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Commission Regulation (EU) No 609/2013

Article 1 :

- 1. This Regulation establishes comp051t10nal and 1nformat10n requirements
_for the following categories of food:

(a) infant formula and follow-on formula; _

(b). processed cereal-based food and baby food;

- (¢} food for special medical purposes;

(d) . total diet replacement for weight.control

2. This Regulation establishes a Union list of substances that mey be added
to one or more of the categories of food referred to in paragraph 1 and
lays down the rules applicable  to the updating of that list.
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- Commission Directive 2006/141/EC

Article 5 .

Infant formulae shall be manufactured from protein sources defined in point
9 of Annex I and other food ingredients, as the case may be, whose
suitability for particular nutritiona1~use by infants from birth has been
established by generally accepted,sciehtific=data.

-Such suitability.shall be demonstrated through a systematic review of tﬁe
available data relating to the expected benefits and to safety |
considerations as well as, where neeessary, appropriate studies, performed
following generally accepted expert guidance on the design and conduct of

-‘such studies.

Article 6
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Follow-on formulae shall be manufactured from protein sources defined in
point 2 of Annex II and other food ingredients, as the case may be, whose
suitability for particular nutritional use by infants aged over six months
has been established by generally -accepted scientific data.

Such suitability shall be demonstrated through a systematic review of the
available data relating to the exbected benefits and to safety
considerations as well as, where necessary, appropriate appropriate
studies, performed followiﬁg generally accepted expert guidance on the

design and conduct of such studies.
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Article 9 ' .

1. To facilitate the efficient‘official-monitoring of infant formulae, when
a food business operator places anlinfant formula on the market he shall
notify the competent authority of the Member States where the product is
being marketed by forwardihg to it.a model of the label used for the product.

!

i~

54



