AR16/APPL/SPONSOR CO.


	Department of Agriculture, Food and the Marine
Application to Import an Animal Remedy in 

“Certain Health Situations”


I (‘the applicant’ – see note (1)), hereby apply to the Minister for Agriculture, Food and the Marine for a licence to import an animal remedy authorised in another Member State of the European Union in accordance with Regulation 16(1)(a) of the European Communities 
(Animal Remedies) (No. 2) Regulations 2007.

	Part 1- PARTICULARS OF ‘the applicant’ – see note (1)
Name:  ______________________________________________________________
Address: _____________________________________________________________
               _____________________________________________________________

Phone No.:  ________________________ 

Email Address: ________________________________________________________




	     Part 2 - PARTICULARS OF ANIMAL REMEDY TO BE IMPORTED – See note (2)
Name of Animal Remedy: ______________________________________________
Veterinary Product Marketing Authorisation No: ____________________________
Member State where Marketing Authorisation is held: ________________________
      Expiry Date of M.A. (must be currently authorised): ________________________

       Proof that M.A is currently authorised (in English) Enclosed: [   ] (tick to confirm)

       Copy of SPC (in English) Enclosed: [   ] (tick to confirm)

Target Species: _______________________________________________________
Indications for use covered by the Marketing Authorisation:

___________________________________________________________________

      Active Substances(s): __________________________________________________    

Pharmaceutical Form: _____________________Pack Size_____________________



	Part 3 - DETAILS OF LICENCE BEING REQUESTED

Quantity of Product to be imported:     _________________________________________

see note (3)   

    Period for which licence is requested: _________________________________________

   see note (4)                          
    


	   Part 4 - REASON FOR IMPORTATION OF PRODUCT 
   Description of health situation to be addressed: – see note (5):  

   _______________________________________________________________________
   _______________________________________________________________________
   _______________________________________________________________________
   Justification as to why a full marketing authorisation has not been applied 

   for in Ireland:

   _______________________________________________________________________
   _______________________________________________________________________
   _______________________________________________________________________



	Part 5 -PARTICULARS OF LICENSED WHOLESALER(S) NOMINATED TO SUPPLY THE ANIMAL REMEDY TO NOMINATED REGISTERED VETERINARY PRACTITIONERS - optional
   Wholesaler’s Name/Licence No: ____________________________________________
   Wholesaler’s Address: ____________________________________________________  

     ______________________________________________________________________
   Wholesaler’s Name/Licence No _____________________________________________
   Wholesaler’s Address: ____________________________________________________  

     ______________________________________________________________________




	  Part 6 - PARTICULARS OF REGISTERED VETERINARY PRACTITIONER(S) TO BE SUPPLIED WITH THE PRODUCT  
    Name: _________________________________________________________
    Address: ________________________________________________________
    Name: __________________________________________________________
    Address:  ________________________________________________________
    Name: _________________________________________________________
    Address: _______________________________________________________
Additional veterinary practitioners may be listed on a separate page using this format. 
 


	   Part 7-  PARTICULARS OF FARMS/SITES TO BE SUPPLIED WITH THE PRODUCT 

   1. Farm/Site Name: _______________________________________________________
    Farm/Site Address: ______________________________________________________
      ______________________________________________________________________
   2. Farm/Site Name: ________________________________________________________
       Farm/Site Address: ______________________________________________________
      ______________________________________________________________________
  3. Farm/Site Name: ________________________________________________________

   Farm/Site Address: ______________________________________________________ 
_______________________________________________________________________

Additional farms/sites may be listed on a separate sheet using this format.



DECLARATIONS AND UNDERTAKINGS
1. I undertake to comply with the European Communities (Animal Remedies) (No.2) Regulations 2007 in relation to the importation of an animal remedy and with any conditions attached to a licence granted as a result of this application.

2. I undertake to furnish details, in the manner and within the timescale prescribed by the Minister for Agriculture, Food and the Marine, of quantities imported on foot of any licence granted as a result of this application. 

3. I recognise that any licence granted on foot of this application is exceptional and is for the purposes described in Part 4 and that the grant of any such licence any will not confer any right on the applicant in respect of the grant of any future licence for the product concerned.

4. I am aware that a licence may be granted on foot of false or misleading particulars supplied by me may be revoked.

It should be noted that information provided by you may be subject to disclosure under the FOI  Acts 1997 and 2003. If you wish to have any of the records concerned protected under the 

Confidentiality, Commercially Sensitive, Personal Information or other exemption provisions of  that legislation you should mark those records accordingly and state your reasons. The relevant 

exemptions will then be considered in the event of an FOI request relating to those records.

General Data Protection Regulation (GDPR)

           Information provided on this application form will be managed in line with Data 

           Protection Veterinary Medicines Notice Number 01/2018 which is available for      

           download on www.agriculture.gov.ie/dataprotection 

In relation to personal data supplied with this application, please see attached Annex at Page 6.
Signature of Applicant: _________________________________________________

Applicant’s Name in Block Capitals: ______________________________________

Applicant’s Position in Sponsoring Company: _______________________________

Date of application: ____________________________________________________
Notes relevant to completion of the application:

(1) ‘The applicant’ should be the holder of the current marketing authorisation or in exceptional circumstances a “Sponsor Co”.
(2) Details as per the Marketing Authorisation issued in accordance with Directive 2001/82/EC.

(3) The quantity should be a ‘best estimate’ based on the need for the product identified in Part 4 – based on this estimate, DAFM will specify an upper ceiling on the licence for control purposes. 

(4) The period requested should be based on the need identified in Part 4 and may be for up to 1 year.

(5) Supporting documentation from Registered Veterinary Practitioners as to the need for the animal remedy must be enclosed with this application.

General notes:

1. A copy of the completed signed application form with necessary documentation attached maybe     

   forwarded by email to veterinarymedicinesWMC@agriculture.gov.ie or alternatively a hard copy
   of same maybe forwarded by post to – 
Veterinary Medicines,

Department of Agriculture, Food and the Marine

Backweston Campus

Celbridge

Co. Kildare

W23 X3PH
Annex

Information specific to the collection of personal data 

1. Specified Purpose

Personal data supplied by you on this application form, (or in any further related communications arising), which is subsequently processed by this Department, will only be used for the specific purpose of issuing a licence to authorise the import, possession, sale and supply of an animal remedy from another Member State of the E.U. in certain health situations.
2. Legal basis

Regulation 16 of European Communities (Animal Remedies) (No. 2) Regulations 2007 (S.I. No. 786 of 2007) and Article 7 of Directive 2001/82/EC.

3. Recipients

No other recipients applicable

4. Transferred outside the EU

No data transferred 

5. Retention Period

Personal data collected in relation to AR16 Licence holders is kept for 10 years.

After this time it will be marked for destruction and will be destroyed in line with Internal guidelines or guidelines for destruction received from the National Archives Office or associated permissions received from them.
6. Data provision being statutory or contractual obligation

Data required is a statutory obligation.

7. Automated Decision Making

Not applicable

8. Information from Third Party

Not applicable

9. Technical information on data collected
Technical information on the cookies used on our Department’s website is available at the following link:  https://www.agriculture.gov.ie/legalnotices/privacy/ 
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