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Disclaimer

Conformément au réglement (CEE, Euratom) n°® 354/83 du Conseil du 1er février 1983
concernant I'ouverture au public des archives historiques de la Communauté économique
européenne et de la Communauté européenne de I'énergie atomique (JO L 43 du 15.2.1983,
p. 1), tel que modifié par le réglement (CE, Euratom) n° 1700/2003 du 22 septembre 2003
(JO L 243 du 27.9.2003, p. 1), ce dossier est ouvert au public. Le cas échéant, les documents
classifies présents dans ce dossier ont été déclassifies conformément a I'article 5 dudit
reglement.

In accordance with Council Regulation (EEC, Euratom) No 354/83 of 1 February 1983
concerning the opening to the public of the historical archives of the European Economic
Community and the European Atomic Energy Community (OJ L 43, 15.2.1983, p. 1), as
amended by Regulation (EC, Euratom) No 1700/2003 of 22 September 2003 (OJ L 243,
27.9.2003, p. 1), this file is open to the public. Where necessary, classified documents in this
file have been declassified in conformity with Article 5 of the aforementioned regulation.

In Ubereinstimmung mit der Verordnung (EWG, Euratom) Nr. 354/83 des Rates vom 1.
Februar 1983 uber die Freigabe der historischen Archive der Europdaischen
Wirtschaftsgemeinschaft und der Europaischen Atomgemeinschaft (ABI. L 43 vom 15.2.1983,
S. 1), geandert durch die Verordnung (EG, Euratom) Nr. 1700/2003 vom 22. September 2003
(ABI. L 243 vom 27.9.2003, S. 1), ist diese Datei der Offentlichkeit zugénglich. Soweit
erforderlich, wurden die Verschlusssachen in dieser Datei in Ubereinstimmung mit Artikel 5
der genannten Verordnung freigegeben.
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1.

EXPLANATORY MEMORANIUM

TWTRODUCTION

During the past few years, the large scale changes in the chemical
industry have led to a rapid increase in bhoth the mumber and quantity
of synthetic chemical compounds which has in turn given rise to more

and more serious problems with respect to their control.

Chemical compounds now have a place in most human activities and each
year the list lengthens. There is a risk that among these compounds

 there may be substances which could have harmful effects dlrectly or

indirectly for man and the environment,

A} the moment on a Community basis this is regulated by the Council
Directive of 27 June 1967 (67/548/CEE) on dangerous substances which
lays dovn conditions for their classification and the way in which
they are offered for sale as well as by Council Directives on solvents
(73/173/CEE, detergents (73/404/CES) and methods of measurement of the
biodegradibility of anionic surfactants (73/405/CEE).

Other directives on certain preparations are in course ol adoption.

Today scientific circles, publié opinion and the authoritiesAof Member
States are conf{ronted increasingly by problems caused by toxie, harmiful
or polluting substances. Polychlorbiphenyls (PCB), polychlorterphenyls
(PCT), vinyl chloride monomer (VCM), mercpry compounds, and certain
organohalogen compounds are the most current examples. : "

A directive on the limitation of the placing on the market and us: of
the first three substances was approved by the Council on 30 June 1957.
This directive is not limited to these three pollutants it includes the
possibility of extension of its field of application to any chemical

substance which may prove to be dangerous.



In view of the growing concern of public authorities there is now increased
interest in the different ways of evaluating the effects of chemical products
before these offer a real danger so that this danger can be avoided as mch

as possible.

It seems more and more nocessary at the moment not to continue placing on

the market chemical compounds potentially dangerous for man and the environ—
ment without having available a minimum of knowledge about the risks which .x
are produced. By the nature and importance of the solutions and their impact
on trade and the free circulation of goods this problem could only be solved
on a Commnity basis notably because of the fundamental objectives of the -
Buropean Eopnomic Commnity and in particular because of the measures arising

- from the existence of the directive of 27 June 1967.

In effect by the European Commnity Action Programme for the Environment of
22 November 1973 the Council has charged the Commission to examine the
possibilities of harmonizing and reinfdrcin,g; the control which the public
abthorities should exercise on certain new synthetic substances and products

before they are placed on the market.

Thi-s examination has shovm not only the necessity of setting up a sysiem

of control but equally of establishing this with a view to preventing
pollution, in accordance with the first principle of the Environmental
Poliocy Programme previouély mentioned, and to undertake this in a systematic
‘way, that is to say by a generalised control. '

In June 1975 the French Government in accordance with the information agree-
ment on environment of 5 March 1973, notified to the Commission a draft law
on the control of chemical'produc'bs dispersed in the environment. The
Commission invited the French authorities to postpone the application of

the measures envisaged in order that it could prepare proposals'for Community
measures to be presented to the Council. The preparatory worklt-:as ca.i-r.ied.
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out with the help of the group of national experts "Elimination of technical
barriers to trade: dangerous substances". Three plenary meetings and one
restricted meeting were held to examine thé draft modification of the
directive of 27 June 1967.

In parallel with this work of modification of the directive of 1567 to
include the criteria‘"dangerous for the environment" the Committee for
Adeptetion to Technical Progress unanimously voted a modification of
fmeres I, IIT and IV of this directive respectively to the list of

dangerous substances indications of risk and safety advice.

The present proposal of modification of the directive of 27 June 1967
envisages the reinforcement of measures relating to the classification,
packaging and labelling of substances which had as its objective the »

protection of users and workers,

In order to supervise" the efferts on man and the envirormment, it is

proposed that any placing on the market of a new substance would imply
the carrying out of a prior study by the manufacturer and notification
to the competent authorities when the substance was first placed on the

parket in a Member State. To folldow closely the evolution of substances

placed on the market and their use, a system should b2oset Wp swhich provides il--

for.the’ listing' of:all ‘new substanbels which are.placti:on the’mbriei.

R N ‘oo
=l s e ol oA

In this way, the competent authority of a lMember State will be in a position
to evaluate the consequences which would result from the marketing of the
substance and could if necessary intervene immediately in modifying the
clasgification proposal either by limiting or forbidding the merketing of

the substance.

This limitation or prohibition would take place when the competent authority
Judged it to be necessary and indispensible for the protection of man and

the environment.

if e



The present proposal of directive has as its objective the laying dowm of
Community measures in the field of chemical products in view of their -
da.rger for man and the environment and is a natural sequel to directives
elaborated in the field of dangerous substances and preparations.

In order to facilitate the read:mg of the directlve a new rmumbering of

the artiocles is proposed.
A L.



It is proposed t0 replace Artlcles 1 to 1l of the Coun011 Directive of
27 Jum lfé? by & new. *Gxt(- X ' o T et ey

[ .
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COHF“HTARIES ON THE MAIN MODIFICATIONS ENVISAGED

Ar 1010 T

The field of application of this article has been enlarged to include

the notification of new substances. The new sub-paragraph 2a states

that substances used as foodstuff or animal feedingstuffs are submitted
t0 other Comminity measures with respect to their labelling.

~ Article 2

In Article 2 (c¢) (d) and (e) the definitions of new substances and
notification are given. In paragraph 2 (i) a\new classification
tdangerous for the enyironment ' is created to take account of the
new objectives of the directive.

- Article 3

2 el

The new paragraphs 2 and 3 of this article specify the method of
determining the olassification envisaged by the directive and refers
to technical annexes VI, VII and VIII.

Article §

' This article fixes the general conditions ¢® which new substances met
be submitted to be placed on the market.

"Article 6

This article sets out the general principle aocording to which the
notifier must carry out a prior study with the aim of assessing the
effects on man and the environment of the new substance. It obliges
him to commmnicate a certain number of indispensable results from
the examination of the new substance., Paragraph 3 in particular
envisages a contimuity of ihformation.

of



Article 7

This artiocle env{sages'the nomination of competent authorities in fixing
the framework of their responsibilitiés with regard to the mapketiﬁé.of

a new substance,

Article 8

This artiocle lists the sectors excluded from the notification procedure.
~ This eXclusion is necessary either to cover the needs for research or for
other Commnity measures. Articles 9, 10 and 11 set up the Community

no#ification procedure.

Article 14

The principal modification of this article is at sub—bmnagraph 2c which
mkes the use of safety advice obligatory. It should also be noted that
the new paragraph.S.anisages that the indications emmerated af paragraph
2 mst, where necessary, be acoompanied by appropriate inscriptions .
decided by application'of Article 7 in the framework of the requirements

relating to conditions of use.

Article 12

To paragraph 1 a new more compiete format is proposed according to the

capacity of the package.

Article 21

Paragraph 1 enlarges fhe scops of the safeguard clause in the case where
a Member State deems that the information notified accroding to Article

6 are olearly false.

.'/'



Annex VI

Charactoristics for assessment of danger for the environment whioch is offered

by substances.

gnnex Vlz

Cheracteristics forming part of the technical dossier envisaged in 4rtiocle 6.

¢ viTT

A Gem B mes A movs

Determinetion of the applicability of the categories toxic, harmful, corrosive

and irreitaut.

TII.

CONSULTATION OF INTERISTED PARTIES

The proposal of directive was written in consultation with a Working
Group of experts competent in the field of public health, of the
enviroument and of health and safety at work and with which represent-
atives of the consumers and the appropriate industrial sector were

associated.

CONSULTATION OF THE FUROPEAN PARLIALENT AND THE ECONOMIC AXD SOCIAL
CommITE

In application of Article 100, paragreph 2 of the Treaty, taking ihbbo
account the fact that the application of this directive will require
modifications to the legal provisions of Member States, the opinion
of the Furopean Parliament and the Dconomic and Social Committce is

2CeISALY o



PROPOSAL FOR A COUNCIL DIRECTIVE

the sixth modification of the Council Directive of

27.6.1967 on the approximation of the laws of Membor

States relating to the classification, packing and
labelling of dangerous substances

THE COUMCIL OF THE EUROPEAN COMMUNITIES

Laving regard to the Treaty establishing the European Economic Commmunity,
and. in pariicular Article 100 thereof

Having regerd to the proposal of the Commission
Having :r-ega,rd to the Opinion of the Buropcan Parliament
Having regard to the Opinicn of the Economic and Social Comnittee,

Waercas to protect man and the environment against potential risks which
gould arise from the placing on the market of new substances, it is
neceassary to ley down appropriate measures and in particular to reinforce

the controls euvisaged in Council Directive 67/548/CED of 27 June 1967 on
the approximation of the legislativeg regulatory and administrative measures
relating %o the classification, packing ahd labelling of dangerous substances
(1) wodified most recently by Directive 75/409/CEE (2),

tWherens 1t is necessary for these reasons to modify the Directive 67/548/CEE
which at +the moment by a classification, packing and labelling of dangerous
mabstonces protects the population and principally the workers using them;

Fhereas in order to control the effeots on man and the environment it is
advisable that any new substance placed on the market is subjeccted to a

- prior study by the mamfacturer and a notification to the competent author—
ities conveying mandatorily certain informotion; and whoreas it is, moreover,
iwportant to follow closely the evolution and use of new substances placed on
the markei, and that in order to do this it is necessary to institute a
system which allows all new substances to be listed;

Uhereas it is necessary to envisage measurcs atlowing the Cormission to
imtroduce the procedure of notification to all the lMcember States; and whereas
it is, moreover, necessary to envisage that the measures relating to the '
classification, packing and labelling and the conditions of use of new
substances may be laid down at the Coxmmmty level by Direotives of the
Commission or Couwncil as appropriate; .

1? T No 196, 16.8,1967, p.1
2) 0F NoI183, 14.7.1975, p.22
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Whereas the competent authority of a Member State st be in a position
to appraise the conscquences resulting from the placing on the market of
- 2 new substance and may, where necessary, inbervene in limiting or in
prohibiting the placing on the market of the aforementioned substance
when it judges this to be necea.sary for the protection of man and the

environment;

Whereas it is necessary to make it obligatory that sa.fety advice accompanies
the packing of dungerous substances;

lhereas Ar‘bicle 2 of the above directive classes substances and preparations
as toxic, harmful or corrosive by the use of gensral definitions; whereas in
the &bsence, at the moment, of specifications allowing their allocation to
these classes, it seems appropriate to envisage precise criteria for classi~
fication; whereas in addition drticle 3 of the directive envisages an evalua-
tion of danger for the environment and that arising from this it is necessary
t0o ermumerate certain characteristics and parameters of assessment;

Whereas for the better understanding of the directive a new presentation and
S a d:.fferen‘b minbering of the a.z"l':.cles have been necessary, :

LNS 2D )‘1""'“‘..‘7}‘4."'” i

HAS ADOPTED THIS DIRECTIVE .

Article 1

- 1. Articles 1 to 17 of the Council Directive of 27 June 1967 relating to
the approximation of legislative, regulatory and administrative
measures ooncerning the classification, packaging and la.‘belling'of:
dangerous substances (67/548/E5C) modified in +the last instance by
Directive 75/409/TEC are replaced by the following articles @



1.

3.

"Article 1

The purpose of this Directive is to approximate the laws, regulations

and. aduinistrative provisions of the liember States on :

~ notification of new substances
~ classification
.. pockaging, and

- iy B
) o
3 lirg

of sulstances dangerous for man and the environment which are placed
onn the market in the lMember States of the Commnity.

- This Directive does notapplgrdothe provisions relating to @

a) medicinal products, narcotics and radiocactive substances;

b) the carriage of dangerous substances by rail, road, inland

. Waterway, sea or air;

¢) mnitions and objects containing explosive matter in the form

of igniters or motor fuéls;
d) addisdives ponfoodeasuils: oritd animlufeddingstuffisse bo el

. e e aw " a g s W e ma. - " L . .
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The classification, packaging and labelling provisions of this directive
do not apply to dangerous substances exported to third countries,

articles 13 to 15 of this Directive do not apply to containers for

gases which are oompressed, liquefisd or dissolved under pressure.

e
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Article 2

For the purpose of this Directive :

! substonces' means _
chemical elements and their compounds as they occur in the natural

state or as produced by industry; -

! prepara.tiohs' means

mixtures or solutions composed of two or more substances;

*new substances!

substances which have not previouély been placed on the market
either as a substance or mixture before 25t Jammary.19797" =
/siols T2 with the exception of those made available to research

laboratories, -

environment _ , .
Water, air, earth, biological forms; the relation between them

and with man.

notification

An informa;tive declaration to the competent authority by the

marmfacturer or any ofher person placing a new substance on
~the market, herecafter called the notifier,

\
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The following substances and breparations are 'dangerous' within the

meaning of this Dircctive

a) explosive
substances and preparations which may explode under the €ffact of
flame or which are more sensitive to shocks or friction than dini-

trobenazene;

b) oridising
substances and preparations which give rise to highly exothermic
reaction when in contact with other substances, particularly flam-

meble substances;

¢) easily flammable »

-~ substances and preparations which mey become hot and finally céthh
fire in contact with air at ambient temperature without any applio-
ation of energy, or '

~ solid substances and preparations which may readily catch fire after
brief contact with a source of ignition and which contimme to burn
or to be consumed after removal of the source of ignition, or

~ liquid substances and preparations having a flash point below 21°C,
or o .

~ gascous substances and preparations which are flammable in air at
normal pressure, or

~ ~ substances and preparations which in contact with water or damp air,

evolve highly flammable gases in dangerous quantities;

d) flammable
liquid substances and preparations having a flash point between 21%
. o ’
and 55°C;

e) toxic ,
substances and preparations which, if they are inhaled or taken inter-
nally or if they penetrate the skin, may involve serious, acuig.or
chronic health risks and even death;

/e



f£) harmful

g)

.h)

substances and preparations which, if they are inhaled or taken
internally or if they penetrate the skin, may involve limited

health risks; -

corrosive
substances and preparations which may, on contact with living ticoucs,

destroy them;

irritant

~ non-corrosive substances and preparations which, through immediate,

i)

1-'

2.

3.

prolonged or repecated contact with the skin or mucous membrane, can

cause inflammation.

dangerous for the environmerrt v
substances, the use of which presents or could present immediate or

prolonged risks for the environment,
Article 3

The flash point of the flammmble liquid substances and preparations
mentioned in Article 2 paragraph 2 (¢) and (d) shall be determined
according to the methods and with the apparatus laid down in Amnex V.

The environmentzl or potential environmental hazard shall.'be determined
in accordance with the characteristics set out in Amnex VII taking into

account the parameters of. appreciation contained in Ammex VI.

The determination of the categories toxic, harmful, corrosive and
irritant mentioned in Article 2, paragraph 2, e), £), &) and b) as is

~carried oul according to the oriteria in Annex VIII.

o/



Article 4

The classification of dangerous substances according to the degree of
hazard and specific mature of risks shall be based on the categories
laid down in Article 2 (2). For categories (a) to (h) the substances
shall bo classifiod acoording to the greatest degree of hazard.

Article 5_

1, Member States shall take all the necessary measures to ensﬁre that the
now substarices referred to in Article 2 are not placed on the murket
unless thoy have been ¢

~ notificd to the competent authority in accordance with
this direciive;

- packaged in accordance with the principles of Art. 13;

~ labelled ir} accopdance with the principles of Art. 14;

2. These @expshipoyry” o7 3anild s are valid until the substance is listed
into Annex I. TFrom the time the substance is listed in Annex I it
mist bhe 2

- packaged according to Axrt. 13;

- labelled aocording to Art. 14;

-~ and used under the conditions which, when necessary, have
been laid down in respect of it in Annex I.

Article 6
1, The notifier is required to carry out a study prior to marketing a new
substance to en~hle ifs effects on man and tho emvironment to be
assessed and 'tosl.;;:...,-.'.'. to the competent authority envisaged in Axrt. 7,
at the latest on the date of marketing, a notification with-ahk . :
acknowledgement of receipt inoluding: /
’ ' o/ @



3.

1

~ a technical dossier containing all the information necessary to
evaluate forsecable direct or indirect risks which the new substance
might entail for man and the entrironment in respect of the various -
uses envisaged and which comtains at least comments relating to the
“characteristics listed in Annex VII which hear an asterisk.

-~ a declaration concerning the unfavourable effects of the substance;

~ the classification and labelling ol the substance in accordonce

with this directive;

- proposals for any measures relating to the conditions of use which
are intended to limit the unfavourable effacts. '

The notifier may at the same time send a copy of the dossier to the

Commission.

The notifier is further required to inform the competent authority
of any significant change in or addition to the information previously

notified in_particular in rclation to :

- new useg for which he markets the substance (see Annex VII, para 2,1)

- anmual increases in the quantitios which he markets (seoc Annex VII,
para 2.2)

~ toxic or ecotoxic characteristics not previously notified.

Article 7

lMember States shall appoint a competent authority (or authorities)
vho shall be responsible for :
- receiving the notification and examining its conformity with'tho

. prescriptions of the directive; i

- examining the forsecable risks that these new substances might give

rise to;
- examining the classification and labelling proposalj; .
- examining the proposals of measures relating to the conditions of

use;

e



loreover, if the authorities see fit they may
- ask for further information and/or verification tests;
~ carry out such sampling as is necessary for control purposes;

- take approprictd measures relating to conditions of use while

awaiting Commnity dispositions,.

“ce rldnpdosther procolires daid- domii-in Aa-taaim.‘lf).:him'q)ropobals for ¢

llmeiC e T, s il o L cTrhan S noopenaig Jer e
-~ classification

~ labelling

—~ dispositions relating to conditions of use.

Member States and the Commission shall ensure that any information
concerning mrketing or mmfacturing shall be kept secret. '

Article 3

Substances in as much as they are placed on the market in the fdilow-

ing ways shall be excluded from the notification procedure :

a) for research, development or analysis;

b) as substance or in mixtures for :
- special pharmaceutical products
- gofiponents” of ‘made¥idls or objects intended to oome into
- edfthbtiuith fobistuffsliviriuts

N S Ove ity ‘_"\-/" oAy A oo RS I IR DL AT
-8 mponenfs ot pesticides” suBaec‘Ee ype approva.i
oo inpraasesionl nnofuety whlas ..13 cwlent b mommeranl

~ cosmetic products.

ofs
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2.

Article 9

A lMember State which has received the notification dossier or
additional information envisaged in Article 6 shall = ith: i3
.:-.;_.1";.-..::;1; ¢ vho wwti lor send a copy of it immediately to the

Commission together with any relevant comments.

_A_;'_ticle 10

" on receipt of the copy of the notification dossier or some other

complementary information from a Member Siate, the Commission shall

transmit

-~ the elements of the notification to the other Member States;

—~ any relevant information which it has gathered to all Member States.

This transmission éhall bz deemed 1:6 constitute a notification to the
compotent authorities of other Member States within the meaning of .

ArtiOJ.e 6'

Article 11

The Commission shall keep at the disposal of the Member States a cata=-
logue of all substances notified under this Directive, . '

Tho Member States may be callod upon to give the Commission any infor-
mation necessary to up-date this eatalogue notably in respect of quanti-

ties placed on the morket.

Amnex I of this Directive contains the list of substances classified
under the 'pmbvisions of Article 4 and where appropriate dispositions
relating to conditions of use.

A
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Article 13

Hember States shall take all nccessary mcasures to ensure that
dangerous substances cannot be placed on the market unless the
strength and impermeability of their packaging satisfies the
following requirements, any pachaglng meetlng these requirements
being reuardod as adequate :

The paclagings must be so arranged and fastened as to preclude any
loss of the contents; this requircment does not apply where special
safety devices are prescribed;

The materials constituting the packaging and fastenings must not be
liable to attack by the contents, or liable to form harmful or

dangerous compounds with the combents;

The packaging and fastenings must be stirong and solid throughout to
ensure that they will not loosen and will safely mect the normal
stresses and strains of normal handling. |

© Article 14

Member States shall take all nccessary mcasufes to ensure that dangerous
substances cammot be placed on the mrket unless the lzabelling on their
packaging satisfies the following requircments.

Every package mst show clearly and indelibly the following :

~ the name of the substance,

-~ the origin of the substance,

~ the danger symbol, when laid down, and indication of dangor involved
in %he use of the substance,

~ o reference to the speocial risks arising from such dangors;

a) the name of the substance must be one of the terms listed in Annex
I to this Directive; ’

b) the indication of origin must include the name and addresa of the
mamafacturer, the distributor or the importer;

of o



-12 -

!

¢) thh following syubols and indications of danger are to be used :

- = harmful

Ce gorresive

3.

4.

-- cuplosive o " : an exploding bomb (E):

- oxidising : . & a flame over.a circle (0)

- very flanmable _.“ - 't a flame (F)

- toxic o ¢ a death's head and crossbones

”e

a St. Andrew's Cross (Xn)

the symbol showing the damrgzir~
effect of any aocid (C)

a St. Andrew's Cross (Xi)

- ilrritant

The synbels must conform to those in Annex II to this Directive;
they shall be printed in black on an orange-yellow background.

The nature of the special risks involved in msing the substances
mist be indicated by one or more of the standard phrases which, in
confornity with the references contained in the list in Annex I, are

o set out in Annex III to this Directive.

The paokaging shall be accompanied by safety advice relating to the
use of the substances where it is materially impossible for these %o
be given on the label or package itself., The wording of such pre-
cantions shall, in conformity with tho roferences contained in the
list in fxnex I, be based on Annex IV to this Directive,

)

Tor pacikages of harmful, irritant, highly flammable, flammble
oxidising substances, indication need not be given of special risks
and safety advice where the package contains no more than 125 ml.

When more than one danger symbol is assigned to a preparation ¢

~ the obligation to indicate the symbol T makes, in general, the
-symbols X and § optional;

~ the obligation 4o indicate the symbol C makes the symbol X optional;

- the obligation to indicate the symbol & makes the symbols F and 0
optional. '

oo
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1.

2,

3.

4.

-13 ~

Thoe indications montioned in pardgraph

acconmpanied by appropriate indications

2 must, where necessary, be
required in application of

Article T with respect to measures relating to conditions of use,

Article 15

Vhen the particulars required by Article 14 appear on a labél, the

latter rust be placed on one or more faces of the package so that

it can e rcad horizontally when {the package is put down normally.

The dimensions of the label must be as

" v e s 32 e e e e b e e w —

- lese than or equal to 0.5 litres
- groater than 0,5 litres, and not
- exceeding 1 litre :
-~ greater than 1 litre, and not
exceeding 10 litres H
- greater than 10 litres, and not
exceeding 50 litres ‘ s
- greater than 50 litres :

follows :

Dimension
if possible, 52 x T4 mm
at least
at least T4 = 105 mnm
at least 2105 x 148 mn
at least 143 x 210 mn
at least 210 x 296 mn

Ench symbol rust oover at least one--tenth of the surface of the label

and e at least 1 cm2. The entire arca of the label must adhere to the

package immediately containing the substance.

A label is not required where the particulars are clearly shown on

the immedicte package, as specified in paragraph 1.

The colcur and presentation of the label -~ or in the case of paragraph
2, of the package - rmst be such that the danger symbol stands out

clearly from the background.

lMember States may make the plading on the market of dangerous substances

in their territories subject to the ume of the natiomal language or

langunges in respect of the labelling thereof.,

/o
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S5« For the purpose of this Directive, labelling requircments shall bo

deemed to be satisfied

‘a) in the caso of an outer package containing one or more inner
packages, where the outer paéka.gc is labelled in accordance
witdh intermational rules on the transport of dangerous substances
and the immer package or packzages are labelled in accordance with

$his Directive;

b) in the case of a single package, where such a package is labelled
in accordonce with international rules on the transport cf dangerous
substances and with Artiocle 14 (2) (2), (b) and (d).

In the came of dangerous s;u'bs'bances, which do not leave the sovercign
tcrri’tory of a llember State, labelling may be permitted which corplies
with naticnal rules instead of with intermntional rules on the trans-

port of dangerous substances.
Article 16

Member States may ¢

a) permit the labelling required by Article 14 to be applied in some
other cppropriate menner on packeges which are either 100 small
or othexrwise unsuitable to allow labelling in accordance with
Articie 15,

b) by way of derogation from Articles 14 and 15, permit the packaging
of dangerous substances which are neither explosive nor toxiec to
be uniabelled, or to Be labelled in some other way if {they comtain
suoh small quantities that there is novdang'er to workers or others.

Article 17

-Tha amendoents necessary to adapt the Annexes to technical progress
shall b3 adapfed in accordance with the procedure laid down in Articlo

139
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Article 18

A Committece shall be established for the adaptation to technical progress
of Directives for removing technical barricrs to trade in the sector of

dangerous substances and preparations, hereinafter called *Committee® ’

which shall consist of represenmtatives of the Momber States under tho

Chairma.nship of a representative of the Commission.
The Committce shall establish its internal regulations.
Article 19

In the event that reference is mnde to the procedure laid dowvm in this
Article, the mtter shall be referrcd to the Committee by the Chairmn,
either on his ini‘biafive,. or at the request of the representative of a
Mcmber State,

The representutlve from the Comm:.ss:.on shall submit a draft of the .-
measurcs to be taken to the Committee. Tho Committec shall express its

. Opinion on this draft within a‘ period specified by the Chairman in the

light of the urgency of the miter in question. 4 mjority of 41 votes
shall suffice for a Decision, the votes of the Member States being

"uclghted as laid down in Article 143 subparagraph 2 of the Treaty.
" The Cramirmn shall not vote,

a) The Commission shall adapt the measurcs envisaged when they are in
aoccordance with tho Opinion of the Committec.

b, When the measures have not becn agreed on by the Cbnnnittee, or in

tho absence of an Opinion, the Commission shall submit to the Couneil
without delay a proposal on the measurcs to be taken. The Council

shall give judgement by the qualified majority.

o) If, after the matter has been before the Council for a period of
three months, there has been no decision by the Council, the

proposed measures shall be ’c,dopted by the Commission.
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Article 20

lomter States shall not prokibit, restirict or impede on tﬁe grounds of
notification, classifica.;tion,. packaging or labelling as defined in this
Direchive, the placing on the market of dangerous substances which
eatisfy the requirements of this Directive and the Annex thereto.

Article 21

Where a Member State has detailed grounds for estaﬁlishing that a
dangerous substance, al'lihough satisfying the requirements of this
Direotive, constitubes a hazard to health or safety, it mey provision-
ally prohibit the sale of that substance or éubject it to special
ocnditions ruling in its terribory. It may similarly take such

m%,s was where it is obvious that the J.nformation no‘blf:.ed a.ccordz.ng

_ 'bo Art: .cle 6 :Lb £3lsel:r fales,

It shall immediztely 1nform the dommss:.on a.nd 'the other Member States

thereof und give reasons for its decision.

The Commisﬁion shall, within six weeks, consult with the lMember States
concernad, express its Opinion without delay and take the appropriate

staps.

where the "‘ommiss:.on is of the opinion that technical “dapua.tn.ons to this

g Dn*er‘tlve. are necessary, such adaptations shall be adopted by either the

Commss.;on or the Council under the procedure laid down in Artiole 19.
In this event, the Member State having adopted safeguard measures may
meintain thenm until such adaptations enter into force. -

Articie 22

Member States shall inform the Commission of all laws, regulations and
administrative provisions which they adopt in the field covered by this

Diroctive
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Annexes VI, VII and VIII, which appear in the annex to this directive,
are added to the directive mentioned in the first paragraph of this

article.

Article 2°
llenber States shall adopt the measures needed in order to comply
vith this Directive and shall apply them by 1st Jamary 1979 at

the latest. They will inform the Commission and the other lMember

States immediately of such measures.
Article 3.°

This Directive is addressed to the lMember States.



. ANNEX VI

Parameters for eveluating the environmental risk of

cerbain substances

The environmental risk of a substance is evaluatéd on the basis of the

following primary concepts and their possible correlation.

A, gggntities

B. Potential toxicity for various targets

C.  Exposure of vorious tarsets

As regards these cohcopts the following parameters should'particularly
be taken into account : '

A.,1 Tonnmages forecast by the mamufacturer, expressed in tonncs/&ear

A.2 Production broken down according to type of utilization and expressed
as a percentage of the total production. ‘

B.1 Jcute toxicity to men détermined by experiments on mmmls depending
on the intonded use of the substance. They may be administored in
these tests orally, percutancously or by inhalation.:

B.2 Chronic and miscellancous toxicity

The following parameters should be taken into consideration as

appiopriate :

~ sub-chronic toxicity (repeated daily doses.on rats for 90 days),

~ chronic toxidity (studies on rats (1 year) and possibly on dogs
(3 years) ) ) '

- caroinogenesis

- mutagenesis over three generations,

- teratogenesis



B.3 Toxde effects on other living creatures

Depending on the anticipated uses of the substance and on the poton—
$ial receiving media, an analysis should be mode of the toxicological

effects on other forms of life such as bacteria, algee, fish and birds.

C.1 Anticipated uses

v initial ‘mcdia : the specific purpose of the substance should bo

considered with a view to identifying primary targets liable to

exposurc;

- type of distribution : +this involves an assessment of disporsal

risks. As a guide, the following distinctions might be borne in
nind s '

« substancos whose use is confined to closed systoms;

. substances used only by approved users or specialists; substances
whose use is confined to a limited rumber of industrial estab-
lishments;

« substances used only 'by professional specialists working in in-

dustry, craft drades and agrioculture;

« substances retailed to the gencral publio,

C.2 Disgoréal ¢ In this case the tramsport of a substance from its
" initial medium should be assessed as far as possible with the aim of
identifying the receiving medias ANAccount should be taken of the
physiocal, chemical and biochemical properties of the substance.

. 4 ' ofs



C.3

C.4

C.5

§jabi1ity in the prescnoe of natural agents

This involves dssogsing the stability of a substance under abiotic

and biotic conditions in various environments,

The physico—chenical properties of the substance should be tdkon
into account, for example, stability as a function of pH, thermo-
stability, redoc potentizl, and the possibilities of biodegradation

in the rcceiving modiunm. Where studies have been carried out én

" pmodels, consideration should be given to the half-life figures; whore

this is not possible, a rough assessment of this period should be made

on the basis of the data available.

Accurmlation within receiving media and the creatures living thercin

Tho aim here is to assess as far as possible whether the substance
is likely to build up in a given target in the receiving-mediun.

This may either take the form of geoaccumulation or bioaccurmlation.

Vhere studies (e.g., accumlation in fish) have been carried out on
nodols, consideration should be given to relative proferential accu-
mlation figurcs; when this cannot be done, the possible extent of
any accurmlation phenomena should be considered in the light of the
relevant physico-chemical properties, 6.g., the partition coefficients

of Hzo/organio solvents,

Possibilities of disposal .

At issuo here is whethor the substance, onee it has becomo waste ma-
terial, can be disposed of by suitable treatment bearing in mind,the

behaviour of the substanoe in a purifiqation or incineration plant.



MMNEX  VII

INFORMATION REQUIRED FOR THE TECHNICAL DOSSIZR
REFERRED TO IN ARTICLE 6 OF THIS DIRECTIVE

Thi. Annex is inlended as a guide. Consequently, some of the information
requested may at timé be superfluous or alternatively require amplification.
S ST

The obligatory information which the manufacturer must provide is marked

by an asterisk; if it is not possible to give an answer, the reasons must
be stated. -

* I, IDENTITY OF THE SUBSTANCE

* T,1, Chemical name

I.1.1, Name in the IUPAC nomenclature ..,.
* I,1,2. Other names S ..

*

* 1,2, Empirical and structural formula

* I,3, Composition of the chemiczl product

* I,3.1, Degree of purity (%) }
% I1.3.2, Nature of impurities, including isomers-and seoafdary products

*

I.3.3; Percentage of maip impurities

* I,4e Methods of detection and determinatioh

A full descrpition of the methods used or the appropriate
bibliographical references.



% 2. DATA ON UTTLIZATION

* 2,1, Proposed uses

* 2,1.1, Type of use
Descri’be': L 'the function of the substance 0000000000-0.00;;000

= the desired effects oooooooooooooooooco;ooo'ooooooo

* 2,1,2, Type of distribution

Indicate destination of substance ¢

- Closed system -oo;ot.....oaoco...ooo.Io.c...ooct...o

Ld Fa.rmers and skilled trades .o.o-ooo;;;;;;;;;;;;ocooo

a
— Processing industTies eeeseeseecscsccsccscscesceses/ /
v

~

= % 2,2, Estimated production and/or impofts for each of the anticipated uses

or ficlds of application

*2,2,1, Overall production and/or imports:

- Flrs‘b 12 months ..oo;;;;;;;;oocooooo t/year

L S I I

- Thereafter aqooooo;oooocooc;oooooco- t/year

# 2,2,2, Breakdown of production and/or imports accordlng to p01nts 2.1,1,

and 2.1.2, expressed as a percentage

[ Fz.rst 12 months o..;;;;‘.;;;;;oootooo Leraae

......... L I R N R R R )

= Thereaftor ececccevsccsosenesssssssee * = .

* 2,3, Recommended methods and_precaﬁtiéhs concerning:

* 23,1, Haﬁdlihg e —————
* 2,3,3, Transport eececeescese soone

* 2-3-4. Fire ocooooooo-ooooooocoooo.‘

* 2,4, Emergency measures in case of accidental spillage




3+ PHYSICO-CHZEMICALS PROPERTIES OF THE SUBSTANCE

(State whether this is the pure or the commercial substande and give
the reference of the internationally recognized methods or a..

desoription of the methods used).

* 3,1, Melting point.

[ I A [

(A XN R N NRY) C

* 3.2, Boiling point

cevescons 2C 8L ceenense P2

% 3.3, Relative density

i 0,29

* 3,4, Vapour pressure

secsecssne "Pa at XXX XY ,OC )

eessesses Pa at esesveane °C

* 3;5; Surfaoe tension
L I T T T

veesssee N/ (sevesesa®C)
* 3,6. Water—solubility
ceseocee M2/l (vesonss °C)
% 3.7, Fatesolubility
Solvent = [Fish oil - corn o;;7
“esesesse mg/100 gr, solvent (..... c)

* 3,8, Partition coefficient .
Water/non—m1501ble solvent (please specify)s
Water/llpld (please specify)s

* 3,9, Flash point

sesevesss °C Z:7 open=-air situation Z:7 enclosed situation

* 3,10, Explodability (within the meaning of Directive 67/548/EEC)
3.11, Redox potential

- 3,12, Stability related pH .
3.13. Other properties (e.g. chelating tendancy)



~4 » TOXICOLOGICAL. STUDIES

(State whether the tests were carried out with the pure or the commercial

substaices)

* 4.1, Acute toxicity

% 4.1.1, Absorbed orally ' <
(rat) ooooaooo;;;;;;;;:;;;oo (mo/kg)

Symptoms observed in the organs affected |, : _

(1nclud1ng allergic reaotlons) aoooooooooooc.-cooooQooztnoooo

LU IR S BRI BRI PR R L R T O T S S 1 [ IR T T S R

. .
. B 0000 POIUIPE0R000000000008000 0000800000000 000000RRBRRIOSOIGOGIOIRITOITOT
‘ L]

* 4,1.2. Absorbed through the skin

50 (T21) cevesscocsceosnosoone (mg/kg)

...... LR T I T BRI T e e e

(1nclud1ng a.llerglc reactlonS) oaooo-o.o-.ooo-.oooo-oo-oooo;

LI I I T R T T T T B U L R LI S T T T R A B T R T T A

OSSOV SCP0CCINITNORNOINEOOOROOCOEOBRCBPTOLONOBEO0OOSRROODINIOTDOIOSIETTY

* 442430 Absorbed by inhalation .o e

50 (rat) ®ese00s00s0v0stesivene (pprﬁ) (oo--ooooo h)

Symptoms otserved in the organs affecteds '

(1nolua1ng allerglc rea.ctlonS) -.o..o-.o.tocoo'.od-o.ooooo...

L LR Y B S S Y B B N R I [ L T S R

.....................'..........l.....0......l..‘..‘.........

% 4,1e4. Irritant/corrosive effects
(Within the meaning of this Dlrectlve, Annex VIII Points 2 & 3)

4.2, Delayed toxicity

* 4.2.1. Subacute toxicity (90 days)

Symptoms observed according to the ooncentrations used:

LI T I I O e S L B R e L T T T S T O R I I R R

00000000020 CCICUBCRNINDOOOPC0000 000N CPPORPIOOCIOEVPOIBROICEOIOIOBTDRIOITOSTY

4.2.2. Chronio toxicity (substance and its metaholites)
Symptoms observed during tests lastlng more than 90 days.

L I I I I O e S I | L e e L L L A L B |

00000002000 C000PNOSPR00C0EROPROBOOROCRRTNSER00SIREIIOROEPOGRIOIOILYS

* d.2+2.1 Substances retailed to the nubllc as forseen on point 2.1.2 2th dashe.

8424242 Other substances



4.3. Other effecté

4.3.1. Mutagenic effebts

* 4.3.1.1 Screening test*_ '
4. 3. 1.2 Vhole study =~
4.3. Carcinogenic effects

pd
4e3¢43 Effects on reproductlon, 1nclud1ng teratogenicity

4.4. Special studies specific to the substance

Tor example s biochemical kinetic studies, neurophysiological toxicity
studies

# 5, ECOTOXICOLOGICAL_STUDIES

(State whether the tests were carried out with the pure or the

commercial substance);

5.1, Effects on typical species

* 5,1,1, Effects on fish: at least two species including rainbow trout

I LI IR S I B I )

LCSO esesoeveee /1‘ dura'blon Of test: ecescesvsscsee 1

5.1.2. Specific effects of the substance on other typical species in
relaticn with its dispersion in the environment.

For example: birds, bacteria

>

% 6, BIOTIC AND ABIOTIC DECRADABILITY AND PERSISTANCE
Evaluate the half-life of the substance: '
T1 == 1 year L7

N

3months<_.T_12; <. 1 year U
lmonth < T1 < 3months (/i7
1 week T}z_ L l_mbnth U

o T% < 1 week | [7

Specify the data on which this evaluation is based (stablllty to heat
' photochemical stability, biodegradability etc)



* T. POSSIBILITIES OF RENDERING THE SUBSTANCT HARMLESS

% 7.1, For industry/craft trades

¥ T,lels Recovery possibilities:
* Tol,2, Neutralization possibilities:

* Tole3. Destruction poesibilities:

~ Controlled discharge

- Incineration

- Water purification station
~ Others

* 7.2, For the public at large

* T.2.1s Recovery possibilities:

* T.2.2. Destruotion possibilities:

- Controlled discharge

- Incineration

- Water purification station
" = Othexrs

8. SPEZCIAL STUDIZS .

8.1s Degradation products and metabolites
8.2. Biotic accumulation _
8.3. Abiotio accumulation



CANEX VIIT

DETERMINATION OF CLASSIFICATION ™ TH3 CATIGORTIES, TOXIC, HARITUL,
CORROSIVE AUD IRRITANT

(See Art. 3, para 3)

1. Substances and preparations shall be classified by establishing the
actual acute toxicity of the commercial product, expressed in LD50
values, determined in animals. For this purpose the following L050
values shall be taken as reference values:

Absorbed orally: (LD50 oral in rat)

up to 25 ng/kg body weight: "highly toxio",

over 25 mg/kg but pat more than 200 mg/kg body weight: "Toxic!

over 200 nz/kg but not more than 2,000 ng/kg body weight: "harmful®,
Lbsorbed through the skin: (LD5OT;cut'aneous in rat or babbit) |

- up to 50 mg/kz bodyiweight;p"highly toxic",
" over 50 mg/kg but not more than 400 mg/kg body weight: "toxic"

over 400 mg/kg but not more than 2;060 ng/kg body weight: “harmful®,

Absorbed by inhalation (Lc50 inhalation in rat)

For gaseous and volatile products or products whioch contain

volatile components:
up to 0.5 mg/l air: "highly toxic”
| over 0.5 mg/1l air but not more than 2 mg/l air: "toxic",
over 2 mg/l air tut not more 4han 20 ng/l air: "harmful",
For mixtures of components with varying vepour pressures, for preparations
as are not unequivocally gasedus and for fumigants and aerosols, it must

be checked whether the commercial preparation contains volatile components
vBich could be released into the environment in actively toxio quantities:

I
“
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If the rat does not die within 14 days'of being exposed for 1 hour to
cotirnted a‘r~vapour mixture (not acute resplratory tox1c1ty), the
50 values found Should death

occur, the LC.. value will have to be ascertained.

50

c¢uss*ilcgt10n bh&ll be aligned on the LD

Substancés énd preparations shali be classified as:

"corrosive" if, in tests on rabbits, the commercial product destroys
the tissue (necrosis) within 30 mimutes of being in unimterrupted
contact with the skin for a perlod 66 7 days in a quantlty of 0.5 ml

©or 0.5 g3

4.

Substances and preparations shall be classified as: '
irritant” if, in tests on rabbits, they couse inflammation within 30
mimtes of being in unlnterrupted contact with the skin for a period
of 3 duys in a quantity of 0.5 nl or 0.5 g.

If there are indications of the existence of toxic effects, apart from

acute effects (e.g. carcinogenic effects, ¢tc.), substances and prepara—

‘tions may also be classified as highly toxic, toxic or harmful depending

on the importance of these effects.



