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(10)  Member States which have not yet authorised the use and|or the presence of BADGE and|/or BFDGE
‘ and/or NOGE in materials and articles intended to come into contact with foodstuffs should be able
to maintain their prohibition.

(11)  The use andfor presence of BADGE, BFDGE and NOGE in plastic materials and articles, surface
coatings such as varnishes, lacquers and paints, as well as adhesives, should be regulated at
Community level to avoid risks to human health and barriers to the free movement of goods.

(12)  Errors due to the presence of other chemical substances may occur during analysis. Validated
methods of analysis are, therefore, necessary for correct verification of compliance with the restric-
tions set out in the Directive.

(13) A transitional period should be provided for in respect of materials and articles which are brought
into contact with foodstuffs before the deadline for jmplementation of this Directive.

(14)  This transitional period should also take into account d{gggﬂremenm of Directive 2000/13/EC of
the European Parliament and of the Council of 20 March . 1 the approximation of the laws of
the Member States relating to the labelling, presentation and advertising of foodstuffs (), as amended
by Commission Directive 2004f101/EC (3). - -

G
(15)  In view of the new technical requir
the use of certain epoxy deg’pﬁésmfh
: foodstuffs (°) should be repealed for

’Commi‘ssion Directive 2001/61/EC of 8 August 2001 on
materials and articles intended to come into contact with
sous; of clarity.

'_ Ve are u; a&cordance with the opinion of the Standing

NE v
R W,
idd

i
) A d:
o
.-‘TJ:"J.

1. This Directive shall apply to materials and articles which_:,Ln’thé‘finished product state, are intended to
come into contact or are brought into contact with foodstuffs and are intended for that purpose and which
are manufactured with or contain one or-mioré of the following substances: )

(a) 2,2-bis(4-hydroxyphenyl)p{glﬂa§ne bis(2,3-epoxypropyl) ether Gxereinaftex_'B&D_GE’), and some of its
derivatives; [~ — ]
w fi .y
(b) bisthydroxyphenyl)methane bis{2,3-epoxypropyl)ethers (hereinafter BEDGE?); and some of their deriva-
tives; f

—ﬁ_r'. -~

(c) other novolac glycidyl ethers (hereinafter ‘NOGE), and some of their derivatives.

(16) The measures provided for'in thi
Committee on Foodstuffs,

HAS ADOPTED THIS DIRECTIVE:

For the purposes of this, Directive, ‘materials and’ arficles’ ‘are:
(a) materials and articles, made of “any type of plastics;
(b) materials and articles covered by surface coatifigs;

(c) adhesives.

2. This Direcfive shall not apply to containers or storage tanks having a capacity greater than 10 000
litres or to pipelines belonging to or connected with them, covered by special coatings called ‘heavy-duty
coatings’.

Article 2

The materials and articles referred to in Article 1(1) shall not release the substances listed in Annex I in a
quantity exceeding the limit laid down in that Annex.

The use andfor presence of BADGE in the manufacture of those materials and articles may only be
continued until 31 December 2004.

O] L 109, 6.5.2000, p. 29.
() O] L 310, 28.11.2001, p. 19.
L 215, 9.8.2001, p. 26.
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COMMISSION DIRECTIVE 2002/16/EC
of 20 February 2002

on the use of certain epoxy derivatives in 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 0 « ome into contact with foodstuffs (!), and in
particular Article 3 thereof, ’ f';,,

After consulting the Scientific Committee on Food, .}

Whereas: P ﬂ

- r

{
hydroxyphenyl)propane bis(2,3-epoxypropyl) ether (BADGE),
oxypropyljethers  (BFDGE) and  novolac glycidyl ethers
endedto come into contact with foodstuffs has led to questions
they are ‘used-as-an’ additive.

I/
f these sulstanges and certain derivatives thereof in some

(1)  The use andor presence of ﬁ-(
bis(hydroxyphenyl)methane bis(2,3-
(NOGE) in materials and as i
about their safety, mainly wh

(2)  Test results have shown si
foodstuffs.

. i

(3  The Scientific Committee on Food has given an opinion that the specific migration limit for BADGE
and some of its derivatives can be extended: for anql.'l;x’:r three years pending the submission of
further toxicological data for evaluation. . Sdda

(4 Acceptance of the use andfor presence of BADGE may refore be provisionally extended.

- J e ol
(5)  The Scientific Committee on Food has éxamined the data available on BFDGE, which are very similar
to the corresponding data)obtained for BADGE.

i o

(6)  Acceptance of the use arld]}r presence of BFDGE and some of its dex'ivati_\t,wI may therefore also be

continued pending the submission and evaluation of further toxicological data, under certain
conditions. '

(7)  The Scientific Committee on Food has stated that, in the.absence of information about the potential
exposure and toxicological profile-of NOGE.components with,more than,two aromatic rings and
their derivatives, it is not in a position to- evaluate the safety-of use fandfor the presence of
corresponding products: “The..Committee! is-therefore ‘of the ‘opinion ‘that 'at “present, it is not
appropriate to use NOGE as an additive in materials and articles intended to come into contact with
foodstuffs due to its tendency to migrate iri" this application.

(8)  The usé’andfor presence of, NOGE components.with' more than two aromatic rings| and their
derivatives in’plastic materials and articles, surface coatings and adhesives intended to come into
contact with foodstuffs should be regulated through the establishment of a strict limit, which should,
in practice, provisionally rule out their use as additives. This provisional limit should apply pending
the submission of adequate data for a more complete scientific risk assessment, in accordance with
Article 5(7) of the World Trade Organisation Agreement on the Application of Sanitary and
Phytosanitary Measures, and the development of adequate methods for the determination of their
levels in foodstuffs.

(9  The use andfor presence of NOGE and BFDGE as starting substances for the preparation of special
coatings used to cover the surfaces of very big containers should provisionally be allowed to
continue, pending the submission of further technical data. The large volume/surface area ratio of
these containers, their repeated use over their long lifetime which reduces migration, and their
contact with foodstuffs at ambient temperature in the majority of the applications suggest that it is
not necessary to set a migration limit for NOGE and BFDGE in such containers.

() OJ L 40, 11.2.1989, p. 38.
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Article 3

The materials and articles referred to in Article 1(1) shall not release the substances listed in Annex II in a
quantity which, when added, to the sum of BADGE and its derivatives listed in Annex I, exceeds the limit
laid down in Annex I

The use andfor presence of BFDGE in the manufacture of those materials and articles may only be
continued until 31 December 2004.

Article 4

As from 1 March 2003, the quantity of NOGE components with more than two aromatic rings and at least
one epoxy group as well as their derivatives containing chlorohydrin functions and having a molecular
mass less than 1 000 daltons shall not be detectable in the materials and articles referred to in Article 1(1)
at the detection limit of 0,2 mg[6 dm?, including analytical tolerance.

For the purpose of this Directive, the detection limit speciﬂ(e exy:fty first paragraph should be verified by a
validated method of analysis. If such a method does not exi j@,@.-_.‘:fygalytical method with appropriate
performance characteristics may be used, pending the development of a validated method.

The use and|or presence of NOGE in the'manufacture of those materials-and articles may only be continued
until 31 December 2004. —

*

- Ariide

nogapply;to malials and articles covered by surface coatings, and
ofthe second subparagraph of Article 1(1), which are brought
into contact with foodstuffs before 1 . These materials and articles may continue to be placed
on the market provided that the daté of filling appears.on the materials and articles, taking into account the
requirements of Directive 2000/13[E & | \\) 4

’

Artide 6“4
.l ok .."..’-;4 L

‘. -

The requirements of this Directive s
adhesives, referred to in points

Directive 2001/61/EC is hereby repealed. 3 7
¥ AL
References to the repealed Directive shall be construed a&ﬁrences to this Directive and be read in

accordance with the correlation table set ogitin. Annex IL = =/,
= sy

= X’ﬁcle 7 -? ‘l 'l = -
A -
Member States shall bring into\force the laws, regulations and administrative provisions necessary to
comply with this Directive by 28 February 2003 at latest. They shall forthwith ‘inform the Commission
thereof. \7 Y

: ¥
When Member States adopt tho?.'él provisions, they shall contain a referefice 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) 8
This Directive shall enter into force-on the 20th day following its publication in the ‘Official Journal of the
European Communities.

Atticle 9
This Directive is addressed ‘to the Member States.

Done at Brussels, 20 February 2002.

For the Commission
David BYRNE
Member of the Commission
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ANNEX |
Specific migration limit for BADGE and certain of its derivatives

1. The sum of the migration levels of the following substances:
() BADGE (= 2,2-bis(4-hydroxyphenyl)propane bis(2,3-epoxypropyl) ether;
(b) BADGEH,0;
() BADGEHC;
(d) BADGE.2HCl;
(e) BADGE.H,0.HCl
shall not exceed the following limits: 1
— 1 mgfkg in foodstuffs or in food simulants (analytical tolera: uded), or
s :‘:\}‘\‘ ﬂ, % of Commission Directive 90/128/EEC ().
2. The migration testing shall be carried out i e to the rules established.in Council Directive 82/711/EEC (2), as

well as in Directive 90/128/EEC. However. in.aqueous food.simulants, this-value should also include BADGE.2H,0
unless the material or article is labelled for use iz ACH mtlil with those foods and/or beverages for which it has been
vels#ofath substances |

— 1 mg/6 dm? in accordance with the

demonstrated that the sum of the mi ' graph 1(a), (b), (c), (d) and (e)
cannot exceed the limits provided in para . \\\\\

3. For the pu?ose of this Directive, the specifi¢' migfation 1b ,\- listed in paragraph 1(a), (b), (c), (d) and (e)
should be determined by a validated  method does not exist, an analytical method with

appropriate performance charactesi of a validated method.

AULINENINYINg
AN TUNNINGAY

g O] L 75, 21.3.1990, ; 19.
O] L 297, 23.10.1982, p. 26.



102

22.2.2002 [EN] Official Journal of the European Communities

ANNEX 11
Specific migration limit for BFDGE and certain of its derivatives

1. The sum of the migration levels of the following substances:
(a) BFDGE (= bis(hydroxyphenyl)methane bis(2,3-epoxypropyl)ethers);
(b) BFDGEH,0;
() BFDGEHCI;
(d) BFDGE.2HCI;
() BFDGEH,0.HCI
added to the sum of those listed in Annex I, shall not ¢
— 1 mgfkg in foodstuffs or in food simulants (analy ‘ )
— 1 mg/6 dm? in accordance with the cases pr ‘ / irective 90/128/EEC.

2. The migration testing shall be carried outin accordanc yé&)m&cme 82/711/EEC, as well as in
Directive 90/128/EEC. However in aqueous. food sim i include BFDGE.2H,0 unless the
material or article is labelled for use in i ¢ foods and/or beverages for whxch it has been

demonstrated that the sum of the of the f fances listed in paragraph 1(a), (b), (c), (d) and (e),
added to those listed in Annex I, c : ¢ limits provided in paragra ph 1.

e following limits:

*3. For the purpose of this Directive, eg gr3 ) 4..*' aragraph 1(a), (b, (c), (d) and (e)
should b u?étermmed by a validated 5 analys & does not exist, an analytical method with
appropriate performance characteist e dev t of a validated method.

ol #
Directive 2001 1/5(‘.&‘;:‘_-‘ >

Article 1 & o= f-:,-f. ﬂ'

Article 6
mcle 7




)/128/EEC)

X
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II

(Acts whose publication is not obligasory)

|
CO ON

4

g~ COMMISSION DIRECTIVE.

of

THE COMMISSION OF

Having regard to the Trea
Economic Community,

to come into contact with foodstuffs ), 2
Article J thereof,

Whereas Article 2 of
transfer their constitventé to foodstuffs in quantities

ger human health or bring sbout an
unacceptable change in t4¢ composition of the food-
stuffs ; |

|
|
A

Wbeminordetmxhimtﬂsebjecﬁninthcmof
plastics materials-and-articles, » suitable instment, isia
specific Directive within the meaning of Anicle 3 of
Directive 89/109/EEC, the general provisions. of which
are also applicable to the case in question;

Whereas the-scope of this Directive must.coincide with
that of Council Directive 82/711/EEC(9);

Whereas since the rules established in this Directive are
not suitable for jon-exchange resins, these materials and
asticles will be covered by a subsequent specific Direc-
tive ;

11, 2. 1989,

40, 38.
297, 23. 10, l”{p. 26.

February 1990
and articles intended to come into contact with

tuffs

"" _ (9;2/1}31530

Whereas the establishment of a list of spproved
"\ substances accompanied by a limit an overall migration
and, where necessary, by other specific restrictions will be
sufficient to achieve the objective laid down in Aricle 2

.\ Jof Digsctive 89/109/EEC;

i -do;mon of a complete list of

applicable to all types of plas-
tics Materials and articles and therefore the substances
which are currenily used in at least one Member State can
continue to be Used pending a decision on inclusion in
the Conr ity ; whereas this Directive will accor-

et

overall migration limit is a measure of the
the materisl and prevents an unscceptable

in the composition of the foodstutfs, and, more-
over, reduces the need for a large number. of specific
limits or other restrictions, thus giving effective

85/572/BEC ?) establishes the list of simulants to be used
in the migration tests;

() OJ No L 372, 31. 12. 1985, p. 14.
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Wheress Council Directive 78/142/EEC() lays down
limits for the quantity of vinyl chiloride present in plastics
materials and articles with this substance and for
the quantity of vinyl chloride released by these materials
and  amicles, and Directives 80/766/EEC() and
81/432/EBC(’) establish the Community methods of
analysis for controlling these limits; .
Whereas Commission Directive. 80/590/EEC(9 deter-

mines the symbol thst may sccompany any matesial and
uﬁckinnndedwcomeinwcoma:i?hbodmﬁs:

Whereas in view of potential Liability, there is a need for
the written declanstion provided for in Article & (5) of
Directive 89/109/EEC whenever professicnal use i made
of plastics materials and asticles which are not-by theit
nature cleadly intended for food use:

Whereas, in sccordance with Asticle 3 of ithct
89/109/EBC, the Scientific Committee for Food
comuludondxepmlsiodlhblﬂou&e«pubﬁch@th;

Wbermmemmupm;ﬁedbfildﬁbkecﬁve‘a;
in sccordance with ghe opinion of the Standing
Committee on Foodstuffs, =

u,

HAS ADOPTED THIS DIRECTIVE :

Article 1

1. This Directive is a 3 f
mmlngofoﬁde39l ve 89/109/BEC,

However, the following shall not be regarded as plastics :
() vamished or unvamished regenerated cellulose film,
covered by Council Directive 83/229/EEC (), 23
amended by Directive 86/388/EEC();
{ii) elastomers and natural and synthetic ubber;
(iif) paper and papetboard, whether modified or not by
the addition of 3
{iv) surface costings obtained from:
— paraffin waxes, including synthetic paraffin waxes,
and/or microecrystalline waxes,
“s mixtures of the waxes listed in the first indent
with each other and/or with plastics;
{v) ion-exchange resins.

4. This Directive shall not apply, until further action
bthommWs.wmaudckmdmidumpoudof
two or more layers, one or more of which does not consist
exclusively of plastics, even if the one intended to come
into direct contact with foodstuffs does consist exclusively
of plast]

Article 2
Plastics materials and articles shall not tansfer their

© constituents to foodstuffs in quantities exceeding 10 milli-

wsw.orcadmemdammdmuﬁdu

f;.::_i.i,:wmomdbmﬂmmmmmng cases :
{s) articles which sre containers or are comparable

— = to
c_Directivé within m?ﬂ_ __containers or which can be filled, with a capacity of

not less then 500 millilitres (m) and not more than
10 liwes (1):

2, This NW'WM—MMmb&MMMVMhh imprac-

-
articles and parts thergof:

{b) composed of two oc more lsyers
consisting exclusively of plastics,
together by means of adhesives or by any other means,

g
g
g
ES

EX T 53

e cc
0000

ﬂubbto‘;glmm thewrfteenuinmnm_vlth’

(c) caps, gaskets, stoppets or similar devices for sealing

Article 3

1. Only'thése monomers and other starting substances
fisted in Annex 11, Sections A and B may be used for the
manufacture of plastics matecials end srticles subject to

2" From the date of notificstion of this Directive, the
fist in Annex 11, Sectica /A sy be amended :

= either by adding substances listed in Annex 2, Section
B, sccording to the criteris in Annex Il of Directive
89/109/BEC, or

— by including ‘new substances’, ie. substances which
are listed neither in Section A nor in Section B of
Annex 2, according to Article 3 of Directive
89/109/BEC.

O] No L 123, 11. S. 1983, p. 31,
O] No L 228, 14. 8. 1985, p. 32
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3. From the date of notification of this Directive no
Member State shall suthorize any new substance for use
within its territory except under the procedure in Article
4 of Directive 89/109/EEC.

4.  As from 1 January 1993, only those monomers and
other starting substances listed in Annex II, Section A
shall be used for the manufacture of plastics materials and
articles, subject to the restrictions specified therein.
However, before 1 January 1992 it may be decided that,
in some justified cases, for certain substances listed in
Annex II, section B, this time limit will be postponed.
S. Ho the lists appearing in Anney I, Sections A
and B do not yet include monomers and other stacting
substances used only in the manufactuce of :
-~ surface coatings obtained fmnmotpolyni‘
tized products in Hquid, powdes oe.dispéssion forn,
such as vamishes, lacquers; paints, cic,

— printing inks, & -t
/ v v
Avticle 4 B
The specific migration limits % i#t set out in Aonex
I are in mgfkg. hﬁ,mhlimhs are *
expressed in mg/dm? in the fol B eases . i

contsiners or which can be filled, with a_capacity of -
less than 500 ml or more than 10 1;

{b) sheet, film or other materials which cahinot be filled
or for which it is impracticable to estimate the rela-
tionship between the surface area of such materials
and the quantity of foodstuff in contect therewith.

In these cases, the limits set'out in Annex II, expressed in

4 -
J

il .‘Im
“ 4N January.
(s) asticles which are containers or are compamble to /

s e 4

—

7

down in Directives 82/711/BEC and 85/572/EEC and the
further provisions set out in Annex I.

2 The vesification of compliance with the specific
migration limits provided for in peragraph 1 shall not be
compulsory, if it can be established that compliance with
the ovenall migration limit laid down in Article 2 implies
that the specific migration limits are not exceeded.

Article 6

1. At the marketing stages other than the retail stages,

J the plastics materials and articles which are intended to
be pisced in contact with foodstuffs shall be sccompanied
by & written declaration in accordance with Article 6 (5) of
Directive 89/109/EBC. .

2. Paragraph 1 does not apply to plastics materials and
articles which by their nature are clearly intended to
come iato contact with foodstuffs.

Article 7

i, The Member States shall bring into force the laws,
regulations and administrative provisions necessary to
comply with this Directive not later than 31 December
1990. They shall forthwith inform the Commission
thereof,

2. Member States shall :

— permit the trade in and use of plastics materials and
g’gplying with this Directive before 1
1

prohibic trade in and use of plastics materials and

articles intended to come into contact with foodstuifs

j ‘qnd which do not comply with this Directive as from
January 1993,

—
d!ﬂ.

- =

&

b

et Article 8
This Directive is addressed to the Member. States.

-

mg/kg shall be divided 1

factor of 6 in order to expfess them in mg/dm?
Article 5

1. Verificstion of compliance with the migration limits

shall be carried out in sccordarice with the rules laid

Done st Brussels, 23 February 1999,

For ths Commission
Martin BANGEMANN
Vice-Presidens
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Figure C-1. Chr(ga 0g d ';_ [PLC condition in table
4.1 (a) and UV-visible spectra of BADGE (b)
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table 4.?2lr :n: %ﬁﬁﬁmmﬁlgﬁaﬁ tajHPLc condition in
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(a)

(b)

e B SIS SIS IR § 71 contiton i

table 4.1 (a) and UV-visible spectra of BADGE.2HCI (b).
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o \é' -.‘y (a)

Figure C-4. Chromatogram of BFDGE, standard by HPLC condltlon in table
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A. 1" analysis.
B. 2™ analySIS.

C. 3" analysis.
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Figure D-ﬂ(iﬁlﬂt:;am EJ nj mdﬂfm (jmple 3) by HPLC

condition in Table 4 1. Triplicate anal &s of hom eds )
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B. 2“ analysis.

C. 3" analysis.
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