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FORM B
APPLICATION FOR THE TRANSFER OF A MARKETING 

AUTHORISATION HOLDER

DURING THE AUTHORISATION PROCEDURE

THIS APPLICATION ENABLES A COMPANY TO TAKE OVER RESPONSIBILITY FROM ANOTHER COMPANY (DIFFERENT LEGAL ENTITY) WHERE THE APPLICATION IS IN IDENTICAL TERMS TO THE EXISTING MARKETING AUTHORISATION.

	DOCUMENTS WHICH HAVE TO BE SUBMITTED with the application FORM for a marketing authorisation transfer 



	Details of documents to be submitted:


	

	1. Legal Document for Transfer (application form with original signature/s)
2. Proof of payment of the appropriate fee (as per current legal notice)


	

	3. *SPC/PL & Labelling bearing the new 

· Marketing Authorisation Holder’s Name

· Address

· Marketing Authorisation Number

          *THESE ARE TO BE SUBMITTED UPON REQUEST AFTER SUBMISSION


	


	Required date for Change of ownership of the existing (as proposed in the Marketing Authorisation application) Marketing Authorisation Holder  to the new proposed holder 

MACROBUTTON NoMacro [Click here and insert date]
If no transfer date is given by the applicant then the transfer effective date would be taken as the day the transfer is approved by the Medicines authority.



	1.
Details of the proposed marketing authorisation holder after transfer


Name and address:
MACROBUTTON NoMacro [Click here and insert name and address]



Name and address of the applicant acting on behalf of the proposed Marketing Authorisation Holder, if different:
MACROBUTTON NoMacro [Click here and insert name and address]


	2.
details of THE COMPANY CURRENTLY PROPOSED as the marketing authorisation holder in the marketing authorisation application in process
Name and address:
MACROBUTTON NoMacro [Click here and insert name and address]


	3.
details of the product



	
Current MA Number:

MACROBUTTON NoMacro [Click here and insert existing MA number]
Name of product: 

MACROBUTTON NoMacro [Click here and insert product name]




Pharmaceutical form: 

MACROBUTTON NoMacro [Click here and insert pharmaceutical form]




	Name of active substance(s): 

MACROBUTTON NoMacro [Click here and insert name of active substance]
Strength(s): 

MACROBUTTON NoMacro [Click here and insert strength]



STATEMENT TO BE SIGNED BY THE COMPANY CURRENTLY PROPOSED AS THE 

 MARKETING AUTHRISATION HOLDER

	Reason for transfer application
MACROBUTTON NoMacro [Click here and insert reason for transfer]


1.
I hereby notify the Medicines Authority that MACROBUTTON NoMacro [Click here and insert product name]  MACROBUTTON NoMacro [Click here and insert MA Number] is to be transferred to MACROBUTTON NoMacro [Click here and insert name of proposed MA holder].

2.
I confirm that the entire dossier for the product has been transferred to MACROBUTTON NoMacro [Click here and insert name of proposed MA holder].


This dossier includes all of the data in support of the original application together with all correspondence with the Medicines Authority concerning the product and all Pharmacovigilance data both before and after the issue of the original MA.

3.
I acknowledge our responsibilities in the event of any adverse reaction or quality defect associated with any remaining product bearing our name, address and MA number.

4.
I acknowledge our responsibilities in the event of the necessity to recall from the market any remaining product bearing our name, address and MA number.

Signed: 






Date: MACROBUTTON NoMacro [Click here and insert date]

Status of signatory: MACROBUTTON NoMacro [Click here and insert status of signatory]


Telephone No: MACROBUTTON NoMacro [Click here and insert telephone number] 


Fax No: MACROBUTTON NoMacro [Click here and insert fax number]
Email: MACROBUTTON NoMacro [Click here and insert email address]




STATEMENT TO BE SIGNED BY THE PROPOSED MARKETING AUTHORISATION HOLDER

AFTER TRANSFER
	Reason for transfer application
MACROBUTTON NoMacro [Click here and insert reason for transfer application]
1.
I will have the sole responsibility for the product including obtaining approval for any changes subsequent to the grant of this product authorisation.

2.
I have received the entire dossier for MACROBUTTON NoMacro [Click here and insert name of product]
from MACROBUTTON NoMacro [Click here and insert MA holder].


This dossier includes all of the data in support of the original product authorisation application together with all correspondence with the Medicines Authority concerning the product and all Pharmacovigilance data both before and after the issue of the original product authorisation.

3.
I have been assured by the current MA holder/applicant that, apart from the change of name and address of the product authorisation holder and the product authorisation number, the dossier on which the transfer is based is identical in every respect to that submitted by the original holder.

Signed: 






Date: MACROBUTTON NoMacro [Click here and insert date]

Status of signatory: MACROBUTTON NoMacro [Click here and insert status of signatory]


Telephone No: MACROBUTTON NoMacro [Click here and insert telephone number] 


Fax No: MACROBUTTON NoMacro [Click here and insert fax number]
Email: MACROBUTTON NoMacro [Click here and insert email address]
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