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(Acts whose publication is obligatory)

COMMISSION DIRECTIVE 98/86/EC

of 11 November 1998

amending Commission Directive 96/77/EC laying down specific purity criteria on food
additives other than colours and sweeteners

(Text with EEA relevance)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Council Directive 89/107/EEC of
21 December 1988 on the approximation of the laws of
the Member States concerning food additives authorised
for use in foodstuffs intended for human consumption (1),
as amended by FEuropean Parliament and Council
Directive 94/34/EC(?) and in particular Article 3(3)(a)
thereof;

After consulting the Scientific Committee for Food;

Whereas, it is necessary to establish purity criteria for all
additives other than colours and sweeteners mentioned in
European Parliament and Council Directive 95/2/EC of
20 February 1995 on food additives other than colours
and sweeteners(®), as last amended by Directive
98/72/EC (4);

Whereas, it is necessary to replace the purity criteria set
out in Council Directive 78/663/EEC of 25 July 1978
laying down specific criteria of purity for emulsifiers,
stabilisers, thickeners and gelling agents which may be
used in foodstuffs intended for human consumption (%),
as last amended by Commission Directive 92/4/EEC (¢);
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Whereas Commission Directive 96/77/EC of 2 December
1996 laying down specific purity criteria on food
additives other than colours and sweeteners(’) set out a
first list of purity criteria for a number of food additives;
whereas this list should now be complemented with the
newly established purity criteria for other additives;

Whereas it is necessary to take into account the
specifications and analytical techniques for additives as
set out in the Codex Alimentarius as drafted by the
Joint FAO/WHO Expert Committee on Food Additives
(JECFA);

Whereas food additives, if prepared by production
methods or starting materials significantly different from
those included in the evaluation of the Scientific
Committee for Food, or if different from those
mentioned in this Directive, should be submitted for
evaluation by the Scientific Committee for Food for the
purposes of a full evaluation with emphasis on the purity
criteria;

Whereas, the measures provided for in this Directive
are in accordance with the opinion of the Standing
Committee for Foodstuffs,

HAS ADOPTED THIS DIRECTIVE:

Article 1

Directive 96/77/EC shall be amended as follows:

(7) OJ L 339, 30.12.199%6, p. 1.
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1. Article 2 is replaced by the following:
‘Article 2

The purity criteria referred to in Article 1 replace the
purity criteria set out in Directives 65/66/EEC,
78/663/EEC and 78/664/EEC.’

2. In the Annex, the text of the Annex to this Directive
shall be added.

Article 2

1. Member States shall bring into force the laws,
regulations and administrative provisions necessary to
comply with this Directive before 1 July 1999. They shall
immediately inform the Commission thereof.

When Member States adopt these provisions, these shall
contain a reference to this Directive or shall be
accompanied by such reference at the time of their
official publication. The procedure for such reference
shall be adopted by Member States.

2. Products put on the market or labelled before 1 July
1999 which do not comply with this Directive may be
marketed until stocks are exhausted.

Article 3

This Directive shall enter into force on the 20th day
following that of its publication in the Official Journal of
the European Communities.

Article 4

This Directive is addressed to the Member States.

Done at Brussels, 11 November 1998.

For the Commission
Martin BANGEMANN

Member of the Commission
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ANNEX

‘Ethylene oxide may not be used for sterilising purposes in food additives

E 400 ALGINIC ACID

Definition

Einecs
Chemical formula
Molecular weight

Assay

Description

Identification

A. Solubility

B. Calcium chloride precipitation test

C. Ammonium sulphate precipitation
test

D. Colour reaction

Purity
pH of a 3% suspension
Loss on drying
Sulphated ash
Sodium hydroxide (1 M solution)

Arsenic

Linear glycuronoglycan consisting mainly of -(1-4) linked D-mannuronic and a-(1-4)
linked L-guluronic acid units in pyranose ring form. Hydrophilic colloidal
carbohydrate extracted by the use of dilute alkali from natural strains of various
species of brown seaweeds (Phaeophyceae)

232-680-1
(CeHsOg)n
10 000—600 000 (typical average)

Alginic acid yields, on the anhydrous basis, not less than 20 % and not more than
23 % of carbon dioxide (CO,), equivalent to not less than 91% and not more than
104,5 % of alginic acid (C¢HgOg), (calculted on equivalent weight basis of 200)

Alginic acid occurs in filamentous, grainy, granular and powdered forms. It is a white
to yellowish brown and nearly odourless

Insoluble in water and organic solvents, slowly soluble in solutions of sodium
carbonate, sodium hydroxide and trisodium phosphate

To a 0,5 % solution of the sample in 1 M sodium hydroxide solution, add one fifth of
its volume of a 2,5% solution of calcium chloride. A voluminous, gelatinous
precipitate is formed. This test distinguishes alginic acid from acacia gum, sodium
carboxymethyl cellulose, carboxymethyl starch, carrageenan, gelatin, gum ghatti,
karaya gum, locust bean gum, methyl cellulose and tragacanth gum

To a 0,5 % solution of the sample in 1 M sodium hydroxide solution, add one half of
its volume of a saturated solution of ammonium sulphate. No precipitate is formed.
This test distinguishes alginic acid from agar, sodium carboxymethyl cellulose,
carrageenan, de-esterified pectin, gelatin, locust bean gum, methyl cellulose and
starch

Dissolve as completely as possible 0,01 g of the sample by shaking with 0,15 ml of
0,1 N sodium hydroxide and add 1 ml of acid ferric sulphate solution. Within 5
minutes, a cherry-red colour develops that finally becomes deep purple

Between 2,0 and 3,5

Not more than 15% (105°C, 4 hours)

Not more than 8 % on the anhydrous basis

Not more than 2% on the anhydrous basis insoluble matter

Not more than 3 mg/kg
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Lead Not more than 5 mg/kg
Mercury Not more than 1 mg/kg
Cadmium Not more than 1 mg/kg
Heavy metals (as Pb) Not more than 20 mg/kg
Total plate count Not more than 5 000 colonies per gram
Yeast and moulds Not more than 500 colonies per gram
E. coli Negative in 5 g
Salmonella spp. Negative in 10 g
E 401 SODIUM ALGINATE
Definition
Chemical name Sodium salt of alginic acid
Chemical formula (CeH7NaOg),
Molecular weight 10 000-600 000 (typical average)
Assay Yields, on the anhydrous basis, not less than 18 % and not more than 21 % of carbon

dioxide corresponding to not less than 90,8 % and not more than 106,0 % of sodium
alginate (calculated on equivalent weight basis of 222)

Description Nearly odourless, white to yellowish fibrous or granular powder

Identification

A. Positive test for sodium and alginic

acid
Purity
Loss on drying Not more than 15% (105°C, 4 hours)
Water-insoluble matter Not more than 2% on the anhydrous basis
Arsenic Not more than 3 mg/kg
Lead Not more than 5§ mg/kg
Mercury Not more than 1 mg/kg
Cadmium Not more than 1 mg/kg
Heavy metals (as Pb) Not more than 20 mg/kg
Total plate count Not more than 5 000 colonies per gram
Yeast and moulds Not more than 500 colonies per gram
E. coli Negative in 5 g

Salmonella spp. Negative in 10 g
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E 402 POTASSIUM ALGINATE

Definition
Chemical name
Chemical formula
Molecular weight

Assay

Description

Identification

A. Positive test for potassium and for
alginic acid

Purity
Loss on drying
Water-insoluble matter
Arsenic
Lead
Mercury
Cadmium
Heavy metals (as Pb)
Total plate count
Yeast and moulds
E. coli

Salmonella spp.

E 403 AMMONIUM ALGINATE

Definition
Chemical name
Chemical formula
Molecular weight

Assay

Description

Potassium salt of alginic acid
(CeH7KOg),
10 000-600 000 (typical average)

Yields, on the anhydrous basis, not less than 16,5 % and not more than 19,5 % of
carbon dioxide corresponding to not less than 89,2 % and not more than 105,5 % of
potassium alginate (calculated on an equivalent weight basis of 238)

Nearly odourless, white to yellowish fibrous or granular powder

Not more than 15 % (105°C, 4 hours)
Not more than 2% on the anhydrous basis
Not more than 3 mg/kg

Not more than 5 mg/kg

Not more than 1 mg/kg

Not more than 1 mg/kg

Not more than 20 mg/kg

Not more than 5 000 colonies per gram
Not more than 500 colonies per gram
Negative in 5 g

Negative in 10 g

Ammonium salt of alginic acid
(CeHi1NOg),
10 000-600 000 (typical average)

Yields, on the anhydrous basis, not less than 18 % and not more than 21 % of carbon
dioxide corresponding to not less than 88,7 % and not more than 103,6 % ammonium
alginate (calculated on an equivalent weight basis of 217)

White to yellowish fibrous or granular powder



