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APPLICATION FOR CHANGE OF OWNERSHIP OF A MARKETING AUTHORISATION

This category of application is to be used to enable a company to take over responsibility for a product from another company where the application made is in identical terms to the existing marketing authorisation (apart from the name and address on the marketing authorisation and product label). There must be no change of any kind to the product itself or to the approved method or site of manufacture. The existing marketing authorisation will be required to be cancelled by the Licensing Authority on a given date no later than six months after the date of grant of the new marketing authorisation.

1.
NAME OF APPLICANT 



Trading style to be shown on marketing authorisation (if different from above) 


2.
ADDRESS 


3.
PARTICULARS OF EXISTING MARKETING AUTHORISATION


Name of existing marketing authorisation holder 



Number PL ________________/________________


Name of Product 



Date Granted Date of Expiry of existing marketing authorisation 



(if this Change of Ownership application had not been submitted)
4.
APPROVED VARIATIONS TO THE EXISTING PARTICULARS


Dates


5. RISK MINIMISATION ACTIVITIES ATTACHED TO THE EXISTING MARKETING AUTHORISATION (e.g. pregnancy prevention programme)


(provide a summary of the risk minimisation activities and a plan of how the applicant intends to fulfil the commitments [attach a continuation sheet if necessary] or state “None”)
6.
REQUIRED DATE FOR CHANGE OF OWNERSHIP OF EXISTING MARKETING AUTHORISATION

Form MLA 201 (COA) 01.09.06

page 1b

7.
We apply for the grant of a marketing authorisation in respect of the product referred to in Section 3 which is in accordance with the attached particulars and with any variations to those particulars (also attached) which may subsequently have been approved by the Licensing Authority. This marketing authorisation is to be valid until _______________ being the date the existing marketing authorisation would normally have expired, or for a period of six months from the date of grant of this marketing authorisation if this is longer. This marketing authorisation will be subject to the following conditions:

i.
All the Standard Provisions applicable to marketing authorisations under regulations for the time being in force under Section 47 of the Medicines Act 1968.

ii.
The product shall not be recommended to be used for any purpose other than those specified in the Product Particulars as Uses, and shall be sold or supplied in accordance with the said Product Particulars except in so far as may from time to time be approved by the Licensing Authority.

iii.
The specification of the constituents and of the finished product shall be in accordance with the information contained in or furnished in connection with the application.

iv.
The product is to be manufactured only in accordance with the methods set out in this application or furnished in connection with it.

v.
No material information has been omitted (within the knowledge of the signatories).

vi.
The applicant will carry out any obligation to supply on-going information about the product and any obligation specified within the Risk Management Plan (if applicable), or any other risk minimisation activities which the current marketing authorisation holder has previously given to the Licensing Authority.

vii. The applicant confirms that he has the necessary means for the collection and notification of any adverse reaction occurring either in the Community or in a third country and has the services of an EEA Qualified Person Responsible for Pharmacovigilance (QPPV) and will notify the Licensing Authority of changes to the pharmacovigilance system (i.e. via the Detailed Description of Pharmacovigilance System) and/or changes to the QPPV following the completion of this procedure.
Application Number PL ____________________/_____________________

Signed (APPLICANT) 


Status of signatory 


Company name 


Tel: _____________________________________ Date: 


Name and address for communications (if different from Sections 1 & 2)


We agree to this marketing authorisation being granted to the applicant and hereby request the Licensing

Authority to cancel PL _______________/________________ on 


Signed (EXISTING PL HOLDER)


Status of signatory


Company name


Tel: ________________________________ Date: 


Address: 


