pta: Umfrage der CMDh zur Verwendung von Azofarbstoffen BAH um Vier 12/ 2018

Sehr geehrte Damen und Herren,

nachfolgende Antwort bzgl. der Umfrage der CMDh zur Verwendung von Azofarbstoffen (BAH um Vier 12/ 2018)  wurde von der AESGP an die CMDh (Coordination Group for Mutual Recognition and Decentralised Procedures – Human) übermittelt.

Questions
-         Do you have non-prescription products that contain azo dyes and/or other colours associated with risk of allergic reactions; if so, do you plan to reformulate these products to remove azo dyes and/or other colours associated with risk of allergic reactions; and if so, by when?
-         For existing products containing azo dyes and/or other colours associated with risk of allergic reactions, and where no reformulation is planned, could you please confirm that the azo dyes and/or other colours associated with risk of allergic reactions present are below the respective ADI* (based on the approved maximum product daily intake)?
-         Do you plan to launch new non-prescription medicines containing azo dyes and/or other colours associated with risk of allergic reactions?


Answers
1. There are medicinal products on the market that contain azo-dyes
1. All azo-dyes contained in medicinal products are used in extremely low quantity and have a very negligible impact on the overall respective ADI
1. The decision to reformulate depends on the company / product. Overall, no over-arching plan to remove these colours is in place in the industry.
1. The great majority of respondents do not plan to launch new products containing azo-dyes but a few respondents do not know and do not necessarily exclude the possibility.  During product development, companies carefully consider the safety and regulatory status of all excipients used including colours. The selection and level of colours used in a formulation reflects the need to develop products that may be clearly identified by the user and ensuring that products meet user’s expectations. Colours need to be stable through the product shelf-life, compatible with the active substance and other excipients, and have regulatory acceptance for use in multiple markets globally; there may be situations where an azo-dye represents the best choice of a colouring agent to meet these different requirements.

The use of azo-dyes as colouring agents remains legally permitted in food in accordance with the specific conditions of use set up in Annex II to Regulation 1333/2008 guaranteeing that the ADI threshold is not exceeded. Pursuant to Directive 2009/35, colouring matters covered by Annex II to Regulation 1333/2008 (having repealed and replaced Annex I to Directive 94/36/EC) can be used for the colouring of medicinal products for human use. The quantity of azo-dyes used in medicinal products has negligible impact on the ADI. There is hence no legal or safety reasons for asking pharmaceutical companies to reformulate those products.


Mit freundlichen Grüßen
Daniela Allhenn

Dr. Daniela Allhenn
 
Referentin Pharmazeutische Technologie/ GMP
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