EN

ANNEX

In Table 1 (Authorised novel foods) of the Annex to Implementing Regulation (EU) 2017/2470, the entry for Schizochytrium sp. (FCC-3204) oil
is replaced by the following:

3

Authorised novel | Conditions under which the novel food may be Additional specific r(e)tllif:e
food used labelling requirements q Data protection
ments
. Maximum
Specified food category levels of DHA
Infant formula and follow-on glitahcc}:{oerdalr; ?cfon
formula as defined in (EU)N fu
Regulation (EU) No 609/2013 609/2013
Food supplements as defined in The designation of the novel
Directive 2002/46/EC for the 1 o/d food on the labelhng of the
Schizochytrium general population above 3 gaay f £f inine it shall
sp. (FCC-3204) oil ¢ oodstuffs containing it sha
p- years ol age be ‘Oil from the microalgae : : :
Schizochytrium limacinum’. Authorised for use in protein products,
excluding dairy analogues, on /OP
please insert the date dd.mm.yyyy -
) ) 20th day following its publication] .
Protein products, excluding 1g/100 g This inclusion is based on proprietary

dairy analogues

scientific evidence and scientific data
protected in accordance with Article
26 of Regulation (EU) 2015/2283.




Applicant: Fermentalg, 4 rue Riviere
33500 Libourne, France. During the
period of data protection, the novel
food for use in protein products,
excluding dairy analogues, is
authorised for placing on the market
within the Union only by Fermentalg,
unless a subsequent applicant obtains
authorisation for the same novel food
without reference to the proprietary
scientific evidence or scientific data
protected in accordance with Article
26 of Regulation (EU) 2015/2283 or
with the agreement of Fermentalg.

End date of the date protection: /OP
please insert the date dd.mm.yyyy —
after 5 years]




