Annex 1 COA-Marketing Status 23.08.2013


Annex 1: COA – Declaration of marketing status for Change of Ownership application (For PL and THR licences only)
Applicants must confirm: 
 FORMCHECKBOX 

We have supplied the mock-ups of the label and leaflet and confirm that the product will be placed on the market within one month of approval of the Change of Ownership Application. We understand that the marketing status will be recorded as “marketed”.
 FORMCHECKBOX 
 We have supplied the mock-ups of the label and leaflet and confirm that the product will be placed on the market more than one month after approval of the Change of Ownership Application. We understand that the marketing status will be recorded as “not marketed” and we will notify the MHRA prior to placing the product on the market
 FORMCHECKBOX 
 We have supplied the text versions of the label and leaflet and confirm that the product will not be marketed until the label and leaflet mock ups have been approved by the MHRA. We understand that the marketing status will be recorded as “not marketed” and we will notify the MHRA prior to placing the product on the market.
Under Article 23a of Directive 2001/83EC, as inserted by Article 1(22) of Directive 2004/27EC, the Marketing Authorisation (MA) holder is required to notify the competent authority (MHRA in the UK) of the date of actual marketing of the medicinal product, taking account of the various presentations authorised, and to notify the competent authority if the product ceases to be placed on the market either temporarily or permanently.

This notification should be sent by email to the following address: sunsetclause@mhra.gsi.gov.uk
COA PL number 

Name (applicant) 


Signed (applicant) 

Date of Signature 
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