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COMMISSION DIRECTIVE 1999/91/EC
of 23 November 1999

amending Directive 90/128/EEC relating to plastic materials and articles

intended to come into contact with foodstuffs

(Text with EEA relevance)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Community,

Having regard to Council Directive 89/109/EEC of 21 December 1988 on the
approximation of the laws of the Member States relating to materials and
articles intended to come into contact with foodstuffs (') and in particular
Article 3 thereof,

After consulting the Scientific Committee on Food,

Whereas:
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Commission Directive 90/128/EEC (?), as last amended by Directive
96/11/EC (3), provides in Article 3(2) for the revision of Annex II
thereto.

On the basis of the information available, certain monomers
provisionally admitted at national level may be included in the
Community list.

Other monomers have been requested for use following the adoption of
Directive 90/128/EEC: the technical data supplied permit their
inclusion in the Community list.

Annex III to Directive 90/128/EEC includes a list of additives, which
should be amended so as to include other additives fully evaluated by
the Scientific Committee on Food.

For certain substances, the restrictions already set out should be
amended according to the information available.

The current total list of additives is an incomplete list inasmuch as it
does not contain all the substances which are currently accepted in one
or more Member States; accordingly, these substances continue to be
regulated by national laws pending a decision on inclusion in the
Community list.

This Directive establishes purity criteria for only a few substances, and
therefore the other substances which may require purity criteria remain
regulated in this respect by national laws pending a decision at
Community level.

The measures contained in this Directive do not go beyond what is
necessary to achieve the objectives already provided for in Directive
89/109/EEC.

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

HAS ADOPTED THIS DIRECTIVE:

Article 1

Directive 90/128/EEC is amended as follows:

1.

")
Q)
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the fourth indent of Article 3(5) is deleted;
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2. Article 3a is replaced by the following:

‘Article 3a

An incomplete list of additives which may be used for the manufacture of
plastic materials and articles, together with the restrictions on their use, is
set out in Annex III’;

3. the following Articles 3b and 3c are inserted:

‘Article 3b

Only the products obtained by means of bacterial fermentation listed in
Annex IV may be used in contact with foodstuffs.

Article 3¢

1. The specifications relating to some substances appearing in Annexes
II, III and IV are laid down in Annex V.

2. The meaning of the numbers between brackets appearing in the
Column ‘Restrictions and/or specifications’ is explained in Annex VI’;

4. Annex II is amended as shown in Annex I to this Directive;
5. Annex III is amended as shown in Annex II to this Directive;
6. the texts set out in Annex III to this Directive are added as Annexes IV, V

and VL

Article 2

1. Member States shall bring into force the laws, regulations and
administrative provisions necessary to comply with this Directive not later
than 31 December 2000. They shall immediately inform the Commission
thereof.

Member States shall permit, as from 1 January 2002, the trade in and use of
plastic materials and articles intended to come into contact with foodstuffs
and complying with this Directive.

They shall prohibit, as from 1 January 2003, the manufacture and importation
into the Community of plastic materials and articles intended to come into
contact with foodstuffs and which do not comply with this Directive.

2. When Member States adopt those provisions, they shall contain a
reference to this Directive or be accompanied by such a reference on the
occasion of their official publication. Member States shall determine how
such reference is to be made.

Article 3

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

Article 4

This Directive is addressed to the Member States.
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ANNEX 1

Annex II is amended as follows:

1. The fourth indent of paragraph 5 is replaced by the following:

3

— Column 4 (Restrictions and/or specifications). These may include:
— specific migration limit (SML),

— maximum permitted quantity of the substance in the finished material or
article (QM),

— maximum permitted quantity of the substance in the finished material or
article expressed as mg per 6 dm? of the surface in contact with foodstuffs

(QMA),
— any other restriction specifically mentioned,

— any type of specifications related to the substance or to the polymer;’
2. The title of column 4 is modified to ‘Restrictions and/or specifications’;

3. Sections A and B are amended as shown in Appendices 1 to 5.
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‘Appendix 1

List of monomers and other starting substances inserted in Section A of Annex II to Directive 90/128/EEC

PM/REF No CAS No Name Restrictions and/or specifications

(O] @ (3) “)
12761 000693-57-2 12-Aminododecanoic acid SML = 0,05 mg/kg
13180 000498-66-8 Bicyclo[2.2.1]hept-2-ene (= norbornene) | SML = 0,05 mg/kg
13210 001761-71-3 Bis(4-aminocyclohexyl)methane SML = 0,05 mg/kg
14650 000079-38-9 Chlorotrifluoroethylene QMA = 0,05 mg/6 dm?
14841 000599-64-4 4-Cumylphenol SML = 0,05 mg/kg
16694 013811-50-2 N,N'-Divinyl-2-imidazolidinone QM = 5 mg/kg in FP
16704 000112-41-4 1-Dodecene SML = 0,05 mg/kg
22331 025513-64-8 Mixture of (40 % w/w) 1,6-diamino-|QMA = 5 mg/6 dm?

2,2 4-trimethylhexane and (60 % w/w)
1,6-diamino-2,4,4-trimethylhexane
22550 000498-66-8 Norbornene See “Bicyclo[2.2.1]hept-2-ene”
23175 000122-52-1 Phosphorous acid, triethyl ester QM = ND (DL = 1 mg/kg in FP)
23547 009016-00-6 Polydimethylsiloxane (MW > 6800) In compliance with the specifications laid
063148-62-9 down in Annex V
25080 001120-36-1 1-Tetradecene SML = 0,05 mg/kg
25385 000102-70-5 Triallylamine In compliance with the specifications laid
down in Annex V
25927 027955-94-8 1,1,1-Tris(4-hydroxyphenyl)ethane QM = 0,5 mg/kg in FP. For use only in
polycarbonates

26155 001072-63-5 1-Vinylimidazole QM = 5 mg/kg in FP
26320 002768-02-7 Vinyltrimethoxysilane QM = 5 mg/kg in FP
26360 007732-18-5 Water In compliance with Directive 98/83/EC




