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ANNEX EURL/I

A) DECLARATION FORM 

TO:

European Union Reference Laboratory for Feed Additives
c/o European Commission – DG Joint Research Centre
Retieseweg, 111
B – 2440 Geel, BELGIUM
Subject: Declaration of intent


 FORMCHECKBOX 
 
Authorisation of a feed additive or a new use of a feed additive 
(Article 4(1) of Regulation (EC) No 1831/2003)


 FORMCHECKBOX 

 Modification of an existing authorisation 

(Article 13 (3) of Regulation (EC) No 1831/2003)


 FORMCHECKBOX 

 Renewal of a feed additive authorisation 
(Article 14 of Regulation (EC) No 1831/2003)

I, undersigned, Mr./Ms.          
,      
on behalf of the applicant(s) and/or his/their Representative(s) in the European Union (Article 4(3) of Regulation (EC) No 1831/2003),      
 under the conditions required in Article 7(3)(a) of Regulation (EC) No 1831/2003 intend to submit an application in order to obtain an authorisation for the following product as a feed additive.
A.1. Identification and characterisation of additive

Additive name (characterisation of the active substance(s) or agent(s) as defined in the subsections 2.2.1.1 and 2.2.1.2 of Annex II to Regulation (EC) No 429/2008):      
 
Trade name (if appropriate for the authorisations linked to the holder):      
 
under the category/ies:      
 
functional group/s of additives:      
 
target species:      
 
Name of the authorisation holder: (Article 9(6) of Regulation (EC) No 1831/2003):      
 
This additive is already authorised in feed legislation by Directive      /      /(E)EC or Regulation (EC) No      /      under number       as      

This additive has been already evaluated by the EURL in the frame of the following Feed Additives Dossier(s) FAD(s)      

If the product consists of, contains, or is produced from a Genetically Modified Organism (GMO), please provide the following information
: 

 FORMCHECKBOX 
 unique identifier (Commission Regulation (EC) No 65/2004) (where appropriate):      
 FORMCHECKBOX 
 either the details of any authorisation granted in accordance with Regulation (EC) No 1829/2003:      
 FORMCHECKBOX 
 or the details of any pending application for authorisation under Regulation (EC) No 1829/2003:      
A.2. Conditions of use
 

A.2.1. Use in complete feedingstuffs

Animal species or category:      11
Minimum dose (if appropriate):      
 mg or Units of activity or colony forming units (CFU) or ml/kg of complete feedingstuffs with a moisture content of 12% 
Maximum dose (if appropriate):      
 mg or Units of activity or CFU or ml /kg of complete feedingstuffs with moisture content of 12 %
For liquid feeds the minimum and maximum doses can be expressed per litre.

A.2.2. Use in water 

Minimum dose (if appropriate):      17 mg or Units of activity or CFU or ml /l of water 

Maximum dose (if appropriate):      18 mg or Units of activity or CFU or ml/l of water 

A.2.3. Maximum residue limit (if appropriate)
 

Animal species or category:      11
Marker residue:      

Target tissues or products:      

Maximum residue in tissues or products ((g/kg):      

Withdrawal period:      

A.3. Modification requested

     

A.4. Reference Samples


 FORMCHECKBOX 
 I will provide samples of the product and the accompanying documentation in compliance with the requirements laid down by the EURL Guidance for Applicants no later than six weeks after sending the present declaration. 


 FORMCHECKBOX 
 In accordance with Article 3 (4) of Regulation (EC) No 378/2005 new samples of the product are not required. 
A.5. Fee


 FORMCHECKBOX 
 With this declaration I also agree to pay to the EURL the established fee of EUR 6000 to contribute supporting the costs of the tasks of the EURL and the consortium of National Reference Laboratories. Payment of the fee will take place no later than two weeks upon receipt of the corresponding debit note (invoice) from the EURL.


 FORMCHECKBOX 
 With this declaration I also agree to pay to the EURL the established fee of EUR 4000 to contribute supporting the costs of the tasks of the EURL and the consortium of National Reference Laboratories. Payment of the fee will take place no later than two weeks upon receipt of the corresponding debit note (invoice) from the EURL.


 FORMCHECKBOX 
 In accordance with Article 5 (4) of Regulation (EC) No 378/2005 a new evaluation report of the EURL is not required. The applicable fee for this application is EUR 0.

I am aware that in no circumstances the EURL will reimburse the fee paid, or will credit it for purpose of another application. 

Signature_____________________________
Date _______________
B) Administrative data

(1) Applicant company or person

	(a) Name of the applicant or company
	     

	(b) Address (Street, No)
	     

	
Post code
	     

	
City
	     

	
Country
	     

	(c) VAT No
	     

	(d) Registration No
	     

	(e) Telephone
	     

	(f) Fax
	     

	(g) E-mail (if available)
	     


(2) Contact person (for all correspondence with Commission, EFSA and EURL)

	(a) Name of Contact Person
	     

	(b) Position
	     

	(c) Company Name of the Contact Person
	     

	(d) Address (Street, No)
	     

	
Post code
	     

	
City
	     

	
Country
	     

	(e) Telephone
	     

	(f) Fax
	     

	(g) E-mail (if available)
	     


(3) Billing details (if different)

	(a) Name of the applicant or company
	     

	(b) Address (Street, No)
	     

	
Post code
	     

	
City
	     

	
Country
	     

	(c) VAT No
	     

	(d) Registration No
	     


Notes for the compilation of the Declaration Form
� Select this tick box in case of declaration concerning an application for a new additive or new use of an already authorised feed additive (Article 4 (1) of Regulation (EC) No 1831/2003)


2 Select this tick box in case of declaration concerning an application for an already authorised feed additive (Article 10 (2) of Regulation (EC) No 1831/2003)


� Select this tick box in case of declaration concerning an application for modification of an existing authorisation (Article 13 (3) of Regulation (EC) No 1831/2003)


� Select this tick box in case of declaration concerning renewal (=when the authorisation granted for 10 years is expired) of an authorisation (Article 14 of Regulation (EC) No 1831/2003) 


� Name of the person submitting the declaration


� Position of the person submitting the declaration


� Name of the applicant, or company name


� Name of the additive


� Trade name must be indicated only for additives belonging to the category “zootechnical additives” and “coccidiostats and histomonostats”


� Additive category according to Annex I of Regulation (EC) No 1831/2003


� Functional group according to Annex I of Regulation (EC) No 1831/2003


� Target animal species (cf. Annex IV of Regulation (EC) No 429/2008)


� Name of the holder of the authorisation (only for additives belonging to the category “zootechnical additives” and “coccidiostats and histomonostats”)


� Reference to the legal act authorising the additive in feed, the code or number assigned to the additive, and its category


� Indicate here the different FAD(s) numbers assigned to the evaluation reports issued by the EURL related to this feed additive


� In case of additives falling within the scope of the legislation concerning genetically modified microorganisms (GMOs), indicate here the appropriate references


� Specify the conditions of use for each target animal species separately by filling one section A.2 for each of the target species specified in field 13. Replicate the fields if necessary


� Minimum dose, expressed in one of the specified units


� Maximum dose, expressed in one of the specified units


� Indicate each animal species for which the maximum residue limits are established separately (replicate the fields as appropriate) 


� Indicate here the marker residue


� Indicate here the target tissue (e.g. liver, kidney, muscle, skin and fat) and/or product (e.g. milk, eggs, honey). Indicate each tissue or product separately (replicate the fields as appropriate) 


� Indicate here the Maximum Residue Limit, expressed in micrograms/kg of tissue or product


� Indicate here the withdrawal period


� Indicate here the modification requested, in case of an application for modification of an existing authorisation (see note 3)


� Tick this box in case of an application according to Article 4 of Regulation (EC) No 1831/2003 for a new additive or for modification according to Article 13 (3) of Regulation (EC) No 1831/2003 if the modification indicated in field 31 above relates to the characteristics of the additives


� Tick this box and select the appropriate reference, in case of an application according to Article 4 (new use) or Article 13 (3) of Regulation (EC) No 1831/2003 when the provisions of articles 3 (4) (a) or 3 (4) (b) of Regulation (EC) No 378/2005 are applicable. Tick also the following box 29. 


� Select this tick box in case of an application for a new additive (Article 4 (1) of Regulation (EC) No 1831/2003).


� Tick this box and select the appropriate reference, in case of an application according to Article 4 (new use) or Article 13 (3) or Article 14 of Regulation (EC) No 1831/2003 when the provisions of Articles 5 (4) of Regulation (EC) No 378/2005 are not applicable, therefore a new evaluation of the EURL is required


� Tick this box and select the appropriate reference, in case of an application according to Article 4 (new use) or Article 13 (3) or Article 14 of Regulation (EC) No 1831/2003 when the provisions of Articles 5 (4) of Regulation (EC) No 378/2005 are applicable, therefore a new evaluation of the EURL is not required


� Indicate here the details of the applicant (company or person) or the legal representative in the EU, (indicating “on behalf of….” if necessary)


� Indicate here the details of the contact person, for correspondence purposes


� Indicate here the details for billing purposes (invoice and payment)
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