


 

2 

- in products referred to in points (a) and (b) of Article 1(1) of Regulation (EU) No 
609/2013 of the European Parliament and of the Council their use is authorised by 
that Regulation and acts adopted on the basis of Article 11(1) of that Regulation for 
the products concerned, or  
- in products regulated by Commission Directive 2006/125/EC, their use is 
authorised by that Directive.” 

Moreover, Article 4(3) of Regulation (EU) No 609/20133 provides for: “Member States 
may not restrict or forbid the placing on the market of food which complies with this 
Regulation, for reasons related to its composition, manufacture, presentation or 
labelling”. 

However, with respect to your question on operators placing on the market milk for 
children from 10 months to 3 years, covering in such way infants and young children, I 
refer to Article 2 of the above-mentioned Regulation (EU) No 609/2013 which defines 
“infants” as well as “young children” for the purpose of that Regulation. In that Article 
“young children” are defined as children aged between 1 and 3 years. Therefore, milk for 
young children cannot be placed on the market as suitable for infants aged 10 to 12 
months. For the above reasons, the product would not be in compliance with EU 
requirements and Member States are responsible for the enforcement of this rule. 

I confirm that with respect to the OFIS notification INEU-341/2019, the Commission is 
currently examining the issue with concerned competent authorities. 

Your last question concerns “cerevisane” and I can confirm this substance has been 
included in Annex II to Regulation (EC) No 889/2008 by Regulation (EU) 2019/21644.  

The present opinion is provided on the basis of the facts as set out in your e-mail of 23 
January 2020 and expresses the view of the Commission services and does not commit 
the European Commission. In the event of a dispute involving Union law it is, under the 
Treaty on the Functioning of the European Union, ultimately for the European Court of 
Justice to provide a definitive interpretation of the applicable Union law.  

Yours sincerely, 
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