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THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Community,

Having regard to Council Directive 89/398/EEC of 3 May 1989 on the approximation of the laws of the Member States relating to foodstuffs intended for particular nutritional uses
, and in particular Article 4(1) and 4(2) thereof, 

After consulting the European Food Safety Authority (the Authority),

Whereas:

(1) Article 4(2) of Directive 89/398/EEC states that a list of substances with specific nutritional purposes such as vitamins, mineral salts, amino acids and other substances intended to be added to foodstuffs intended for particular nutritional uses, together with the purity criteria applicable to them, and, where appropriate, the conditions under which they should be used, are to be adopted in accordance with the procedure laid down in Article 13. That list has been established by Directive 2001/15/EC of 15 February 2001 on substances that may be added for specific nutritional purposes in foods for particular nutritional uses
.
(2) Article 4(1) of Directive 89/398/EEC states that the specific provisions applicable to the groups of foods for particular nutritional uses appearing in its Annex I shall be laid down by means of specific Directives, which may cover in particular essential requirements as to the nature or composition of the products. Directive 2006/125/EC of 5 December 2006 on processed cereal-based foods and baby foods for infants and young children
 lays down compositional and labelling requirements for processed cereal-based foods and baby foods for infants and young children.
(3) New nutritional substances have been evaluated by the Authority, which has made its opinions public; where they have received a favourable scientific opinion, they should be added to the lists mentioned above. 

(4) Amongst the vitamin and mineral forms mentioned above, menaquinone, which is a new source of vitamin K, has been authorised by Commission decision no XXXX for placing on the market as a novel food or a novel food ingredient under Regulation (EC) No 258/97 concerning novel foods and novel food ingredients.

(5) Following the scientific evaluation by the Authority, it is appropriate to introduce specifications for some vitamin and mineral substances for their identification.

(6) Directive 2001/15/EC and Directive 2006/125/EC should therefore be amended accordingly. 

(7) The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on the Food Chain and Animal Health,
HAS ADOPTED THIS REGULATION:

Article 1

The Annex to Directive 2001/15/EC is amended as set out in Annex I to this Regulation.

Article 2
Annex IV to Directive 2006/125/EC is amended as set out in Annex II to this Regulation.

Article 3
This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 


For the Commission


Androulla VASSILIOU

Member of the Commission

ANNEX I

The Annex to Directive 2001/15/EC is amended as follows:

(1)
In the Section concerning Category 1. Vitamins, the following line is added under the heading VITAMIN E:

	Substance
	Conditions of use

	
	All FPNU
	FSMP

	'— D-alpha-tocopheryl polyethylene glycol succinate (TPGS)
	x'
	


(2)
In the Section concerning Category 1. Vitamins, the following line is added under the heading VITAMIN K:

	Substance
	Conditions of use

	
	All FPNU
	FSMP

	'— menaquinone(*)
	x'
	


_____________________

(*)
Menaquinone occurring principally as menaquinone-7 and, to a minor extent,menaquinone-6.

(3)
In the Section concerning Category 2. Minerals, the following lines are added under the heading CALCIUM:

	Substance
	Conditions of use

	
	All FPNU
	FSMP

	'— calcium bisglycinate
	x'
	

	'— calcium citrate malate
	x'
	

	'— calcium malate
	x'
	

	'— calcium L pidolate
	x'
	


(4)
In the Section concerning Category 2. Minerals, the following lines are added under the heading MAGNESIUM:

	Substance
	Conditions of use

	
	All FPNU
	FSMP

	'— magnesium bisglycinate
	x'
	

	'— magnesium L pidolate
	x'
	

	'— magnesium potassium citrate
	x'
	


(5)
In the Section concerning Category 2. Minerals, the following line is added under the heading IRON:

	Substance
	Conditions of use

	
	All FPNU
	FSMP

	'— ferrous L pidolate
	x'
	


(6)
In the Section concerning Category 2. Minerals, the following line is added under the heading ZINC:

	Substance
	Conditions of use

	
	All FPNU
	FSMP

	'— zinc bisglycinate
	x'
	


(7)
In the Section concerning Category 2. Minerals, the following lines are added under the heading POTASSIUM:

	Substance
	Conditions of use

	
	All FPNU
	FSMP

	'— magnesium potassium citrate
	x'
	

	'— potassium L pidolate
	x'
	


(8)
In the Section concerning Category 2. Minerals, the following line is added under the heading SELENIUM:

	Substance
	Conditions of use

	
	All FPNU
	FSMP

	'— Selenium enriched yeast(**)
	x'
	


_____________________

(**)
Selenium-enriched yeasts produced by culture in the presence of sodium selenite as selenium source and containing, in the dried form as marketed, not more than 2.5 mg Se/g. The predominant organic selenium species present in the yeast is selenomethionine (between 60 and 85% of the total selenium in the product). The content of other organic selenium compounds including selenocysteine shall not exceed 10%. Levels of inorganic selenium normally shall not exceed 1%.

(9)
The following category is added at the end of the Annex:

	Substance
	Conditions of use

	
	All FPNU
	FSMP

	'Category 7. Lutein
	
	

	'— lutein
	
	x'


ANNEX II

Annex IV to Commission Directive 2006/125/EC is amended as follows:

In the Section concerning Category 4. Salts of minerals and trace elements, the following line is added under the heading IRON:

· "Ferrous bisglycinate"
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