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Notification of Changes to Labelling and Package Leaflets in accordance with Article 61(3) of Directive 2001/83/EC
GUIDELINES
Guidance of Changes to Labelling and Package Leaflets in accordance with Article 61(3) of Directive 2001/83/EC (Regulation 8(3) of the Medicinal Products (Labelling and Packaging) Regulations 2005
1.
Introduction

Article 61(3) of Directive 2001/83/EC states that:
“All proposed changes to an aspect of the labelling or the package leaflet covered by this Title and not connected with the summary of product characteristics shall be submitted to the authorities competent for authorizing marketing. If the competent authorities have not opposed a proposed change within 90 days following the introduction of the request, the applicant may put the change into effect.”

Hence, Marketing Authorisation Holders (MAHs) are required to inform the Medicines Authority of all changes made to the labeling and package leaflets of all authorised medicinal product, that are not connected with changes to the Summary of Products Characteristics (SmPC).

This guidance document outlines the various changes that can affect the labelling and package leaflet of authorised medicinal products without affecting the SmPC, and which the MAH is required to notify the Medicines Authority using the appropriate Notification Form. 
2.
When to use this notification procedure
Examples include but are not restricted to:

1. Addition of all common names immediately following the brand name to comply with new legal obligations set out in article 54(a) for the inclusion of Braille (Medicinal Products (Labelling and Packaging Regulations, 2005 Regulation 5(1)(2))
2. Minor changes to the package leaflet resulting from readability testing, not requiring a change to the SmPC
3. Addition of text specific to other markets

4. Removal of text specific to other markets

5. Updating of statutory warnings in line with new legislation or guidance (amending for example “Keep out of the reach of children” to “Keep out of the reach and sight of children”)
6. A change in user instructions in the package leaflet, not resulting in a change to the SmPC
7. Re-phrasing of the storage instructions provided that the overall meaning remains unchanged (store below 25OC/do not store above 25OC), not resulting in a change to SmPC
8. Changes to MAH or distributor details (including company logos and trading styles) on the labelling 

9. Changes to pharmacopoeial name of ingredients on the labelling

10. Removal of pharmacopoeial status of ingredients on the labelling
11. Correction of typographical errors in labelling information

12. Changes to pack dimensions

13. Introduction of warnings on to the labelling of other pack sizes within a range and other variants on a marketing authorisation

14. Introduction of extra-statutory information to the labelling of other pack sizes within a range of pack sizes

15. Changes to Marketing Authorisation Holder and manufacturer details (including company logos and trading styles) within the patient information leaflet

16. Changes to pharmacopoeial name of ingredients in the patient information leaflet

17. Removal of pharmacopoeial status of ingredients in the patient information leaflet

18. Correction of typographical errors in the patient information leaflet

19. Changes to dimensions of patient information leaflet

3.
Applicant requirements

Applicants are requested to submit a properly filled-in application form, and submit, in addition, one full mock-up of the currently approved labelling and/or package leaflet, one full mock-up of the proposed labelling and/or package leaflet (hard and electronic copies) clearly indicating the proposed changes.
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