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EXECUTIVE SUMMARY

In the current application authorisation is soughter article 10(2) folAgar under the
category/functional groups 1(c), 1(d), 1(e) and) Xfchnological additives' / 'emulsifiers’,
'stabilisers’, 'thickeners', 'gelling agents' adowy to the classification system of Annex | of
Regulation (EC) No 1831/2003. Specifically, autbation is sought for the use of tfeed
additivefor pets and other non-food producing animals.

Thefeed additivas a solid preparation in the form of powder, agglated strips, cut, flaked
or granulated. It is intended to be incorporataedly into feedingstuffandin water. The
applicant did not specify minimum or maximum levbig states that the typical level of use
may be up to 2% by weight of the wet final product.

For the characterisation of tfeed additive (Agarthe Applicant submitted the internationally
recognised FAO JECFA monographs for food additivesommended by Commission
Directive 2008/84/EC, which is based on: - solijili- gel formation with water; -
microscopic examination; and - two precipitate fation tests: with ammonium sulphate and
with lead acetate solutions and the determinatiothe threshold gel concentration, which
should not be higher than 0.25%. Furthermore, pusitdetermined applying the following
tests: - water absorption; - loss on drying; - lt@sh; - acid-insoluble ash; and - foreign
insoluble matter.

Even though no performance characteristics areigedy the EURL recommends for official
control the above mentioned methods described en RAO JECFA monographs - as
recommended by Commission Directive 2008/84/EC -characterise thdeed additive
(Agan).

The Applicant provided no experimental data or anglytical methods for the quantification
of Agar in feedingstuff®r wateras the accurate determinationAgfar in those matrices is not
achievable experimentally. Therefore the EURL camwvaluate nor recommend any method
for official control to quantifyAgar in feedingstuffer water.

Further testing or validation of the methods to geformed through the consortium of
National Reference Laboratories as specified byckertt0 (Commission Regulation (EC) No
378/2005) is not considered necessary.

KEYWORDS

Agar, technological additives, emulsifiers, stabilisettsickeners, gelling agents, pets and
other non-food producing animals
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1. BACKGROUND

In the current application authorisation is soughter article 10(2) (re-evaluation of the
already authorised additives under provisions otir@ed Directive 70/524/EEC) foAgar
under the category/functional groups 1(c), 1(de)léand 1(f) ‘technological additives' /
‘emulsifiers’, 'stabilisers’, 'thickeners', 'gajliagents’ according to the classification system of
Annex | of Regulation (EC) No 1831/2003 [1]. Spaeifly, authorisation is sought for the
use of thdeed additivdor pets and other non-food producing animals][1,2

The Agar is obtained from marine algae's of the seaweess ¢dnodophyceae which grow on
rocks situate just below low-tide level [#gar belongs to the group of polysaccharides and
consists primarily of D- and L-galactose units.

Thefeed additivas a solid preparation in the form of powder, agglated strips, cut, flaked
or granulated. It is intended to be incorporataedly into feedingstuffandin water. The
applicant did not specify minimum or maximum levbig states that the typical level of use
may be up to 2% by weight of the wet final prodisjt

2. TERMS OF REFERENCE

In accordance with Article 5 of Regulation (EC) BIi68/2005, as last amended by Regulation
(EC) No 885/2009, on detailed rules for the implatagon of Regulation (EC) No
1831/2003 of the European Parliament and of then€ibas regards the duties and the tasks
of the European Union Reference Laboratory conogriaipplications for authorisations of
feed additives, the EURL is requested to submitllzelvaluation report to the European Food
Safety Authority for each application or group pplacations. For this particular dossier, the
methods of analysis submitted in connection vAtiar and their suitability to be used for
official controls in the frame of the authorisatiere evaluated.

3. EVALUATION

I dentification /Characterisation of the feed additive

Qualitative and quantitative composition of impig#in the additive

When required by EU legislation, analytical methdds official control of undesirable
substances in the additive (e.g. arsenic, cadnleed, mercury, aflatoxin B1 and dioxins) are
available from the respective European Union Refsd aboratories [4]
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Description of the analytical methods for the determination of the active substance in feed
additive, premixtures and feedingstuffs

For the characterisation of tfeed additive (Aggrthe Applicant submitted the internationally
recognised FAO JECFA monographs for food addit[#e8], recommended by Commission
Directive 2008/84/EC, which is based on: - solijili- gel formation with water; -
microscopic examination; and - two precipitate fation tests: with ammonium sulphate and
with lead acetate solutions and the determinatioth® threshold gel concentration, which
should not be higher than 0.25% [3]. Furthermoraritp is determined applying the
following tests: - water absorption; - loss on dgji - total ash; - acid-insoluble ash; and -
foreign insoluble matter.

Even though no performance characteristics areigedy the EURL recommends for official
control the above mentioned methods described & RAO JECFA monographs - as
recommended by Commission Directive 2008/84/EC -characterise thdeed additive
(Agan).

The Applicant provided no experimental data or anglytical methods for the quantification
of Agar in feedingstuff®r wateras the accurate determinationAafar in those matrices is not
achievable experimentally. Therefore the EURL camvaluate nor recommend any method
for official control to quantifyAgar in feedingstuff®r water.

Further testing or validation of the methods to gmformed through the consortium of
National Reference Laboratories as specified hglariO0 (Commission Regulation (EC) No
378/2005) is not considered necessary.

4. CONCLUSIONS AND RECOMMENDATIONS

In the frame of this authorisation the EURL recomdeefor official control ofAgar (thefeed
additive, the analytical methods recommended by CommisBimactive 2008/84/EC and
described in FAO JECFA monographs.

The Applicant provided no experimental data or anglytical methods for the quantification
of Agar in feedingstuffsor water, as the accurate determinationAgar in feedingstuffsor
wateris not achievable experimentally. Therefore theREWtannot evaluate nor recommend
any method for official control to quantifgar in feedingstuffer water.

Recommended text for the register entry (analytical method)
For the determination dfgarin thefeed additive
- FAO JECFA MonographAgar' as referred i€Commission Directive 2008/84/EC
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5. DOCUMENTATION AND SAMPLESPROVIDED TO EURL

In accordance with the requirements of Regulati&é@)(No 1831/2003, reference samples of
Agar have been sent to the European Union Referencerafmoy for Feed Additives. The
dossier has been made available to the EURL by EFSA

6. REFERENCES

[1] *Application, Reference SANCO/G1: Forw. Appl. 188243-2013
[2] *Application, Proposal for Register Entry

[3] *Technical dossier, Section IlI: Identity, charatdation and conditions of use of the
additive; methods of analysis

[4] Commission Regulation (EC) No 776/2006 amendingeXnvill to Regulation (EC) No
882/2004 of the European Parliament and of the Cib@as regards to Community
Reference Laboratories

[5] FAO JECFA Combined Compendium for Food Additive @feations - Analytical
methods, test procedures and laboratory solutioseduby and referenced in the food
additive specificationdMonographs No. 1, Vol. 4
http://www.fao.org/docrep/009/a0691e/a0691e00.htm

[6] FAO JECFA Combined Compendium of Food Additive Sipmations, 'Agar),
Monograph No. 1 (2006)

http://www.fao.org/ag/agn/jecfa-additives/specs/doraph1/Additive-008.pdf
*Refers to Dossier no: FAD-2010-0208

7. RAPPORTEUR LABORATORY & NATIONAL REFERENCE LABORATORIES

The Rapporteur Laboratory for this evaluation wasogean Union Reference Laboratory for
Feed Additives, IRMM, Geel, Belgium. This reportiisaccordance with the opinion of the
consortium of National Reference Laboratories &srmed to in Article 6(2) of Commission
Regulation (EC) No 378/2005, as last amended byiRagn (EC) No 885/2009.
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