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COMMISSION DIRECTIVE 97/69/EC of 5 December 1997 adapting to technical
progress for the 23rd time Council Directive 67/548/EEC on the approximation of the
laws, regulations and administrative provisions relating to the classification,
packaging and labelling of dangerous substances (Text with EEA relevance)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Community,

Having regard to Council Directive 67/548/EEC of 27 June 1967 on the
approximation of the laws, regulations and administrative provisions relating to the
classification, packaging and labelling of dangerous substances (1), as last amended
by Directive 95/56/EC of the European Parliament and the Council (2), and in
particular Article 28 thereof,

Whereas Annex | to Directive 67/548/EEC contains a list of dangerous substances,
together with particulars of the classification and labelling in respect of each
substance or group of substances;

Whereas laboratory studies have shown that certain man-made vitreous (silicate)
fibres have carcinogenic effects; whereas epidemiological surveys have raised
concern over the health effects of man-made vitreous (silicate) fibres;

Whereas the list of dangerous substances contained in Annex | to that Directive
should therefore be adapted and enlarged, particularly to include certain man-made
vitreous (silicate) fibres; whereas in consequence it is necessary to amend the
Foreword to Annex | so as to include notes and particulars relating to the
identification, classification and labelling of man-made vitreous (silicate) fibres;

Whereas in the current state of knowledge, it seems justified under certain
circumstances to exclude some man-made vitreous (silicate) fibres from
classification as a carcinogen; whereas this possibility should be reviewed in the light
of scientific and technical developments, in particular in the area of carcinogenicity
testing;

Whereas the abbreviation 'EEC™ appears in certain provisions of Annexes | and VI to
Directive 67/548/EEC;

Whereas Article G of the Treaty on European Union has replaced the term 'European
Economic Community™~ with the term 'European Community ™ ; whereas the
abbreviation 'EEC™ should therefore be replaced by the abbreviation 'EC™ in the
abovementioned provisions;

Whereas Directive 96/56/EC has amended Articles 21 and 23 of Directive
67/548/EEC accordingly and allows the placing on the market of dangerous



substances whose labels bear an 'EEC number™ and the words 'EEC label™ until 31
December 2000;

Whereas the measures provided for in this Directive are in accordance with the
opinion of the Committee on the Adaptation to Technical Progress of the Directives
for the Elimination of Technical Barriers to Trade in Dangerous Substances and
Preparations,

HAS ADOPTED THIS DIRECTIVE:

Article 1
Directive 67/548/EEC is hereby amended as follows:
1. Annex | is amended as follows:

(a) The fifth paragraph of the chapter entitled ‘Nomenclature™ of the Foreword is
replaced by the following text:

'Article 23 (2) (a) requires that for substances appearing in Annex I, the name of
the substance to be used on the label should be one of the designations given in
the Annex. For certain substances, additional information has been added in
square brackets in order to help identify the substance. This additional
information need not be included on the label.™;

(b) Note A in the Foreword is replaced by the following text:
'Note A:
The name of the substance must appear on the label in the form of one of the
designations given in Annex | (see Article 23 (2) (a)).
In Annex I, use is sometimes made of a general description such as ". . .
compounds" or ". . . salts". In this case, the manufacturer or any other
person who markets such a substance is required to state on the label the
correct name, due account being taken of the chapter "Nomenclature" of the
Foreword:
Example: for BeCI2: beryllium chloride.™;

(c) The following Notes Q and R are added to the Foreword:

'Note Q:

The classification as a carcinogen need not apply if it can be shown that the
substance fulfils one of the following conditions:

- a short-term biopersistence test by inhalation has shown that the fibres longer
than 20 im have a weighted half life less than 10 days, or

- a short-term biopersistence test by intratracheal instillation has shown that the
fibres longer than 20 im have a weighted half life less than 40 days, or

- an appropriate intra-peritoneal test has shown no evidence of excess
carcinogenicity, or

- absence of relevant pathogenicity or neoplastic changes in a suitable long term
inhalation test.

Note R:

The classification as a carcinogen need not apply to fibres with a length weighted
geometric mean diameter less two standard errors greater than 6 im.™;

(d) The entries in the Annex to this Directive are added;



(e) All references to 'EEC number™ are replaced by 'EC number™.
2. Annex VI is amended as follows:

(a) All reference to 'EEC number™ are replaced by 'EC number~;
(b) All references to 'EEC label™ are replaced by 'EC label".

Article 2

During the period of five years after entry into force of this Directive, the
Commission shall evaluate scientific developments and adopt measures to delete
or amend Note Q.

Article 3

1. Not later than 16 December 1998, Member States shall bring into force the
laws, regulations and administrative provisions necessary to comply with this
Directive. Member States 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. Notwithstanding Article 1, Member States shall permit the placing on the
market of substances whose labels bear the words 'EEC number™ or the words
'EEC label™ until 31 December 2000.

Article 4
This Directive shall enter into force on the third day following that of its
publication in the Official Journal of the European Communities.

Article 5
This Directive is addressed to the Member States.

Done at Brussels, 5 December 1997.
For the Commission

Ritt BJERREGAARD

Member of the Commission
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ANNEX

CAS No -

EC No -

No 650-016-00-2
Nota A

Nota Q

Nota R

EN: Mineral wool, with the exception of those specified elsewhere in this Annex;
[Man-made vitreous (silicate) fibres with random orientation with alkaline oxide
and alkali earth oxide (Na20+K20+CaO+ MgO+BaO) content greater than 18 %
by weight]

Classification, Carc. Cat. 3; R40 Xi; R38



Labelling, Xn

>REFERENCE TO A GRAPHIC>
R: 38-40
S: (2-)36/37

CAS No -

EC No -

No 650-017-00-8

Nota A

Nota R

EN: Refractory Ceramic Fibres; Special Purpose Fibres, with the exception of those
specified elsewhere in this Annex;

[Man-made vitreous (silicate) fibres with random orientation with alkaline oxide and
alkali earth oxide (Na20+K20+CaO+ MgO+BaO) content less or equal to 18 % by
weight]

Classification,

Carc. Cat. 2; R49 Xi;

Labelling,

T

R: 49-38
S: 53-45



