COVER LETTER
(to be signed by the MAH’s contact person)

{Date}

{EMEA/H/C/xxxx}, {Product Name (active substance(s))} (medicinal product concerned)
Re: Article 61(3) Notification

Dear Sir or Madam

(Please provide)
[Summary and / or explanation of the proposed changes, and additionally a present/proposed table of the changes, that can be included as a separate annex within the submission.
Confirmation that the proposed changes only affect Annex III
All on-going/upcoming regulatory procedures affecting the Annexes are listed, and if not applicable it is confirmed that there are not on-going/upcoming regulatory procedures affecting the Annexes.
Confirmation that there are no other changes than those identified in this cover letter (except for those addressed in other variations submitted in parallel]
(Free text)

The following documents are enclosed:
· Completed Checklist for the submission of product information annexes and Annex A (if applicable)
· Product information Annex I, II and III in all EU languages, Icelandic and Norwegian; Word annotated and (Clean PDF) version[footnoteRef:1]  [1:  Files comply with the user guide on how to generate PDF versions of the product information (i.e. naming convention was followed, bookmarks and document properties have been applied)] 

· [Choose as applicable (<Mockups>, <User testing reports>, < Request/declaration form for the provision of information via mobile scanning and other technologies in the centralised procedure[footnoteRef:2] >, <videos>, <educational material>] [2:  For further information please refer to Mobile scanning and other technologies in the labelling and package leaflet of centrally authorised medicinal products] 


Yours Sincerely,


{Title, name, position}
For and on behalf of {name MAH)
