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Commission Regulation (EU) No 1130/2011 of 11 November 2011
amending Annex III to Regulation (EC) No 1333/2008 of the European
Parliament and of the Council on food additives by establishing a
Union list of food additives approved for use in food additives, food
enzymes, food flavourings and nutrients (Text with EEA relevance)

COMMISSION REGULATION (EU) No 1130/2011
of 11 November 2011

amending Annex III to Regulation (EC) No 1333/2008 of the European Parliament
and of the Council on food additives by establishing a Union list of food additives

approved for use in food additives, food enzymes, food flavourings and nutrients

(Text with EEA relevance)

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EC) No 1333/2008 of the European Parliament and of the Council
of 16 December 2008 on food additives”, and in particular Articles 10 and 30(2), (3) and (5)

thereof,

Whereas:

(1)

2)

)

4)

Annex III to Regulation (EC) No 1333/2008 provides for the establishment of Union
lists of approved food additives and their conditions of use in food additives (Parts 1 and
2), in food enzymes (Part 3), in food flavourings (Part 4) and in nutrients or categories
thereof (Part 5), to which the food additives may be added according to Article 4(4) of
that Regulation. The aim of the use of those food additives is to have a technological
function in food additives or enzymes or flavourings or nutrients.

Food additives included in Annex I1I to Regulation (EC) No 1333/2008 may be assigned
one of the functional classes laid down in Annex I on the basis of the principal
technological function of the food additive. However, according to Article 9 of that
Regulation, allocating a food additive to a functional class should not preclude it from
being used for several functions.

Food additives authorised having a function as carriers for use in food additives in
European Parliament and Council Directive 95/2/EC of 20 February 1995 on food
additives other than colours and sweeteners® and their conditions of use should be
included in Part 1 of Annex III to Regulation (EC) No 1333/2008 as their compliance
with general conditions for inclusion and use of food additives in Union lists and
particularly with Article 6(1)(a) of that Regulation has been reviewed.

Food additives listed as permitted carriers and carrier solvents in Directive 95/2/EC and
having a function as a food additive other than carrier, should be included in Part 2 of
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)

(6)

(7

®)

)

(10)

(11)

Annex III to Regulation (EC) No 1333/2008 with the same conditions of use. Other
food additives having a function other than carriers should also be included in this list.

Food additives and carriers authorised for use in food enzymes as referred to in
Regulation (EC) No 1332/2008 of the European Parliament and of the Council of 16
December 2008 on enzymes™ and their conditions of use should be included in Part 3
of Annex III to Regulation (EC) No 1333/2008.

Food additives authorised for use in food flavourings in Directive 95/2/EC and their
conditions of use should be included in Part 4 of Annex III to Regulation (EC)
No 1333/2008, as their compliance with Article 6 of that Regulation has been reviewed.

Food additives and carriers authorised for use in nutrients defined by Regulation (EC)
No 1925/2006 of the European Parliament and of the Council of 20 December 2006
on the addition of vitamins and minerals and of certain other substances to foods®” as
well as by Directive 2002/46/EC of the European Parliament and of the Council of
10 June 2002 on the approximation of the laws of the Member States relating to food
supplements®, Directive 2009/39/EC of the European Parliament and of the Council of
6 May 2009 on foodstuffs intended for particular nutritional uses®, and Commission
Regulation (EC) No 953/2009 of 13 October 2009 on substances that may be added
for specific nutritional purposes in foods for particular nutritional uses”, and their
conditions of use should be included in Part 5 Section A of Annex III to Regulation
(EC) No 1333/2008. Other food additives having a function other than carriers should
also be included in that list, because of a technological need, which was not foreseen at
the time of the adoption of Regulation (EC) No 1333/2008.

Food additives listed as food additives permitted in foods for infants and young children
by Directive 95/2/EC and having a function as a food additive in nutrients should be
included with the same conditions of use in the list set out in Part 5 Section B of
Annex III to Regulation (EC) No 1333/2008. That list should be completed by taking
into account the opinion of Scientific Committee on Food on additives in nutrient
preparations for use in infant formulae, follow-on formulae and weaning food of 13
June 1997%.

For the reasons of transparency and consistency specific rules for conditions of use of
food additives in food additive/enzyme/nutrient preparation should be laid down.

Substances like sulphites, benzoates, polysorbates, sorbitan esters and sucrose esters
should be listed in Annex III to Regulation (EC) No 1333/2008; those substances are
subject to tier 3 screening according to Commission Report of 2001 on Dietary Food
Additive Intake in the European Union® and are raising concerns with respect to the
ADI value. The conditions of use of those substances may be revised as a follow-up of
the expected opinion of the European Food Safety Authority in the framework of the re-
evaluation programme as established by Commission Regulation (EU) No 257/2010"?
setting up a programme for the re-evaluation of approved additives, which includes
among others an intake assessment.

The specifications of food additives listed in Annex III to Regulation (EC)
No 1333/2008 relating to origin, purity criteria and any other necessary information
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(12)

(13)

are set out in Commission Directives 2008/128/EC of 22 December 2008 laying down
specific purity criteria concerning colours for use in foodstuffs"”, 2008/60/EC of
17 June 2008 laying down specific purity criteria concerning sweeteners for use in
foodstuffs"® and 2008/84/EC of 27 August 2008 laying down specific purity criteria

on food additives other than colours and sweeteners™.

Due to the fact that some of preparations have been used since decades, a transitional
period of 24 months following the entry into force of this Regulation should be provided
to enable the food business operators to adapt to the requirements laid down in Parts
2, 3 and 5 Section A of Annex III to Regulation (EC) No 1333/2008 as amended by
this Regulation. A transitional period of 18 months following the entry into force of
this Regulation should be provided to enable the food business operators to adapt to the
requirements laid down in Parts 1 and 4 of the Annex III as amended by this Regulation.

The measures provided for in this Regulation are in accordance with the opinion of the
Standing Committee on the Food Chain and Animal Health and neither the European
Parliament nor the Council has opposed them,

HAS ADOPTED THIS REGULATION:
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