulations

	Frame Formulation
	 FORMCHECKBOX 

	Application intended to support the establishment of a frame formulation (provide the composition of the frame formulation in Annex 6.3).
The competent authority is hereby requested to establish a frame formulation based upon the data submitted with this application.

	
	 FORMCHECKBOX 

	Application intended to support the subsequent authorisation/registration of a product that is covered by an established frame formulation

Authorisation or registration number of the product upon which the established frame formulation is based:      
If authorisation/registration is pending
, indicate reference of the application for the authorisation/registration11:      


	
	Go to 2


2. Applicant

2.a Company details

Company Name: 
     
Address:
     
City:

     
Postal Code: 
     
Country: 
[image: image9.png]



Telephone:
     
Fax:
     
E-Mail:
     
Intra-Community VAT number or, for non EU undertakings, company registration number:
     
Provide proof of establishment in the EEA (Annex 6.4)
2.b Person authorised for communication on behalf of the applicant during the procedure
Title:


[image: image10.png]



First name:
     
Last Name:
     
Company Name: 
     
Position in company:
     
Address: 

     
City:


     
Postal Code:
     
Country:
[image: image11.png]



Telephone:

     
Fax:
     
E-Mail:
     
Provide letter of authorisation (Annex 6.5)
2.c Additional information
     
	
	Go to 3


3. Future authorisation/registration holder

3.a Company details

Company Name: 
     
Address:
     
City:

     
Postal Code: 
     
Country: 
[image: image12.png]



Telephone:
     
Fax:
     
E-Mail:
     
Intra-Community VAT number or, for non EU companies, company registration number:      
3.b Person authorised for communication on behalf of the future authorisation/registration holder
Title:


[image: image13.png]



First name:
     
Last Name:
     
Company Name: 
     
Position in company:
     
Address: 

     
City:


     
Postal Code:
     
Country:
[image: image14.png]



Telephone:

     
Fax:
     
E-Mail:
     
Provide letter of authorisation (Annex 6.6)
3.c Additional information
     
	
	Go to 4


4. Summary of the product characteristics
(a) Product trade name
:      
	(b) (i) Qualitative and quantitative information on the composition of the biocidal product


When the detailed composition of the product is known, fill in the following table: 
	Active substance(s)
	Contents
	

	Common name

	IUPAC name
	CAS number
	EC number
	Concentration
	Unit

	w/w (%)
	Minimum purity
(% w/w)
	Same source as for Annex I inclusion

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
[image: image15.png]



	
	
	 FORMCHECKBOX 
  yes  FORMCHECKBOX 
  no


	Add rows as necessary

	
	
	
	
	
	
	
	
	

	Co-formulants
	Contents
	

	Common name
	IUPAC name
	Function

	CAS number
	EC number
	Concentration
	Unit
	w/w (%)
	Classification
	Substance of concern

	
	
	
	
	
	
	
	
	

	
	
	
[image: image16.png]



	
	
	
	
[image: image17.png]



	
	
[image: image18.png]



	 FORMCHECKBOX 
  yes  FORMCHECKBOX 
  no

	Add rows as necessary
 

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Sum
	0.0
	 
	0.0
	


When the detailed composition of the product is unknown, indicate the product identification number
:      

(b) (ii) Is the product identical to the representative product, assessed for the purpose of the Annex I inclusion?
 FORMCHECKBOX 
  yes

 FORMCHECKBOX 
 no 

 FORMCHECKBOX 
 unknown 
If  not, briefly describe the difference.
(b) (iii) Does the biocidal product contain or consist of Genetically Modified Organisms (GMOs) within the meaning of Directive 2001/18/EC?

 FORMCHECKBOX 
  yes

 FORMCHECKBOX 
 no 
If yes, does the product comply with Directive 2001/18/EC?

 FORMCHECKBOX 
  yes

 FORMCHECKBOX 
 no
Provide a copy of any written consent(s) of the competent authorities to the deliberate release into the environment of the GMOs for research and development purposes where provided for by Part B of the above-mentioned Directive (Annex 6.8)
(c) Manufacturer(s) of the active substance(s) (name(s) and address(es) including location of plant(s))

Name of the active substance:      
Manufacturer

Company Name: 
     


Address:
     
City:

     
Postal Code: 
     
Country: 
[image: image19.png]



Telephone:
     
Fax:
     
E-Mail:
     
Intra-Community VAT number or, for non EU companies, company registration number:      
Manufacturing site(s) (if different)
Company Name: 
     


Address:
     
City:

     
Postal Code: 
     
Country: 
[image: image20.png]



Telephone:
     
Fax:
     
E-Mail:
     
Intra-Community VAT number or, for non EU companies, company registration number:      
(d) Formulator(s) of the biocidal product (name(s) and address(es) including location of plant(s))22
Formulator

Company Name: 
     
Address:
     
City:

     
Postal Code: 
     
Country: 
[image: image21.png]



Telephone:
     
Fax:
     
E-Mail:
     
Intra-Community VAT number or, for non EU companies, company registration number:      
Formulation site(s) (if different)

Company Name: 
     
Address:
     
City:

     
Postal Code: 
     
Country: 
[image: image22.png]



Telephone:
     
Fax:
     
E-Mail:
     
Intra-Community VAT number or, for non EU companies, company registration number:      
Physical state and nature of the biocidal product:

(e) Type of formulation: [image: image23.png]


 (Select from pre-defined list)

(f) Ready-to-use product:

yes  FORMCHECKBOX 
 

no  FORMCHECKBOX 

(g) Container type: [image: image24.png]



(h) Container size:      
(i) Container unit: [image: image25.png]


 (Select from pre-defined list)
Classification and labelling statements of the biocidal product:

(j) Product classification: [image: image26.png]


 (Select from pre-defined list)
(k) Risk and Safety Phrases:       (Automatically filled-in by R4BP)
Intended uses and efficacy:
(l) PT: [image: image27.png]


 (Select from pre-defined list)
(m) Target harmful organisms: [image: image28.png]


   (Select from pre-defined list) 

(n) Development stage of target organisms: [image: image29.png]


  (Select from pre-defined list) 

(o) Function/mode of action: 
[image: image30.png]


 (Select from pre-defined list)
(p) Field of use: 
[image: image31.png]


 (Select from pre-defined list)
(q) Application aim: 
[image: image32.png]


 (Select from pre-defined list)
(r) User category 
[image: image33.png]


 (Select from pre-defined list)
(s) Application method
: [image: image34.png]


 (Select from pre-defined list)
Directions for use
:

(t) Manner and area of use
:
     
(u) Conditions of use
: 

     
(v) Instructions for safe use of the product:

     
(w) Particulars of likely direct or indirect adverse effects and first aid instructions      
(x) Instructions for safe disposal of the product and its packaging      
(y) Conditions of storage and shelf-life of the product under normal conditions of storage       
(z) Additional information:       
	
	Go to 5


5. Other information

5.1. Implementation of article 13(2)
Have new data
 been submitted with this application concerning testing on vertebrates?
 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes 
Has an enquiry been made in accordance with the provisions of Article 13.2 concerning experiments involving vertebrate animals with respect to this product? 
 FORMCHECKBOX 
 no 
 FORMCHECKBOX 
 yes, attach copy of the request and of the reaction of the relevant Competent Authority(ies) (Annex 6.8)
Has an agreement been reached on the sharing of information concerning experiments involving vertebrate animals?
 FORMCHECKBOX 
 no 
 FORMCHECKBOX 
 yes, attach copy of the agreement (Annex 6.9)
5.2. Has a request been made to a Competent Authority for advice concerning this product on read-across approaches, test waiving, technical equivalence, determining the classification of components which do not have harmonised classifications or of the product, and grouping for establishing frame formulations etc ?
 FORMCHECKBOX 
 no 
 FORMCHECKBOX 
 yes, attach copy of the advice(s) received (Annex 6.10)
6. Annexed documents (as appropriate)

	6.1. 
	Proof of payment.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.2. 
	Written agreement(s) (i.e. letter(s) of access) that the information submitted for the purpose of a previous application can be used for the benefit of this application.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.3. 
	Composition of frame formulation.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.4. 
	Proof of establishment of the applicant in the EEA.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.5. 
	Letter of authorisation for communication on behalf of the applicant.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.6. 
	Letter of authorisation for communication on behalf of the future authorisation/registration holder.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.7. 
	Written consent(s) of the competent authorities regarding GMO release in the environment.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.8. 
	Inquiry and response concerning experiments involving vertebrate animals.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.9. 
	Written agreement on the sharing of information concerning experiments involving vertebrate animals.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.10. 
	Advice received from Competent Authority(ies) on read-across approaches, test waiving, technical equivalence, determining the classification of components which do not have harmonised classifications or of the product, and grouping for establishing frame formulations etc.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.11. 
	Certified copy of first authorisation/registration as required under Article 4 of Directive 98/8/EC (in the language of the receiving MS).
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.12. 
	Proposals for packaging and labelling (in the language of the receiving MS).
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.13. 
	Proposals for safety data sheets (in the language of the receiving MS).
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.14. 
	Reference list of new data submitted to support the application.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes

	6.15. 
	List of documents providing arguments supporting read-across approaches, test waiving, technical equivalence, determining the classification of components which do not have harmonised classifications or of the product, and grouping for establishing frame formulations etc. should also be listed here for the convenience of the receiving Member State.
	 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes


6.3. Composition of the frame formulation
	Active substance(s)
	Contents
	

	
	Minimum
	Maximum
	

	Common name

	IUPAC name
	CAS number
	EC number
	Concentration
	Unit

	w/w (%)
	Concentration
	Unit
	w/w (%)
	minimum purity (% w/w)
	Same source as for Annex I inclusion

	
	
	
	
	
	
[image: image35.png]



	
	
	
[image: image36.png]



	
	
	 FORMCHECKBOX 
  yes  FORMCHECKBOX 
  no



Add rows as necessary
	Co-formulants
	Contents
	

	
	Minimum
	Maximum
	

	Common name
	IUPAC name
	Function

	CAS number
	EC number
	Concentration
	Unit
	w/w (%)
	Concentration
	Unit
	w/w (%)
	Classification
	Substance of concern

	
	
	
[image: image37.png]



	
	
	
	
[image: image38.png]



	
	
	
[image: image39.png]



	
	
[image: image40.png]



	 FORMCHECKBOX 
  yes  FORMCHECKBOX 
  no


Add rows as necessary
6.14. Reference List

List of new data
 submitted in support of the evaluation of the active substance

	Section No

	Reference No
	Author
	Year
	Title

	Owner of data
	Letter of Access
	Data protection claimed


	
	
	
	
	
	
	Yes
 
	No

	Yes 
	No

	     
	     
	     
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Add rows as necessary


List of new data submitted in support of the evaluation of the biocidal product
	Section No

	Reference No
	Author
	Year
	Title

	Owner of data
	Letter of Access
	Data protection claimed

	
	
	
	
	
	
	Yes 
	No
	Yes 
	No

	     
	     
	     
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Add rows as necessary


� If fees have been paid, attach proof of payment in Annex 6.1


� Attach letter of authorisation for communication/signing on behalf of the applicant in Annex 6.5.


� Products not yet placed on the market of the Receiving Member State. These may be products containing new and/or existing active substances.


� This option is only available to products containing at least one new active substance, as defined in Article 15(2) of the Directive.


� Products already placed on the market of the Receiving Member State in accordance with national rules.


� Products already authorised/registered by the Receiving Member State in accordance with the provisions of the Directive.


� This procedure is to be used when additional authorisations of an already authorised/registered product are being sought in a single Member State (i.e. the product is already authorised/registered and the applicant wants to obtain a second or more authorisation/registrations).


� European Economic Area.


� The Reference Member State is the Member State having granted the first authorisation, for which the mutual recognition is being sought.


� Indicate the authorisation number of the first authorisation, for which the mutual recognition is being sought. If the authorisation has not yet been granted, leave this field blank. (NB - R4BP will only list authorisation numbers of authorisations granted by the Reference Member State for the product under consideration)


� Indicate the application code as generated by the R4BP. (NB - R4BP will only list application codes of applications under evaluation by the Reference Member State for the product under consideration)


� This code is automatically generated by the R4BP.


� This procedure is to be used when additional authorisations of an already authorised/registered product are being sought in a single Member State (i.e. the product is already authorised/registered and the applicant wants to obtain a second or more authorisation/registrations).


� Indicate the authorisation number of the authorisation to be duplicated. (NB - R4BP will only list authorisation number(s) of authorisations granted by the receiving Member State to the product under consideration)


� It may be possible in the context of a post-Annex-I-procedure that a frame formulation is not yet finally established and that the product it is based on is not finally authorised/registered but that an application for authorisation/registration of an additional biocidal product within this frame needs to be made. In this case, a reference to the authorisation/registration number of the product upon which the frame formulation is based is not possible as it is not yet existent. Therefore, also a reference to the application supporting the establishment of a frame formulation is acceptable as basis for the application for the authorisation/registration of a biocidal product covered by this frame formulation.


� Where authorisation/registration should be granted to place the product on the market under several different names (by the same or different companies), separate applications should be made.


� Indicate the common name. Trade names alone are not accepted. For biological products, indicate the scientific name, strain/serovar, as appropriate.


� Select from pre-defined list (e.g. g/l, g/kg, other). For biological products, the concentration should state the number of activity units/units of potency (as appropriate) per defined unit of formulation (e.g. per gramme or per litre).


� If the source is different, information should be provided on the technical equivalence of the two sources (Annex 6.16). For further guidance, see note for guidance on the assessment of technical equivalence (� HYPERLINK "http://circa.europa.eu/Public/irc/env/bio_reports/library?l=/documents_finalised/ca-may08-doc67_equivalen/_EN_1.0_&a=d" �CA-May08-Doc.6.7�) available at: http://ec.europa.eu/environment/biocides/index.htm


� Select from pre-defined list (e.g.: antioxidant, emetic, dispersing agent, other).


� Indicate the product identification number as generated by the R4BP. This number can be obtained from the person having entered the details of the composition of the product in the R4BP.


� All sites involved in the manufacturing process of each active substance and of the product must be listed.


� Indicate how the product will be applied (e.g. brush, spray, dipping, bait, etc). Where the product is to be used by more than one user category, indicate the application method(s) intended for each user category.


� Provide in the following sections the information as it is proposed to appear on the product label or appropriate product literature.


� Indicate information on the target organisms, the mode of action, the field of use, the application aim, the user category and the application method. All efficacy claims should be reflected.


� Include the details of the directions for use. This should be expressed in terms of amount of product per unit area or a length of application (e.g. dip for 3 minutes). For aerosols and sprays a discharge rate should be included. If the product is a concentrate, indicate the dilution rate(s) here (e.g. dilute 1 part of product with x parts of water).


� Where appropriate, indicate here the period of time needed for the biocidal effect, the interval to be observed between applications of the biocidal product or between application and the next use of the product treated, or the next access by man or animals to the area where the biocidal product has been used, including particulars concerning decontamination means and measures and duration of necessary ventilation of treated areas; particulars for adequate cleaning of equipment; particulars concerning precautionary measures during use, storage and transport (e.g. personal protective clothing and equipment, measures for protection against fire, covering of furniture, removal of food and feedingstuff and directions to prevent animals from being exposed).


� New data is to be understood as data generated for the purpose of this application and not already submitted for the purpose of the Annex I or IA inclusion.


� These documents do not have to be attached electronically but have to be enclosed in the dossier as annexes to the application form.


� Indicate the common name. Trade names alone are not accepted. For biological products, indicate the scientific name, strain/serovar, as appropriate.


�  Select from pre-defined list (e.g. g/l, g/kg, other). Select from pre-defined list (e.g. g/l, g/kg, other). For biological products, the concentration should state the number of activity units/units of potency (as appropriate) per defined unit of formulation (e.g. per gramme or per litre).


� If the source is different, information should be provided on the technical equivalence of the two sources (Annex 6.16). For further guidance, see note for guidance on the assessment of technical equivalence (� HYPERLINK "http://circa.europa.eu/Public/irc/env/bio_reports/library?l=/documents_finalised/ca-may08-doc67_equivalen/_EN_1.0_&a=d" �CA-May08-Doc.6.7�) available at: http://ec.europa.eu/environment/biocides/index.htm.


�  Select from pre-defined list (e.g.: antioxidant, emetic, dispersing agent, other).


� Data which have not been already submitted for the purpose of the Annex I inclusion. For data submitted for the purpose of the Annex I inclusion, provide written agreement(s) that these can be used for the benefit of this application in Annex 6.2.


� Data protection claimed does not guarantee that data protection will be granted (It will depend on whether conditions of Article 12 are fulfilled).


� Provide written agreement(s) in Annex 6.2.


� In case the data are public or owned by the applicant.
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