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COMMISSION REGULATION (EC) No …/..

of […]
amending Directive 2006/141/EC as regards a compositional specification of infant formulae based on hydrolysates of whey protein derived from cows' milk protein
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 for particular nutritional uses
, and in particular Article 4(1a) thereof,
Whereas:

(1) Under Article 4(1a) of Directive 89/398/EEC, the Commission may, after consulting the European Food Safety Authority, authorise for a two year period the placing on the market of foodstuffs resulting from scientific and technological progress which do not comply with the rules as to composition laid down by specific directives referred to in Annex I.

(2) On that basis, Commission Regulation (EC) No 1609/2006 of 27 October 2006 authorised for an initial two year period until 27 October 2008 the placing on the market of innovative infant formulae based on hydrolysates of whey protein derived from cows' milk protein
, subject to the respect of detailed technical specifications for the protein content and sources and the protein processing.
(3) The authorisation concerned was confirmed on a permanent basis by Commission Directive 2006/141/EC
 which incorporates, in its Annex VI, the particular technical specifications for the protein content and sources and the protein processing for the products in question. However, the particular compositional specifications related to the protein quality were not included by inadvertence. This would prevent the placing on the market of these infant formulae.

(4) Consequently, Commission Directive 2006/141/EC should be modified accordingly with a view to adding the missing part of the specifications, which was included in the initial authorisation.

(5) 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

Directive 141/2006/EC is amended as follows:

1. In Annex III, the list in section 3 is replaced by the following list:

'3. Amino acids and other nitrogen compounds

L-arginine and its hydrochloride(
L-cystine and its hydrochloride

L-histidine and its hydrochloride

L-isoleucine and its hydrochloride

L-leucine and its hydrochloride

L- lysine and its hydrochloride

L-cysteine and its hydrochloride

L-methionine

L-phenylalanine

L-threonine

L-tryptophan

L-tyrosine

L-valine

L-carnitine and its hydrochloride

L-carnitine-L-tartrate  

Taurine

cytidine 5′- monophosphate and its sodium salt

uridine 5′- monophosphate and its sodium salt

adenosine 5′- monophosphate and its sodium salt

guanosine 5′- monophosphate and its sodium salt

inosine 5′- monophosphate and its sodium salt'
2. The following point 4 is added to Annex VI.

'4. Protein quality

Indispensable and conditionally indispensable amino acids in breast milk

For the purpose of this Directive, the indispensable and conditionally indispensable amino acids in breast milk, expressed in mg per 100 kJ and 100 kcal, are the following:

	
	Per 100 kJ1
	Per 100 kcal

	Arginine
	16
	69

	Cystine
	6
	24

	Histidine
	11
	45

	Isoleucine
	17
	72

	Leucine
	37
	156

	Lysine
	29
	122

	Methionine
	7
	29

	Phenylalanine
	15
	62

	Threonine
	19
	80

	Tryptophan
	7
	30

	Tyrosine
	14
	59

	Valine
	19
	80

	1
1 kJ = 0.239 kcal.


'

Article 2
This Regulation shall enter into force on the […] 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


[…]

Member of the Commission
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(	L-arginine and its hydrochloride shall only be used in the manufacture of infant formulae in accordance with the third subparagraph of Article 7(1).





EN

 
EN

