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Exflahatonx_memorandum

INTRODUCTION

The problem of reducihg'contamination caused by contact with household
utensils and articles used for the preparation, storage and consumption

"of food and drink for human use has for a long time been dealt with in

the netional laws and regulations of many countries.

In the case of contamination from the lead content of glazing and decora—

‘tion 6nﬂceramic household articles, one of the oldest regulations oould

be the German law of 25 June 1887 stipulating that: "Containers for food,
drink and cooking, and those used for the measurement of liquids, shall
not be coated with an emamel or glaze releasing lead after 30 mimutes®

boiling in vinegar containing 4% acetic acid".

Like the German regulation, the other national measures dating from times
long past conﬁain the same; or an equivalent, requirement to the effect
that "ceramic articles shall not release lead".

Taking into account, on the one hand, the increasingly sophisticated
analysié methods afforded to laboratories by fechnical progress and,
on the other hand, the inmtensification of public health protection,
interpretation of the outmoded requirements has become very difficult,
if nbf impossible. S |
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For this reason, efforts have for some years been directéd throughout the

world, and especially in the Member States; to up~dating the provisions in
question.

Unfortunately, the manner in which this up-dating process is being carried
out is far from methodical, and national laws are secn to be developing
unevenly. These disparities have already involved obstacles to trade,
whereas harmonization of production‘techriiques in Eﬁrope has regched an
advanced stage. - ' .

In July 1972, therefore, the Hurcpean Federation of the Industries of
Barthermare and China Tableware and Ornamental Ware (FEPF) brought this
questioh to the attention of the Commissiori. This step was accompanied
by a pfoposal from the Europesan industry fozl-v the harn;onization of laws on
lead migration. B |

Without waiting for the adoption of the Council Resolution of 21 May 1973,
supplementing the Resolution of 28 May 1909 'ié.jring down a programme for the
elimination of technical barriers to trade in imustrial produots, the
Commission set up a Working Party. | .

The ;t:a,slc of the Working Party, which was formed in March ‘19'73'{, was to study
the problems involved in the harmonization at Buropean level of provisions
relating to the extraction of lead and of cadmium for ceramic articles
intended to come into contact with foodstuffs, and concerning in particular:
-~ extraction limits,

-~ test methods,

~ amalysis methods,

- oconditions governing the placing on the mrket,



Metallic elements other than lead and cadmivm are also present in glazes
and decorations on teramic articles and may be extracted. In practice,
however, it is observed that they are only extracted to a significant
degree when the object is clearly disintegrating following the acetic acid
test, This disintegration is accompanied by the extraction of lead or
caodmium to an extent which sufficient in itself for the objeci to be
declared unfit for use by the consumer.

By wmy of guidance, the Ffollowing table summarises the regulations already
in foree or in preparation in the Member States.



Counry State of lefislation Stuation in sractice i
Solvent Tempera’mra. Hon | Lialts ’ Reuarks
ac?yc of test
a¢ ) —
Wast Draft standard {n oreparation i (u/¥) | eablent 2h  |Pb 1.5 ng/te2
Gernany \ . -
-R? 1 decree of 12 Septembar 1972
Belglim rD rm& ng tg-oﬂgms concerning
Statatory Ordar N. 450 of i (w/V) | -bofling |3 testss i Jotal froa 3 |Exiraetion related to
Dermark 11 Bctober 1972 each of | tests mseful capacity. Spectal
" W olnse | g o N mrovisicns for the edges of
ol :Sﬁ objects coming into com-
‘cact with the 1{ps.
dep’th 2 o)
Franse « Dogres N 73,138 of 12 January 1973
' =~ {mplementing srovisions concerning
o coranioe chjects pending
Irsland Irtsh Stancard specificatian M) |16-20C| 2h | Bb7agfl Sisilar to US.
1S, 1681072 cd 0.5 ag/l — regulations
Law No 283 of 20 Arf] 1662 roseed s «
Haly - &trealar No 198 of 17 Novesher 1064| 1% aoblent 2h | PhOS ag/d? Tenoaratirs 2 400 C
fros the Minlstry of Heal th Dur:ﬂcm ) '2‘ h
(Referense analysis method) o,
Nuobar f tests ¢ 3
« Deeree of Z1 Karch 1973 First tosts §
1s;1omenting provisions eoncerning p
Pb 10 ppm; cd 6
tbjests pending Thb‘lrd gi : = o
Pb 3 ppe (0.5 mg/ds2
L U
Luxesbourg Logislation of a general natere
) - Proposed legtslation ¢ o
Acetic acld ¢ ¥
Netherlands | Braft Royal Decrca ouperatirs 3 30 0
Number of tests ¢ 3
Third fest 2
3 Pb 0.3 ng/dn2 ; od 0,02 ng/i2
-\ ]
atlona] standed 5 420 MA) | 13250 | 2n | Tbiewers The conklng us tonsts
Unf ted Part1 ¢ 1872 "tablevars" Flatears (Safety) regulation 1072
Kindea Part 2 ¢ 1972 “eocking vara2 Pb 2ng/! o | 11atis the Tead content
- Statutory Instruant 1972 No 1667 Hollowar | OF enanels o 200
The sooking ustensils (Safaty) { L1k 7m9/
Regulation 1972 < proaul jated cd 0.7 mg/l
1 Aprfl 1973 ‘ {
: + L1l
) b Ll
~Tooking ! uare '
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II.  NOTES ON THE»PROPOSAL FOR A DIRECTIVEL_ARTICLE TY ARmICLP

A Artlcle 1
This Article defines the scope of the Directive.

Ceramic articles intended to come into contact with foodstuffs have been
- classified in four categories:

- Tableware‘and kitchenware

'This is the laréest aﬁd most varied category. It includes all articles
for use at the table or in the cold or low-temperature preparatlon of
" food. The use of these artlcles accords as a general rule w1th brief
and repeated contact with the food,

- Plates specially desigmed for ver Y. yo oung children

~This category oonsists of artioles used dally by particularly sensitive
’ conSumers, who therefore requlre greater protectlon.

Thls category relates to those articles which when in use come 1nto

[
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direct contact with a hlghstemperature heat source or are placed 1n an
: oven. Their contact with food can therefore be regarded, generally
epcaking, as brief and repeated. '

- Packagjnguand storagp containers

Articles 1n thzs category are characterlzed by prolonged oontact with
: the food they contain,,

In the case of ceramic paokaglng a distinction can be mde between those
containers which are sold empty to the final consumer and those which

contain a particular product at the time of sale. In view of thexr .
intrinsic qualities of durability, these ;rtloles are often used agamn,
after the consumption of the initial contents, to preserve produots

A

generally of a different nature from the original product.




Storage containers my have a capacity of several -Yens of litres, and in
certain countries (e.g. Ibaly) are used by prlvate individuals to preserve
pickles (olives), for example, or oil.

Generally speaking, ceramic articles by their nature present no diffioculty,

as regards establishing the use Br which they are intendod. In someé cases,
however, articles of a purely artistic or decorative ncture can be designed

in shapes identical to those of domestic articles. In order to oope with this
very peoculiar situation which is typical of ceramic goods, and bearlng in mind
the possibilitiés of derogations provided in the proposal of the outline
directive polating to materinls and articles intended to come into contact

with foodstuffs, positive labelling has not been chosen. To remove any

possible danger, however, the Dircctive provides all such articles, unless
they bear a declaration to the contrary, must satisfy the requirements of
the Directive as laid déwn iﬁ several mational regulations (Belgium, Demmark
and France). ‘It mist be pointed ouf, howéver, that the Directive specifies
neither the kind of article which has to bear this "negative marking'" nor
the form which such marking should take. S

Articlc 2

This Artlcle lays down the kind of harmoniz vion prov:ded for by the Directive
in the field of ceramic articles.

Since the limitation of extractable quantities of lead and cadmium is a
measure aimed at the protection of human heaith;'én&’fhe'degrée:of such
proteotion should be the same for all the inhabitants of the member countries
of the Buropean Commmnity, the type of harmonization adopted is total

harmonization,.

Article 3

This [Lrticle lays down tne extractlon linits for lead and cadmium in the
various cases under con31deratlon.



The choice of these limits has proved one of the most difficult tasks of
the Working Party and it should be pointed out that the proposed values do
not meet with the complete satisfaction of all the experts. Some consider
them too high, others consider them too low. These experts have felt it

necessary to express reservations.

Expression of the limits

The limited values are expressed
- for flat articles -~ in milligrammes per square decimetre (mg/dmz)
- for curved objects - in milligrammes per litre (mg/l).

Although at first sight this system may appear inconsistent, it becomes
perfectly elear and logical when one considers the many shapes that ceramic
articles can assume, even within the same service with the same decoration.

Although, ip 'l:he case of hollow articles, the surface area/volume ratio varies
relatively 1it.1:1e, in the case of flat.articles this ratio, whioh is intrinsi~-
eally very high (order of magnitude 1:10), may in addition vary widely

(from 1:x to 1:2x) for a relatively small variation in surface area. In the
case of flat articles, the inconsistency would therefore lie in the expression
of the limit value as a concenmtration (mg/1), as this would amount, for example,
in the case of articles belonging to the same service, to treating the same
surface mich more severely when it belongs to a flat article than when it
belongs to a hollow article, even though flat articles are genera.lly in

contact with solld foods and the risk of pOSSlble contammtlon is therefore

relative ly low.



Nature of the limits

[

The iimit values adopted in the Directive are maximum valueg. This has tl_1e
advantage of simplifying the sampling method, whiie ensuring a high degree of
protection for the consumer, as every article tested individually must comply
‘with the appropriate limit value.

This means that, in order to take into account the considera;ble variations
which occur from article to é.rticl’e, even when such articles are deemed to

be identical, the mmufacturer will have to aim, for his overall production,
at a level of extraction approximately half the level permitted. This should
spare him the risk of putting on the market more than, say, one article per
100,000, which exceeds the permitted linit, as is shown by a study carried
out by the British Ceramic Reséarch Associa.t10n1.

To test the ceramic articies at the level of sale to the fipal consumer,
therefore, the sampling of & single article should in principle be suff:.cient.
The article must fall within the approprlate limit after a single trial,

Level of the limits

In some countries (Denmark, Italy) the recommemled llmits are la:.d d.own on
the basis of weekly permitted levels recommended by the F40/WHO in 1972,
i.e., 3 mg for lead and Q.5 mg for ca.dmium.

Some Statistical Aspects of Metal Release Regulations, by F. MOORE, The
British Ceramic Research Association, Technical Note No 210 - November 1G73.

1
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- As these weekly levels are total levels, including contributions from all
possible. sources to estadblish a limit for ceramic articles, it is necessary
to perform a large mumber of hypotheses and estimates which are difficult
to verify, '

Experience has proved that ceramic articles which meet the limits laid
down in the Directive, or values of the same order of magnitude, can be
used in complete safety by the consumer.

It should be remembered that these values accord with the use of a simulating
solvent, 4% by volume acetic acid, which is considerably more aggressive -
than the actual foodstuffs, as is shown by the available results of
experiments, ' ‘

The adoption of these limits would permit rapid removal from the market of
articles which, in the absence of effective regulations, are at present sold
to the consumer in spite of the fact that they are liable, to release quantitics

of lead and cadmium several tens of times as high as the proposed limits,

Having regard to the test method proposed in Amnex II; and in order to take

into apcoqnt‘the kind of use to which the different categories of article will

be put, the limits for'plates specially designed for very young children, and

for baking ware and storage vessels héve been .fixed @s . .- half the limits
adopted for tableware and kitchenware.

These limits have been adjusted to the potential of modern technology, and

" recent progress 1n thls field nnkns it poseible to foreshadow even better
results in the near future and therefore to consider revision-¢f the siggmeddd
limits then. '

./
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On the other hand, the nominal values of these limits have been affected by
a tolerance margin coz;resppnding to the effj.ciency of the reference method
proposed for carrying out the analysis: i.e., atomic abéqrption with the
aid of a flame spectrophotometer (see Annex III). l '

Article 4
This lrticle concerns conditions governingfdacing on the market.

4s ceramic articles are classified in four ocategories corresponding to
different limit values, it is necessary to lay down a marking system by
which they can be identified. e

In order to reduce to a minirzum the markings required, each article would

bear the following markings: o

~ in the case of plates specially designed for  * very young children:
“for children®, : e

- = in the case of gooking wavey "for cooking", SR
~ in the case of packaging sold empty to the final consumer and with a-
capacity of five litres or less: "storage".

Other articles "tableware and kitchenware" or vessels with a capacity of

more than five .litres which can eesily be identified by eliminatijon, need .
not carry a distinguishing mark.

Article 5

This Article establishes freedom of movement on the Commmrity market of ceramic
articles intepded to come into contact with food and which satisfy the require~
bxmts of-this directive, .

Artlcle 5

This Article constitutes the safeguard clause customarily included in a
Directive, the requirements of which relate to human health protection.

oo
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The text of this Article has already becn approved by the Council in respect
of other Directives.

Articles 7 and 3

The purpose behind these .rticles is to control adaptation to technical
progress of the iLmmexes to Directives issued on the subject of ceramic articles
and they lay down in particular the operating procedure for the Committee

for idaptation to Technical Progress. The texts of these Articles have

already been approved by the Council in respect of other Directives.

However, bhearing in mind the use for which ceramic goods are made, in the

case where the Council would adopt the proposal of the outline directive

relating to materials and articies intended to come into contact with

foodstuffs before adopting the present directive, the content of these
two articles should be modified accordingly. Dspecially, it should then
be referred to the "Standing Committee on foodstuffs" instead of the usual
Committce for Adaptation to Technical Progress mentioned in the directives

concerning industrial products.

Articles 5 and 10

These Srticles concern final provisions which appear in other Directives
already approved by the Council.
IITI. NOTES O TCHNICAL ANNHEIES

Lnmex I, entitloed:
Mamuifacture of ceramic articles,
General principles,
sets out briefly the general principles which form the basis for the manu~
facture of ceramic articles coming within the scope of the Directive.

The last paragraph gives, by way of example, a number of words used to
designate the products obtained.



Amex II

imex II, entitled:
Testing Method,

outlines the operations to be carried, out and the conditions to be fulfilled
by the laboratories responsible for checking the quantities of lead and
cadrium which can be extracted from ceramic articles.

One body of mational law lays down a special test for the cdges of articles

which come into contact with the lips (cups, bowls, etc.). Within the

Working Party, the majority of the cxperts felt that this point was worth

considering but that a nore detailed study should be carried oul before it

would be poasible to 6onsider a golution. ’
1.Simlating solvent

Lcetic acid, 4 by volume, was selected as o simlating solvent or test
solution. This kind of solution is the most widely used throughout the
world.

It should be noted, however, that some experts (Italy, Netherlands) were
inolined to favour a solution of 3% by volume. The main reason for this
was thot at this concentration the water-acetic acid mixture is an
azeotropic mixture. The tests performed showoed that this was not the case
in the conditions of use envisaged. \

In any case, experience confirms that & slight variation in the concentration
of the test solution does not influence the test results.
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Preparation of samples
This concerns recommendations of a géneral mture.

Fillig
Idem,

Flat-vware -

Definition

The fact that the limits are expressed differenmtly according to whether
the ariicle in question is flat or hollow mkes it necessary to lay dowm
exactly how the distinction between the two kinds of articles is to be
mde, ' | | :

By reason of the use for which they are imtended, flat-ware generally
comes into contact with solid foodstuffs and, ‘th(er‘efore, constitutes less

of a risk.

Since plates specially designed for very young children form 2 separate

category, and in order to take into account technical contingencies -
flat-ware means those articles of which the depth is 25 mm or less,

/-
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Dotermination of the surface area

With this simple method of determination the surface area of the article
is underestimated, which has the effect of mking the limit extraction
levels more stringent.

Lighting

The effect of luminous radiation on the extraction of cadmium from some
decorations or glazings is a phenomenon which has only recently been
studiefdg. For this recson, as simple a test as possible has been
provisionally adopted so as to permit this factor to be taken into

account.

Rescarch work on developing a standard method is in progress. This work
formed the subject matter of the first comtract between the Commission
and the Institute for Industrial Research and Standards, Dublin., -

Some cxperts are inclined to favour a test carried out in darkness, ontail-
ing, where appropriate, the reduction of the limit for cadmium so as to
take into account the effect of the light. This approach to the problem
is inconsistent with the scientific data currently available,

Temperature
In every case, whatcver the type of ceramic article, the test is carried
out at a temperature of 22 t2°0.

For tableware and kitchen ware, the Italian and Netherlands experts consider
that this temperature should be 40°C. Ixperience shows that the fact of
increasing the temperature from 22°C to 40°C has practically no effect

on the

2]

“ Report on the Light Sensitivity of Cadmium Relaasc from Glazed Ceramic
Tableware - by D. M, CARROL and M. K, HALPIN :
J.I.R.S. Report No AC/}MI - 11/73, 26 November 1973.
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results, and actually mekes the test much more complicated (use of a
thermostatically controlled chamber) and, therefore, more expensive.
The Danish experts prefer a boiling tempere,ture test.

The same consn.deratlons regardlng temperature apply to plates specielly
designed for very young children and packaging and storage vessels.

In the case of cooking ware, several experis, anxious to reproduce the
conditions of use as closely as possible, are in favour of a temperzture
boiling test. This kind of test is particularly difficult to carry out zs
a routine test, boiling being a phenomenon which generelly gives results
that arc difficult to reproducc, particularly in view of the variations cue

to evaporation.
This test is, in any case, impossible to perform on flat-ware.

Moreover, although these resulations are intended for the checking of articles
sold retail to the final consumer, it should be remerbored that they must
also be easily applicable at the industrial level to allow mmfacturors to

test the quality of their products,

However, since the test will be carried out at ambient temperature, the limit
values for cooking ware have been fixed provisionally at half the levels
adopted for tableware and kitchen ware. A4t the same time, the chemstry
department of the Joint Research Centre has started ona programme of rosearch
‘imto the relationship between cold and hot tests. '

In the case of plates specially des:.gned for very young child_ren the lim:bs
have also been talen as being half the levels adopted for tableware and kitchen
utensils in the case of hollow ware.

o
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7. Dur‘tt:.on L

As has a.lready bcen ment:v.oned, a siﬁgle -‘taest -of 24 hours is requ:.red in
all cases. Because comtact w:.th the food is of long duration in the case
of packaging and storage vesselg the rélevant limits have been fixed at
half the maximm valucs adopted for tableware and kitchenwere. This
proportion is-confirmed by the results of experimental work carried out
in.particular. by the Group of Buropean Specialists for Ceranic Colours,
Enomels and Glazes., - ; 4 S

Some experts (Italy, Netherlands) favowr three consecutive tests of 24 ‘
hours cach, the result of the third test being the ome taken imto consider-
ation. '

In view of ths low lével at which the relovamt limit values have been set,
- this would involve making the testing method for oeramic artioles climbérsome
to an unaust:.fied extent. , ' ‘

Gencrally speaking, a comparison of the results obtained by applyinu the
various test methods used throughout the world shows that on the whols’

. these methods are largely eqiivalent and such a comparison therefore londs:
weight to the argument for the adoption of the simplest method POSSiblGB .

Anmex IIT .
This Amnex sets out the general principles of the method of analysis using
atomic absorption and gives the ’basic characteristios of the reference

flame spec’crophotomter, on the” basis of which the toleremce mro'ins adopted
"'for the 1limits were determined.

3 Encugte analytique expSrimentale sur la migration des matériaux ceramiques
destil;xés a entrer au contaot des aliments, par Sampaolo i., Rossi L.,
Espesite E., Gramicocioni L., Di Marzio S. (Istituto Superiore di Sanita,
Laboratori di Chimica, Roma) ~ Picoinini If,, Bonciani 8, (Laboratorio
Provinciale Igiene e Profilassi, Seziome Chimica, Firenze).

o/o
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CONSULTATION WITH BODIES CONCERNED

During the drafting of the Direotive, there were frequent contacts with

the various bodies concerned,

The representatives of these bodies took part inm the work of the Working
Party set up by the Commission.

This emabled then to observe the lines Tfollowed in drafting the Directive
and at the same time to put forward any suggestions or observations for
possible improvements to the text of the Directive.,

CONSULTATION OF THi TUROPE'N PARLIAMENT AND THE ECONOMIC AND SOCILL
COMMITTET

Under Paragraph 2 of .article 100 of the Treaty of Rome, these two bodies
mst be consulted. The implementation of the requirements laid down calls
for amendrent of the laws of the Member States,
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PROPOSAL FOR 4 COUNCIL DIRZCTIVE ON THE
APPROXIMATION OF THE LiWS OF THE MEWBIR
STATES RELATING TO CERAMIC ARTICLES
INTENDED TO COME INTO CONTAOT WITH FOOD -
(LIMITATION OF EXTRACTABLE QUANTITIES OF LE,LD AND CADMIUM)

e

THE COUNCIL OF THE EURCPEAN COMMUNITIES,

Having regard to the Treaty establishing the Buropean Economic Cbmm\mity,
and in particular Article 100 therecf;

Having regard to tho proposal from the Commission;
Heving regard to the Opiﬁion of the Iuropean Parliazmont;
Having I_‘egardf'bo the Opinion of the Zconomic and Social Conmittce;

Whereas the Council Dircetive Of cceevescnssscscrossses On the appro:rimation
of the laws of the lMember States relating to substances intended to come
into contact with food provides in its .Article 4 that specific directives
will state the special provisions applicable to certain groups of substances
and articles; |

Whereas in most of the Member States, ceramic articles intended to come
into contact with food are subject to mandatory provisions, aimed at
protecting human health, relating to the limitation of the extractable
quantitics of lead and cadmium;

Thereas these provisions vary from one Member State another, thus creating
obstacles to establishment and functioning of the common merket:
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Whereas these obstacles may be climinated if the placing of ceranmic articles
on the mrket on a Commnity-wide basis is made subject to uniform rules and
whereas it is therefore necessary to harmonize the limit values, the test and
analysis methods and the wording shown on the labels and markings or the
documents which accompany ceramic articles when they are marketed;

Whereas tho recent demonstration of the effect of luminescent radiation on
the extraction of cadmium requires the development of a specific,test method
and that it will consequently be necessary to provide, at a later stage, for
revision of both the proposed method and the limits in order to take account
of the results of the shudies in progress: ‘

Wherens the same applies to the effect of terperature in the case of vessels

for baking:

Whereas, irrespective of the number of articles selected when official tests
are ocarried out in the Member States, the 1linit walues adopted are maximm

values with which any artiole taken individually must comply;

Whereas technical progress roquires frequont adaptation of the technical
specifications laid down in the lAmnexes to the Directive and whereas it is
advisable in order to facilitate the implementation of the measures required
for this purpose, 1o lay down a procedure establishing close co-operation
between the Member States and the Comnmission within the Committee for
Adaptation to Techniceal Progress.and in the sector of cercmic articles;

Wheress it could happen that a ceramic article which is imtended to come
into contact with food, although conforming to the provisions of this
Directive, endanger public health; whereas it is, therefore, advisable to

provide o procedure intended to remove this danger;
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HAS ADOPTED THIS DIRECTIVE:
artiole 1

The requirements of ﬁhis Directive sholl apply to ceramic airticles which are
mde according to the general principles laid down in Anmex I and are intended
to come into contact with food; such articlos comprise: :

~ tableware and lzitchenware,

~ plates specially’designed for very young children,

- pooking ware

- packaging and storage vessels,

or any other article which may be employed for these purposes exoept if a
direction to the contrary is duly steted on the article itself in a clear and
perfectly visible fashion. These articles are hereinafter called "ceramic

artiqles used for food",
article 2

1. Member States shall take all appropriate measures to ensure that ceramic
articles used for food are not merketed unless they satisfy the requirements
of this Directive and its Annexes.

2, They =hall also take all appropriate measures to ensure that ceramic
articles which have the appearahce of the artiocles listed in Article 1, but
which are not ceramic articles as meant in this Directive, are not marketed

unless they bear appropriate markings.
Article 3

1. &t any marketing stage, any ceramic article tested in the manner laid
down in Annex II shall be such that the quantities of lead and ccdmium do
not exceed, according to the case, the following limit values: ‘

e) tableware and kitchenware
~ flatware: Lead 1 £0.05 mg/dm2
Cadmium 0.1 ¥ 0,005 mg/anm®

[
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hollow ware articles with a capacity of up to 5 litres:

Lead 5% 0.25 mg/1

Cadmium 0.5 ¥ 0,025 ng/1

Pletes specially desigmed for very young children
Lead 2.5 X 0,25 ng/1

Cadmium 0.25 £ 0,025 mg/1

c) oookig g uEge

2,

flatware: .
Lead - 0.5 * 0.025 ng/an’
Codmium 0,95 £ 0,00 mg/an’

hollow ware articles

Lead T2.5% 0.25 ng/1
Cadmium 025 £ 0,025 mg/1

Ceramic articlos used for food with a capacity of over 5 litres which
normally come within the category "tableware and kitchenware™ shall,
for the purposes c¢f this Directive, be dcemed to be storage vessels.

When avceramic article used for food consists of a vessel.fitted with
a 1lid, the inner surface of the lid shall be tested under the same

conditionas as the vessecl itself,

In this case the level of extraction of lead and/or cadmiun shall be
caleulated by relating the total extraction obtained to the wvesssl
alone, adding the e:xtraction obtained for the 1id to the extraction

obvtained for the vessel alone.

A ceranmic article used for food shall be recbgnized as satisfying the
requirements of this Directive as regords limits if, afier a single
test, the quontities of lead and cadmium extracted in the manmer laid
dowm in Annex ITI are equal o or lower than the corresponding limit
values stated in pearagraph 1.
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The method of analysis deseribed in Annex III is the reference method
for the quantitative determination of lead and/or cadmium extracted by
the leaching solution during the test.

Article 4

When marketed, ceramic articles within the meaning of this Directive
shall be labelled or marked. Such labelling or marking may be replaced
or supplemented by accompanying commercial literature when these products

t

are not offered for sale to the final consumer.

The labelling or marking shall contain the following information in

readily legidble and clearly visible characters:

a) the name or trade name and the address or, where appropriate, the
registered trade mark of the producer or the~imp9rter of the person
responsible for plaeing the article on the mrket;

b) where appropriate, the words "for children"

c) where appropriate, the words “for oooking"

d) where appropriate, in the case of packaging sold cmpty to the fiml

. consumer and with a capacity of up to 5 litres, the word "packaging".

Member States may require that at the time of offer and sale to the fimal

consumer in their territories, the labelling or marking specified in this
Article shall also be expressed in their notional languages.

In this case this requirement shall apply only to the labels and pack-
aging of ceramic artioles.

drticle 5
For reasons concerning the extraction limits for lead and/br cadmium and
the labelling or mrking requirements, Mbmber States shall not prohibit
or impede the placing of ceramic articles on the market if these artlcles
satisfy the provisions of this Dlrectlve and its annexes,
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) Article 5

If o Yember State finds that a ceramic article which is intended to come
into contact with food, although complying with the requirements of the
Dlreotlve, constitutes a danger to health, that State may prov1sionally
forbid the placing of the product on the market in its terrltory, It
shall forthwith 1nform the Commission and the other Member States thereof

and stzte the rnasons for its de0131on.

The Commission shall, within six weeks, consult the Member States concerned
and then, without delay, express its opinion and take the appropriate

measures.

Where the Commission is'of the opinion that technical adaptations to the

‘direétive prove nécessary, such adaptations sball be adépted by either the

Commission, or by the Council under the brocedure laid down in irticle 8.
In this event, the Merber State having adopted safeguard measures my
maintain them until such adaptations enter into for e,

Artidle 7'

4 comnittee (hereinafter called the "Committeé™), is hereby set up to

adapt to technwcul progress: directlves which concern the ellmlnetion of
technlcal barriers to trade in the sector of ceramic articles. Tt shall
consist of representatives of the Member States with a reprgsentative of

the Commission as Chairman,
The Gommittee 8hdll adopt ite own rules of procedures .. 7 ¢ 1]- % 2

wXio

+ ot T - ety A e
Amendmenfs néedeq‘teéhnically to adapt the'prévisibns,éff%his directive

' and its annexés shall be adopted in accordance with the procedure laid

dom in Article 8.
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Article 8§

Where the procedure laid down in this Article is fallowed, matters
shall be referred to the Committee by the Chairman, either on his

own initiative or at the request of the representative of a Member
State.

The representativeﬂof‘the Commission shall Submit to the Committee
a draft of the measures to be adOpted. The Committee shall deliver
its Opinion of the draft w1th1n a time limit set by the Chairman,
having regard to the urgency of the matter. Opinions shall be
adopted by a majority of forty-one votes,hthe votes of Member
States being weighted as provided in Article 148 (2) of the Treaty. -

The Chairman shall not vote.

a) The Commission shall adopt the measures envisaged where they are
in accordance with the Opinion of the Committee, or, if no
Opinion is adopted, the Commission shall w1thout delay prOpose
to the Council the measures te be adopted.

The Council shall act by a qualified majority., .

b) If, within three months of the proposal being submitted to it, the
Councll has nct acted, the proposed measures shall be adopted by
the Commission.

. Arf*cTe‘Q
Member states shall adopt aad publlSh before 1 January 1977 the

provisions needed to comply w1th thls Dlrective and shall forthw1th
the Commission thereof. ' ’
They shall implement these provisions as from 1 July 1977.

As soon as this Directive is notifled, the Member States shall also
take care to inform the Commlssion, in time t6 enable it to make *
its observations, of any proposed prOV1sions, to be laid down by law,
regulation or administrative action, which they propose adopting in
the field governed by the Directive.

Article 10
This Directive is addressed to the Member States.
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ANNEX I
MANUFACTURE OF CERAMIC ARTICLES

a———y

General Principles

The ceramic articles listed in Article 1 are manufactured from
a mixture of inorganic substances normally comprising a high
proportion of argillacceous or siliceous minerals. A small
quantity of organic substance may be added to this mixture

in certain cases. '

These articles are first of all shaped and the shape thus
obtained is permanently fixed by firing. Thereafter, they
may or may not be coated with coloured or uncoloured glazes
and/or decorations.

Ceramic articles manufactursd in this way are often described
by the following terms :

faience - pottery = porcelain - bone china - whiteware -~
earthenware - stoneware - etCoss
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ANNEX TI
TEST METHOD

Simulating:SOlVent

a) Nature :
The simulating solvent to be used in the extraction of lead
and cadmium from ceramic articles used as food containers is
a 4 % by volume acetic acid solution.

b) Preparation of the solution @

The 4 % by volume acetic acid selution is obtained by adding
40 ml of glacial acetic acid to 960 ml of distilled water or
water of equivalent quality.

Preparation of the samples

The sample must be clean and free from grease or Other matter
likely to affect the test. ‘

The sample is accordingly washed at. a temperature of about 40°C
with a solution obtained from a liquid detergent.

The sample thus washed is first of all rinsed in tapwater and
then in distilled water or water of equivalent quality.

It is then drained and dried either in a drying oven or by means
of a new filter paper so as to avoid any stain.

After being cleansed in this way, the sample must be so handled
that the surface to be tested does not come into contact with
the hands of theperson carrying out the test,



Annex Il.

3. Filling
To avoid loss of liquid due to accidental spillage, which could
distort the test results, and also in order that the sample may
be covered with a suitable means of protection, the level of the
liquid-must be not more than 1 mm from the overflow point.
For articles with a flat rim, the distance betweeh the surface
of the liquid and the overflow point must not be more than 6 mm.

L. Flatware
a) Definition
Ceramic articles to be classified as flatware are those of
which the intornal depth, as measured from the lowest point
to the horizontal planevpassing through the upper rim, does
not exceed 25 mme :

b) Determination of the gurface area
In the case‘§f cerémic‘flétware, the extraction limit for lead
aqd/or'cadmiﬁh is related to the surface of the menisans
 formed by ihe free‘liquid surface dbtﬁined‘ﬁy complying with
the filling réquirements Sot out in Section 3 aboves.
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Annex 1I.

Lighting T N . -
After being prepared in the manner desoribed 1n Section 2, the

sample is. placed.on. a flat horizontal surface, filled as laid
down in Section 4 with a 4 % by volume acotic godd solution prepared

as described in Section 1 b).

The lighting conditions during the test shall be as follows :

a) Lead extraction .
When only the extractability of lead is tested, the article
shall be covered with an appropriate means of protection and
exposed to the "usual conditions of illumination in a
laboratory. '

-

b) Lead and/or cadmium extraction

When the-extractability of lead and/or cadmium is tested, the

article shall be covered with a watch glass of a quality nor-

ﬁail&:employed in chemical analysis laboratories and exposed

to the following conditions of illumination 3

- for a unit ‘period of 24 hours thé room in which the test is
carried out shall be illuminated for five hours, kept in
darkness for 14 hours and then illuminated for the remaining
five hours ;

- during the two five~hour periods of illumination, the room
shall be illuminated solely with fluorescent lamps of the
Philips "Daylight MCFE.33" type or tubes with equivalent
charactoristics., These lamps will have to be placed at a
height of some 1.5 m above the bench so as to give unifornm
illumination of approximately 1000 * 10 % lux,.
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Annex II.
Temperature
An ambient temperature of 22 + 2°C shall be maintained in
the place where the test is being carried out., ' .
Duration

The duration of the test will be 24 hours, in the conditions

set out in section 5 a) or 5 b), according to the type of
test carried out, )
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ANNEX _TIT
METHOD OF ANALYSIS

l. Sampling of the test solution for analysis

e

Prior to sampling of the test solution to determine the lead
and/or cadmium concentration, the contents of the ceramic-

. article to be tested are homogenized by an appropriate method

for obviating any loss of solution and any abrasion of the
surface of the article to be tested.

Method of analysis

The quantity of the lead and/or cadmium extracted by the solvent
during the test is determined by the atomic absorption method
with the aid of a flame spectrophotometer, the instrument

having a sensitivity of at least /,, of the lowest limit fixed
for the elements to be determined. This sensitivity is defined

as the concentration of elements which gives rise to an absorption
of 1 %.

The determinations must be carried out in correspondence with
the linear part of the instrument'!s callibration curve plotted

- by means of reference solutions., In the case of the concene

trations of lead and/cr cadmium in the test solution which lie
outside the 1linear part of the calibration curve, prior dilution
with 4 % by volume acetic acid will have to be carried out in order
to work with a concentration corresponding to the linear part of
the calibration curve.

In order to plot the calibration curve, the reference solutions
to be employed will have to be prepared prior to each calibration
using concentrated stock solutions (at least 1 000 ppm for lead
and 100 ppm for cadmium) which are diluted with freshly prepared
L % by volume acetic acid.
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Annex III.

Prior to any calibration or analysis, a blank determination

is carried out on a sample of 4 % by volume freshly prepared
acetic acid in order to take into consideration any quantities
of lead and/or cadmium present in the glacial acetic acid and/
or the water employed.






